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Prevenar13® Suspension Liquid for Injection

i) EE-ESEOLSEI LY EHT AL

[ B ES | 2250AMX00917 |
[ BREBm | 2013F100 |

2. BEREYE (FHERERIIILHPBELETEVE)

21 BEORG XL 7TV T bEFVANIZE->TTF 747 F
V—mBLIIENDHLETEDVHLDLH

2.2 ORI ERL CVDEH

2.3 MELEMWEBIID»DP > TWDEZ EDWS %

2.4 FRCIBITA2EDIEIN. THEMEZIT) 2 & AL 2 IREE
hHrE

3. BIEOBIERUHER - K

3.1 BEOBE
FRE1STEEA O IE F O il S ER TR & TR B 2E L TR S . BRI
2% 4 ORI S RERHFER T v h 54 Fadmib L UB#ES 2,
INSOMEIRRFBER ) o I 4 RERBNZ, Y779 THO
75 F 4k (Corynebacterium diphtheriaeC7 ( f197) /pPX3520) &
D EEA S BN R L o A R T 7 7)) 7% (CRMuw) &
FRICH T I LIS L DRSS BRAET 5,
RANEFRIEFEEE O L 72012, MRIKBE KBRSy HhI4F
-CRMuwiki &% 7V 2N N CTHDHY) YEET IV I =7 A2 S
STRBEH L LIARELT 2 F 2 Th b,
%B. CRMugO#EETRIZB T, B3I /B (7 2 FLHRES)
AL TWd,

3.2 #Rk
W % %
H R B 5

7L ANF — 13K
Wi SR AR A ) v B 5 4 F-CRMuors & 14
0.5mL
Ry h T4 FMENL :2.2ug
RNH o HTA FERS:2.2ug
R)H v hTA NERL: 2 2ug
RYH o h T4 FIERS 2.2 g
Ry T4 FIER6A 1 2.2ug
AVYA Y T4 FIGEN6B : 4.4ug
Ky H T A FIMHRTE : 2.2ug
AUy h T4 FIGERHIV - 2.2ug
R)HvH T A FiERL4:2.2ug
FV)HyH T4 FIERI8C : 2.2ug
RYH v H T4 FIIERIA 2.2ug
By BT A4 FIERIF © 2. 2ug
AV T4 FIMGER23F © 2.2ug
CRMu : #9534 ug (7ZAHEREE LT)
Ak MU A 4.25mg RV IVR— 180 0.1mg. T /N7 0.295mg.
YUEET VI =w A 0.125mg (TOV 2 = A5 . pHIHEH Giid)

3.3 EHADOMK
Wi 7L — ISR
pH 5.3~6.3
BB #91 CERESEINCH T 5 1)
ok ARANREEC, 1) B2 & 2T 2 W)

il

o
feln

wom #l

*4. WMBERIIHHE

OEBMEXIMRBEICLIERICERET IV IFBVEELS
ha&
FERIRE (B2, 3. 4. 5. 6A. 6B. 7F. 9V. 14, 18C. 19A,
19F R U23F) (C &K B BEEIEDTEE

O/R
FERIRE (B2, 3. 4. 5. 6A. 6B. 7F. 9V. 14, 18C. 19A.
19F R U23F) IC & B REMBLED T

5. MEERIIRHRICEET 3EE
5.1 RAENZE F T2 IR ME R DA & 2 RYWED 5 il
DRI L D EGELX FH$5 2 L3 TE vy,
5.2 V77 T OTFREHMICIHTAZ LIETE R,
*5.3 MAKWIZL2KBICRET 2V AP BNEEZONLEL
X DT L) iREOHE T,
IR LR IR, RO R

- Bl PRI
- ERERE L QIR &) R T H 5 332 D IRE)
BEbn o

SRR G R I MENE  (FERUE e L WAl (Al % <21 728 5%)

- PERARIMERSE XL 2 DD B HEAE 7O ¥ VE

- NENHoZEM, SRS O MR S0 2RI & 0 AR
HEAME TN L7

- FRCDAVCEERDSAH OFAE % LB L R 7o

*6. AERVHAE
(EREXHARAICLIRBICERETSIVRIPEVEEZSN
%% REEICK B EEED T
1m0, 5mL % FHAMNIZES 3 5,
CIVR : REREIC K B REMERRED T
S AElGEE g, 1E0.5mL g o 23, Wi b 27H M LR O
B C R TS %o
SBINGRSE CEE . 1M0.5mLE 1, T ICEN T b 72750, 3
Il H A 560 H LA E OBz 5 <o

7. RARVAEICEET 58
*7.1 BENRE - EERH
GV REREIC & 2 RERIMEELRAEDFEA)
ARHNOFERZ27 H i DL L6RR M O 5 5 FH 12479 o
e & L C22r i b7 A il TR Z G5 5 2 Lo 7272 L
M HIFMIZ DT, 120 AR £ TI25e T L, Bimieizial2
A AL, e L L C12~150 HEOMIZAT) 2 &o

