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777 b — b OEH
R

A v I Nx W (Haemophilus influenzae)lL, HFERUC L >Ta b £ D6 2OM 725
TMZ Non—typable \Z/33E S LA M, FRIZ b (A influenzae type b : W&FR Hib) 3/ EIZEBW
TRBMEGE A 2 LT, Hib (X 2 5 CICEMSHICIRE S D 2 ERE <, HAMIR L
WICRAT D & BBERC, BEMAEZ MO IR, Mt (LRI 72 &R EEMRYYE &
Fl&EF 3, NEO Hib 12 &k DRERAKITEEICHET L PEBARRDO Z L34, SiEETH -
THEMEIL 3L SN TVD, B IS THOMRFIBRBIELZRTHELZ W, BUEEY 7 F
CEERRIZ Ko T Hib IRYYEZ PRI 5 Z LN HRETH 5.

AARIZEIT D Hib U 7 F U BA L EZDORN
RIFRS—_ A Z 228D &, Hib U7 FUEAFIOENTIE, /NEOEMEREER O 12
~20% 73 Hib ICXE 26D ThH o7z, 2007 FFICHIEANE T 4 VA D BID 7 F 0 (GR R %> A
RAEAA)  (Fash4 ActHib) 23KGRE AL, 2010 FRICITAE THERO - ORNEMRAZ T b
LE0C R0 s (FEEEY 7 F o HMBARERSE) | 2012 F2iE, MEMEREER
DIBA L TNECYHEIZED DX 3NN/ o7, SHIT 201344 H 1 B I3 WiHfE A
PR & U CPRAEERRIRIC S S @M O TR (LU, EHIBER) XI55 & e o7z, Hib 77
F L DOBAIZLEN /NR D Hib (2 & 2 R EEMEYWE G XBEE D Lz, 10 8REx S L Lz
FBEAFICHE (FFZERFEHE - vy R, EIRERIR) (T X DT T Gtk 5 R
AT 1,180,000 A, 2E OGN N D 22.5%I2H7-5) . 2008~2010 FED 5 FEATm A
10 FABHTZY DA T NT o PEIC K DBIRRBERN 7.7 Tho7z0icxt L, Hib 77 F
VEABD 2014 1T 0 Elp T, Fi2, Hib U7 FUEARNTIE, A ¥ T FE O HEE
RO & A EE Hib N EO TV, U7 F U BARITITZOFEIGHEA L, 2014 41203 B
WFFEBEIC X % 10 JE IR OFH4 CiE Hib O3B H T 0 1272 5 72,

WEANET ANZR DB I F 0 (BBERHEED 7TV TERREARE) 12OV T

WHE~ETT7 4 VA D BID 7 F 2 (Faih4 Vaxemllib) 1%, Hib OFESHETHH WY VR L
U b=/ Ui (polyribosyl ribitol phosphate : PRP) ZHMHIKERIL, F+ U7 & /Y
BOMEWEERY 77 ) 7 mEH (CRM,) ICHARESE®Z, 7¥Va X e LTU VBT v
=V LEMATR/ATEH D, LICTEHNTHEFE SN2 ActlHib 1, Fx U T ¥ 7 E S
A RFYA RTHY, TV FEEALTHRY, Vaxenllib & ActHib (X, Zh 60 & TE
WD 5,



U 7 F L DERME

VaxemHib [ ActHib & R DGIERMEZ &2 Z &3 [ ENOBARRBRIC L > TREN TN D,
VaxemHib $EFERE, ActHib $EFEREE ©IC, 4 BIO T 7 F U8 (WEIGIE 3 [A] &BMN5%E 1 [,
R ER%Y 77 ) TGRS D 7 F o L FIRHEERR) %510 72983 0 99%LL A3, 5T PRP 16
Piik % Hib BYMEORHIBAE L ~L E S D 1.0y g/ml LLEORRE CTHA L Tz, VaxemHib
OERIEFEPETHE, bra, XA, 77U TORFTY, tho Hib 727 F 8K L FRLE
ThdL@HEINTWND,

