% 20265F 2 HEREl (55 4 1)
* 20254 8 HEET (56 3. AIREAE. AEALH)

BpE 1 2~8C. HEz#Irs2 &
B - RTAHD»H34E

DAIWRDITF 48

BAEEERIEES
876313

30200AMX00746000
20214 2 A

ERBS
ARFERasE

YRR R
BRI NS EO—< A VABKT O IF Y (BERHR)
) [ 12 Bl e BIS o5 i DAV I

LB

RS  ER—RMFOMTIEIC 5| GARD®9 Aqueous Suspension for Intramuscular Injection Syringes

KOFERTHZE

2. FRENESE (FHEREERIT2 I ENESTRLE)

2.1 oD LFEBERL TN EH

2.2 EELBMHEBIIDPDP S TVHZENWS P

2.3 FFIORIH L CRBEE R L2 LD B EHH
Sl

2.4 LRI 2EOED,. PHIEEZITO Z EANEL L

REEICHZHE

3. BSEDOBERUER - IR

3.1 BEOHE
AENZ. [3.2 K] OEIRTIEHEOE v —<7 A4
LA (HPV) EIOLI/-AHEY AL AERT (VLP) %
EUBRBHRTHS. FROVLPIE. Saccharomyces
cerevisiae CANADE3C-5 (E#1895) IC&FLI-AHE%
I—RFTBHSITAIFZEALUCHEL LI-BREEZEEL.
KB ULE-AHEOHCEAICEVERS NS, B L
VLPIZ, PLVIZTLEEDT V2NV (FLIZTLE
FOFSARRT oA MREEE) ICRESE, TLVIZTL%E
EHTAHT YNy P RUBEREEA L. "k,
FARNIELETRET, VYOAHERES (hWYI 8], %
FAwTH Ul zERLTWS,

3.2 #8R%
AENE. 0.5mMLFICREROBETE2ERT 5.

[T YIVH — RO RBRES Y > Y
D% aE
L bSO -3V A6RILI-AH 30
B A L ARERT 1e
O —< A IV ALIBILI-AH 40
B A L AT He
MO =2 A I AL6RILI7-AH 60
A L AREKT 1e
ERSER—v IS LRIBHLIZAR] 4
A L AREKT 1
v b —< A L A31ELI-AH
R s e 20ug
bt rS¥a—< A IV A33RLI-AH 20
B A L ARERT 18
t hS¥a—< A L A45RIL1 /- AH 20
A1 L AR T ne
MO =<7 AL AS2HIL17- A H 20
A L AREKT 1e
€ SER—v L LASBHLIZAH] g
A L AREKT 1
FLIZUAE ROFIHRAT oA b 500 4
MEgtE (FLI=vAELT) &
- Bt v UL (REA) 9.56mg
- L-v A5 T VIERIEKIY GREH]) 1.05mg
ARV NLR—+80 (LEHI) S0ug
AU (GBEH) 35ug
3.3 EEIDMK
R7E4 VA — REOKEREBHES Y >
pH 5.7~6.7
RETH 2 (EHEEERICNT SH)
[ERN BORES L&, BHEICHET 5.

S MsD
4. FEEX [FTIR

EMSEO—YIA0)ILA6. 11, 160 18, 31. 33, 45, 52
K US8RIMDER(CER T 2 LU N DHRED TR
O 7E%E (RFELEERUERE) MOZORBRKRE (FE8
M EFWES (CIN) 1. 2RUBAVICEEAERE (AIS))
ONELEERNES (VIN) 1. 2RUBLVICER ERAES
(ValN) 1. 2KU'3
*O [IP9E (REFLER) RUZORIBRKE (I LEAES
(AIN) 1. 2KU3)
O%REIvYyO—~

5. REEXR (FRPRICEHET Z3FR

*5.1 HPV6, 11, 16, 18, 31, 33, 45, 52K U58& DA D
HPVIEZRICER Y 2 FEWE (R LBk OME) . AL
B (RPLEE) Xi3ehs ORiSRES O TR R ISR
ShTuniz,

#5.2 ¥ EROBLISFOALFTEIS N9 5 FRIZIRIFHER ST,

5.3 BMERHRRED AL L T AHPVOBIBR R UBEICE LTV S
HPVEEOIRE DHEIT T IR RIS T E Lu,

5.4 AR OERIIEHN 2 TEHERZORDY L2250 DTI
B, AFERICIA. TEHEEMRZOZZPHPVADIEEE.
MRGVEICH LIER T 2 Z ENVEHETH 5,

5.5 FHIO TR OFHEHMIIFEL L T,

*6. AERURE
OBl oIz, 1H0.5mLz &F3E. HANISESNT 5. #
W 2BIHISEEED2 1 A, 3EHIZ6 7 ARICERORE
THEEY 5.
IR LSRR O E & MEHED, 56~127 HORFEZEW,
A2l E T2 I ENTE 2,

7. BERUHEICEEYT 532

7.1 BERER

*7.1.1 O LoFICEHEF3ROEEE T 51548, 1ELNIC3[E
OEBEZRTIHIENLEZ LV, 2B, AFIO2EEK
O3 HOBEESIEEED2» AR K065 HBICTE R
WiIgA, 2HEEEEEE, 6 DB B Ly AL,
3EIEEMIE2EIEEE,» 5% &3 AN LR Z &
WTET A &,

*7.1.2 ORI E15EARMEOH ICHER2[E0HEEZE T 51548, 137
ABECICEET S ENEE L, 2B, AFID2EH
OEEEEEE» 56 AU LB 2EWVWTERTE 2
WiEH. 2EIHOEBIIYRIEE» 5D a & b55 AL
LREZBEVWTERT 5 &,
2B oEELSWIEEE Y 555 HBRBTH - 2548, 3
HHOEEL2ERT S L, ZOHEE. 3EEOHEREIZ2
EEHOEE, 52 030 AN ERB2BE W TERT
HZ &,

7.2 EiERE

EEiASBHEEBDBEIE 0T 7 F > EEBICHEET
HZENTES, [14.1.1 BE]

8. EEREANIER
8.1 AN [FHEEEMMRA KO EMEEERER] C8
WUTHERTHZ L,
8.2 HHEEE IOV T, HHERICB TR, MERUBE (12,
T ISk THREREZHANS Z L.