F7o. BN I LI TREOBEM R O MBI X 25 L
THIENTE D,
(1) 7 Rl E12h Bigkin (BEEHHhE)
S FIESRIE © 1H0.5mL g o & 2l 27 H ML Lo TR N ICEE
W45,
< JENSRIE 110, 5mL % 1Al 2] H 34 #60 H i DL E o kg <.
1275 s LARE . B2 NIRRT %0
(2) 12 BEEL E24 BlgRiE (FREHNE)
- 1\0.5mL$> % 2[al, 60H M L. OB TR TIERT %,
() 24h Al LomKiG (EEHhE)
- 110 5mL% & TS § %,
7.2 CRMuw & 1327255 v ) 72 AH RS L7 2 ERE R AT Y
7 F v ERFNAZ LTI L ER A AR T 7 2 & O BARTEIZH
T 2L OB RIVEIMET LT e,
7.3 /DT U F 2 8HK & DEERERE
T 7 F oM AR EE, B, 2TH DR, oo ANE L
T Ty ORI WE,. 6H UL EBIREE B TRA
BT 22k, 72720, i WEE L RBO /A 121E, IR HEAE
FTHIENTED, [14.1.12H]]



8. EELEXIEE

8.1 AFNL [FHIEMEEMA| RO [EHBEEERERE] 22l
THHT5ZE,

8.2 WIEMIF 12OV T, BRI LIRS,
BEE) Ak o THEEIREEHAND Z L,
8.3 WiEMEE WL Z ORI, BN F i BBy e T, B
WL EHRICRD. T2, BHGOBEERICEEL. RIoRE
FOBR R OZAL, S HITEHA, REEQRE ERE 2 L6

WEHERPICERI OB R A ST 5 L) FANZHS 85 2 &,

8.4 AH LMD T 7 F ¥ % WA —OWHAEE 10k L CHEET 555
HlE. FRENHMBER S 2 2 LA TELEOFHMEITH 2 & I
(2, WIS DS EES 2 S ISR L QLW A B AT, MU b
ZRELOD, WHEEEOREAMAEL CEHECEES 22 (N2
ANOFRFFEAE O W CLREGEE Ok — A=V EZHH)

9. BENHEREFT2HEICHETIERE

9.1 BEEIEE ERBOHWETHICEL, TBEETIH)
WD RO T NDPIFENT 2 LB SN D YE1, EHEREE
BOWREAME L. B8R OHAEET ORI % HEIITV. THi#E
FEOLZENE, BRSBTS Rat a2 1T, FEEE
FIH LT BERELTEETS L,

9.1.1 BERICEEFRL2OBEFHEINTVBIERPERE ICER MR
BAREDED VD E

9.1.2 DRMERKE. BRAR. HREAR. IRKE. REEES
DEREBEETSE (9.2, 9.35H]

9.1.3 FRHEETEE#2AURNICERADA S h-ERVLSURS
EQT7ULINX -8R 5EREELECEDVHDE

9.1.4 BEICEEOREDH 2E

9.1.5 AFDHEAET 7FVFZ RFVALNIIHLT, PLILX—%
ET55thDHd%E

9.1.6 M/MRIKAE. REEEDH 2%, MREEEEBKITLTVSE
B RS O LD B ZNA D % o

9.2 BipEEEE2HT%E
WRETEETH L, [9.1.28H]

9.3 FipeEE2H 2%
WRETEETH L, [9.1.28H]

*9.5 1EiF
TR SRR L T 2 0 e & 2 L IS PR R L o B 2 A
fEbtEr L s S S NAGEICOAEEST L2 L.

*9.6 RILB
TR L ORISR ORISR OR ST ZE L. BILOMKG L
kR 5 2 L,

9.7 /B2
HRFEICLIRBICBRTIVRIPEVWEELAONEE (iR
BREIC & 2 BEEDFBA)

9.7.1 6AMOHEZ TR E LIoARIER etk 285 L L7z EN
FRRBRIE G L TV v,

CIVR B RIRE IS & B REMRRED T

9.7.2 EHGARMOE ZF L LA R O Za 2 iHEE L
B RBRIE G L TV v,

1. BIRD

WROBIIED S HbND T EHH LD T, Blgth oI rv, 2
HIRD BN/ AL B R LB 21T 2 &,
1.1 EXLRIRGE
N1 Yavy. PFI7145%>— GHEARH)
11.1.2 &8 (HUZAH)
11.1.3 MVMRIR A MHERBER (A

37 N LY 1 A 5 L 1| /N o WS A ol Nl = O 11 Ry e
EERTAHI L,

i O (.

