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FESERICR T D HPV RO KRR IT, AFIZBWTHPV 16 XN 18T 65%TH Y . Hii=72 5o
® HPV 7310 % Z & TARANIK 90%D FEH 2 TT 2 Z L RHIFRF ST\ 5, FRRICAHIT
7 L— N1 O ESEH ERZNIES (Cervical intraepithelial neoplasia : CIN 1) D#J 55%, 27 L — K 2/3
O SHE_ EENIES (CIN 2/3) OF 80%IZxt L T TR N HIFF ST b,

<ImUEOXEEICHITS 3 EEE>

ARFNZ, BRIE A B ERE I FERER (001 588) 21X 0o LT 2EEOBERRBRICEI Y, A%
PR, SR ME, ZePESTERR S, 80 LA oo [E STk CHRIEIRGGEAGE A BUAF LT\ D (2023 4E 2
HEAE) . A TIE 001 RBRA~OBINIMZ. 9~15 D AR N LtEicB i) 2 S AR KRR (008
AR MBEE S, SRR R VR EERHER SN, 2D ORBRFE R 2 RICARFR TORBHFH %2
1TV, 2020 4 7 A ICBGER e ARGR 2 BUS L 7=,

<IBMULE IS BRBOKEICE TS 2 @EEE>

AFN O 2 [AIEEFE O FTEIZ DWW CiE, MEAMETTARRER (010 5UBR) 128\ T, 9~14 5% D H 4™ (2R H|

Z 2 [EIHERE L 7= B DS JRME DS 16~26 ik DML 3 [BIHEFE L 7- B SadE [F MRl 5t L CIELMETH 5

T EDRE L, BUE 80 LA LD E ST I T 9~14 ikt L CARKI O 2 [ BEFE O H A 3 [BlEEFE DX

BHIEE LTI TS (20224F 6 HBIE) . A TIZENEIAERER (066 3HR) D 9~14 5%

O HARNLZMED 2 [EHEFE ORE R O/ B AR (010 3BR) OfE R4 Fic, 2O LB

IMO—ZEHFEEITV, 2023 4F 3 F &R A TS L,

) AFIOEKGR S - ERCHAEE, 195 oLz, 11 0.5mL 243 3 1, FAWNICERT 2, @,
2[E BIEMIEIEERED 2 » A%, 3EIEIL 6 » ARICFEERO HE TR T 5, 9mbl B 1SERM O L, 4]
AR D 6~12 % A ORIRAE V=G5 2ROBE L T2 LR TE S, | Tho,

2. HFOREREHEE
. H—F L ANZEEND HPVG, 11, 16 L 18 B2 Z, HPV 31, 33, 45, 52 O 58 o> VLP
EEte, (TV. 5. ERRAGE] OHEESH)

2. T T NTHHITRGE N < B b5 HPV 52 KON 58 D VLP % & 2, +ESHEE DK & 72 5 HPV
DK 90% % 51 3—F 5,



I

. BEICEY S1EE

BH—=F NN KD PRI A, FriziciBmEhniz 5-50 HPV BUZEEE L7z CIN 2/3, BN
i (Adenocarcinoma in situ : AIS) | #M& RZNIEES (Vulvar intraepithelial neoplasia : VIN 2/3) &
OE _ERZNIESEE  (Vaginal intraepithelial neoplasia : VaIN 2/3) DF$EHIZx5T 5 AKHJ O T Bhzh Fi%
96.7% Cd o7z, (TRIH A5 MR E B ERER MEERY)  (TV. 5. BRG] OESH)

4. TEARFER (001 3B, 008 5lBR K& (N 066 75R) 1B W THER SN -FIMOG X, EIREESR, £ > 7L
T BRI U UoNETE, BRI, REMED U BRI, Sorh GRERIGEEI Z LS Z LR
D) . DPEMEEER, O, ML e, BIEEYR. MESE. R, BEEVE. DUBCR. EShmATE
i RSO RERR . TESTEAIALEE, TEAHMALE O FEr, FEN SRS, VEESEALAN I, RGO AR
. TESTEROL L, VRSO M, SO BV, SR, TERREALEERS . TR AOGR, TR
ALAAR Y, D, MBS JESHMALEREIEA, EFHIAAEEI Ch o 72,

HRZRRIBOSIFELF O Y) ThH 5,
WRUESS (717 4 7% —,

RE SRR, FRBE) . X7 0 N UIEBRE, MR

SREER. SUEREMERNTEBEZS  (Acute disseminated encephalomyelitis : ADEM)

(v, 8. &IfEM) DEZM)

3. HSORFFEHEYE
AKHNT, L7 4L R U P Th A,
4. BEFERICEALTRAMTAAEEY
TR ISR 2 B4, H e
T ¢ $ 5 | 74 bb. BRES
RMP H 1. 6. RMP DI DIEZSM
C EIRPEREE T EM - B O 5] &
BMOY 27 g/MEiE# & L - - B E AT AR VL — R BRSNS (R
THERRE N TV A EH FHDF) -~
(ITT. 6. RMP O] DIEEBMR)
E il HHEE T A R A > 48
AR TE FH F oD BE T B L S A e
5. RBEHERURE - EALOFIBEIR
1) REBEH
EHGNL Y R 7 A2 REO L, WUNCE/T DL (T1. 6. RMP O] DOIESH)
Q) Fl - FALOFIREER

HIEHRA BT AF O E B9 D 15 iR it 2 F2h L 72 RSB L TRIAZ1T D,



I. BiEICEY HEE

6.

RMP O E
EELK)RVEETEE RWP) OBME
LM
[EEARFESNZY 7] [EEREAN ) X 7] [EERA R EHR]
WHEIES S (T 74 T7%v—, | £7 0« NU—JERRE B 2o USN

SRR, BB

AR 2 £ O i 8 Rk A AR R B IS

AP C

MR A SR B 9
SUEREMINE A (ADEM)

AVEIZ B % AT S

L

| EET S < AR 0 7= 55 OIEE)

| Bzl o< U 27 F/MbD 7= 8 DOIEE)

[ 3 0 2 e B AR A O A U R 2 e/ MR OREE
SR O RS 2 R B SIS VS NC
BN [ S 22 A B IS SEMD Y 2 2 B/ METES)
© R PR A R ERGERE WA GEEEEO T X) O L
BT B A - B FHE O ek ‘ o
L R0 R (LA — 1999 2B S L
(RAH D) ~) OIFR &k

OB OTEHIT, MSIATBOEN 3 G R AR

AHE O EIRDHERRB - THER L T X0,




I. AMICEETSEE

1. BR5:E4
(1) 0 4

VI — RO KM E G ES ) Y

2)#* 4

SILGARD®9 Aqueous Suspension for Intramuscular Injection Syringes

3) BIrDHE
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5. 4 RHEN DT B R OFH IITMENL L TV,

(fi5n) * () OFSILEFIRLOEE ITHIE

5. 1 ARNOFZE T IX HPV 6, 11, 16, 18, 31, 33, 45, 52 K ON58%ID L1 7= AEHE S 72% VLP T
HV . HPV 6, 11, 16, 18, 31, 33, 45, 52 KON 58D HPV BUC K 2 Ge, A L OYR AR
HTh R fEER ST D, —J7, HPV 6, 11, 16, 18, 31, 33, 45, 52 kO 58 AULI4L o> HPV
K;é@%\ﬁ%&oﬁu_ﬁﬁé%%@%ﬁ\ﬁﬁ@&:éxﬁfﬁéo

5. 2 RFNDNREITZh FIX, THPV 6, 11, 16, 18, 31, 33, 45, 52 KON 58 B DEYLIZ RN T 5 75
SEHFE N OV ORIBRFZS, VIN, VaIN N REa Yo —< kT 5 FF Thd, AANTTH
T F o THY, ARENOBERERF YLD N LT D HPV OFERR K OBEICE © T 5 HPV [#5E
DIREDEAT PRI RITHIF TE 20,

5.3 AAlX., 7oDm Y A2 HPV AL (HPV 16, 18, 31, 33, 45, 52 RN 58 %)) L 2 oDk 2~
HPV ! (HPV6 e OV 11 1) DJYe, JRA K OYEBICRTT 2 PIHRIRBZHER SN TWND 3, §7XT
D HPV B D JEYGe R K OYE B % TEHTX 01T TldZe v, RFITIE BT ZevsE s HPV ©
Y L DA E R AT 27201003, FESERZOZZHIRNTH D,

Fio, WRYYEICK LIEETDHZ 2L, MEYYEDRIN & 72D v A )V ARG~ O A b
72 % HPV YT U A )V ARG SN D720 MHEIIIC HPV B A~D Y R 7 R Cx 5 &
EZHND,

5.4 TR O RHIFEHGEHI TN L Tuvian,

HARNZ &% M5 WA,/ 3 TAH E R FRER (001 35R) o7 +v—7 v 735 Bk (021 3 5) I
BT, AH 3 R 7.6 4 (FIE 4.4 4) (2720 HPV6, 11, 16, 18, 31, 33, 45, 52 &
N 58 AU BHIE L 7= CIN 2/3 O34T D B e o 7=,

F o, WBAEIAERER (002 538%) O 7 v —7 v 75 (002-20 RER) 2BV T, KAl 3 [E1HFE
%1104 (FRAE 10.04F) £TYZFUICEEND HPV AL 2 =S, CIN 2/3, AIS,
VIN 2/3, VaIN2/3 kO RFEa L Pa—<DRAETED NIRRT,



BRICEY 5B

3.

RZRURAE
() AERURE DS

9L Btz 18] 0.5mL ZA&Ft 3 8l AYARPICTES 5, @H ., 2 [ H iXg)aEREo 2 » A%,
3EIEIL 6 » ARICHEERD HIECHERET D,

9 kLA b 1S R &k, PIEIEEFEND 6~12 » ADOMREEE WA 2B OEE L7552 &2
TZ 5,

Q) AR URAEDHEEE - 175

<ImMULDLHIZH TS 3 EIEE>

1) FZEDRERM

AFN &, OIEERE, 2 » Ak, 6 » A ORF 30 FFANICIER T8 A 7 ¥ 2 — i, ﬁ%&w
AARTHEGRED 4li HPV V7 F o THLH—F LV NVOFEIZESWTHRE Lz, ZOHIEI
~&/w%ﬁ%kLt%%%ﬂﬁ/%mmlﬂhﬂﬁ%(mnﬁ%)%%ML\m~%m®ﬁﬁ%
KG L LTH—H L b blig LT RRI O 2k, R M OVZ2 vk 2 554 L 7=,

FIC, FBIAERBR TH S 009 R TIL 9O~15 D LtEZ i & LTH—F L b il L= ARHF D
G M e OV M % 5AM U 7=, fthod 5 > OB IAHRRER (002 3Bk, 005 38R, 006 7B, 007 7Bk,
J OV 008 3BR) T Z O HEIZ TARAI O G Mk OV M % 3 L 7=,

PEREA V2 — VB L C, 2 B BRI 0RO 2 » Atk 3RIEEEMIZ 6 » Ak EHESINT
WA HOO, FIEEMT, 2 B BEEREAYIEEEREDO 2 5 Ath=1 » HO#F, KO3 B HEER P
BERED 6 » At +1 » HO#ME THETRE TH 7=, £7-. 2B HEMENS 3 [0 B3 £ TOHM
WCBAL T, 2 [ HERE D 3 M A E TOMMMAEL D25, #IEEERE 7 » H#% O HPV §it
Wﬁiﬁbfﬁmbk%wm AH| O HPV BRI T 2 HFUASUSIT 2 S HIFHN OB 7 =
—NERAWSGE, ANERREEE S T o7z, S 51T, 001 B CIIEEfEMRE 2 b3, 1 4L
Wu3@@@@%%TLt%%%%@@T$ﬁ@ﬁﬁé%ﬂﬁbk

WTNORBRICENTH B RENSE N2 &b, AROHET#EYI THDL EE 2T,

2) AEDHXERN

2T 7 FF, —RICSMPUR O REFER M EER GUROBA ., =8 h—7FRA 28 /e
E) IR BEPUROREFEMERTHEINGED Z &b, 91fli HPV V27 F > (HPV 6. 11, 16, 18,
31, 33, 45, 52 KOS58 ) DRFEICH = - Tk, 41fi HPV RO FYEIZE LT — & 2 uisxt
LIELHERTZ LR oML LT, H—F L (HPVG6, 11, 16 KN 187) AT —#
Z T 94l HPV U 27 F > @ 4 {fli HPV BB E D AL TS 2 720, 9l HPV U 7 F > D 4Afi
HPV B DG TN T — 2V L RRRE L 725 X O ICHEEZRE LT,