83 WHEENIIFORHES IC. BN H B E S 08T,
BEHMEZERICE DL SBET L, /2. FHOER
RIGREFAOEl. SHICHRE. BREORELEREZEL
TG E I, BPDICEMANEET 2 X HEET S &,

8.4 U FrHBEKIIEERICEFICLIDEERIGEED
MEREMBERG E LTRMDPDOEDNEZEN DB, Kl
I X BEBEZEET H7-0 ., BEEBI0ONEEIESESHEL
e L THBEEEOREEBIRT A LNEE LV,

8.5 RAMBIIANHTH B A, T F MBI, EHERAICR
BLEWELWERE (FAE. BEE. REoRAa%). LY
N, BA%DH 6 bh. BHRERSERT 20 0HE s h
TWh72, BEFREDONEAICIE. MR - Gz
172 S8 B2 I 2 & 0 T Y] 2 BB AT AT RE 2 RIS 2 % 22
¥5EORIEEITY T &,

8.6 KA EMDOHPV T 7 F > OEHIEMEICE T 5 %att. REFEtk.,
BEDT =% 13750,

0. BEDNERZEIDEICEHTIEE
9.1 BEEEIEE (BEOHRZTSICKL. TREETDE)
WEEEPROVTNDICHEYET S RO 6 N5581E. &
R R OMRE 2R L. PRECEEESOHE 2 EHI
T, PHEEORENE. BIRKEROCEREIC O LWTH7%
FIAZITV, EEZHEEICELZET, BRLEET S L,
9.1.1 IMVMRRAMECREREEZET 28
KREEEZICHMAD S5DbNE2BZNEH 5,
9.1.2 DEMEREKE. BlEEE. FEEES. IKKE. ¥F
BEEZEOEREEZET3E
[9.2. 9.3 ]
9.1.3 FIHIEECIEEZ2HUAICREBADH SNIBERUEEM
BHEEDT7 VI F—ZRSEREELIENGDE
9.1.4 BEICEEDHREDH2E
9.1.5 BEICRERAZDZMN B EINTVNIEREHREICK
KMEFBEREEDENNDE
BB L, EENRE. e VRBERLET AL R
(HIV) B¥d 2 VIO BERO W I Ic & 5 RBEInE
fEEZAT MBS L. REEREOTAES KIG A K
TTBZEDHB, Too HIVEREEHE ITHT 2 KA O
Zat, REREROCENEIE TSI SN TR,
[10.2 ]
9.1.6 AENDOEDITHUT P U F—EETEIHBZNDHDE
9.1.7 HENIFEIRL TV OJaEED H D it
[9.5 2#]
9.2 BiaEEE=HE I %E
BEEFERE TH S, [0.1.2 BHE]

9.3 FHkeEEEZHI &
BEEFEETH D, [9.1.2 ZH]
9.5 {Eim

IR IR L C W A ATREE D & 5 R MEICiE . TR L
At famte LE2 KT EN25EICOAERET ST
o [9.1.7 2]
9.6 ®IIw
FUEE LOAREROCRARBEORREZER L. RALD
ML Z BT 2 2 &0 AFIROERFNNT B 54D
t b AHHARITI 52 IIAATH 5.
9.7 INE
IMATED/NEE 2R & U7z BRI FER LTk,
9.8 SnE
45IRE A DA ZTNR E U ERRABRIEER LTV,

10. #HE{EA
10.2 AR HAICERT AT L)

A7 E BEAER - HEETE| BT - fERET
SRR PUAA A S A ARANE . e ot

INFIAATUA R RT 2P H|REHEEL, filkzE

HEHEHLA %o ESEHIEEEHNE
7L LA LTWB, Sl
LA FICRD, MR
[9.1.5 2] ETRT22EmH, Z
NoOFEH EDOHMAT
3 T REISE R
BohsnBZEhrd

2o

1. BRI
ROBIIERHEDONDZENHZHDT, BEZTTITITV,
REDPRO 5NIBEITBE Y L LEBZITS 2 &,

1.1 EXBEIRI
1M1 BRUEERS (FPF745FY— BHERAT). [EE
8 (HEANT). ERE GREART) &)

11.1.2 F35> - NU—EREE GHEAREAT)
PUIBE AL S IR F 2 B ERE . RS D IRF5 7%\ LIH
KREDERD B 5 bNIBEITTHEY L NBEZITD Z &,
sk 11.1.3 SRRV WRIBIANE (SEEEAREAT)
%pr, Rm, OEKEROEORENIRDSNIHE

Il MRRESEZEfE L. B ZLAEZTS 2 &
11.1.4 2ERESREEER (ADEM) (SEEEAHT)
BEZHH P o AR TR B, R, EHREE,
BERBESIHODNLEIEN DD, KENFFEDN D
AiZld. MRIFTZML. BYZLAEZTS
TARAIIIHT =52 LD BFHE TR 5 N7-BIRIE

*11.2 ZDHODEIRIN

Eo

10%2IE | 1~10%A1 | 0.5~ 1% | SEE R
TRYYRE N O3 LIRBES . A R
Ak HUE NI U
MR >~ DINZAY- i
ISR iE
REREE | UEW FEIED F BOE 8
W Ry K
(98 E
RiEH %=
fEy &
WdHb)
MEIR RS HOER 1 J R S8
e UKt b P 2
BhakEE D, N e, AR
. R
Filcei-E a6 . BA AT U
e P il
—% - A B B | ST IR AR (ARO[ R R TS| T RE |
EROCEEE| (88.1%) 1E|DEERK. F\EA MM, FERE, &
IVAQLIN Gt B0 0 BE AR B, %E S5 AT BB AL I RE | | 4 5B 47 &0
(38.2%) « TE[FEGHRALA| T & 8B A1 24| F H & .
S B0 AL R BE L, ST R TR AT ERAL 1 AT ER AL
(32.5%) EOOIRERE  \REAS. TEGTES|YEED
MRS Egt
BRI EAR R

TARBIEAT =52 LD EFERE TR 5 NIZEIRIS

) FEBUREIIHERRER (0015B. 0087 B, 064K U066
HER) ICEOEHEH L,

14. BRLOIFE
14.1 ERIREROER
14.1.1 &
(1) EoTHBSEZHBORIPBENEELTVEBZENAND
HOT, HALTIERS 20,
(2) BEE» SV H L TEIRICE L., EHNCIZH2ICE
DIREHZEICL, TEHREFESPIHHAT S &,
(3) FARICIIEE RS, 6. BEMORAZOMDER
Wi WhZERL, BEZROLZHBOIIFEHLZNI &,
(4) BFIZMMOT7F > ERELTHELRAW &, [7.2 3R]
(5) EESHIPHEEEBICRDIRZ B &,
(6) FEHHOEHAMENICHA L TWARWI E2HERT S
Zé&s
(7) TV — REOKEEEMES Y ¥ DERAE] ICEVE
14.1.2 $EHiELRu

M AT 2 L.
(1) AANIHANES O AIHEH U, B TREH UL EIRNE
FHELzmna &

(2) BELAIE, BE. EHOSABHEE L, LI~ D

BESREZI5E . KRERMIEAOBEEE2EZET 5
T BEICIIEELEWT &,

BRESAIE 7TV — )L TEE L. F—EMICE LT

BesZEI3BTsT L.