*11.2 ZDMOBEIRE
(ERMEXIHRBEICLI2RBICBRETIVRIPEVEEZS D
2% MRBREIC K 2 BEIED T

10%LL k- 1~109%Ai 1% SHEEANH
k| 2R 595 MAEMEFE, %
TEALHE. HRRI5 .
WP
k| G PEHG (49.3%) E ) HRK BERE 9% FMIE .
GEFHBAL) | KLBE (19.6%) TR, T
JEIE (17.0%)
Lo T Bt
T (16.4%)
k| HILE T EREGE | e, ELG
QiR 3 TGO PR
L7z 5 HidkE
k| RERIIRSR | BEIE (13.2%) AR AE Sy, R
IRAE, RN,
ANEGERRIR, A
it
k| B - BIER | A (21.6%) | BIERE A,
i
k| 2o JETT (21.0%) FE#, IR
(IR B REREIC & 5 REMREEED T
109%20 - 1~10%ii 191
R B N
I8 ¢ JEE (S 2%
B G- HAL ALBE (84.0%). | fifikh BERE 9% HIKIE
GEFHBAL) | BB (69.7%) Z 9 R
PEhE -
(28.2%)
bER (i AR T T -
(31.4%)
L T BRI
L721) ¥ 2 e
Rt R | EIRIRE & R EEHRAR T - SIS
(562.1%) . Sl AT 58 1E
e (45.2%)
ANZESE MR
(38.0%)
Z A ## (71.3%)

14. EREDEE
14.1 ERIEEFOEE
14.1.1 #EiEns
(1) YIS R ORGSR 3 L 1T 2 5 2 L (BRI
FUZIERRY & L. PR - HEAIEL2VwZ &),
(2) [ 7L RF 1K RO F ] (he Vi 217 2 &
@) AHEMOT 7 F » ERELTHEHEL 2w b, [7.358]
(4) EFHET OIS ME NI A> TR W L2 IO L T &,
*14.1.2 BB
(BRMEXIMRBEICLIRBICERTIVRIPEVEEZSN
B | RIREIC & 3 BLEDOTE)
BRI, R, FRMEAE L, 7V a— Vv TlEET b BB,
BB L v &,
(IR R REREIC & B REMREEED TR
BRI, EE . EREMRME L, 7V — Vv THEET S,
*14.1.3 BHAPESTEE
(BRMEXIMRBEICLIRBICERTIVRIPEVEEZSD
B RIREIC & 3 BLEDOTE)
PRSI 472 o T, ML - BRSO L BT 2720 TR
DOFIZEETHT &,
(1) $TRIIHANERICE 2 RS TH L5, MR ImED 2\ I3y
WCEREL &) BRSO L Gl 28 RE2U0ET 5 2 &,
(2) HMRGEITIRL 28 % 2 &y
() EEHETEHIA Lz & &, WME %2 TR 272 0 MR O % A7 HE
FHEBIE R E, MU CEFT L L,



*15. ZDMDEE

15.1 BRERERICED 153

(EWMEIMRBBEICLIRBICBRETIUXIFEVEEZISHQ
3% : FHRIREC & 5 BLED TR
WM R BRI BT M AR & ) 7238 | 4K & Al B2
fl (FmlgesE s LClhH U EoRiEc3hl, 3nl #2562 Ho
MR B &EMesE s LClm) LBoMiElgGREL. [ UER
FEOMRE NARA % REEHE L 7 & MR Cd B 2 L AURIB S /-2,

17. ERERRIE
*17.1 FEHMRORLMICET 255k
(GRMERIHABRAICLIERBIIRBTIVIIFEVEEZISNDE
RIREIC & 5 BLEDTFEA)
17.1.1 ERSE DHERE

fili 9 BR T 7 7 F 2 FEFEIE O 7 V657 DL b 0 i 764451 % R 52 LS
$EAE B AL 1T, Modified — B B MatBi e i L 720 10 L TARAl (BT,
13vPnC) XIF23MHilli 5k @R ) F v H T4 FT 2 F > (LIF, 23vPS) D2
BEIE/E A 2B (13vPnCHEAREE © 382050, 23vPSHEHERE : 38261) . Vg
NHhDT 2 F>0.5mL % 1 ElFFARNER L 729,

13vPnCALAH M (MM H % &) 12, RAT GEEHEEAL) o BIBUST 1%,
179/321%1 (55.8%) TR S, T4 b Did, ¥ - 141/31761 (44.5%)
KLBE © 86/31261 (27.6%) JENE : 65/310%51 (21.0%) & O RO W Bk DAL -
48/31201 (15.4%) TH - 720 F 72 A EORIBIS™13,119/31461] (37.9%)
THRO LN E4 S O AN © 58/31161 (18.6%) \JE57 : 50/309%51 (16.2%)
T OB © 28/308%1 (9.1%) THh -7z (K,

SR - 13vPnC & 23vPSIC & £ 2 & 1236 i R 2 2w T, 13vPnCHE
il BB oMiE MR+ 7y = LA L (OPA) AT FI ik i
(GMT) (BLUF. OPA GMT) &, 23vPSEMEE & il L CIEHMETH - 7272,
F 72, 13vPnCOARIZE F N A MHERE6AIZ DOV T, OPAFUAMIA, 727 F >~
AR 7> S PAEGR 120 A £ TIZARE LI B 5 L 7298 o %1413, 13vPnCHE
FiEE (72.9%) OJiHs. 23vPSHEAREE (45.8%) & WX L CHEEMAMICAHEIC
E}ﬁ’ﬂ f:ﬁ“s)o