001 FRERDOBLIIE N S— b TR SNAZFHED 9 i HPV U 7 F o O EML, 4 i HPV Y
W LTI —Z vk L TIESHETH Y . HLEMLT 50 HPV BB L THAK OB
IRV WIEEEE 7y ABFRES CRWHURMGZ 558 Lz, R E LT 9l HPV BUZBHT 2 mWVER)
WEXFFT LD THo7z, — 5, FHED Oli HPV U 7 F 2 O BRI 2RI BAF TH > 7=,
L7eno T, RSN TPHEIZBERAZEE LTHEHYTHD EB LT,

F2, EHAALPHAADOWNTNO LTI NTH ., 9~15 LMD R 16~26 7% P
KLUTCHRBECTHo Tz, ZRMICE L THIFAARANE HARANTHEEET, 9~26 i MEICBWTRAT
RN R ENT, ZOZ G, EARNLME L FEOELOHESY BARNLHICRET S
ZliFme EE z oNT,

5T, AFNEX, H—F NV ERIUAYRD THL AMHAPVEIZEH L CWD Z L 2Ex, —
v & RIRICRH AL Ol Lot & LTz,
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V. ARICEY SER

<IFUE IS BMERBOEMEIZH TS 2 [EEE>

AR 2 [EHEFIZHOWTIEL, REET 7 F o T2EE L TWDHIREGREOBERAZ 1 [BIEL L, B8
M DR E DR 2 &5 L amal Lz, 2 [EHOBEREEIC O W TR, REa L Vu—
~ZIHMEHEE & L= 4 i XiE 2 flio HPV U 27 F AR DA Rk 2 3540 L 72 3RBR OfE B & 2 [l
FEOMED 4 % A LLFOBAIT 3 BRI L CHAIMER RN iR H D 2 & ), AAHID
3EHEMEOEA. 2 [FHE 3 [EHOEBMEAEWVIEETUARISNE L RD ZENRENTND Z
EEEBE L THRMNEITo 7,

2 [FIEEREOARNED AR H 7= > TiE. 9~14 D 2 [ O G FPE 2 350 L TR DA LhPEN
ENL LTV D 16~26 ik 2etED 3 [EHERE O JFME & bl U, FEBPE DN E BILR XUFFEL PED iR
ENTHEIT, 16~26 itk TR ST ARk & 9~ 14 3% icth o 2 R DA 2 & L CTob
ffitTsrz e Ll

=N 2 AR RRER D 066 7R TlE, 9~ 14 7% D A AR N M2 RS HIE KR TN 6 # A % DOFf 2 [Bl42FE (0,
6) (2T DA OV RMEZ R L, S RIS DWW TR, 16~26 %D H AR Nzt 3 142
fE (001 3BR) & IELTEDONERBRICH 20 E Mt Lz,

WAV IARRAER (010 3ABR) TiX, 9~14OIEARNTOHIEL, 6 # AL XL 12 » AL DFE 2 [H]
PefE (0, 6 XL 12) & 16~26 % DI HARNLMED 3 [AlHfE D Gyl Rk 2 bl L7z,

AARNLMEE FHEARANLEDO NPT OEMICBWN TS, 9~14 5 Lctho 2 [ (0, 6 XX 12) @
GMT (%, 16~26 gD 3 [AIEEFED GMT L 0 & < . FEL MDA EBIR SUIIELETH D 2 L 03k
wINT, £, PUEBEERLOTHULOEMLFERE ThH o7, ZNHORENS, 001 RO 16
~26 LM TR BT AINERAR & 9~ 145 2ctED 2 [BIHERE DO A ZME L L CHMET 5 2 &1L AT HE
ThHEEZT, £, 9~14 O BARANLHETIZ 2 [EEERE (0, 12) OBMFHIITHOATWRNE D
D, 010 FBROFER S 2 [FIHEFR (0, 12) 1E, 2 [FIEFE (0, 6) (T LT GMT 28@mVMEMNIZH 5
ZENBIFERARNEFERICAARNZIBWN TS 2 B4R (0, 12) 1X 16~26 5 MED 3 [ElEEFED GMT
Fv@E<, PiABIRR bR L 2D B2 BN, 2 BIH OB YIEEERER 6~12 » H OHIMANT
UL, FREU EOGERMEORERENMEOND EHFFTEX 52 L5, 2 [BH OBREREZ )
PEFRT% 6~12 % H DM L %€ Lz,

ZEAAVEICB LTk, 001 RBR7 ECTHERE SN TV D AKIO 3 RIgERROZ2MET 1 7 7 A )V & Rk,
066 FRER L TN 010 RERIZIBWT 9~14 5O LMK T A AK O 2 [AHERE (0, 6) KON 2 [F#H:FE (0,
12) ORENET 0T 7 A VIR T, Bzl Lo 7 I AR0BaiiBd o noiz,
INHORREND, 9~14 iR E~ORBN e HIER O & E L THIEERED D 6~12 5 A OMIR
BEW2EEEEARET D 2 SITHUTH DL EE T,
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V. ARICEY SER

4. RERUVAEICEEYT HIE

1. BERUVBEIZEET 5FE

1.1 $&iEME MR

1.1.1 9wl OG5 3RO AT 556, 1 FEUNIZ3BOEREZK T2 L REE
LW, 728, AFNID 2 [ H KO 3 [EHOEFEIHIEHFED 2 5 HEL D 6 » HRIZTE 0
AL 2B BEMIIREEN O DR L 1y AR 3R BERIT 2B EEFEN DR LD 3
H AU LR ZEWTERT D Z &,

71.1.2 9Ll B IS RO LMICEE 2RO Z T 255, 13 1 AR E TICERET L2 ENE
F LV, B, AF O 2 EHOFEREZ RS 6 » UL LA B TEETE R20EE,
2B OFERIZREENS DR LS 5y AU ERIRAEWNTE/mIT 5 2 &,

2 Bl H OB WIEIFEEND 5 1 AR KRG ThoT-HE. 3 RBOEEL2EHT52 L, 20
G, 3P BOERIT 2B EOBERN LD S 3y AU EMBREEWCERT D Z &,

1.2 EFERE

ERNVLELRBOTIEAICIE, OU 7 F o bRIFHCHEBET S Z 0N TE S, [141.1 B3]

(figa5) * () OF BB FIRLOEER IR

1.1 EERE R

1119 EoPECH T 5 3 a8

AKI1E0.5mL &, #IEHEERE, 2 5 A%, 6 » A OF 3, fIANICER T 28R 72—
W CIHERE X, RIS AR R IAR E B IEFEER (001 3ER) Z1X U & T 2B O RRERIC
BT, KBIOFME, FEFREROLEENHER SN, A Y 2 —VZB LT, 2B H$
FRIIPIEEERED 2 » A, 3RIEBEMIZ 6 » HR EHESN TS OO, EiARRER Tl on
X, 2B HEEREA IR 2 5 A% 1 5 HO#E (WEEED 15 HA%E»5 3 » A% ET) |
e O3 [0 HEEFE S IRIEERED 6 4 Ath =1 » HOFH (WIEEFEDO 5 » H#%»5 75 A% E7T) £
THARARTH -T2, £/, 2HEE#EMEND 3R E TOMMICE L T, 2F BN 3
H#M £ TOYBNE L 2251258 T. Month 7 ® HPV HUARMHIIAME L T L= b DD, KF D
% HPV AU 2 PRSI Z U S #HN OB A 7Y 2 — &2 W Tih . NEREEs %
T einotz, Fiz, 001 3B CIXEERERRE A2 T, 1EUNIC 3 BEIO#EREZ 52 T LoiBRE s
W, REIOF DR S Tz,

7.1.29 5% 0L b 15 iR O MEC I 1 5 2 a1k

066 FRER TIL, 9~14 kZctlzI61T 5 2 B H OHEFRIFHEHEFED 6 # H#% & BUE STV, 6
B A% EABEOFEE CTHAMRETH 7=, 010 R THRARIC, 2 [0 B ERITEERED 6 » A
BT 12 » A T4 WO E THEARETH 72, ZHODORBR TORTIZHESE 2 [HH O
FEME S » AL 13y AR ETLERELE,
RNEaVn—<&iHER & Lz HPV U 7 F U3 OANEZ 210 L2 i 5. 2 AR O MR
24 5 ALLFOEEIT 3 BRI R L CHIMERNE N o 72 L OMEN S TR D Y, O iRA
CE KO TR RS (WHO) & [RIRRIC, 2 EIEEFEORIFEDS 5 5 A R OSE 1%, 2 BlEfE) 5D
72 EH 3y ALULERBRAZEWC 3EHOHEEANETHDS & L,

1.2 RIFFIERE
MEMARERE S 208 25 1 #im 19 th o PRAEERL & OBk [ (2) 2 FFELL Lo [hHEfE % [RIREIZ [
— DR RE TR LT ) R (RAVZ T2 - IRA NS VA REHT 25481 1250
U7 Fr A, RRERE L CiEfbiav, ) X, ERARICKLE RO THEAIIT ) FNTEX
HT L, | ITHEIL LG LT,
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V. ARICEY SER

5. BRERAE
) BET—2 v s—2
<IEmUEOXMEIZHBIT5 3 OiEE>
© : FHmER — : FEMmEFS L IFFHh o5 L E T

# | % ﬁ
Phase PIES | 4 g RER TV A o DR
PE| |
s
16~26 5% &tk
- 1,242 {3
fﬁfiﬁﬂa FAEME (16~26 %) Z 5B AH %
st | WAL 3156 — | O | O | mfE Ll RS, Bk, %%
gy | TR 3076 JEUME R O 28k 2 Wt 2 R AL,
+ w310 4 CEER, H— & VKR, ERER
= 310 ) R
16~26 5% &tk
14,204 il (35 b FRBRTA Mo M<HBRIES T AZT 1 >
W | # U — & S iz B0 (1T FAEAME (16~267%) 28T 5 HEK
(001) | =B & 4te) JOHE R OV M RABR
SHER AFH ¢ 7,099 {1 © | © | © | FIF <A - RS 7 225
BE | = 1 7,105 6 A > R (1626 5%) 12812
EN) (55 HAN : 254 14 BAE, s M K OV h 5B
AFH - 127 5
H—K v 127 i)
o 15 s 9~ 15 R A AN et 2 X Gz AR %
P 100 @J’ — | © | O | #E Lf:ﬁ%%@i%ééﬁ\ %Eﬁ&@ﬁfs’%
(EP) SR & fR et 5 I B kR
9~15 5% %
16~26 1% &1k
- BEEMAEOCEEHO B & (9~15
iﬁ? 3ngﬁﬁ ) WONCHEELE (16~267%) %
v, coy b1 648 il — | © | O | MBRITAHKIZHFE L 7= BE O ik,
UAE) cow k2 643 4l %j&ﬁ&@@%ﬁﬂ % %F‘aﬁ@*ﬁzﬁ%
Cty b3 644 Al Wt 5 Sk, ERRILERER
9~15 % B : 669 f
16~26 i & < 470 f
11~155% 5% BEMA L OEERO T4 (11~15
TR %) %ﬂ%&:ii%ﬂ%Aq‘ﬂﬂ%ﬁﬂ%%? 7
(005) um@J‘ FUROMER - 77 )7 - HHEYE
BV [ R FR A — | © | O | ZIZHTDHZHMMREEY VT LR
&1\) < 2 31145 - B 310 451 HERE U 72 B O 00 % R N VAR 2
FE R B RRRE a2 s LFE, EEA, S
< 2k 310 431 - B 310 4 B, beEaRER
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V. ARICEY SER

| % ﬁ
Phase 5 RN R A O
M| b | 0T
1
12~26 i &tk
s | 0247 WEICH — & N OERE LT 12
(006) A ~26 i DI E G ARA A HERE L
4 S 12~157% 1 122 — | © | O | RO R et/ BN K O
) | 16267 ;496 1 AT D IR L, —HER, 77
77eh CRRIR, Sk, EEEEERR
c 12~15%% : 60
+ 16~26 1% : 246 1
1S % AN RCEENO R (11~15
CRLE I P ) AR AR AR - 27T Y
O\ e srn ol | 7 EREE Y ik p mAE
PR e 264 il - B - 262 GV 7T LR LB ol
(SRE) e ‘ TR B ORI & a2 £ e ek 3
R BARRE R, MEfEA, IFER AR
- 264 B - Tk 264 B Al AL, FEE LGRS
g | 915 T EEWIATR BB (9~158) Ok
(009) P % %SISR % 95 FE LT B
gy | 000 P — | O | O | EHER OCBENE & i3 B R L,
(;71:) ZK%IJ 1\300 ﬁd :Eéi‘ﬁ\ 7’7‘—53//1/3(?(/5“@\ B%\%jj\:ﬁ
T—2 0 2 300 15 SR
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V. ARICEY SER