MIAWNESHC S 72 - TiE. Mk - MREAORE LB
51O REORICEET S &

- HERFAAERICESES T, M. M8, BZ08
ATHEBICEELEWE S, Sy o L GEtl %
HEERETHI L,

- HRREITE IR BT S

S ERIA L EE. WROFARMBOBERL A 5
NAGEIES ICH2RE, WAEZPATEST S &,

(3)

(4

=



17. BRERAYIR
17.1 BHMRURSIECET DR
17.1.1 ERAA%HRE 1 SEHR (00158

16~26/& Dtk 14,21561 (KA 7,10661. 77— LR :
7,10981) &xtRE LRI —F 2 VR EERRR 21T
W, AEIOFEMME, GEREROREWEEFHE L2, ARRBICIE
HARNLE25401 (CRBIRE < 12761, 77— 2 )VRE : 1271) %
AANS NI,

(1) FRIMR

HRMEDBHTIE. TELIPICARFIHERE 2300 & & %), IREREERE
B o OERGEBN 2 FFY T HEHPVELCH LT, #[E
BHENICREE (PCREM RV MIERIGEE) THO . »oWEE
HRi» S3EBEHEED L2 A% (75 AR) Kbz, PCREEOIR
HE% MEFE U 72 9i8r% [Per-Protocol Efficacy (PPE)] #FT{f7-
7o ARNEDFHEILXT7 » AR ORBEDZR A SEME Nz AHBD
74 a—7 v T O R REIT3EEERA3, A, RAEI3EERE
#%67THHATH o7z

+ HPV31, 33, 45, 52N U'S8ERESED FRAZIR

SHEMICH T 5 EEFHEIEE OHPV31. 33, 45, 52% 0585 I
U7 L — R2D Lo FEER LR NES (CIN2/3). LEANR
¥ (AIS). 4B R NIEE (VIN2/3) RO LENES
(VaIN2/3) OFREROETIC, KFIIEHTH -7z (Fl). HA
ANEFTINS DREDOFHEAEIZ. REBROH —F 2 IVEHICTRD
SNz,

S8BT HHPV31, 33, 45, 52K US8HUICHE L -7 L — K
1O TFEEE LR NES (CINL). 7L — R EOFEER ERA
&% (CIN2/3) X EEMERE (AIS). M7 L— R1BLED4#}
& LR IES (VIN1/2/3). B ERPIIES (VaIN1/2/3) ik
EFIVIU—VORREORERDETIZ, KFTETH - 72
(#£1)o F7-. HAASEFITHPV31. 33, 45, 52% 587 B
L7-CIN1/2/3. AIS. VIN1/2/3. VaIN1/2/3%igkEa>r v
O — v OFRAEFEIIAFBTOB (BIBAE 1 376.6). H—F T

#2 HPV6/11/16/18FNC M U 7 £ FH SR R R AR R 112
(00135 : 2HEFIRU#)

#A F—F
WEEE | R RE| BE NE T .
o e | TEF awm o] e EEF
CIN1/2/3.
AIS.
VIN1/2/3.
VaIN1/2/3. 5,883 6 [18,582.5| 0.0 |5898| 7 |18,631.7| 0.0
NidkEay
Ju—<

F2) 100ANEH 7= ORERERT .
(2) SR

HANCHE L IR IC AR Z3E E B2, 60 ARET7» A
B DK D BRE A HANICHE L B2 U, RBREREEE D
5OEKLERN %< EFHET HEHPVEICH LT, #IEHERE
RNCREES (MERIGKEYE) Td 0. PEEER 2> 530  HEEO
Lyn A% (75 HAE) Kbz DPCREMEDIRIE 2 MR L2 B
[Per-Protocol Immunogenicity (PPI)] M %65 & L CRZER
% 3P L7z
16~26/ D E13,5876H (AKFIEE : 6,7926]. #—& T VEE:
6,795f) 12H1FHHPV6, 11, 16, 18, 31, 33, 45, 52K 058
RIQHUAAM 2 5Pl L 7z AFI30 E#EREL » A OEHPVEIOSHE
flio#EAFE (GMT) B2EFAEHRANERCREETH -2 (£
3)o F/o AHIBEBHRE] #» A OFHPVEIOFARZIRRE) (34
EHIZHBNTI9.6~100%D&EFTH . HEAAERTIETRNTD
HPVAEIZDWT100%TH -7z
¥3) HRBIERIE. FHPVEIO VLPRENTUAS ., EBERERIC
Rtk & BRI & 2 > W BEEE OEIG2RT HOT,
HPVEHRICH T 2 PH#R 2R HEEE O & TR L,
B, FHPVEIO VLPRRIYFKIZCLIAGE THIE L 7z,

T2 (BN 1 384.6) Thoiz,

#1 HPV31/33/45/52/58F%t9 2 PHishREED
(001548 : 2K
3] A5 -
FRE R k| MR | WK [RE] R |
A LTI
HPV31, 33, 45, 52K U058 H#
CIN1/2/3.
ATS,
VIN1/2/3. 97.1
VaIN1/2/3. 6,016| 3 [19,002.1|6,017|103|18,386.8 (91.8, 99.2)
MigkEay
vu—<
CIN2/3.
AIS. 96.7
VIN2/3. X 6,016| 1 [19,005.1|6,017| 30 |18,976.6 (80.9, 99.8)
l¥VaIN2/3
CIN2/3X1& 96.3
AIS 5,948| 1 [17,407.0|5,943| 27 |17,427.2 (79.5, 99.8)
95.6
CIN2 5,948| 1 [17,407.0|5,943| 23 |17,430.9 (76.3. 99.8)
CIN3 5,948| 0 |17,407.0|5,943| 5 |17,438.1 100.0
’ 40705 4381 (0.2, 100.0)
98.6
CIN1 5,948| 1 [17,407.0|5,943| 69 |17,390.6 (92.4, 99.9)
VIN1/2/3.
ValIN1/2/3 93.8
WiEdkEay 6,009| 1 |18,975.6/6,012| 16 [18,972.6 (61.5.99.7)
Ju—<
VIN2/3T X 100.0
EVaIN2/3 6,009| 0 [18,976.0|6,012| 3 |18,988.0 (-71.5. 100.0)

ELD) FHRIR= (1- (RAIBOA N2 b REFB RABOBENE)

(H—=FINBEOA XY NREF -5 VHEOBRNE)) X

100 (%)