HLWERE (BEE) PETHRICTRELZ b0, BREIE., SRIKSED%R

BIH T4 ] UaaH [ L] Ll L st i LT L7,

21 OPA GMTIt (13vPnC/23vPS) OWifl95%EHHIXH (CI) TH>0.5
13 1 OPABUMIASARE DL L 157 L 7248 0 #1640 22 O T 959%CL T BR>0

13vPnCX I3 23vPSO#AEL 2> 1 2 DOPA GMT D ik

17.1.2 BB IHERER (TIVEEA)
23VPSHEAEIE D 7 WG AR & L223MiA TG b s v I v sy s v
(LR, TIV) & ot (5oH)
i RERW T 7 F  FHHERE O 70 V655 DL o B E 116061 % xh 512, 13vPnC &
TIV % FREAE 3 2 MR BALEIA T, —EERABREFM L 72, 11T, 1
M BT 7520 BHMEY 75> L U<, 13vPnC+TIV/ 77 K ([
FHERERE) 37T £ R+TIV/13vPnC CHEAREARRE) 28R I HEMER IZEIN
V(IR © 580M1. HiARBEMEHRE  580%1) . BRI 12 fEv . 1B D7
7 F &0 5mLa L, S Wil HANEEL, 2ol ABI2MEO Y
7F v RERLIZY,
GO ME (BHEYH 2 &) 120 R GESFHEA) o RS 1%,
13vPnC+TIV/ 7' 7 &R (FRHERERE) o1ln] HFEAE % ©229/48861 (46.9%)
77 2 R+TIV/13vPnC (HAERERE) o2 H 4 % T219/47061 (46.6%)
THh, TIV L OFEHEREIZ L) RBITUSOFEBES LA 52 Lidhro
2o T2, EHEORIKIEEIE, 13vPnC+TIV/ 7 F LR ([AIHERE) ol
Al H /1% T307/51061 (60.2%) Td V) . 7 £ R+TIV/13vPnC CEAHERERE)
D208 HBeffi1% 0237/48851 (48.6%) & R L CEid o7z (KGR o
I L TIVICE ENA320 % 4 )V AHUE (A/HIN1. A/H3N2J% U'B#R)
122V TC, 13vPnCHTIVIEBHERE R 01700 H 2 O HIPUAMM L, TIVH AR
I LTy AZHINTRE S OSBRRIC D W TIES P A37R & L7225, A/H3N2
BRIZOWT, DI HiiEE: Thl o7z, —J, BMNERMT (EMA)
OFEFHUREILA 7 NVT T 7 F v OIREO PR EERE O & R O
HHEDFEMICRS 5 % A ¥~ A (CPMP/BWP/214/96) Y I12HB\WT. A
P (FRIRE) &AM 2 R ORE ML ENED SN TB Y. ki
W CRIEREOFMi %772 L & A, 13vPaC+TIVFE - o 118 H
M A R OHIBURMIGIE, bk e b FHIZESE 2 3Tz L7z,
13vPnClZ & £ 1 5 13IME 2 DTy 13vPnC+TIVIF BEERE LA ] #2 D1gG
PURIERE O PIGMEE (LLT. IgG GMC) 1. 13vPnCHARBERER: & ok
L C. 13ME M 1200 R D W TIES IO ATR S8, IERII9FIC D
W, IgG GMCIE?D95%CID T HRA0. 49T MMM % D F 12 Tl - 72,
13vPnC+TIV[A AL A H #2 DOPA GMTId, 13vPnCHUARFERERE & Hl L
T, R4, TFROIVE B $RTOIMEIZ oW TIEL IS Th - 72,
T4 RS (EIE) BT HICTHE L2 b 0, BB, KEIGE R L

BIH THY ) AN [ L) Sl LbsE iz o e LCH— L.

5 - HIUHAI A4 DL E 5 L 7235 o #1& O 75 O HI95%CT F B>-0.10
76 1gG GMCHE O M HI95%CI FBE>0.5
7 : OPA GMTH O MHI95%CI FER>0.5

13vPnC+TIV/ 75 £ AR (FEEAERE) 1M HEM% L 79 2 R+TIV/13vPnC?