<IBLUL IS BREDXKIEICE TS 2 BIHEERE>

© : FHEEE O 2EBEE —: b LATFHE O SR &3

| % ﬁ
Phase POp 2| A ); R T VA DL
PEME ] T
P
H I 9~14 3% BT BT D AHK| 2 [alHEFE M
(0667) | 9~145tctE[2[E4ERE(Q 6)]: | oo O~ 15 s BPEICIS T 2 AK 3 [
BNy 105 45 DG JFE K OV MR, FEER.
(BA) 2 it % 3 Rl BR
9~ 14 i At [2 IR (0 6) ] :
301 31
9~ 14 i B [2 AR (Q 6) ] :
A | 301 431 16~26 Pk L el Uiz 9~14 %5
(010) | 9~14 B [2 B4EFE (0, | oo LA BIT 2 A 2 (A BEFE 0 90 % JFE K
kbR 12) 1 :301% R, FEER. ZhistdkER
GED | 9~14 ittt (3 [E142FE (0, 2, B
6) 1 :301%
16~26 %M [3 B4 (0,
2, 6) 1 :3144
N—=F B (& 78— A DAKH 16~26 i &I % 9 fili HPV 7 7
45 1Tb,/ T X&iﬁ;&“ wv«@%l{ﬁaﬂﬁd) ¥ : 3 @%iﬁ@ﬁ{&ﬁf%ﬁiﬁ@&tﬁ
(001) 16~26 5% et « ARHIRE © 7,106 E”ﬁ:’f@kﬂzﬁﬂ\ ,4?3—51’;5%{!:1 “HEMR,
St il . ololo —X y/biﬂ“ﬁﬁﬁ%‘%flﬁlﬁiﬁ%ﬁ
(S[E (N, EIZIK)\EW@I 1127@) sX— h A:{6~26@;r‘r$a:£aj‘éﬁﬁi
) 16~26 ik « T —4 2 VRE SGVE B OB ZRPERR
7,109 i /8— K B:16~26 i & MEICB T AR
(N, BHARNEGIEL : 127 41) P, S R OV 2 MRk

T OARAEHRBICHN T =2y AT H 0241 H 140) $TOTF—4

(2) ER R ER
LR L

Q) ARRIGRAHER
AR L
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V. ARICEY SER

(4) IREEROSER

1) AR
<IBLEOXMEIZHITS 3 EIERE>
OEBARIFKE <001 HEE RAERKYIREZT 4>
HIt o (1) 16~26 i D LMEICARKN 2 B5FE L7z & 2 DR E TG 5.
(2) ARMEOFHmIZHWS 9 i HPV U 7 F o O AR Z 5+ 5,

RERT A v | WS N AEEL{L —EE MR — & 2Lkt R &SRR
*F5 16~26 i DFERE 72 20 1,242 1]
 FHAGUBERIF 1T 16~26 1k D 72 ot
« 2=z r—7 A I (Papanicolautest : Pap 7 A k) & —E {5 1F 72 Z L3720,
. , XX Pap 7 A NOFERNBEFEOHTHD Z L,
70 B Gk Y o .
ERBHILE g s R E COMSENT (B 2 I~4 4 ThB T L, 1
INETOMRBMHTE (BHEXITLNE) 2 04054, 18U ETHY ., Rk
BH4E 3~6 » A IPICHIEEI 2179 FETH D Z &,
HFHED 9fli HPV UV 7 F U 8K T — & 2 (FHR) % 0. 2. 6 » HEFZEF 3
EFFRNICEERE L, 75 A FTE LT,
£ F UHER DR
0.5mL H1>% HPV L1 VLP & & (pg) AAHS
67 | 117 | 1674 | 1874 | 3178 | 337 | 4574 | 527 | 587 (g T
29ER=+ 20 40 40 20 20 20 20 20 20 500
A E 30 40 60 40 20 20 20 20 20 500
RER L
EHE 30 40 80 55 30 30 30 30 30 500
H—E )
(ki) 20 40 40 20 0 0 0 0 0 225
T T7NAI=TLE FrF U ARRAT = Milsi (Amorphous aluminium hydroxyphosphate
sulfate) (7= AL L Q)
=R 315
FR O ERE - 307
= HERE 310 45
H—2 T UEE 310
smEy |2 [B] B fEt% 4 IED HPV 6, 11, 16 X OY 18 2 %t4 % GMT
el © 16~26 % D LMEIZ A H EORIHF 2 Bl L - RFO FE RS
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V. ARICEY SER

LEES

SR

HPV 6, 11, 16 XN 18D RMEIZBE L <, FHE I HPV V7 F o O H—X
VT A GMT b (95%CT) X HPV6 % ¢ 1.24 (1.03,1.50) . 117%4-C 0.83 (0.71,
0.98) . 167 1.25 (1.02,1.53) KOV 18T 1.24 (1.02,1.50) &\ 95%CI
O FIRENFANCERE LSO UETH S 05 L K& o722 206, A
/O 9fii HPV U 7 F > D 4 fli HPV B O FMEII N — & %t L CHLMET
D ENMEES L, THED 9 HPV U 7 F o 8E] (KA O B H ER
iz,

REBRUOA—FVIVEICE TS
THABOHPY 6, 11, 16 BV 18 BCx Y 5 MEH K"

9ffi HPV U 7 F o FHE
_ e H—2 v | 9 HPY U 7 F D
. ERR Ui R (N=310) | H=FvMZxd 5
HEE | (N=312) (N=307) (N=310)
(LA ) GMT
CLIA
T - M GMT it |FELHENT
o N
neaunn | P | oD | ™| D1 | ) (95.06% | *+45
(9))) pfE
Bi]|
H}?ﬁ/&i 200 5983 |186| 673.1 [207| 689.0 |[196| 542.1 (1013'2;‘ so) | <0001
i)
Hp;lﬁ{l%izoo 5713 | 186 | 549.6 [|207| 5647 [196| 660.6 (07‘1'8398) <0.001
bix)
Hp;lmlzgiwg 1,874.6 205 | 23109 [194| 2,422.4 |201| 1,847.9 (1012‘2f53) <0.001
HPV 18 7! 1.24
- 218 603.8 |229| 7852 [233| 788.8 |223| 6355 (102, 1.50) <0.001

* RMEATIX PPLEEM CiTb T,

TIELMEORAEIL, GMT LD CIOTRRIED 0.5 2 TRIG RN & EER LT,
N : BHRERICEESICE O o, 1 B ESERE 21T - 723K

n : RN SRR B
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V. ARICEY SER

waetk

BARBRIKPEFEL 1~15 B BIZRO ONI-HEFROBREKIL, AFOKHERT

92.6% (287/310 ) .

R ERET 92.4% (280/303 f31]) . i HERET 92.8%

(283/305 1) K ONH — & I )VEET 90.3% (278/308 ) TV . PRI OAE
FRRBERIIBBDREE T o2, o, AEFEFBITIY Pk L-wkbrE i
BRABR T2 6 KO HERET LA Bii=n,

Rl B

R NI Byt 3 e )
. BHERO 1BIOBTH -7, EERAFERIL, KHERT 26,

o1 it

BEC2Hl, RO —F I VEET 1HIRRD Hivie . 1R Y EMIC L D AAl LD
REIRBRNEE STz, £, FETHIHED bR oTz,
79 FUEREE 1~15 BEICRE SN -FAEFEER
9ffi HPV U 7 F He L
A & WA B &
n (%) n (%) n (%) n (%)
fi B SBIR AT o TR B S 310 303 305 308
VL EORERGORBL | 287 (92.6) | 280 (92.4) | 283  (92.8) | 278  (90.3)
TS DA FHHE S 273 (88.1) 270 (89.1) | 279 (91.5) | 258  (83.8)
HHEA LIS DEESES | 166 (53.5) | 171 (56.4) | 156 (51.1) | 163 (529)
BISOGT DR B 279 (90.0) | 275 (90.8) | 283 (92.8) | 268  (87.0)
RGBT O B i 273 (88.1) | 270 (89.1) 279 (91.5) | 258  (83.8)
HESHERALLAS OB S 104 (335 | 93 (30.7) | 91  (29.8) | 90  (29.2)
HBERHEFERROIRE 2 (0.6) 2 070 | 0 (00 1 0.3)
HIERRIRS DB 0 00) | © 00 | 0 (0 | O 0.0)
BEFRLCI DHIE 2 (0.6) 1 03) | 0 (0 | O 0.0)
Bl S s X B Rk 1 0.3) 0 (0.0) 0 (0.0) 0 (0.0)
A 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
TIRBRIH Y ERTIC X 0 IGBRIE L OREBRY H D L HE S FR
I IRBREE R O 1k
4) FENER) ¢ [EBRILEZ HIE T AR B IAEERER (001 3R] (202047 H 21 A7&GE. CTD2.7.6.2)
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V. ARICEY SER

QEMARIFKER <001 HEE A - RERMEY IR T 4>
BEY . (1) ARAIOZEMEO N
(2) AFNDSH—H )L & Heig LT HPV 31, 33, 45, 52 X% 58 T B L 7= CIN 2/3. AIS,
RN E S, VIN2/3, VaIN2/3, S IFEEOES R ERZIR T 52 &
DIEE
(3) AANT L VFESNSD HPV 6, 11, 16 KON 18 HUZHKT 2 GMT IZOWTH—F Lk
D Ll TIELE & Rk

RERT YA | BRI L —EE MR — & 2L IRE BRIE R R

16~26 ik DR 2t 14,215 4

<WeBRE DOWNFR >

AHIEE - 7,106 1], H—H R 7,109 1)

AARNZE 254 6] ORFIRE - 127 61, H—F 2Rt 12761) &2&Te

PIE S

TR ESEYE | BSOS 7 252 7 1 LRk

AR NI —Z %0, 2, 6 % HRRIZE 3 EIFFANERL, D72t 42 5 H

L e T

B

< EFERHmIEE >

e HPV31, 33, 45, 52 3% 58 AR L 7= CIN2/3, AIS, & SHfE. VIN2/3,
ValN 2/3, #hFafs XL oA s AR

FEATHHE - HIEO FEARFUCE T 2 2R B0 LT, U7 F U TR O Cl o
TR 25% %252 L THD, BEAEIRM25%ET 5, UIF o PRIROES
TN CHh B,

THi#E = (- (KRBEOA X MRAEE ARBEOBENE) /(T —F VD
AR NG TT—F N BEDOBENAE) ) X100 (%)

< FERBIRFHGEE >

e HPV 31, 33, 45, 52 T 58 BB L7722 &b 6 v A (KKEOFFE
fPHIZENRZLEL 5 AUW) UL EEE TERIRRS V2T 5 2 DUl Eokg
RIZI T D FRpt g DA A%

e HPV 31, 33, 45, 52 X% 58 AUCBE L7= 7= SHER, FMEK OEOHEBOE
ARER

A E H

< E7RRBRFEAmTE A >
. HNH133455£Zi%m WCBhE L7207 b 12 9 A (B RBROFR
Ii%h%hﬂﬁHuW)UL%hf%ﬁéht BT % 2 SLL EoOfk
BT D Frpti g D3 A

. HNWL3&4&5$W1%@K%‘Lt%*“%é@&w%ﬁﬁ%ﬁﬁﬁ
SR DTSR

e HPV 31, 33, 45, 52 X% 58 BU|CRH L7z Pap 7 A N H D4R [ASC-
US (&Y A2 7B HPV % LTt LA ]
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V. ARICEY SER

S

< FHRHHEHE >
30| HBEFERS 4 WEF O HPV 6, 11, 16 XN 18 B2 %5 GMT

fEHTELE : HPV 6, 11, 16 XN 18 B> GMT ITH1F B IEL D HHEIT GMT b (ORI
H—=H V) 95%CI O FRREA>0.67 TH D & EZSINT,

< FRRIKGHEER >

e HPVG6, 11, 16 XN I8FZNEN D 3 ] H BfE#% 4 HIFOHLIREGERSR
HPV3I, 33, 45, 52 X ONS8HZ o 3 6] B Beffith 4 lEF O FURR R
o 3[R HEEREL 4 KO HPV 31, 33, 45, 52 KON 58 B 1 GMT