#3 #HPVEIOGMT (00138) *9

28 (N=6,792) HANEH (N=127)
L | GMT (95%CD | | GMT (95%CI)
mMU/mL mMU/mL
Anti-HPV6 | 3,993 (8753’3@,115.1) 93 (696,2,3%12_7)
Anti-HPV11| 3,995 (6496_’266383_4) 93 (51(3,1&123_3)
AniHPV16| 4032 |30 0060) | % |66 5473
Anti-HPV18| 4,539 (78;?,4527_1) 99 (56;;3,85;2_0)
Ati-HPV3I| 4466 | (oo 000 10a | (O
Anti-HPV33| 4702 | 5P 0o | 2080
AntiHPVAS| 4792 | o, S L | ) 28R
Anti-HPV52| 4,455 (371?67’93788_0) 98 (267?263350_7)
Ani-HPVSS| 4486 | (o0 a953) | %5 | (3999 5983

W4) AETIZPPIERITITb =,
N : D7 & 1EARA OB % 21 7 HEE
n AT ICIER U 7R R
GMT : Hif#kffi o #MmFH,. mMU : milli-Merck Units

PPIfEMTRRERICHBWT, ARFIBEEHER]L » A%ROHPV6, 11,
16 I8EDGMTIZ A= Y izt LTI BETH - 72 (F4),
HAAEBICBOLTHEBOERTH -7 (£4), £/, HPV6,
11, 16 RT18BDOGMTIZAF EH—F TN Th7 Lb425 H.
FIfEETH > 7z,

TVIN2/3DFER L o7z,

+ HPV6, 11,

16U 1 8ELBHED FRLZIR
PPEMHT R REMICHB VT, 2ERICBITH2HPV6, 11, 16X TU18
BNCBEE L 7-CIN1/2/3. AIS, VIN1/2/3%0'VaIN1/2/3, %%
a2 IU = ORERIAFFHRONT -V VEHITE» > 72 (R
2)e HEAEHTI M SIREDOREIWEICED SN h o7,



#4 HFHPVE! (HPV6/11/16/18%]) OGMTOH# (Month 7) #5)
AHIBEE /T — 5 Y VBEOHK

5 AHPVEL B U7 AT SR AR O R A I O 3R AR 2 13t 9
2 FHiZIR™ (06455%)

s AH H—=5 GMTH; i il A FRIzIR

(éLIA) n GMT I GMT (Zkﬁﬂ/ﬁ—?“/)b) FHMWIEE B RE| B %ﬁi Bk | FEAE | B %ééli (%)
(mMU/mL) (mMU/mL)| (95%CI) &0 BRI NE | R BB I AE | ) | (95%CI)

001388 : £5HH HPV6. 11, I
N=6,792 N=6,795 X g’g?}g%‘; 496| 2 |840.1| 0.2 |483] 18 |811.2| 2.2 | (554,

Anti-HPV6 |3,993| 893.1 |3975| 8752 (0.99, 1.06) B 98.2)

] 0.80 HPV31. 33.

Anti-HPV11|3,995| 6663 |3982| 830.0 (077, 0.83) 45. 5270 635

_ 0.99 S8R L|505| 6 [848.3| 0.7 |493| 16 |825.4| 1.9 | (27,
Anti-HPV16|4032| 313L1 4062 31566 | (0gc) o3) 65 H O 86.0)

: 119 B
Anti-HPV18|4,539| 8046 |4541| 6787 (114, 123) HPV6. 11.

00 LB : HI A NKE] 10, 18> 31, 74.3
N=127 N=127 33. 45+ 321505| 8 |8463| 09 |494| 30 [8159| 3.7 | (445,

. 1.35 ROSERICH 89.3)

Anti-HPV6 | 93 | 8397 | 100 | 621.2 (1.04-175) U767 A
: 1’01' DEHERS

Anti-HPVI1| 93 | 6111 | 100 | 607.3 ' HPV6. 11.

(0.80, 1.27) 16. 18. 31.

) 1.20 85.5
Ant-HPVI6| 96 | 26727 | 103 | 22234 | (096 151) ;355‘;,}@,5;1 505 3 |852.4| 0.4 |494| 20 |822.5| 2.4 | (54.6,
Anti L.46 W U712 A 96-3)

nti-HPV18| 99 | 6887 | 109 | 471.9 (L11. 1.93) HL]
YE5) ARHTIZPPIERITib NI, HPV6. 11,
16) 2EETRIFLHOEEIGMTH (AH/ #—F L) 95%CIOF |16, 18, 31,
IRMEA>0.67TH 5 & EHSA, 4T NTIH LTSRS, |33, 45, 52 83.6
HAAERICH T B HaHIRE I ER STV Ak > 7. RUSSHIZM|505| 1 |856.0( 0.1 [494] 6 |84L.1| 0.7 | (-22.2,
N : D72 < &b 1EARA OB % 521 7 B EH HLRED 99.3)
N YFEENTICE G U HERE vvu—<k
CI: E#EXHE. GMT : fiffffi o #MFH. mMU : milli-Merck Units. O'PIN1/2/3

cLIA : Competitive Luminex immunoassay

(3) RERINDFHIE

16~26iDRHETIE,

D EUSEDHUERISOFFEIENRE N

E8) FHiRhER= (1- (KEIBEDA XY MFEER KHBOBEAE) / (7
S ARBDA NS NEER T T RBOBENE)) X100 (%)
#9) 100 NEH720 DFAERERT .

7=2), 3EEMESEDOHPV6, 11, 16, 18, 31, 33, 45, 52K
S8R T B FUARHERED 1378~ 100%DHFTH - 720 RERAE
TETEHPVEIIH T 2 HURRKISICER 2 < TR TOMHEEE ICB
WCERMEIERRE U7 (RR3EHERER67 » A% T, HR(EA31 A).
H7) FiABERIZ, FHPVEOVLPERWFUED B TH > -8
BEEOHAZRTHO T, HPVEREIIHNT 5 THMRZR
THEELEOEETIIE VL, 2B, FHPVEIOVLPRRNHT
fRIZCLIABE THIE L7zo
zeH
AR ORI K E . ARIHEEZRSHBIC7,0716146,4144]
(90.7%) IZEDH SN, FhbDIZERE6,35661 (89.9%). EIE
2,830 (40.0%). ¥LBE2,407%1 (34.0%). % > FERK3884l
(5.5%). WHMm13761 (1.9%). EREOOH (1.3%). Hmm69H]
(1.0%) THotzo Tz H—F Y ILEMHSHBICT7,078%]H
6,01201 (84.9%) ICE®HHN. E74 b DIFKIFES,9106] (83.5%)
JERE2,03561 (28.8%). ¥LHE1,810M (25.6%). % > EERE28245]
(4.0%). PHIM1346] (1.9%) THo7. 2EHORIRIGIX. AH]
PR 1S HEIC7,0716172,0908] (29.6%) K@D 6N, EFLbO
N 1,03301 (14.6%). FEE3576] (5.0%). ED31261 (4.4%).
FEIED E V21141 (3.0%). EFH166MH] (2.3%). FHI87H]
(1.2%) . CIRENREER 7361 (1.0%). #iARE69%I (1.0%) THh -7z,
HAANIBO T, EHBALORIRKIGE. ARFEREZRSHEIC 1274
10460 (81.9%) IRDSN, F2dDIIFEFL0AH (81.9%).
[EAES7H] (44.9%) . FIHES1H] (40.2%). &S FEREI201 (9.4%).
HmSH (3.9%). M4 (3.1%). B2 (1.6%). FIRIHE2
Bl (1.6%) THotze Fizw H—F T IVEREBSHBICI27FF101
Bl (79.5%) ICRD SN, FadDIZFEEI00H (78.7%). IEES3
Bl (41.7%). FLBEA8GI (37.8%). ZHFERK14H] (11.0%). B4
Bl (3.1%) REE3F] (2.4%). WHM2H (1.6%) Tho7z. &
BHORIKISE. AAEEZISHRIC127FF 156 (11.8%) 17
H5N, EdOIRERSH (3.9%). FHAH (3.1%). ED3H
(2.4%) TH o7z