(HARFERRRE) o200 M OOPA GMTO [k

OPA GMT "
i (95%CT) 3
ML h (95%CD)

13vPnC 23vPS
Bl kil

. 101 76 1.3
(81.3, 124.3) (61.5. 95.1) (0.97, 1.78)

5 43 62 0.7
(37.0. 51.0) (53.1, 71.8) (0.56, 0.88)

. 959 408 2.4
(792.5, 1160.7) (323.7, 514.4) (1.74, 3.17)

- 342 114 3.0
(274.5, 426.6) (93.5, 138.7) (2.24, 4.04)

- 1935 1356 1.4
(1614.8, 2319.7) (1137.0, 1616.3) (1.11, 1.84)

. 1935 1374 1.4
(1670.4, 2242.1) (1161.0, 1625.0) (1.13, 1.76)

oy 790 380 2.1
(611.1, 1020.1) (285.9, 504.6) (1.42, 3.04)

” 983 1016 1.0
(818.5, 1179.7) (850.4, 1214.7) (0.75, 1.25)

150 1937 881 2.2
(1589.3, 2360.1) (691.8, 1122.2) (1.61, 3.00)

LoA 909 411 2.2
(767.2, 1075.9) (340.1, 496.9) (1.72, 2.85)

LoF 698 356 2.0
(539.0, 905.1) (276.7, 458.2) (1.37, 2.81)

- 424 177 2.4
(333.0, 540.9) (139.0, 226.5) (1.70, 3.37)

13vPnCIZ DA E F N5 iR

oA 2043 657 3.1

(1701.6, 2452.7) (518.7, 833.0) (2.31, 4.18)

CI: EHXH . GMT : AT FIgHu i ffi
a: OPA GMTI (13vPnC/23vPS)

OPA GMT
(95%CT) ,
ml.';f_«){.lj ° = sa) o = - H: .
8| 13yPnC+TIV/ 7' F £ KD | 7F € H+TIV/13vPnC? (95%C1)
(Glis=25 v (HUMFERTR)
EREEC2itd 2a] B #HE #%
. 88 95 0.9
(71.1, 108.3) (76.8, 117.9) (0.68, 1.24)
5 46 51 0.9
(37.9, 56.1) (41.7, 61.7) (0.69, 1.20)
. 997 1486 0.7
(766.3, 1296.0) (1174.7, 1879.8) (0.47, 0.95)
5 124 112 1.1
(97.3, 158.8) (85.1, 146.3) (0.77, 1.60)
A 1220 1597 0.8
(950.6, 1566.7) (1256.4, 2030.3) (0.54, 1.08)
B 1564 2017 0.8
(1239.4, 1973.9) (1564.8, 2599.9) (0.55, 1.09)
. 607 835 0.7
(444.2, 828.8) (619.9, 1123.9) (0.47, 1.12)
ov 477 723 0.7
(348.5, 652.7) (528.1, 988.9) (0.42, 1.03)
1 975 1088 0.9
(781.6, 1215.5) (858.4, 1379.1) (0.65, 1.24)
I8¢ 1158 1415 0.8
(909.5, 1475.1) (1122.0, 1785.8) (0.59, 1.14)
LoA 445 539 0.8
’ (365.1, 542.1) (427.8, 679.7) (0.61, 1.12)
197 378 467 0.8
’ (295.8, 483.8) (360.7, 605.1) (0.57, 1.16)
235 245 295 0.8
(180.2, 332.4) (217.9, 400.8) (0.54, 1.27)

CI: ZHHIXH. GMT @ SMT-FI Pl
a: 1ol AT 7 F > /20 REfE Y 2 F >
b OPA GMTIt (AR HAAERE)



*17.1.3 ENE IHEFER

il S$ERTA 7 7 F- > F R IE O 72 6% DL 1 655% A difi Ol 4 BRI 12 & 5 RIS

B2 A7 P EZZHINEE20600% K GIHEE, IEEMABRE i

L 720 13vPnC 1MH10.5mL% 1[I P NHERE L 720 ) A 27 121, EPOa A,

PRPENGEE R R PEFA R PR B BERI L S B TR i 0 T I |

HIVI&Ge e ililfE e %2 A 3 2 3545 CoEBR, 2 oo g GESERE %,

MERE R, RASVE RN AT A AR E) e E Y,

185% LA 655 A D At T L, 13vPnCHEMER14H B (BefE4 H &) (2.

JBHT (FESHRAL) ORIBUGT 1£,98/14661 (67.1%) TiEH S, 7% b DI,

JEIE 1 96/14561 (66.2%) . HEME © 17/13661 (12.5%). M OSALEE - 10/135%1

(7.4%) THolzo F/o. EHVEORISIE™ 12, 85/14561 (58.6%) TH2

S, b ok, JET  47/14260 (33.1%) . Wil © 38/13981 (27.3%)

VR 0 33/14140 (23.4%) . F9i:26/141 (18.4%) % UBAHHR 1 19/138 (13.8%)

Tholzo

6% Ll E18RE A O AERGHE T I, 13vPnCHMEHZTH I (BN H &) 12, B

BT (ESFERAL) ORIRIE™ (2, 43/526 (82.7%) T#H LN, £k b DI,

PEhR - 41/5261 (78.8%) HEME:16/4761 (34.0%). K OKLHEL0/475] (21.3%)

Thoteo Tz, &HHEORIBUGT™ 1$. 31/516] (60.8%) THEDH LI, E

b oix, 9857 1 18/48%1 (37.5%) . FiPAKE  15/49 (30.6%). UEFE : 12/49

Bl (24.5%) MUFEER 2 7/48 (14.6%) THo720

P

13vPnCIZ & E N5 EIMERNZ O W T, 13vPaCi#EML2 H % O0PA GMTIZ.

el & LT BA L7

13vPnCI2 & F N5 &IiERNZ DT, 13vPnCHAEL 2 B % D1gGHY GMCId.