PUARBHR & 1X. U7 F o 3 B H M 4 8RS Tl iiduism 32 s & Bkl 26+
5L EERT D, cLIA MIEHUAM S Z & OFUAMGO N » b A 7EU ETHDZ L&
Bt L BT D,

waett

o RRLEH. EFHEBMAOAEFEER, EFBMCUAOFEERR (V27 F A
X i)

HELAEHERR

o EIRBAEER L URAEESES %

Bk

BHIWEOEMNT X, PPE EMTITo 72, BAIMEOFHNIL 7 » AREOKEEDZ G
Fhi iz, ARBRO 7 v —7 v 7B O RAE1T 3 Bk 43 » B, KM
1 3R 67 5 H Tho T,

PPE £ : HEMWEDFIICHEE 5 2 5 X 5 iR EEFHEEN S O EE /2B 72 < |
3OV 7 FUoBREE 1 LN T XTI, %495 HPV BUZx L Day 1 CILifHt
RS EYED D Day 1 7>5 Month 7 £ T PCR &t &= L 7- BRE

- s R
RUTRTR | i b o EARAT 1L, PRI G .
PPIEH] : S Rt O B I B A 5. 2 % X 5 7o RBR EMZHm 2 & O EE R e
<. %75 HPV RUCKE LT Day 1 THUIEHUASUGRENED D Day 1 235 Month 7 £ T
PCR EMETH Y, 3D T 7 F B2 w0 22 BRI 52 0F, 3 [RIEERE% O i M IR A3 i
Y722 e U DT R
et
ZEMEOBERNIL, RBRY 7 F % | B EEREL, hoBRET — %2 H T
DR A AT,
ﬁ?ﬁﬁ :
< EH - BIK - BEEOFHEIEE > (PPE f#HT)
o FHEMEEA TH LS ELEMITBIT D HPV 31, 33, 45, 52 KNS5 AR L
72 CIN 2/3, AIS, E$#. VIN 2/3, VaIN 2/3, #hfaiE SdiEE 08454
AE R RITHT DAFN O TR EIT 96.7% (95% CI: 80.9,99.8) TdH 7=,

o RIRFHMIER TdH 5 HPV 31, 33, 45, 52 LS8 ANCEEE L= 6 » HLL LT
T D ERG R 5 2 PRI EIT 96.0% (95%CIL: 94.4, 97.2) . 7' L— K 1
PLEO eS8, SME L ONEORZE T 5 T 23R 97.1% (95%CI: 91.8,
99.2) Th-oT=,
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V. ARICEY SER

e HPV 31, 33, 45, 52 KOV S8 BUCEEHE L7- F3MliTEH X, LATD#@y Th

27,
HPV 31, 33, 45, 52 B U 58 BT B FRHEnRED
(001 5i8% : &% M., PPE ###7)
AH H—=E
o % # o % #l ,«
A B\ E| o® | B A & %%jfcé%)
% | Bl A % | m A ’
| & A | A
HPV 31, 33, 45, 52 KO 58 AP
CIN1/2/3. AIS. VIN1/2/3. 971
ZIN e s ’
\;ag\li/zg NixkE=| 6,016 | 3 | 19,002.1 | 6,017 | 103 | 18,886.8 (91.8, 99.2)
CIN 2/3, AIS. - S, 96.7
VIN 2/3. VaIN 2/3. %M &l 6,016 | 1 | 19,005.1 | 6,017 | 30 | 18,976.6 (80.9 '99 8)
e -
96.3
CIN 2/3 X% AIS 5948 | 1 | 17,407.0 | 5,943 | 27 | 17,427.2 (79.5.99.8)
95.6
CIN2 5948 | 1 | 17,407.0 | 5,943 | 23 | 17,430.9 (76.3.99.8)
100.0
CIN3 5,948 | 0 | 17,407.0 | 5,943 | 5 | 17,438.1 (:0.2. 100.0)
98.6
CIN 1 5,948 | 1 | 17,407.0 | 5,943 | 69 | 17,390.6 (92.4.99.9)
VIN 1/2/3. ValN 1/2/3 93.8
Tt ay S h e 6,009 | 1 | 18,975.6 | 6,012 | 16 | 18,972.6 (61,5, 99.7)
100.0
. )
VIN 2/3:X 1% VaIN 2/3| 6,009 | 0 | 18,976.0 | 6,012 | 3 | 18,988.0 (71.5.100.0)
S TR S 96.0
(6 5 H 2LE) 5,939 | 35 | 16,561.4 | 5,953 | 810 | 15,451.6 (94.4,97.2)
S TR 96.3
(12 5 HELE) 5,939 | 21 | 16,580.5 | 5,953 | 544 | 15,761.9 (04.4,97.7)
Pap 7 A B 92.6
[ASC-US (& YU =2~ | 5881 | 35 | 16,423.2 | 5,882 | 462 | 15,999.7 (89.7 '9 48)
HPV iZxf LT LLE] o
I — 97.2
TE G A R S 6,012 | 6 | 17,983.9 | 6,014 | 208 | 17,766.2 (93.9, 98.8)
- 87.5
B GHUT AR IOV F S
TESEEARTAVAIE EMS | 6,012 | 4 | 17,977.8 | 6,014 | 32 | 17,979.2 (65.7. 96.0)

D PRIOIER = (1- CKEBEDA N MBI KRBEOBENAE) / (H—F L
FEDA X NRERE T —X D NVFEOBERNE) ) X100 (%)
1 VIN2/3 DFAET R Do T,

§ LEEP X3 #EIER

HAANEMIZEIT 2 HPV 31, 33, 45, 52 KON 58 I BE3E L 7= CIN2/3, AIS,
FESEFE, VIN 2/3, ValIN 2/3, SR SO OB AR AT, ARFIRE
/115 5], H—X T NAEE: 0117 Th -7,

HANEMIZEIT D HPV 31, 33, 45, 52 LOVS8AUCEEE L7z 6 » HLL ED
FrotG: O F BT, ARBIRE - 211261, F—F 8t 18/117 61 [ TBh%h
B.89.2% (95%CI:55.2,98.2) 1 . 12 # A LA EOFRBEG O R AEFIEIT, AH
BE 211261, F—2 VBt 14117 1] [TBH%h5: 85.9% (95%CI: 45.7,97.7) ]
ThHoT,
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V. ARICEY SER

o AARAEMITHEITS HPV 31, 33, 45, 52 OS8R L=/ L— R 1L
O E SR, SME K OME DI O AEBIHUL, AAIRE : 0/115 5] (BIZ A4
376.6) . H—X VEE 2117 (BIZENAE 1 384.6) (WTHIKZ L— R )
ThH-oT,

§CINI, RFEaVr—<, VIN1, ValN1

& AR OBRESUIIRITTRROBEY Th D,
bt bt r—<=T A6, 11, 16, 18, 31, 33, 45, 52 F O 58 B D ke | TR K4 % LA
TOBEEDO T
OTESEH BV LEEEOBE) ROZEORIBRE (FESE ERENIES (CIN) 1,
2RO 3N ERENARE (AIS) )
O4ra LR AIEE (VIN) 1. 2 ROV 3 W ONCHE LAz (VaIN) 1. 2 f %3

ORFEaryvao—

<ZEOMOFHEER : 4 {fi HPV B (HPV 6, 11, 16 LUV 18 ) (ZBEHE L 7= A0 >

(PPE fi#4T)

o 2HEMNICEITDH HPVG6, 11, 16 KT 18 TIZRYE L 7= CIN 1/2/3, AIS, & SH
JE. VIN 1/2/3 OV VaIN 1/2/3, FhafE, B, REa v vn—~v Ik
Ye DI ERIIARFIE N OH — & 2 VTR D o T2,

HPV 6. 11, 16 RTF 18 BY(RHE L - TR AR B R THFRRBF O FERE?

(& & MRS
AF H—H
i % % #l P o g #l P
FHmE H B 4t £ 4 B 4 £ A
# 1) A % # | w A %
5 5 L= ¥ | % s

001 FRBR : 24EM]

CIN 1/2/3, AIS, 1= SHj#, VIN
1/2/3, VaIN 1/2/3, #hpag, B 5,883 6 18,582.5| 0.0 [ 5,898 | 7 |18,631.7| 0.0
B dkFEarvr—~
Bt (6 » ALL L) 5812 | 59 |16,187.1 | 0.4 |5830| 80 |16,151.4| 0.5
E2) 100 NEHT= 0 ORAEREIRT,

o HAANEMNZEITS HPVG, 11, 16 KX 18 TIZ B L 7= CIN 1/2/3, AIS. +
ESUE, VIN 1/2/3 KOV ValN 1/2/3, S, BB, REarYn—~ORgh
BIBOIAKIRE - 0/114 5], H—F VB - 0/116 B, Frge@Ege 03405 (6 »
ALLE) &, ABAEE 2111 B, H—F A8 0/116 Bl TH -7z,

& AR OBRESUIRITTRROBEY Th D,
bt b r—<=T A& 6, 11, 16, 18, 31, 33, 45, 52 F O 58 B D ke | TR K4 5 LA
TOREBOT S
OFESHE RV EREEOIRE) K OZORIBYRE (FESES LR NIES (CIN) 1,
2RO 3N ERENARE (AIS) )
O#Ma R NIES (VIN) 1, 2 ZL O3 WO B PNEESE (VaIN) 1, 2 Y3

OREarvr—~
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V. ARICEY SER

S M

< FEFHMEE > (PPIfEHT)

o AAI3MEBERE 1 » AR DO HPV 6, 11, 16 XN 18 BID L GMT I H— & L
Wk L CIEAETH o T,

o AARANEMIIBWTHEOMEETH T,

e HPV6, 11, 16 XN 18%ID GMT I1IAA| L H—LZ N Th7pl b b 42 5 H,
FIFEEE T o7,

ZHPVE (HPV 6. 11, 16 RN 18 &) @ GMT DtEE (Month 7)
FEBEH T VIBEOLE (2EHRVBFRAKHHE

Al =
HIE i GMT
(cLIA) GMT GMT (95%cCI) *
n (mMU/mL) n (mMU/mL)
001 7Rk : 24ER
N = 6,792 N =6,795
HPV 6 ZBUFTIR 3,993 893.1 3,975 875.2 1.02 (0.99, 1.06)
HPV 11 R 3,995 666.3 3,982 830.0 0.80 (0.77,0.83)
HPV 16 BIFLA 4,032 3,131.1 4,062 3,156.6 0.99 (0.96,1.03)
HPV 18 ZBUFLIR 4,539 804.6 4,541 678.7 1.19 (1.14,1.23)
001 #BR : HARNLEM
N =127 N=127
HPV 6 BTk 93 839.7 100 621.2 1.35 (1.04,1.75)
HPV 11 ZBFUR 93 611.1 100 607.3 1.01 (0.80,1.27)
HPV 16 AFi{Ek 96 2,672.7 103 2,223.4 1.20 (0.96,1.51)
HPV 18 ZBUFLR 99 688.7 109 471.9 146 (1.11,1.93)

* RIEHTIX PPLAE CIT oLz,

+ RN TTIEIEL MO FEYEIT GMT L 95%CI O FRMEA>0.67 TH D L EF L., 41
FTARTIIKR LTSN RSNz, BARANERICKH T 2 HGEHIREILEZ S LT
o,

N : D72 < &b 1 EIAKI OB 20T - s 1K

n: UHAENTICE G LR ik
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V. ARICEY SER

<BEREHmEE > (PP f#4T)

o AKKI3EIEHERE 1 » HHE O HPV R GMT X424 & 0 AR N TR
Tholz, 1=, AFI3E B 1 » A% 0O% HPV B OHUKBiRRTY (34
LI T 99.6%~100%DHEiPHTH V. AARNEM TIL9~To HPV |2
SNT 100% T - 7=,

1 3) HURBIRSRIL, & HPV O VLP FFRA05UARZY . WIRHERERTICEEMED & BERER (i
Ll o TR DOES R O T, HPV RYR IR 2 FRish B 2 R W iefis o
BIATIH ARV, B, & HPV R D VLP KR AHTAIT cLIA ETHIE LT,