(4)

*17.1.2 ERSEMEHER (064:ER)

16~26i D HARNBEL 05961 (AHIBE : 52961, 77K :
530M1) EXNRE LIBIERLT 7 AHB_EERRBE LTV,
KA RN O R 25l L7z,
FEIR
ARMEOMETIE, PPESRETIT > 720 BIEDFHIE L7 » AR DXKBE
D#P»S5EMS NIz, HPVE, 11, 16, KU18%, HPV31, 33,
45, 52K U588, W NCHPV6, 11, 16+ 18, 31, 33, 45, 52
T ONS8EIC B U 7 AP SR ER D RS D £ N Z N DO RER DK
TICARNIZER CH -7 (K5). HPV6, 11, 16, 18, 31, 33,
45, 52K US8EICEIE L RFEI Y Vu—v RO T L— R kD
X RIFER, 2 LR NS (PIN1/2/3) OFEEFIBIIAAIRE
T TSI RBEETCOHITH >,

(1

CI : {EHXH

(2)

(3)

BRI

HANCHE L BB AICAREEZ3EE 2. 64 ABEZ7HH
DR DORIEASENCHE U421 U, AREREEED,
5DEKTERA 2 < F7255T HEHPVEIIR LT, #IE1EE
RTCRERY (MERISEE) THhO . FEEER» &3 B#ED
17 A% (75 HE) ICHh7=DPCRIEMEDIRRE 2 M L - HEE
(PPI) #EHZXRE U THRZERM % §Hi L 7.

16~26/ %D B (52941) <8 5HPVe6, 11. 16, 18, 31. 33.
45, 52K O'58BDAHKI3E B ML » A% OTRMI %M L7z, A
HI3E B /] » A% OZHPVROHABERED 1398.9~99.8%D
#HFATH o7z,

Fre

AR O BIRE & ARFIEERR%S HEIC52961513706] (69.9%)
IR SN, FbOIRERm3STH (67.5%) HERL17H1 (22.1%).
KIBEL036 (19.5%) ThHoize Fi-. REMOBIRIGIE. AHHE
FEZISHRBIC5296Ih58%4] (11.0%) 1CF8H 5. Eid DIIFHEE
2261 (4.2%). FEREL16M (3.0%) TH -7z,

17.1.3 B MEEER (0085ER)

(1

(2)

(3)

9~ 15D HANLZE100F 2R & U7 FEH AL, JEE MR
HEE2IT 7%
R
HANIHE LA IS AR Z3E bR, 62 ARET2 A
R DR BE D RIFE A FRNICHE U - BEZ /- U 1aBREHEEHEE >
5DEKRLERN 7% < FFET HFHPVEITH LT, #IEHEE
BNCREES: (MERIGKEYE) Th - #BE (PPI) £HZREL
T SIRIRTEZ 5 L 7o
9~ 15D HARAREI00F 2 R & UTAFISEEHEME]L » A%O
HPV6. 11, 16, 18, 31. 33. 45. 52K U58BUIN T B HUERIE
ZEFHli L. 0013 B D HARANSBEIC BT 2 AF|BEEHERE]L » &0
FURSIS E B L7z0 9~ 15RO HAEALEDOGMTIE, §RTOE
TL16~26RDHARNZME (0015K8%) OGMT# EE -7, 7z,
ARAI3[E B n AR OPUFBERT) (39 XTORTI00%TH > 7.

RBRIDDFHTE

9~ 15D HAANRZMIZ B 2 RB KIS IEAAR B HE%R30 2 A
TROL5NT VB,

ek

TESHRALORIRISIX . AFHERERS HEIC 10061519561 (95.0%) 1<
RBOLN, FEadDIREI3N (93.0%). MHER4261 (42.0%). #L
3361 (33.0%) %S FEEAH] (4.0%). HII3% (3.0%). BUE3
Bl (3.0%) TH-7zo Ty HMORIKISIE. AFIHEER1ISHH
121006146 (14.0%) 122D 5N, £ b OIEFE3G (3.0%).
200 (2.0%). BD2M] (2.0%). BEH201 (2.0%). FEE2
Bl (2.0%) TH-7z



*17.1.4 EASMEHER (0665158)

(1)

(2

=

(3)