PRl & e LT EA L7

T T WEREAE T HENCCHG Lz b oo BB R, KRIKEA D2 L H1A 4D ]
JFAEH [ L] Ly L ie otk LTHER L2,

9 REEDPETFHRECTHRE L2 b o, HBUHE L, FEIEE P72 EB1H [HY ]
Mid&H [ L] L Lowsa s it s LTREM L.

7£10 : IgGlddirect Luminex immunoassay (dLIA) % H\CilllsE

13vPnCOFM1 7 H £ DOPA GMT O JLik

e " GMFR
.‘j‘)ﬂ b £ B i EE 4
ik R Peflith (95% CI)
1 10 150 15.6 (12.33, 19.82)
3 11 62 5.5 (4.59, 6.54)
4 18 1113 61.7 (42.80, 88.99)
5 16 182 11.2 (8.69, 14.34)
6A 59 2050 34.7 (24.39, 49.44)
6B 74 1617 21.9 (15.71, 30.51)
7F 169 2035 12.1 (9.84, 14.76)
9V 204 1386 6.8 (5.36, 8.62)
14 133 1756 13.2 (9.63, 18.04)
18C 63 1675 26.7 (19.39, 36.86)
19A 38 949 24.9 (19.05, 32.66)
19F 42 1107 26.6 (19.89, 35.63)
23F 14 700 50.4 (35.70, 71.16)

CI : f5HEIX . GMFR : APy b5 R
13vPnCO#FREL 20 H . DIgG GMC D I

[ FEAH HeA GMFR
e (ug/mL) (ug/mL) (95% CI)
1 0.132 4.427 33.445 (26.374, 42.413)
3 0.115 0.531 4.605 (3.839, 5.524)
4 0.055 1.826 32.960 (25.331, 42.886)
5 0.058 2.779 47.565 (36.867, 61.368)
6A 0.173 4.070 23.587 (18.010, 30.890)
6B 0.105 2.354 22.421 (17.045, 29.493)
7F 0.117 4.670 39.843 (31.473, 50.438)
9v 0.067 1.483 22.232 (17.426, 28.362)
14 0.335 7.769 23.161 (17.179, 31.227)
18C 0.168 5.187 30.833 (24.008, 39.597)
19A 0.496 7.616 15.354 (12.116, 19.459)
19F 0.217 4.315 19.802 (15.552, 25.443)
23F 0.181 6.283 34.809 (26.436, 45.833)

CI: A5HEIXH. GMFR : #7315 Rl

CINR B RERE IS & B BB RAE DT

17.1.4 ERFLIHERR (FFERE)
He 3~62 H i o i HEFL L JE55161 (A H#I [13vPnC] +DPT [f] Iy 52 A #F
1831, VRTINS Bk A5 &1 2 5 > [7vPnC] +DPT W M2 fE A © 184
B, DPTHMEEFEHR: © 18461) % %t QI MEAE AL — E E MR % 5506 L 72,
13vPnC+DPTIREHEFERE Tk, 13vPnC K ODPT D 40.5mL % #H4lal (%)l 6
Y& LC3MEl, BhnsesE s LCLE) B R R L 7227,
13vPnCHAARHATHM (BERYMH % &) (2R GEEEN) ORIBUSTY L,
1] B EAE T Ix119/17561 (68.0%) . 2] HE:HET13119/16761 (71.3%). 3l
H 378 T13106/17161 (62.0%) . 4181 H 4 7& T 13105/153%1 (68.6%) Tk
S EZR S O KLEE © 18 H100/17160 (58.5%) 2181 H 104/16661 (62.7%)
3] H90/168%1 (53.6%). 4] H92/148%1 (62.2%). FEME : 118 H69/1681%1
(41.1%) . 20 H77/160%1 (48.1%). 3Ia1 H72/164%1 (43.9%). 4[] H73/149
Bl (49.0%) TH o720 F72, 13vPnC L DPT# [A M7 H I (B4 A
wEte) 120 EgoRI RS, 1A HERETIE108/1776) (61.0%). 20
H A T1x104/17060 (61.2%) . 301 H 48 C1397/16860 (57.7%). 4[H H#%
HETI393/148%1 (62.8%) T LN, E4boid, F# 37.5CUL) 11
[0l H61/16861 (36.3%). 208 H61/16661 (36.7%). 31 H57/16361 (35.0%) .
AlaH71/14560 (49.0%) TH -7z K)o
SRR ¢ RPN S BRI R GE 25 2 IR T A L AR 2 R R
R LT W%kl 2 B 2 OIgGHUAIEEE0. 35 1 g¢/mLAs, WHOZ. 537K
SNTWBY, 13vPnCh HHE L 72 & & ORI 0% OB NIt O 1gGht
RIS EEA30.35 1 g/mLIZ 3 L 72 B g O B4 13, Z N2 N97.7%~100.0% %
10°98.7%~100.0%T& > 720 F 72 AIIEI SRR I OS50 B2 00 & I 70 L
®451gG GMCld, N 213.64 ug/mL (MfiEHI23F) ~13.86 1 g/mL (Il
#H14) 2,48 u g/mL (IME#3) ~19.70 u g/mL (MiE#14) OHFFTH > 720
11 S AET HERICTHOE L7 b 0, SSHBUEIR RRIBUEZ 27 < L 1HTED ]