% HPV 24> GMT (001

FER) *

2HEH (N=6,792) HANEM (N=127)
. GMT (95%CI) 1 | GMT (95%CD)
mMU/mL mMU/mL
HPV O RIUE | 3,993 (8718.;79,3;15. D |7 (696.2,3?;312-7)
HPV 1L | 3,995 (64;66,65%3_4) Bl 162,1%123.3)
HPV 164Uk | 4,032 (3,0537’.11? ;;06.9) %0 (2,263?27?147-3)
HPV IS K | 4,539 (7822,33,4{;627_ Do | ¥ (563??,85;2.0)
HPV3URHE | 4,466 (63575,85‘;0_9) 104 (552?1,22.3318.2)
HPV 338050k | 4,702 ( 405‘_‘61,54926. 4 109 (344%3,84360.2)
HPV 45 Hifk | 4,792 (246%25,2;?59_6) Hi (224?5,8é597.3>
HPV S2 MK | 4,455 (37567,9528_0) 78 (267%;),63350.7)
HPV S8 Upifk | 4,486 (469‘_‘98,24595@ 9% <3994.‘95,956zs.3>

* KFRHTIZ PPIEEF] TfT 7=,

N : D7 by 1 EIARF OB % T T2 0RE 4K
n: MEEAETICEE A L 7o R 2K
HPV 6, 11, 16, 18, 31, 33, 45, 52 KO 58 Mo fyEHiisitioo b~ b A 7EIZZnEh.,
30, 16, 20, 24, 10, 8, 8, 8 X' 8mMU/mL & L7z,

ZEe

TEHFERAL DRI ST, AAIEFER 5 B BIZ 7,071 B9 6,414 %1 (90.7%) (258D
i, ERHOITENE 6,356 i (89.9%) . HEAE 2,830 51l (40.0%) . FLBE 2,407
%l (34.0%) . & 5 FEIE 388 4 (5.5%) . PN 137 41 (1.9%) . A&E¥E 90 %1 (1.3%) .
i 69 Bl (1.0%) Thot=, F7-, H—F L IVEEf% 5 HEIC 7,078 417 6,012
1 (84.9%) 1278 H AL, 72 DITIENF 5,910 51 (83.5%) | MEAR 2,035 1] (28.8%) .
HLEE 1,810 51 (25.6%) . & 9 FEIE 282 5 (4.0%) . PN 134 6] (1.9%) ThH
o7, EEMEORISGE, AR 15 HEZ 7,071 B 2,090 B (29.6%)
OO, RS OITTER 1,033 41 (14.6%) . FE 35761 (5.0%) . HE.L 312
Bl (4.4%) . FEWED F W 211 1 (3.0%) . J&F7 166 B (2.3%) . FHi 87
(12%) . CIFENEEETE 73 61 (1.0%) . FA%E 69 % (1.0%) Th-o7z,
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V. ARICEY SER

HARNIBW T, EFEAOBIRKIGT, AAEEREE 5 BREIZ
WZERD Bl T OIER 104 41 (81.9%)

(81.9%)
FLBE 5161 (402%) . % 9 FERE 12 1] (9.4%)
(3.1%) . BV 261 (1.6%) .
SOVEERETS 5 B RENC 127 BilF 101 61 (79.5%)
B (78.7%) . NEME 53 1 (41.7%) . FLEE 48 151 (37.8%)
B 4] (3.1%) . AP 3B (2.4%) .
PEDRI IS, AFIEEREE 15 BRIC

HOVIEER 5B (3.9%) . FEE4H (3.1%) .

i 5 %1l (3.9%)
HMEEE 260 (1.6%) THotz, £/o. H—4F
IR B, FE72H OITESR 100
LF O EER 1461 (11.0%) |
WM 2 6] (1.6%) THho7-, &2F
127 1 15 41 (11.8%)

127 filH 104 #1
. AR 5761 (44.9%)
. G 4 4

I bh, T

L3 (24%) ThoT,

2EARVBRAKHICE T 5HEERDEN

(FRREEER 1~1588)

(001 E& : BEMEH TRXET 1)

AL H A NS
AFH = AH =K
n % n % n % n %

BER AT T HBRE S 7,071 7,078 127 127
U EOFEEZOFRIL | 6,641 (939) | 6,420 (90.7) | 108 (85.0) | 103  (81.1)
BRI OAEHL 6,427 (909) | 6,024 (85.1) | 104 (81.9) | 101 (79.5)
TSRS OAESRS | 3,953 (559) | 3,886 (549) | 41 (323) | 38  (29.9)
RIS * D FEH, 6,521 (922) | 6,201 (87.6) | 106 (83.5) | 102 (80.3)
PSRBT D B RS 6,426  (90.9) | 6,024 (85.1) | 104 (81.9) | 101 (79.5)
EREAL LA ORI G 2,090 (296) | 1,928 (273) | 15 (11.8) | 8 (6.3)
HERAEHERORL 25 04) 18 02) 1 08 | 2 (16
HIERRIRS DB 2 0.0) 1 00 | 0 00 | 0 (00
st 1 (0.0) 1 (0.0) 0 00) | 0 (0.0)
BEHRRBICEL DHIE 7 0.1) 3 00 | 0 00 | 0 (00
Bl S s X B Rk 5 (0.1) 3 (0.0) 0 00) | 0 (0.0)

* Determined by the investigator to be related to the vaccine.
T AHIRE (B7%
BIE ST,

i Study medication withdrawn.

BE) KO —F U RE (BREAELE) OWVTFICEOTH REBEFRIT

25




V. ARICEY SER

2EARUVBERAKHICE T 5HEETRDEN
(BAREEER 1 BE~HBRETET
(001 EXBR - AIMEH TR LT 1)

M H AN
AFH =K AFH =K
n % n % n % n %

BEREAT - T HBRE K 7,071 7,078 127 127
HBERHEFERROIRE 233 (33) | 184 (26) | 10 (7.9 | 11  (8.7)
HIERRIRS* D FEB 4 (0.1) 3 00 | 0 (.0 | 0 (00
A 6 (0.1) 5 (0.) | 0 (0.0) | O (0.0
BEFHRRIZI D HIE 8 (0.1) 5 (0.1) | 0 (.0 | 0 (00
BIRSC & 5 ik 5 (0.1) 3 00 | 0 (.0 | 0 (00
BELEEFRICLHHIE 3 (0.0) 2 00 | 0 (0.0 | 0 (00
EERRIRSIZ L DR 1 (0.0) 0 00 | 0 (.0 | 0 (00

+RBRKT Wy bAT7H) 20144E3H 10H

* Determined by the investigator to be related to the vaccine.

§ 2IEMOFLTIIAFIFET 6 (AR, Z@Fi, MikERDMES 2 v 27 - BuiE
P a7 SEREE. Ak Y oNERME R I - B MR EIE, SR REERE B i
F LB . H—=F VBT S B GEREIRG . BIERISE T, SHMERDFBETAS,
B 161 25580 6722 W BRI L ORRBRITEGE SN,

|| Study medication withdrawn.

4) NG R - ERRSLRI% I DA SFIAREER (001 30BR] (202047 A 21 HAGE, CTD2.7.6.2)

<GP G D FffgerE >
16~26 ik DELMETIZ, D7 &b SEOHURSIS DFHGMED R Sz D, 3 BIEEFER 5 420D HPV6,
11, 16, 18, 31, 33, 45, 52 KO S8 B xt 3 B HUIREIESE™ 1T 78~100%D#iFA Tdh - 7=, #ERHE
TETH HPV BT 2 HUABUSIZBIR 72 < TR TOPEEE 1T W CTHEMEIIRHE L7 (&K
3[EIBEREL 67 » HEC, RE43 5 A) .
1) PURBPESRIL, 4 HPV B> VLP ¥ RAGHUR R T H - 7S OFI S 29 H O T, HPV ERITK)
T 5 TR R R TS OFEIA TIX720, 7234 HPV 5L VLP R EHTA T cLIA ¥ CHIE L7z,
5) Guevara A, et al. Vaccine. 2017; 35 (37): 5050-5057.

QBN EMAEFRER (021 FKER)

FEIIR D H#EE

16~26 1% DM (1,782 ) Z %44 & L7z 001 iR D 7 + 1 —7 » 73R CiX, PPE £ IZHB\\ T,
3[EBERE: 7.6 4 (FRE444) FTYZFUICEEND HPV ALCBE 3 % CIN2/3 DAL
b OIS T,
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V. ARICEY SER

@5 EmMERER (002 HER) ©
9~26 D LM 2,405 1] (9~15 D4t 1,935 1], 16~26 D4t - 470 41) ZxfZr & L7-iRbR
T o7,

RERM

FRNCHUE Lo HIMNICARIEERE A 3R & 32T, 6 v AReE 7 5 ARFOKEED MREAFRNZHE

U7 EHE 27 U, JRBRENE I E D O\ RN e <, £72%% 3 5% HPV BUx LT,

%}J@Tﬁ;ﬁﬁm:ﬂ%,@ég& (MIEEGEEME) TH Y . & BIZ 16~26 D &M OV TP BIHEERERT ) B

3EHEERED 15 A% (7 5 AFE) 12720 PCR EMEDIRIEZ HERF L 7298 (PPD) £ & %52

LT, ERMEZRME L,

9~15 DLt (648 f5il) LN 16~26 ik Dt (470 ) %A xt5: & L TAAID HPV6, 11, 16, 18,

31, 33, 45, 52 KON 58 WUt D HuiR s 7l L7z, A 3 [B1 H #2FE 1 » H f&@%\ HPV D

PUATGER R 1T 9~15 1% Tl 99.8~100%DHiH T, 16~26 1% Tl 99.5~100%DHiHTH V.

RTORT, 9~15 D LMD GMT 28 16~26 & D LMD GMT % kAl - 7=,

) PURBEREIX, £ HPV B> VLP FRBRAPTARD . FIEMERERTIC BEPED O B TR & 7o o T ey
OEGERTHOT, HPV BYRITT B TRER 2 R s 0B & TidZev, 7B, % HPV o
VLP ¥ EBEOFUAIT cLIA ¥ THIE Lz,

6) Van Damme P, et al. Pediatrics. 2015; 136(1): ¢28-39.

GEMFEMARE (008 HER)
O~15 7% D H AN 100 Bl 265 & L7 B2 L, JEE MBI 21T o 72,

(1) RERM%

FRNCHUE Lo IMNICARIEERE A 3R & 32T, 6 v AReE 7 5 A RO KEED MRENFRNIHE

U7- 207 U, TRBRSERFHE D OBEKRZ@EBA 72 <, £25%4 T 5% HPV Bk LT,

MIEEFE RN R (IWERISREN) Th oo (PP EHIA XS L LT, itk 2 3l

L7,

9~15 %D HARNZME 100 il 255 & U CARK 3 FIHEEFRE 1 » A% HPVe6, 11, 16, 18, 31, 33,

45, 52 J OV 58 BN A HUIR S 2 3 L, 001 3ABR D B AR NEMIZI T D AK] 3 B B 1 »

HA#BOPUEREUE & g LTz, 9~15 3% D H AR AN LMD GMT 1E, 77X CTORT 16~26 1% D H RN #&

£ (001 58B%) @ GMT % klalo7z, Fi=, AKI3[BIEHER 1 » A% OBURBEERY 133X ToRl

T 100% CH o7,

1E) PUKHHESRIL, & HPV BLo> VLP £FRAGHUARAS . FIIEHERERTIC REME D O R Sk & 7 o T Wi
OEIEZ7RTHOT, HPV BRI 2 PRI R 2 /R TS OFI& Tidavy, 2B, & HPV Ao
VLP F B AHUAI cLIA £ TRIE L=,

2) ﬁaa’s‘z&rﬂ@ﬁﬁﬁ
9~15 D H AR NLLHENZT ISV B 0% I AFIF a1 BERE% 30 » A £ TRO LN TV D,

Q) =2k

FEFEA ORI L, AFEFER 5 HEIZ 100 #1995 61 (95.0%) (ZERO HIL, T b OI3Em
93 5] (93.0%) . NEAR 42 61 (42.0%) . FLBE 33 5] (33.0%) . & O FE 4 5] (4.0%) . Hif 3 4l
(3.0%) . BUK 3] (3.0%) ThoT-, £/, EEMEORIGIT, AFHEERES 15 BT 100 5]
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V. ARICEY SER

1461 (14.0%) ([ZFBDHHAL, FR b DIFHE3 F] (3.0%) . FF 261 (2.0%) . ol 261 (2.0%) .
JERIEHURR 2 61 (2.0%) .« IR 2 461 (2.0%) ToH o7z,
7) Iwata S, et al. Jpn J Infect Dis. 2017; 70(4): 368-373.