9~ 15O HARANEM (10561) % WRICAKE 3[EEERE, WIc9
~14BmOBANLZE (10561) RU9I~14%OHANEHE (104
Bil) ZRICARF Z 20 (WRIZRO6H A%) LIBEORER
TR UM A % 51 L 720
BREE
HANCHE U7 RN IS AR B 2 30 32 & 21, 64 AR
L7 1 AR OREEOBRE A BRNCHE U EME 27 Uy JABREMRET
EEDSDERLBERA L 54T 58HPVEICH LT, #)
[EERERT I RS (MERISERE) ©d - 7298 (PPI) $£MH %%t
RELUT, RBEREEFHEL 72,
9~ 15O HARABHIZ B CAFIBE E#REL » HZOHPV6, 11,
16, 18, 31. 33. 45, 52K U58BII KT % Hifh It % 7ML
064 ERDAKITEIC B\ 2 3B EHEEM L » A% OFUARIS & s L7z,
O~ 15D AAANBHEDOGMTIZ. TRTORTI6~26/EDHAA
B (0643R88) OGMT#% EEl-7-, £/, ARHIBEERERE] » A%
DOHURZIZRESD (IFTRTORTI00%TH > 720
9~ 141D HARAZHIZ B CARFI2E E#REL » A% OHPV6, 11,
16, 18, 31. 33. 45. 52K V58RI B HifhRIE % #74M L
0013Bx D HANERNC B 5 AFI3E EEREL » BZROTUERIEE
H# Lo 9~ 14O BAALEDOGMTIZ, TRXTORTI6~26
WMOHAAZM (0013R8) OGMT% LE -7, £7-. AHI2EH
B BB OFUEBIZERE) (39 RTOMTI00%TH > 7o
9~ 141D HARANBHIZ BV CARFI2E E#REL » A% OHPV6, 11,
16, 18, 31, 33. 45, 52K U58RICH T B HifhRIE % F74M L
064 ERDAKITEIC B 2 3EEH ML » A% OFUARIS & L7z,
O~ 14D AAANBHEDOGMTIZ. TXTORTI6~26/EDHAA
B (0643%88) OGMT% -7, £/, ARH2EEHBERE]L » A%
DOHUERIFIRRED (IFTRTORTIO0%TH > 720
BB IGDRHT
9~ 15D HARNBHOARFIBEERE K VI~ 14RO HRABLOA
FI2EEMICB T 2 RBERISE. ARIEEEZ307 HETRD S
nTns,
e
O~ 15 BMHDOIEEMICB VT EEHRMOBIRIGIE. AAEER
SHENC103BIF87H] (84.5%) 125N, F 72 b DIXEmEI2H]
(79.6%) . FERE36M (35.0%). FLBE28f (27.2%). > FERE8H
(7.8%) . BJEZAB] (3.9%) THotzo F7=. REMORIRITIZ. K
A% 1SHRBIC1036IF304] (29.1%) IKRDHN. EEHOIE
FEE13B (12.6%). FERESHI (7.8%). FEERSH (4.9%). HKufist
RIDIRKESR (2.9%) TH -7z
O~ 148 tE D 2MEHERIC B\ T SRR ORIRISIE. AHIHEMER
SHRIZ1046151926] (88.5%) i 5N, Fi b DIZERHEILH]
(87.5%) . IEAE29MI (27.9%). FIBE20( (19.2%). % > FEmEk18Hl
(17.3%) TH-olze E£iow 2HMORIRKIGIE. AFFEREZ1SHREIC
104619 1661 (15.4%) 13D SN, b DIFFHERTH (6.7%)
TERR3MI (2.9%) TH -7z
O~ 14BBMHO2MERICB VT, EERMOBIRIGIE. AHEER
SHRIC 1046158561 (81.7%) ICEB®H 5N, Eik b DIRIERH78HI
(75.0%) FERE29M1 (27.9%). FLBE2061 (19.2%). % > FERK7H
(6.7%) TH-o1zo Tl 2HEOBIRIGIZ. AFIEEZISHBEIC
10461214 (20.2%) 123BH 5N, Eab ORI (11.5%).
SESHI (4.8%). FHI3MI (2.9%) TH -7z

*%£17.1.5 i@HE MERER (01058R)

(1)

AH2EERE (MEXV6H A) O9~ 1407 (3014]) RO
9~ 14D B (30141). AF2EEERE (WEIKF12 A%) ©9
~ 14RO B (15161, BHEL5061) LICARFIBEHED 16
~ 26D (31441) ZXRE U TRERER R 2 3
L7z9,
BREE
HANRE LHBNIC T ES N ARFEELZ 2 TR, RikEE
& IMEHEIRE D 72 OREEO FERR A HRTICHE L7 B2 7z U,
BHRERGIESZ)? 5 OERZEMS 2 24T 5EHPVEIC
KU T, FIEERERICRBY (LERIGEE) Th o - hEE
(PPI) #MZNRE LU TRERMEZFHE L7z,
ARz 20 8E (MEKV6H A%) L9~ 14ROZEKR T~ 14
OB, WICAH %20 (FIEIKRF12 A%) L7299~ 14
DBLZIIBY &R » HBOHPV6, 11, 16, 18, 31, 33,
45, 52K US8EDOGMTIE. Wi s AR 2 3 L7216~ 267%
DLEEDOGMTIZN LTI RXTOHPVEITIELHETH > 70, AE|%2
[mEE (FRERO6n A% 120 A%) L9~ 1480 BELICB T
AHGMTIZERO6DEBN TH o7 Tloy I~ 14RO BRLIZENWTA
F2EE (6» ABXIE12H A%) Bl » AR OTARBIZEED X
99.3~100%TH > 720

#6 FHPVEIOGMT (il » A1) (0105K5k) *10

2[R RO 3EEREE o g

GMT (95%CI)

N | n mMU/mL
[l (cLIA)]
Anti-HPV6
‘ - 1657.9
9~ 14RO LI (MERT6 A%) 3011258 () 1m0 " Vo576
1 — 1557.4
I~ 14O BI20ERE (FEKRV6» A%) |301]263 (13915, 1743.1)
- - 26788
9~ 14RO LR (WERV122 ) |300257| ()5007 500 |
‘ 770.9
16~ 268D k3 EEE 3141238 (ce48 867.9)
Anti-HPV11
‘ — 1388.9
9~ 14ROLIAIEM (WEKT67 AR |301|258| (1540 1555.3)
1 — 14239
O~ 14 OB M2MERE (MEIKLU6» A#%) 301|264 (1273.2. 1592.3)
- - 2941.8
9~ 14RO LR (WEK12 ) |300257| (0, "0 o)
‘ 580.5
16~ 26D % 3[E 18 3141238| (5100 653.0)
Anti-HPV16
‘ — 8004.9
9~ IAROLIMBEM (WEKT67 AR) |301|272| () T 0 o
1 - 8474.8
9~ 14ROBILAEE (WEKT6n A |301273| (0057 00 o)
- - 14329.3
9~ 14RO BLIAMBM (WEKU120 AR) 300|264| (| )m00' 0 4c o)
‘ 3154.0
16~ 260 & k3 E R 31412991 (9807.1, 3543.7)
Anti-HPV18
‘ — 1872.8
9~ I4ROLIHEH (WEKT67 AR) |301|272| (001" 570 o)
‘ - 1860.9
9~ l4ioBiE2mERE (#FRKkv6» A%) 301|272 (1641.1, 2110.2)
- - 28104
9~ 14RO AL2EER FIERV122 A#2)|300)266| (41749 3101 3)
‘ 7615
16~ 268D %1 3E 18 314(267|  (70's 504.5)
Anti-HPV31
1 — 14363
O~ 14O 2R (MR U6» A#) 301|272 (1272.1, 1621.8)
‘ — 1498.2
9~ 14ROBILAH (WEKT6 7 HR) |301271| (3,0 50, )
- - 2117.5
9~ 14RO BLIAMHH (WEKT120 AE)|300|268| (o737 5705 1
‘ 572.1
16~ 2680 % 3E 18 314264 (025 6a7.2)
Anti-HPV33
1 — 1030.0
9~ 14D 2R (MELV6» A#%) |301(273 (920.4, 1152.7)
‘ — 1040.0
9~ 14RO FBILAER WEET6n A) 3011271 gy 9 1164 3)
- - 2197.5
9~ l4ED B4 2R (FIRIK%V125 A#%) 300|269 (1961.9, 2461.3)
, 348.1
16~ 2680 % 3E 18 3141279 5115 380.1)
Anti-HPV45
1 - 357.6
9~ 4oL tE2mERE (FRkv6» A%%) 301|274 (313.7, 407.6)
‘ — 352.3
9~ 14ROBIABE (WERV67 A (301273 50700 )
- - 077
9~ 14D B L2 (FRIK%V125 A#%) 300|268 (365.9, 476.9)
‘ 213.6
16~ 260 M3 A 3141280 (1977 943.2)
Anti-HPV52
1 - 581.1
9~ 4o iE2mERE (FRkv6» A%%) 301|272 (521.9, 647.1)
‘ — 640.4
9~ 14RO BILE (WK Al (301273 o000 o)
- - 11234
9~ 14D B4 2R (FEIKXV12% A#%) 300|268 (1008.1, 1251.9)
‘ 364.2
16~ 2680 % 3[E 18 314(271] 3070 405.6)
Anti-HPV58
‘ — 1251.2
9~ l4oxriE2mERE (FRlkv6» A%) 301|270 (1119.6, 1398.4)
9~ 14RO BIEEE (WERC6»A%) 301|270 13257