Td4H (7 L) L8 LB e it LCEE L,
13vPnC X2 7vPnC o R [a] §65 |2 il 2 Bk MLIE T8 O TgGHLR L FE A50 .35 1 g/mL
I L 2R E oS (%)

0.35 1 g/mL I EOFURRAT Ry
T (%) (95%CI) YUk SR D
(%) (95%CI)
13vPnC ‘ 7vPnC
Bsiihikigisl
. 100.0 100.0 0.0
(97.9, 100.0) (97.9, 100.0) (-2.2, 2.1)
. 97.7 99.4 -1.7
(94.3, 99.4) (96.9, 100.0) (-5.2, 1.1)
ov 100.0 100.0 0.0
(97.9, 100.0) (97.9, 100.0) (-2.1, 2.1)
1 100.0 100.0 0.0
(97.9, 100.0) (97.9, 100.0) (-2.1, 2.1)
I8¢ 100.0 100.0 0.0
(97.9, 100.0) (97.9, 100.0) (-2.1, 2.2)
197 98.9 9.6 2.3
(96.0, 99.9) (92.7, 98.7) (-1.1, 6.3)
P 97.7 98.3 -0.6
(94.3, 99.4) (95.1, 99.6) (-4.2, 2.9)
JENLE Y
100.0 W 3.4
! (97.9, 100.0) 9.6 0.9, 7.3)
99.4 W 2.9
3 (96.9, 100.0) %.6 (-0.2, 6.7)
99.4 W 2.9
> (96.9, 100.0) %.6 (0.2, 6.7)
98.3 W 1.7
oA (95.1, 99.6) 9.6 (-1.9, 5.8)
100.0 o 3.4
" (97.9, 100.0) 9.6 0.9, 7.3)
100.0 o 3.4
194 (97.9, 100.0) %.6 (1.0, 7.3)

CI : A5 I [H]
a @ IgGHURIRREEA0.35 u g/mLELEIZ5E L 729 o &l &
b o 7vPnCHETOIGRIME L OMAERA D ) B, I R UEEIIF 96.6%) % ]



13vPnC U 7vPnC D B8 F |2 fiti JEEK B L35 B D TgGHUA I %0, 35 1 g/mL
W L7 WBE 0BG (%)

0.35 1 g/mLYL L OFUf{RA g
i (%) (95%C1) Lk
(%) (95%CI)
13vPnC ‘ 7vPnC
S 378 1L 75 7
A 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
. 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
ov 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
u 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (2.4, 2.4)
I8¢ 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
. 98.7 99.4 0.6
(95.5, 99.8) (96.4, 100.0) (-3.9, 2.4)
935 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (2.4, 2.4)
BN
99.4 W 0.0
! (96.5, 100.0) 9.4 (-2.9, 3.0)
99.4 W 0.0
3 (96.5, 100.0) 9.4 (-2.9, 3.0)
100.0 W 0.6
° (97.7, 100.0) 9.4 (-1.7, 3.6)
100.0 W 0.6
oA (97.7, 100.0) 994 (-1.7, 3.6)
100.0 . 0.6
w (97.7, 100.0) 994 (-1.7, 3.6)
100.0 W 0.6
194 (97.7, 100.0) 994 (-1.7, 3.6)