®ENFEMAEHER (002-20 5X5R)

(1) FHHROFEHE

I~15 D&M (872 41) ZHIGE L2 002 RERD 7 + u—7 v 7k 2 Fhi L7-, PPE#EMICE
WL 3 AR 11.0 4 (P IRE 100 4E) ETYZ FUICEEND HPV BB 2 = S
CIN2/3, AIS, VIN2/3, VaIN2/3 KON REFEa Vo —<OREFTRD LN oTz,

(2) RERECOEREE

9~15 ik DM TIX, 10 FOHURIE DR R S vz, 3 BIEEFE% 10 420 HPV 6, 11, 16,

18, 31, 33, 45, 52 KOV 58 BUHI 3 D HURBIERY 13 80~97%D#iPH TH - 7=,

1) PURREIERIZ, 4 HPV AL VLP R BAHURDN G ThH - 1@ s 0B & 2~ 1 O T, HPV &G xt
T 5 TR R A T HHEFEE OFIG TIdZe ), 7288, £ HPV BRI VLP FEEHIARIL cLIA ¥ THIE L7z,

@S FEIMMEREE (006 FXER) ©

WENCH —Z IV EPERE LTz 12~26 DMt 924 1] CRHIRE - 618 51, A — & VB 1 306 1)) %
R L LI BIEAL T 7Rt EHEMRRBR AT oo, T — & 2L ORKEERED O ARK| O W]A]
B E COMMITN 12~36 » A TH -7,

RERN
FANIHUE L7 IR PNIC AR 2 3E & 2T, 6 5 AREE 7 H RO KB RIRR A F R BLE
U7z A7 U, TRBRSENE FHIE ) D O BB 72 0o 7o 9858 (Modified PPT) 4E[H % %f
Gl LT, REIRMEZ R L 7e, AH &R S TR REEM o 3 [0 HEFE 1 4 A % D HPV6,
11, 16, 18, 31, 33, 45, 52 KON S8 BUZ K3 2 HURBGIEZRY 1% 98.3~100%D#iH TH - 7=,
) PUAMERIZ, 4 HPV 2L VLP fRBAHURD G Th - IS OFIE 277 O T, HPV JEZITxt
T 5 TR & m T HHEREE OFIG TIdZe v, 7238, £ HPV B VLP FEEHIARIL cLIA ¥ THIE L7,
8) Garland SM, et al. Vaccine. 2015; 33(48): 6855-6864.
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V. ARICEY SER

<IBLUL IS BREDXIEICE TS 2 BIHEERE>

@ERNEIFA

FBR <066 EHER >

HAEY : 9~15 D HANE axtg & LT, 9fi HPV U 27 F > DR IRM K& OV 4 2 5

REBRT YA

o5 IR 26 fi s 3 R0 A TRER 2 B kiR

PIE S

9~15m D HARNF Zc (et 105 1)
066 RERIX, 5B OAKGREIH A HAGRH B CITEITPR TH Y LLTFIORTHRERD
HTIE, 9~14 %D HARNZ I3 2 2 [EHEEMRIC T 28 (55 1 #) "oy &
DHHAT 5,
T—XHv hA7H (20224 1H 14H) EFTOT—X

EAp ARG

< SCEFBEBUSRE R OFRALLTICHY T 5, /ER B ARANO BT

- 3[EMEREEME - 9Ll 15U T

2 [BIEERE B R O 2 Bl Aot - 9 kA B 145U
U FUHEONRICOWCHERE N ERRARRN 2/ T 28 EENREA (IR
HE) BB &
- MEASVEORER N 72 < . BRI T (Day 1~Month 7) ([ZHEAHEELT 5 FE TR
e

RBRT 1%

AHNZFFANIC 2 B3R (0,6 # A) XT3 EEFE (0,2,6 v H) L. LEH (G
M) OREHEHEFE 24 » A% (Month 30) & TE 5,

AFATE

(1) fRERN%

< FEFHEER >

< AKN 2 3 [IEERE N ON 2 [BIRERE L 7o, & HEfE | » A% (Month 7) @ HPV Y
(6. 11, 16, 18, 31, 33, 45, 52 Jx OV 58 78) (29~ B HUik Gl

PURBGERIOS IR, Day 1 O MIEHFUAERIET, K& 1 » A% (Month 7) (2 M iFHA
MBI e o 7256 L L,

FENTETIE : FUABER R OHEE T, B 1 » ARICHURG R L 7B oBIE %5
L. BURERR O S S & PR 2 L SR Lz, ST 5 95%CT OFHRIZIE,
Clopper and Pearson (1934) (2% 2 “IENAICE S < IEREEZ VW=,

< EIWRFHME H >
c RHE 3 EEEEE O 2 B Lk, BB 1 » A% (Month 7) @$HT HPV
(6. 11, 16, 18, 31, 33, 45, 52 HUN58%) HiiAD cLIA IZHES< GMT

fEATRIE © GMT OHEE X, BT HPV JUiffiz B AR H L, RO t il H-S<
95%CI Z#HHR L, WiZ# L C GMT MY 95%CI Z HEfERE Z L IR LT,

<PRRAIFEmIE B >
- G IS DFHGEME 2 BT % 72 60 O iR 12 » A% (Month 18) M OV #&H%
ff 24 » H#% (Month 30) @ cLIA IZ5:-5< 4 HPV Rz %4 % GMT K ONLiEHT
R
cLIAIZ LB PURM O v b A7 (HPV6, 11, 16, 18, 31, 33, 45, 52 KUY 58 iz
LT, ZREH 50, 29, 41, 59, 29, 22, 15, 20 %O 15mMU/mL) LA O HLAAG
NEONESAEPURBIE L E#E L, & HPV BOFUREREEOWERE OEIS 24t
KGR E Uiz,
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V. ARICEY SER

(2) =&
FEEME I AAND S HABE TOFERNCHE LIZEST N oFERFSR, KIEO LA
KB LBEND 15 HE ETOESILUNOFEERS, EERAEEFZLLD
HE 72 EIEH
RO EE LA EES K OEEEIEMH
(1) RERMN
P R D FEMRATIL, PPIEERITIT - 72,
PPI 4[] : FRNCHE LI HIBNICARIERELZ 2B & 5207, 6 » ABEL 7 5 ARFOK
BED R FRNCHE LI A7 U, eI ED O O \ER B e <, F
e oM T 5% HPV A3t U C, MBI RS (IESURRENE) Th - g
AT ot 5
(2) =&H
APaT #[HZxfg L L7,
APaT [ : 1ABREEAE L 1 BILL BT, BBRF OLEWnT — 2 NG LN T X ToH
FELTHBRICBMU-REOKRERHT 5.
(1) RERHE
AF 2 B BEERE 1 5 A B OFURGERERY 133X TORT 100% TH -7,

) PURBGIR=RIE, & HPV o> VLP FREHTIARD, WIEIHAERTICREMED SRR TGN &
7o TS OEIA 2R T b O, HPV YUK 5 PRI R A/~ T gsRis o %
AT, 728, 45 HPV B VLP £ BAHFIRI cLIAE THIE LT,

Month 7 128+ 5% HPV &It 9 B iiKiGERER
9~14 m& M 2 [E1ETE (066 SAER)
E A A O~ 14 LMD 2 [A1HEFE (N =104)
(cLIA) R n m PUkB R (95% CI)
HPV 6 TUifA Day 1 93 0 0.0 (0.0,3.9)
Month 7 93 93 100.0 (96.1, 100.0)
HPV 11 81k Day 1 93 0 0.0 (0.0,3.9)
Month 7 93 93 100.0 (96.1, 100.0)
HPV 1654514 Day 1 97 0 0.0 (0.0,3.7)
; Month 7 97 97 100.0 (96.3, 100.0)
iR HPV 18 /5t{A Day 1 83 0 0.0 (0.0, 4.3)
Month 7 83 83 100.0 (95.7, 100.0)
HPV 31 ik Day 1 90 0 0.0 (0.0, 4.0)
Month 7 90 90 100.0 (96.0, 100.0)
HPV 33 Fbi{A Day 1 96 0 0.0 (0.0,3.8)
Month 7 96 96 100.0 (96.2, 100.0)
HPV 45 iR Day 1 99 0 0.0 (0.0,3.7)
Month 7 99 99 100.0 (96.3, 100.0)
HPV 52 ik Day 1 97 0 0.0 (0.0,3.7)
Month 7 97 97 100.0 (96.3, 100.0)
HPV 58 Fbi{A Day 1 99 0 0.0 0.0,3.7)
Month 7 99 99 100.0 (96.3, 100.0)
AfEHTIE PPLEER TIfT T,
HPV 6, 11, 16, 18, 31, 33, 45, 52 KO 58 Mo MEHIERMGO L v S A 7 HIZEhEn.,
50, 29, 41, 59, 29, 22, 15, 20 X' 15 mMU/mL & L7z,
PUABHER=100X (m/n)
N: D &b 18T 7 F o OB % %1 T-5RE K
n: SMENTICF S LB K
m : PLRGHE 2R U7 R 4k
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V. ARICEY SER

9~14 3% D HAR NIV TARK 2 B HEERE 1 » A% ® HPV6, 11, 16, 18,

31, 33, 45, 52 kO 58 BNTxtT HHURROG Z3Hih L. 001 35RO B AR NERIZ
BUFHARHK 3 MIEHBER 1 5 A%OPURRIE &l LTz, 9~14 55D H AR N LctED
GMT (X, T X TOHT 16~265%D H AN LM (001 3B @ GMT % LA~ 7,

& HPV B9 A RIE (cLIAIZ X % GMT) DEHE (R#EEE 1 1 AKR)
(066 FHERE U 001 EHERHAANEHM)

9~14 % ME oD 2 [BIHEFE | 16~26 Bk et 3 [BIHEFE
WE (N=104) (N=127)
(cLIA) o, | GMT (mMU/mL) 4 |GMT (mMU/mL) GMT kb b
(95% CI) (95% CI) (95%cCD '

HPV 6 MK | 93 (20272.36‘,‘32.7207.8) 93 (7262.;63,9 5770.4) (2.227.,739.42) <0.001
HPV 11 IR | 93 (13161.51(,)81.7529.0) 93 (533?21,1%1)0.5) (2.031',427.99) <0.001
HPV 16 4iLfk | 97 (8475??,0? 331.5) %6 (23092.67?23'(392.7) (2.92,61.51) <0.001
HPVI8 Tk | 83 (24832 .95?93'§23.5) i (579?38 ,8é71 8.8) (3.3‘;,356 63) | <0001
HPV31 24K | 90 (1565?5%?63D) 104 (575if2221» (21%7;41) <0.001
HPV33 T4l | 96 (1113?5?1702) 109 (356??2125) (26?3588) <0.001
HPV 45 BHUfE | 99 (509?39,9 %%5.8) UL 1%65,85?)1.6) (1.825.,322.90) <0.001
HPV 52 2R | 97 Goéfi;05) %8 Q6;i%élﬂ (Lif?Sﬂ <0.001
HPV S8 PR | 99 | (1 11 .35?91'5871.4) 9 (402‘.‘55,9 5624.9) (2.439',030.62) <0.001

AFEATIE PPLEER CIT b7,

t R A ST BT T NV EE A LI B S =T — 2 12 S <0, 3ES D
BT GMT e 95%CL @ p fED FIRZ>05 & L7=,

N : D7 by 1 EIARF OB % 1T T2 0RE 4K

n : YEATICH S LB 2
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V. ARICEY SER

(2) ®&H

9~ 14 1% D LLMEIZ I T JEFHAAL OB S 1%, AFIEER% 5 BRI 104 419 92
B (88.5%) IZRBD HAL, E72H OITIEN 91 1] (87.5%) . HEHE 29 1 (27.9%) .
ALEE 20 60 (19.2%) . Z 9 186 (17.3%) Tholz, £l-. 2HMORIK
I, AFIEEREL 15 BENC 104 B9 16 1] (15.4%) (2388 B, T2 b OF%
76 (6.7%) . BE 3B (2.9%) Thoi,

BEEROEN Day 1 hoT—4Hy 4 7H)
9~14 m&EED 2 [IHEFE (066 FHER)

9~ 14 A ED 2 [mBERE
n (%)