(1186.2, 1481.6)




GMT (95%CI)
mMU/mL
[AIEE (cLIA)]
2444.6
(2185.2, 2734.9)
491.1
(438.6, 549.8)

N | n

9~ 1450 BL 2R (FIERU12% A%)| 300|265

314|261

16~ 26/ DA 3R

1$10) AREENTISPPIERITITb Nz,

ELD) 2[R (MEXG6n k) @ KR ZWE R 6 H ARIC2EEME, 2
B (WEIXRO120 AK) @ AR DER G125 A%IC2EHE. 3
[EERE © AR ZEL 20 AKX U6 5 A%IC3EHERE,

N : D72 < &b LEARF OFME % 21 7 ERE R

n : HEMNTICES L BRE R

Cl: XM, GMT : HUAffi o & FH. mMU : milli-Merck Units.

cLIA : Competitive Luminex immunoassay

(2) BERISDFEE
KElZ 20 (MERT6n A2 A%) L9~ 14B0HBEL
IBWC3EOHERIS DRGSR S N7z, ARAIYEH#E%36 »
RlizBwTd, Kilz2mERE (WREKRC6H A%) L9~ 148K
BRI~ 14RBEMITB T ACGMTIE. Wb ARAZ3M ML -
16~ 265% etk OGMTIC N U TReAkE L 7 A% OB TIEL HARAE
ICHWHEEEE G2 Lz,
=2
K%ﬁ%ﬁfti REIZB I 52ARFOMOERABERLZD, 77 F >
HrHWLZLEOFEIZ L TB L TREEDINEFESER S
:2:#6\ HETIZ2VEIRICOSHE XD R & B TE 20,
O~ 1402 (FEKRV6» A%) TIE. FEERMZOBIK
JolE AFERESS HRENC 2946154861 (16.3%) Ic@®6h. &
HOIFIRALH (13.9%). BERESHI (1.7%). JER3H1 (1.0%) T
Holc. BHEORBIRKISIE. KRAIBEEZISHRIC294%1F 1641
(5.4%) IZRRD SN, FhabOIiFEED E V36 (1.0%) Th-o7z.
O~ 4B BHEO2EBERE (FIEKV6» A%) TIE. FHHMLZORIK
JEIE, AHIERERS I 296612441 (8.1%) @S5I, Ei
H DITER206] (6.8%). FERAH] (1.4%) TH-o7z. 2HEDHI
RIS, AHERER 1SHRIC20661R 1241 (4.1%) 2R 5h, £
b OIXIEROM (2.0%). VUEIRE3MF (1.0%) TH-7z.
O~ 14 BLO2MEE (MEKC12H A%) Tl FHEBALORIR
I, AFIEAESS HRIC 2936193561 (11.9%) IKRRH 5N, Ei
B OIXER30M] (10.2%) TH-oleo 2HMORIKITIX. AHERE
BISHRIZ293BIR 126 (4.1%) ICFD SN FE 4 b OIFTEFIF]
(1.0%) . 28D F W3 (1.0%) THo7zo
16~ 262D 3EHERE T I, FEHEMORIRISIE. AAEREEZSH
RHC313FIH85HI (27.2%) ICEBH 5N, Ehb DI, KF756
(24.0%) . FEREOBI (2.9%). FERROHI (2.9%). TFHESH] (1.6%).
PHIM3K] (1.0%) TH-7zo 2HMORIKISIE. RFEERKRISH
BHCZ313MIF3260 (10.2%) IR0 6h., b DOILEFE106
(3.2%). &4l (1.3%) THo7z.
17.2 8GERTTRAES
17.2.1 ;B9 M4EEER (021508%)
FEANR DR
16~26mDt (1,782%l) XK & LZ001REBED 7 + 10—
7 v 7HRETIZ. PPEEMICB T, 3EHMRT.65F (hifiEd.4
) FTI7FUICETNAHPVRICEET 5 CIN2/3D 41X
BOSNLED ST,
*17.2.2 B MAEHER (002-2058E88)
(1) FPEAZIROFHEEIE
O~ 15Dt (8721) RU9~15KDHEM (2614]) ZiHEL
720028880 7 + u—7 v TiEETIlX. PPEEFICBWT, 3mEE
#%11.0% (FhRIE10.04) FTRUTET I/ F U ICEENSHHPVE
ICRE T 5 T T CIN2/3\ AIS. VIN2/3, VaIN2/3R U
aAYVu—vOREIEDLNT, BETRIIFIIEENS
HPVEA&E&@.@‘%PIN @%/%L/MFHEIF&UJ:%://
O—<OFEFRD SN D 575,
BRSO
9~ 15D LW R T~ 15D BHTIE. 10EDFUARIE DR
MWRENTz. 3EHEMZI0EDHPVE, 11, 16, 18, 31, 33, 45,
52K PS8BT B ARG IERED 1381 ~98%DHFE TH - 7z
17.3 ZDft
Fikfli & RERIC D7z 5 ARHIGEHPVEIC BT 5 RYe, WA R OB
BOFRERIE E OMBEIC O W TS IR T2 L,

(3)