CI: EHHK M

a: IgGHURIEIEAS0.35 4 g/mLEL FI25% L - B %1 &

b : 7vPnCEECOILBIME R OFMEEHRD S B RS (MEEI19F 99.4%) %l

17.1.5 RS IHERER (HihiERE)
H1%2~6% A O ERHEFLAD Y1936 % % 5 1213vPnC 0.5mL% FH4lal (4[4
& LC3Mml, sEhnsE e LCLmE) B R L 2%
13vPnCHABRTH M (U H % &) (SJRAT (GEGHTAL) ORIBUSH2 L,
1A H 45758 T 13139/186/1 (74.7%) . 2101 H#:4EC12136/180%1 (75.6%). 3[Al
F A Ci3123/174610 (70.7%) . 4181 H 388 CT13122/170610 (71.8%) TR
ST b O AIHE - 11 H138/18661 (74.2%) 211 H134/180%1 (74.4%) .
3 H116/171%1 (67.8%). 4lal H113/16661 (68.1%). NEHE : 11A] H83/176%1
(47.2%) . 20 H93/173f%1 (53.8%). 3IA1 H89/165%1 (53.9%). 4[A H93/163
Bl (57.1%) Th-olzo T72. EGVEOBIISH2 I, 1A HEHE TI13119/182
Bl (65.4%). 210 H %8 <13 114/17761 (64.4%) . 306 H #5 T1393/162f1
(57.4%) . 4ln] F#%#ET12106/160%1 (66.3%) THEDH SN, Lk dDid, %
#(37.5CLLE) - 1M H56/17061 (32.9%). 20 H54/163%1 (33.1%). 3
F162/154%1 (40.3%). 4[A1H76/15061 (50.7%) TdH -7 (KEE),
GaIE IR © W Rl SR 14 S UM BN SR 2 DIgGHURIEEA30.35 u g/mLIZFE L 72
WeERE OE AL, FNENIT.2%~100.0%% 1798.9%~100.0%TH > 720 %
7o ARG E A K OB E # 0 FIE R0 3 51gG GMCld. #hEh2.57
wg/mL (MHER23F) ~14.69 u g/mL (ML{EH14) . 2.06 4 g/mL ({573)
~16.33 pg/mL (MiER14) O TH - 72,
12 LSBT HEHC CHE L7 d 00 BB ARIKIEE A5 EBIHTHY ]

RidAH [ L] L4l L7opes or ik & LCsm L7,
13vPnC % 78 £ (il S BR A 75 B DO TeGHUARIE EE 250,35 1 g/mLIZ 32 L 72 9Bk
DEE (%)

ISR S
M | 0.35ug/mLBL Ok 0.35 4 g/mLLL L OFLAh AT
(%) (95%CI) (%) (95%CI)
1 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
3 100.0 (97.9, 100.0) 99.4 (96.9, 100.0)
4 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
5 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
6A 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
6B 98.3 (95.1, 99.6) 100.0 (97.9, 100.0)
F 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
Y 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
14 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
18C 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)

s S
M | 0.35ug/mLBLEOYLfkRA 0.35 4 g/mLLL Ltk A
(%) (95%CI) (%) (95%CI)
19A 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
19F 97.2 (93.5, 99.1) 98.9 (96.0, 99.9)
23F 97.7 (94.3, 99.4) 98.9 (96.0, 99.9)
CI + Ay

a-

18
18

%21

22

23.

1)

*2)

3)

4)

5)

*6)
7)

8)
9)

10
11
12

24.

26.

26

TgGHURIREED0.35 1 g/mLEL 123 L 7B o Bl &

A ERRE

IR R Y v T4 K727 F 13, THIRIRSE L 2 WIS & #ik
A0 BRI LT H o e R B R iR 5 2 L IdREETH . L
L. AR Y 7 7)) 7#H%E (CRMwy) HF0OF v ) 772 A2 fiG Lok
G 7 F i, THIRKAF DR & L CRRES 5 720 SRRt Aoz L.
AR NI B TR OB 2R EE LR L, 77— 25 — %
EFHET D EPMERIN TN L0,

. AERM
PR ) A 2 RN 2 E O B, BYICEETH T L,

. B
121 >»20.5mL 14

FEXH

NEBRRIRW T 2 F 2 e 77 7 F Y HAEOFHRIZOWTOQ&EA (F

HTrEE R AR, B A R Ak )

https://www .mhlw . go.jp/stf/houdou/2r98520000016yw1 . html

AR S IARSRER (F — 7 3R, HSCT % %1724, 61156A1-

30037t5%)

AN ER BN TIARGER (JESTERER,. K¥HEE . B185108875%)
[1.20140228005]

FEPVEORE s AHRER GE% B TIVBEA. 300875%) (2013476

HI18H&#. CTD2.7.3.2.6.6) [1.20140228007]

The European Agency for the Evaluation of Medicinal Products.

Committee for proprietary medicinal products (CPMP) . Note for

guidance on harmonisation of requirements for influenza vaccines

(CPMP/BWP/214/96) .1997 ; 1-18

FEPUERL - EINAS MANGRER (4 — 7" v ikBa, R, B1851172:KER)

AENER  EINETIARGER GESTalbR - MR, 30245U5%) (201346

H18H 5. CTD2.7.3.2.3.1) [L.20130606059]

World Health Organization Technical Report Series. 2005 ; 927 : 92-98

AENER  EIRSEIARGER (F — 7 > 3R - HUpdeqs, 300355%) (2013

F6HI18H KR, CTD2.7.3.2.5.1) [L.20130606060]

Lindberg, A. A. et al. : Vaccine. 1999 ; 17 (Suppl.2) : S28-S36

) Clutterbuck, E. A. et al. : J Infect Dis. 2012 ; 205 (9) : 1408-1416

) Jackson, L. A. et al. : Vaccine. 2013 : 31 (35) : 3594-3602
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