BRE 1T o TR E S 104
VL, O EFGORB 94 (90.4)
EHHERA O EE G 92 (88.5)
HESHRAL LIS O R F R 33 (31.7)
BHEREZHORBERL 10 (9.6)
Bl S T D3 HL 92 (88.5)
BT O Bl RO 92 (88.5)
HESTEBAL LIS OB S 16 (15.4)
EERAEFRRORI 2 (1.9)
EIE RIS DOFEH, 0 (0.0)
T 0 (0.0
HEHFGIZLDHIE 0 (0.0
BSOS X B Wik 0 (0.0)
EERAEFRIZLAHIE 0 (0.0)
HERRIRSIZ L DR 0 (0.0)

AFRNTIX APaT £M T Tz,
T IRBR Y A L 0 IGBRER L DR BEERA A H D L HE SN HR
ik JRBREREEE O IR

9) thPVERE - [EPHIAHRER (066 kR ]
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V. ARICEY SER

@i s 55 MARFHER <010 &LBR >V

B BFELME (16~265%) &g U2 BEYRILROEEY 9~145%) OB ZIZBIT A4 2[4
BERE O B K OV S 2 2 Af
RERT WA v | BT RSl a% S [F R
FEHARND 9~14 1D B O 16~26 i D 1518 5]
<HRRFE DR >
9~14mi etk [2 HIHERE (0,6) ] : 3014
pSE O~14 e [2 HHERE (0,6) ] : 3014
9~14m B4 (288 (0,12) 1 : 3014 (Lot « 151 61, JB4% - 150 f51)
O~14 5%tk [3 a4 (0,2,6) 1 : 3014
l16~265% Mt (3R (0,2,6) 1 : 3144l
9~14EDE L .
« FEAKUER ST 9 LA B 15 s O 72 3B
< FAAFUERE UE TITHERR R R A 72 < BRI 5 (Day 1~Month 7 X% Day 1~
Month 13) IZMERENZ1T S PETRWI L %%
16~26 5% D 2k
c FHANUEES T 16 LA _E 27 sl DR 72 Aotk
TR ILHE |« = anr— (Pap) T A ME—JE LT LRV UL Pap 7 A b OFERMN
EEOHLTHDZ &
HHANEER E COMRBHTE (BTN Bo~44THAHZ &
BEDOARBOHE NS Day 1 £ THEMEEMRZWEITo TWARWUIEME &M
REEAT > TG ITE B HEEEZEm L CWVD 2k, Fo, AT
Day 1~Month 7 £ TOMIRIIA RNkl k72 LIZHME L PERWE21T-> Tt b
BRI EICRIELTWSZ L %
BEFERE BRI T BRiL U A
9~14 ik M 2 [l FEFE ) )
O~ 14 B M 2 [lHeAE > [t EKL N6 » At
o ; 9~ 14 % F 1 2 [nligefk MEIR 12 % A
AR
Bk 9~ 14tk 3 [al4EfE . o By
T6~26 B Lot 3 IETE 3] Wl 2 5 AR ON6 » A%
+2mEEEFE [ (0,6) XiE (0,12) ] OBERE KO3 B (0,2,6) O—HOBERE L,
LB AT 5720, 36 » AIEN GREIEXIZ4RE) OHEEEZITAZ &
E L7,
1) mERHE
< EEFHLIEH >
« & HPV BUZXI 9 2 MIGHUAM DO &) (GMT) D IEL M DFREE
FENTFHE : HPV6, 11, 16, 18, 31, 33, 45, 52 KON S8 HZNZENOHAKATD GMT DI
S AE HYCBIT 5 BEEBUC OV T, AR 25% T, L0 FRREE 9@8Y (%
: HPV I 138 0) 320 L CHEE L7-, FESPEDFERY 72 LML, & HPV o> GMT b GE
92 2 [AIEFE16~26 % D 3 [BIEERE) Ol 95%CI © TR 0.67 & L[A25 = &
LT,
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V. ARICEY SER

<EIREHATE E >
* % HPV BT 3 2 JURIG R O FE L1 O ik

FENTEIE : FELMEOFERI L, & HPV B OHUREIEIZ 7o - 72953 D BIE D 7%
[ GHiid 2 2 [BHEE) - (16~26 w2ttt 3 [E#AE) 1 DOl 95%CI D FERAN-5%% |-
EAZEE LT,

CcLIA I L 2FUEMO A >~ AT (HPV 6, 11, 16, 18, 31, 33, 45, 52 KO 58 Bzt
LT, #1FH 30, 16, 20, 24, 10, 8, 8, 8 X' 8 mMU/mL) Ll EOFURMAE S
o8t BURGME & B2 U, & HPV R OHURM AR5 O 9 fE S O EI G 2 Frik itk &
L7z, 72, Day 1 OMIEFUASENME T, Bk 1 » A% £ CICHURME 3 BtEIC sl L
TS E B PURRGEE & B LT,

2 w2t

- BB P LB

- TR AE

ARSI S e TR A G N AR 7 B MR L
- ATHERED 5 5 LRI B TR AHE TS

« BRI o DA

* Day I~ HEHHERR 180 A BICHEHL LI BB e

FRAT R 52

(1) ®ERE
TR IR D EREATIZ, PPIEEF TIT o 72,

PPI 4] : FRNZHIE LN T & SN AR 2 2T, st & g
HIRAE D72 ORBEO MRS FRNIHE L2 LA 72 U, IRBRSEMFHEE) S OE K
e e < E2ERM T A4 HPV BUCKE LT, WIEEERERNIC ARG (s SOsEE)
Tho - E

(2) =&t
TR 2 1 |ILL LAz, BBRRAT — # MG 6§ T ORE

FLELTHRIZBMLU-RXEDEREZRET S,

(1) RERM
AF % 2 [ (WEIKRTN6 » A1) L1z 9~14 5D LMEICB T D&M 1 »
H#» HPV6, 11, 16, 18, 31, 33, 45, 52 KON 58 D GMT 1x., AFKI% 3 0]
R L 72 16~26 D LMED GMT 2% L CTXTD HPV R CIHLMETH - 7=,
AR 2 B (MR 12 5 AtR) Lz 9O~14 oMz %5 GMT 1T T
HDOEBY THHoT,
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V. ARICEY SER

& HPV 2 ) GMT (H#&#E58 1 » Atk) (010 B =V
2 @Y RU 3 EERE? OB

GMT (95% CI)
N n mMU/mL

[HEE (cLIA) ]
HPV 6 ik
I~14 DML 2 [FEHE (FIRILOV 6 » H1%) 301 | 258 | 1657.9 (1479.6, 1857.6)
O~14 DM 2 [FIFERE (FIRI LN 12 5 H#%) | 150 | 123 | 2685.7 (2274.6,3171.2)
16~26 & DM 3 [RIFEFE 314 | 238 770.9 (684.8, 867.9)
HPV 11 BIFA
I~14 DML 2 [FEHE (FIRIKLOV 6 » H1%) 301 | 258 | 1388.9 (1240.4, 1555.3)
O~14 DM 2 [RIFERE (FIRI LN 12 5 Hf%) | 150 | 123 | 29159 (2475.1, 3435.1)
16~26 1% D 4c i 3 AR 314 | 238 580.5 (516.0, 653.0)
HPV 16 BIHIA
O~14 DM 2 [BIFERE (WIRI LY 6 » At%) 301 | 272 | 8004.9 (7160.5, 8948.8)
9~14 5Ok 2 B (FIEIL OV 12 5 H%) | 150 | 129 |13828.1 (11780.6,16231.5)
16~26 1% D4 3 R 314 | 249 | 3154.0 (2807.1,3543.7)
HPV 18 BUHIA
O~14 DM 2 [BIFERE (WIRI LY 6 » A %) 301 | 272 | 1872.8 (1651.6,2123.6)
O~14 3O ME 2 [MEHE (FIRILOV 12 5 A%) | 150 | 129 | 2696.0 (2252.4,3227.0)
16~26 1% D 4c i 3 R 314 | 267 761.5 (670.8, 864.5)
HPV 31 Tk
O~14 DM 2 [BIFERE (WIRI LY 6 » A %) 301 | 272 | 1436.3 (1272.1,1621.8)
O~14E D2 [MEHE (FIRILO 12 5 A%) | 150 | 132 | 2086.4 (1761.7,2471.1)
16~26 1% D 4c i 3 R 314 | 264 572.1 (505.8,647.2)
HPV 33 Tk
O~14 DM 2 [BIFERE (WIRI LY 6 » A %) 301 | 273 | 1030.0 (920.4,1152.7)
9~14 k0P 2 [mIEAE (WIEIKR O 12 % A#) | 150 | 132 | 20374 (1737.6,2389.0)
16~26 & DM 3 [RIFEFE 314 | 279 348.1 (311.5,389.1)
HPV 45 Tk
9~14 DML 2 [FEHE (FIRILOV 6 » H1%) 301 | 274 357.6 (313.7,407.6)
O~14 DMk 2 [FEHE (FIRKLEO 12 5 At%) | 150 | 132 439.6 (366.0, 528.0)
16~26 ik D LM 3 [IHEFE 314 | 280 213.6 (187.7,243.2)
HPV 52 Tk
O~14 DML 2 [FEHE (FIRILOV 6 » H1%) 301 | 272 581.1 (521.9,647.1)
O~14 DM 2 [IFERE (FIRI LY 12 5 A#%) | 150 | 131 | 1028.2 (885.0,1194.7)
16~26 & DM 3 [RIFEFE 314 | 271 364.2 (327.0, 405.6)
HPV 58 BUHIA
O~14 DML 2 [FEHE (FIRILOV 6 » H1%) 301 | 270 | 1251.2 (1119.6, 1398.4)
O~14 DM 2 [RIFERE (FIRI LN 12 5 Hf%) | 150 | 129 | 2244.7 (1919.2, 2625.3)
16~26 & DM 3 [RIFEFE 314 | 261 491.1 (438.6,549.8)

1) AN PPLER TIThLz,

T 2) 2 [EHERE (MR RN 6 » Hi%)  AFIZHEIL N6 » A kI 2 8, 2 B (F)
B} ON12 5 H#)  AFIZOE KON 12 % A %I 2 [, 3 [BHERE A& 9)[E,
2 % ABKEN6 % A1 3 B4,

N: D7 &b 1 BIARBIOBRE 2 525 - 95 E 5

n: SEEAATICE G LT A

F7o, 9~ OB WNTARI 2018 (6 » A% XX 125 At%) #ME 1 » A
# OHURBSIEREY 13 99.3~100% T > 7,

1 3) PUAHRERIE, 4 HPV B VLP £ EMBUAN, FIRIEEREATIC RN & SRR S
Ll o TR OB AT b O T, HPV RISk 3 TRAZh R % - gfis o
BIAHTIH ARV, 2B, & HPVHL D VLP KR AGHTAIT cLIA ETHIE LT,

35




V. ARICEY SER

£ HPV RSt SiAIEEEDEY (HEEE 1 » AKR) (010 FHE)

9~ 14 K DLk 2 [BIHERE 9~ 14 K DM 2 BIEAE
i (HIEKL N6 # H#%) (FIE %O 12 7 H %)
HIEVE _ _
(cLIA) (N=30D e
R N PRES iR . o HuikpRE
(95% CI) (95% CI)
99.6 100
HPV 6 BLL1A 258 | 257 | (470 100 123 1231 (97,0, 100)
100 100
HPV 11 5k 258 | 258 | (06 100) 123 123 (97.0, 100)
100 100
HPV 16 Tk 272 272 (98.7. 100) 129 129 (97.2. 100)
100 100
HPV 18 Uik 272 272 (98.7. 100) 129 129 (97.2. 100)
99.6 100
HPV 31 (K 2712 | 271 (98.0. 100) 132 1321 (972, 100)
99.6 100
HPV 33 i fk 273 | 272 | (950, 100) 132 1321 (972, 100)
99.3 100
HPV 45 BUHi{R 274 272 (97.4.99.9) 132 132 (97.2. 100)
99.6 100
HPV 52 Rk 272 271 (98.0. 100) 131 131 (97.2. 100)
100 100
HPV 58 BUHi{K 270 270 (98.6. 100) 129 129 (97.2. 100)

AfEMT 1T PPLER TiT T,

CcLIA\Z XD HURM DA~ R A 74 (HPV 6, 11, 16, 18, 31, 33, 45, 52 KUY 58 HiZxf
LT, £NFN 30, 16, 20, 24, 10, 8, 8, 8 (N 8SmMU/mL) LA EDOFURG 2 57z
W OEIE 2R,