(2

=

*17.3.1 BHSEIEER (0025ER)
9~ 26D M2,40501 (9~ 15D &t : 1,93561, 16~26#%D
etk - 47061) U9~ 15D B 6696 E MR & Li-ikEiziT 5720,
B RN
HANTHE L7 EMNICARREE 230 E 2. 61 ARRETH H
DK Bz D FARR AT BN HRE U 7= B 2072 U IREREM S
NODERLEHF 2L ST HEHPVEICRH LT, #E
BRERTICREY: (MERISEE) ThD. E561216~26D %
DWW EIERERT > 3 E#EED L7 A% (75 AR IIbi:
D PCREEHEDIRRE 2 HEFRE U /- i (PPD) #EIZHMRELT, &
PR & AT L7z
O~ 15 D%t (648f1). 9~15D B (66961) KU16~26
WOLHE (47061) x5 E LTAFIOHPV6, 11, 164 18, 31,
33, 45, 52RK VS8BT KT B HUAR G % 5/l L 7z. AHKI3[E EH#
i1 n A% OFHPVEIOFUARGIZEE) 139~ 15RO R OB
T1399.8~100% D& T16~ 264 T1399.5~ 100% D il T &
D, TRNTOET, 9~ I5HOLEIZBEHEDOGMT A 16~ 267%D
ZHDOGMT % L[E - 7=,
B SEIHEEER (0065H5R)
BEICH =TIV 2B LI12~ 26D L9244 (AFHIBE
618%l. H—% T IVEE : 306fl) ZWGE LIEEAILT T RN
BBEERABRZITo 0. H—F VIV ORKERED & KK OF)E
BEE COMREIEN1I2~36 1 HThH o7z,
B RN
HANCHE L HARPNICARREE 230 & b2, 6n HRETHA
DK BE D FARR AT BN E U 7= B 2072 U IRBRE M
S OEKLEBA 7% 70 - 72 4EE  (Modified PPI) #E %55
LT, RBERER I L. AR BEES n TR RER D3
EH#MEL» H%OHPV6, 11, 16, 18, 31. 33, 45, 52K
S8TUI R AR HERED 1398.3~100%DHFH TH - 720
17.3.3 HRICH T BRE
IEIRF O 2t % R & U Ot IR BE 2 3 b Ic il S 7z B
372w, LA L, EEERRE &K OCEOB KRB ICB W, i
ROEIRAHFL TV H el (ATERBEZERLS) 055, H
RIMIE. BB T KREE TH - HROE A AH
BETIX12.9% (174/1,353MF), H—F Y IVETIZ14.4%
(187/1,303fF) THo7z0 TNHDEAIZ—MRICED SN BEE
LREETH> .

17.3.2

S 512, HEZBREPAR I A -2 VEEO30H LN E30H
EBATGEICA T CRREFHES 2720, YT ERK L7
HeEZ R EH P EEBRI0E N OIER T, ARIROHT—5 2 VR
ICBWTHRKRKBEIIFZEOON Pz — 7 HEZKHPEE
L V30HZBAIIFIRTIE. AFBEICB VT30, H—% T ILEE
TRABIDFHRBEEN RO 5N BEESNIAREFOEEIL.
B IEIROBRBERICA 2D ST, —RICEDONEBDE
—F L7z,

18. EPEEIE
18.1 {ERER
AElZE MO =< I AV ADLIZZAEED 57257 A )L AR T
(VLP) 2&6E7T 5. ZOVLPIZFERY AL AR TFIHEM LIz A
HERTFTHAHH, 74 IV ZAEKRODNAZE 220, HIEADEK
YLRE R OBEREBE I 22 o 2 D72 ABERITIZHP VI L 7258 DR
HIZId7 570 HPVIZE MIOREGET 545, & MBS OEH DR
Ca—<7 A ) AZHWEZRED? S, VLPY 7 F VIdiRERZE 2 &
THILICKD, ZOMRERET L EEZ 6N,

20. BRWL EDER
SMERIEHR IS L TIRIFT 52 &

21. E‘mu\*{q:
B A7 EHFEEZRED L, BMUNCERT 2 &

22. 53R
YUYy 05mL:

23. FZ=XHR
1) HPAER : EREIL RS TS5 IAHRER [0015K8k] (20204E7H21
H&#%, CTD2.7.6.2)

1A

2) Guevara A, et al. Vaccine. 2017 ; 35 (37) : 5050-7.
3) Iwata S, et al. Jpn J Infect Dis. 2017 ; 70 (4) : 368-73.
%% 4) Iversen OE, et al. JAMA. 2016 ; 316 (22) : 2411-21.
*5) Restrepo J, et al. Pediatrics. 2023 ; 152 (4) : €2022060993.
6) Van Damme P, et al. Pediatrics. 2015 ; 136 (1) : €28-39.
7) Garland SM, et al. Vaccine. 2015 ; 33 (48) : 6855-64.
24. XEREERERUBEUVEHE L
MSD#HR&EH MSDAAYY—HR—rtr ¥y —

RERETRERBIEL-13-12
ERBGREDS @ 7 =4 YL 0120-024-961

25. {REEHGH EDFR
RANSRBARA ORR E 2 5700 (FEHEHERITR) -

—6—



26. REIRTTRES
26.1 BUSHRFETT

MS DA

RRBFAHRAKRI1-13-12

E-TEMP10-05



EHAGE

Frv7

IR O xummmsc v

HRTY bk

UVY

NREO—I YL RH% F5YUp—

< \\_ &, T 3 o ? }
FHEHEATYT [
WFIIF 7 (BBHRK) (3 F. Rf)

ABENMSIHOEL. ERICEULT

HERPMERLULED,

O RS THESBILHDIIRENEILLL TWEEENLH S
DTEALBVWTLIEE L,

0 U F UL BERES RIKEMEARERREL TIEE W,

o IREMEABMNBELHDIFFERALLZVWTLLEE W,

FRoiERE (B R) OiE5TEt =
RAELET,

L] ;\EEETJ% i/u\\ﬁén'fb\i‘ti'/uo

® V)L — REOD#EE(IF, 23~25GD MR I NE T,
IN& DHVEHIZENERNE SR WAIREMEEN B B Tc b HEN D
TEFEE Ao

o HRIIHANEREICEDIRI T HE. ME. BEDHAT
HBICEZELRVWK S, BFEEESICR L CEYAHEZ
FRELTLIEE L,

aEfmEiMrs IV IERDE U,
75> Y v —(8F. AE) N
BATWLEWLWHERULET,
0SSV v —EHRAT Y NDESIE. RUAARDIZ6H
DO IEWE ICEGENMES S ENNH D ET,
OIBATWBIBEEICIE. Fv v TEHEIZ, o VvIv—%
BFETEID [CEESETHR T v M UiAH,. LoD D EE
LTLIEE W,
OIEATWVWEIZBAETH,. UoMDEET D &L D ZRIC
MERWEEITES,

( )

BATWREHRICIE. Fvv T2l X,
75y —ZEEED ICEEIETHR
Ty MR URAH LoMDEEL TR
=W\,

EEDNBVWNZHEREL TH S,
RDEETII—ICLET,

e EEER. AR RYDEARENRD SNiIHHIZER
LRnwTLIEE W,

| MSDHRIR—HHR—bEYI— |

ERERE DS (MSDEZLAM) 0120-024-961 MSD
(79 F>5EH[A) 0120-024-797
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