N: D7 &b | EARKIOBFEZ 52 ) - 95E 5%

n: YEERITIC TS LR 5k

m : PUEBS R & LT R $

(2) RERGOEGENE
AFNZ 2 B4R (PRI ON6 » H XX 12 5 A1) LIz 9~14 DL MEIc BN T
3EOHURKIE DFFGHED R STz, AFIPIEHEERER 36 » A28 TH, AFK|
Z 2[R (FIEIKL N6 » HE) L7z 9~14 ez B 5 GMT X, A#l% 3
[ABEFE L 7= 16~26 i ZMED GMT IZk) U CRef&BEfE 1 » H # OIS CTIESMER
SR W= BB A 72 LT,

£ HPV B cLIA IS & % GNT DELER (#I[EIHEFEHR 36 » ARm) (010 EXER)

GMT (n) GMT Lt (95% CI)

s Group A Group D
(cLIA) 9~ 14 %D 2 [nlBEfE 16~26 1% D4tk 3 [l G AG D
¢ WIER 6 » A) | (L 25 AB&EO6 » Ak) | roupAVbroup

(N =301) (N=314)
HPV 6 ik 209.6 (236) 133.8 (214) 1.57 (1.31,1.88)
HPV 11 ®BFT{k 133.7 (236) 82.9 (214) 1.61 (1.34,1.95)
HPV 16 B HL{K 673.8 (248) 368.9 (222) 1.83 (1.48,2.26)
HPV 18 {4 158.9 (248) 104.1 (239) 1.53 (1.29, 1.80)
HPV 31 Bk 127.8 (248) 74.6 (235) 1.71 (1.41,2.08)
HPV 33 BUFL{K 106.0 (249) 522 (246) 2.03 (1.72,2.40)
HPV 45 BIF{K 30.6 (250) 27.3 (248) 1.12 (0.93,1.35)
HPV 52 BifFi{k 66.2 (248) 61.5 (239) 1.08 (0.92,1.27)
HPV 58 BUFL{K 125.8 (246) 64.7 (231) 1.94 (1.62,2.33)

AMEATIX PPIEEF CIT b7z,
N : D7 &b 1 BIARK OB %2521 I 9BRE 5
n: YEERITIC TS LR sk
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V. ARICEY SER

Q) =£H%

AR TlX, ARHEIZBT D2 ARAOMOEERRRE B0, U7 F o AiEZHW
TFRZEMNOFMMIIL T o T REMOINEFENERLZ b, EETITA
UNEI S DBEE 1 IAt O B R FRER & HEle T & Aoy,
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K[ GARDASIL®) | 20144F | 0.5-mL suspension for | GARDASIL® 9 is a vaccine | Each dose of
12 4 10 H |injection as a single- indicated in girls and women 9 | GARDASIL 9 is
dose vial and prefilled | through 45 years of age for the | 0.5-mL.
syringe. prevention of the following
diseases: Administer
Each 0.5-mL dose - Cervical, vulvar, vaginal, GARDASIL 9 as
contains approximately | anal, oropharyngeal and follows.

30mcg of HPV Type 6
L1 protein, 40mcg of
HPV Type 11 L1
protein, 60mcg of HPV
Type 16 L1 protein,
40mcg of HPV Type 18
L1 protein, 20mcg of
HPV Type 31 L1
protein, 20mcg of HPV
Type 33 L1 protein,
20mcg of HPV Type 45
L1 protein, 20mcg of
HPV Type 52 L1
protein, and 20mcg of
HPV Type 58 L1
protein.

other head and neck cancers
caused by Human
Papillomavirus (HPV) types
16, 18, 31, 33, 45, 52, and
58.

- Genital warts (condyloma
acuminata) caused by HPV
types 6 and 11.

And the following

precancerous or dysplastic

lesions caused by HPV types

6,11, 16, 18,31, 33,45, 52,

and 58:

- Cervical intraepithelial
neoplasia (CIN) grade 2/3
and cervical adenocarcinoma
in situ (AIS).

- Cervical intraepithelial
neoplasia (CIN) grade 1.

* Vulvar intraepithelial
neoplasia (VIN) grade 2 and
grade 3.

- Vaginal intraepithelial
neoplasia (ValIN) grade 2 and
grade 3.

- Anal intraepithelial neoplasia
(AIN) grades 1, 2, and 3.

9 through 14
years

2-dose regimen
0,6t0 12
months*
3-dose regimen
0, 2, 6 months

15 through 45
years

3-dose regimen
0, 2, 6 months

For intramuscular
use only.

*If the second dose
is administered
earlier than 5
months after the
first dose,
administer a third
dose at least 4
months after the
second dose.
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2.

R .

4 iongd £ A HIE,/ & & BIRE - BR ik - &

KIE GARDASIL 9 is indicated in
(e &) boys and men 9 through 45
years of age for the prevention
of the following diseases:

- Anal, oropharyngeal and
other head and neck cancers
caused by HPV types 16, 18,
31, 33,45, 52, and 58.

- Genital warts (condyloma
acuminata) caused by HPV
types 6 and 11.

And the following

precancerous or dysplastic

lesions caused by HPV types

6,11, 16, 18, 31, 33, 45, 52,

and 58:

- Anal intraepithelial neoplasia
(AIN) grades 1, 2, and 3.

The oropharyngeal and head

and neck cancer indication is

approved under accelerated
approval based on
effectiveness in preventing

HPV-related anogenital

disease. Continued approval

for this indication may be
contingent upon verification
and description of clinical
benefit in a confirmatory trial.

BN T DR IREHR

PEIRIC B D EsME R CRIEIOUS SCE, A=A T U 7 408)

AIROEFEILO 19.5 51 19.6 =31 OEOGHEIILL T O@EY) TH Y | KE O LE, 4 —
A LT VT EETRRD,

9.5 147
B0 AT HR L W D ATREME O & B LMEIZiX, PRI Eo A RN ERMEE EE 5 &l S
DGR ORERTDHZ L, [9.1.7 ]

9.6 LT
T EOAZER ORI REOARMELZE L, RO SUTTIEZHEd 5 2 Lo AH
K OAANI T DU e FIITTPF BT T 20T TH 5,

K E OB CE 8.1 Pregnancy

(202443 H) Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the
U.S. general population, the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%,
respectively. There are no adequate and well-controlled studies of GARDASIL 9 in
pregnant women. Data from GARDASIL are relevant to GARDASIL 9 because both
vaccines are manufactured using the same process and have overlapping
compositions. Data were evaluated from pre-licensure studies in which 55 and 62
pregnancies with known outcomes were associated with women inadvertently
exposed to GARDASIL and GARDASIL 9, respectively. Pregnancy Exposure
Registry data are available from 1640 and 69 prospectively enrolled women with
known pregnancy outcomes who were vaccinated with GARDASIL and GARDASIL
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9, respectively. Available data do not suggest an increased risk of major birth defects
and miscarriage in women who received GARDASIL or GARDASIL 9.

In one developmental toxicity study, 0.5 mL of a vaccine formulation containing
between 1 and 1.5 — fold of each of the 9 HPV antigen types was administered to
female rats prior to mating and during gestation. In a second study, animals were
administered a single human dose (0.5 mL) of GARDASIL 9 prior to mating, during
gestation and during lactation. These animal studies revealed no evidence of harm to
the fetus due to GARDASIL 9 [see Data].

Data
Human Data

In pre-licensure clinical studies of GARDASIL 9, women underwent pregnancy
testing immediately prior to administration of each dose of GARDASIL 9 or control
vaccine (GARDASIL). Subjects who were determined to be pregnant were instructed
to defer vaccination until the end of their pregnancy. Despite this pregnancy screening
regimen, some subjects were vaccinated very early in pregnancy before human
chorionic gonadotropin (HCG) was detectable. An analysis was conducted to evaluate
pregnancy outcomes for pregnancies with onset within 30 days before or after
vaccination with GARDASIL 9 or GARDASIL. Among such pregnancies, there were
62 and 55 with known outcomes (excluding ectopic pregnancies and 10 elective
terminations) for GARDASIL 9 and GARDASIL, respectively, including 44 and 48
live births, respectively. The rates of pregnancies that resulted in a miscarriage were
27.4% (17/62) and 12.7% (7/55) in subjects who received GARDASIL 9 or
GARDASIL, respectively. The rates of live births with major birth defects were 0%
(0/44) and 2.1% (1/48) in subjects who received GARDASIL 9 or GARDASIL,
respectively.

A six-year pregnancy registry for GARDASIL 9 enrolled 185 women who were
exposed to GARDASIL 9 within one month prior to the last menstrual period (LMP)
or at any time during pregnancy, 180 of whom were prospectively followed. After
excluding elective terminations (n=1), ectopic pregnancies (n=0) and those lost to
follow-up (n=110), there were 69 pregnancies (including one twin pregnancy) with
known outcomes. Of the 69 pregnancies, 5 were in women exposed twice during
pregnancy. Therefore, there were 74 exposures to GARDASIL 9 during pregnancy: 3
occurred during the 30 days prior to LMP, 34 during the first trimester, 13 during the
second trimester, 19 during the third trimester, and 5 in an unknown trimester.
Adverse pregnancy outcomes included 3 miscarriages (all in pregnancy exposures
during the first trimester) and 3 major birth defects (one each for pregnancy exposure
during the 30 days prior to LMP, first trimester, and second trimester). Women who
were exposed twice during pregnancy had 0 miscarriages and 0 major birth defects.
These data do not suggest an increased risk of major birth defects and miscarriage in
women who received GARDASIL 9.

A five-year pregnancy registry enrolled 2,942 women who were exposed to
GARDASIL within one month prior to the LMP or at any time during pregnancy,
2,566 of whom were prospectively followed. After excluding elective terminations
(n=107), ectopic pregnancies (n=5) and those lost to follow-up (n=814), there were
1,640 pregnancies with known outcomes. Rates of miscarriage and major birth defects
were 6.8% of pregnancies (111/1,640) and 2.4% of live born infants (37/1,527),
respectively. These rates of assessed outcomes in the prospective population were
consistent with estimated background rates.

In two postmarketing studies of GARDASIL (one conducted in the U.S., and the
other in Nordic countries), pregnancy outcomes among subjects who received
GARDASIL during pregnancy were evaluated retrospectively. Among the 1,740
pregnancies included in the U.S. study database, outcomes were available to assess
the rates of major birth defects and miscarriage. Among the 499 pregnancies included
in the Nordic study database, outcomes were available to assess the rates of major
birth defects. In both studies, rates of assessed outcomes did not suggest an increased
risk with the administration of GARDASIL during pregnancy.

Animal Data

Developmental toxicity studies were conducted in female rats. In one study, animals
were administered 0.5 mL of a vaccine formulation containing between 1 and 1.5 —
fold of each of the 9 HPV antigen types 5 and 2 weeks prior to mating, and on
gestation day 6. In a second study, animals were administered a single human dose
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(0.5 mL) of GARDASIL 9, 5 and 2 weeks prior to mating, on gestation day 6, and on
lactation day 7. No adverse effects on pre- and post-weaning development were
observed. There were no vaccine-related fetal malformations or variations, or effects
on female fertility.

8.2 Lactation
Risk Summary

Available data are not sufficient to assess the effects of GARDASIL 9 on the
breastfed infant or on milk production/excretion. The developmental and health
benefits of breastfeeding should be considered along with the mother’s clinical need
for GARDASIL 9 and any potential adverse effects on the breastfed child from
GARDASIL 9 or from the underlying maternal condition. For preventive vaccines,
the underlying maternal condition is susceptibility to disease prevented by the

vaccine.
e
F—=A 7 VT DFE
(An Australian categorisation of risk of drug use in pregnancy) B2 (20244 11 7)

2% PO

N

A —A ~Z U7 D43FE : (An Australian categorisation of risk of drug use in pregnancy)
B2 : Drugs which have been taken by only a limited number of pregnant women and women of childbearing
age, without an increase in the frequency of malformation or other direct or indirect harmful effects on

the human fetus having been observed.
Studies in animals are inadequate or may be lacking, but available data show no evidence of an increased

occurrence of fetal damage.

- FDA 7338 : 3% 72 L
FDA X 201546 A30 B2 H > T, T E THA L TE 7 FDARIRGMESDFE (A/B/C/D/IX DF
LA T =) RO HICEE Lz,
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