U 7 F L BH| O Btk

VaxemHib & ActHib 0 2 BUANZ DN TAZ AR 2 Bt L 72fm G 13722003 SRR e RS
(World Health Organization: WHO) D Rij/&S# & (prequalification) (ZF1F % VaxemHib @
ISCE GERERD TiE NBMeE) oA, [HIEEEREIC VaxenHib A L7z & 13, B0
PERE & L C VaxenHib £ 72 13fhod Hib fEESART 7 F U AMERAFRETH 0 | [RIARIC W EIERE o
Hib U7 F o Z B U728 IS ILBIIEEFE C Vaxenlib O AN AR & LTW5, £8ETIX
VaxemHib, ActHib Z&¢e 5 DU 7 F U RHANEH S TEY | SEMEMFEO 14~19%05 2
NOEFEDY 7 F o ORAHRETIT O TV D, #E T Vaxemlib (X 2009 ENHEH S .
ZHPARE b EEEIC I D Hib BYYEOBNAICITZ(L GBSO b T ez | o Hib 727 F
> & VaxemHib DAZFEHRE AT /2> T Hib YYEDOPIHBIRIIZHENR N L EZ BN D,

U7 F v DREHEIZONT

ENE T FHERRERER Clx, AIBOG DR B 1T 94. 3% (33/35 i) C, #EHRFTORM;R - A -
FEIR - 9. THl, %5, BB BIRAREBHo7, VI FUVICLIRESEERAEESRIT
RO BRI o T, HBIFEERRRER TIL, ENTT TIZARSVEN SN TS DPT U7 F o
% [FIFRFRERR U 72 BR O BISUS O A & ActHib & el U7z, BSOS OF B, Vaxemlib $
FERE 82. 4% (229/278 f5) | ActHib #ZFERE 62.0% (84/137 ) & VaxemHib O J5 A3 D%
AEBED BB S > T2, ERRIRIS I IBFETAL OALEE - B - R ETH Y | TOFAE
BAPEIZOUNT, VaxenHib (3 ActHib XV @SWEIFIZH > 72 b DD, DPT U 7 F 1 B & Lk
L7z%é. Vaxenlib & DPT U7 F U AdnF b RfRELE -7, £/, U7 FUoEMEOEER
AHEEZIIRO b oz,



WEANET ANV ET I F v (BEEERY 7TV THEBRESE)
HEAEIEH (777 Fy— 1)

B &

L /NRRENEA T P EIRYYEICR T 2 U 7 F B ADORE
2. U7 F URRIRE D FEARR L

O A7 HFHEICHONT

© *tGe Ll bR

3. ENOEFRI
O EYER LB FHEICRB T 2 BEK
@Hmva%yi%ﬁﬁkﬁﬁwﬁiﬁﬁ

@ Hib U 7 F L E A DM OFFERE - L DIRBEVEA v 7 v o Y RYE

4. TEBE~TET7 4 VA b BID 7 F L ORFER L O 4k
O v F AN SONT
@ UIF RO BN
@ Hht . v F oo
@ U7 F o 8HI O BN
® 2otk

5. [EIRIRE RN T
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LNUREEPE A o T Ve Y REEGYE IR 2 U 7 F LB A DR

A I NIV EFNEDT (Haemophilus influenzae type b : W&FRHib) 1%, ¥4I
ZEte/NROREYEA TN W ERYYED ERERE CTh 5, Hible X 5 EYYE %
FBit 5720, HibU 7 FUoRBAREN TS, HibY 7 F U 3HibFE Lz T+ ) 7
BN BILRER ST v IR T 7 F U THY Xy VT HX NI HED
BEIZL - T, HRERNRIERASGIETYH ., HibFEZ 9 D HUIREA DR K
<HEZ Y., HibEEECKHT 2R BT OND L HIZho TS, Fx U T X LR
BIIIHER 5 Y A R, BHEEER Y 7T ) 785H (CRM,) . IR FEE S 8
REMEH SN TV D,

EN CTRAINCEKR SN EGRAT 7 LA b BT 7 F 0 (BHER RV A RiEEE)
(L4 ActHib) 1XF ¥ U T X U R BEICHER N VA R&E/MH L TW\W5D, 2007 4
1 A BERFEARGR S 41,2008 4 12 A 19 HURRICEERRE L U TN AIREIC /2 o 72,
NEBEIE, 4P, BIRIRZ Sl BIZFE N STV A3, 2010 45 11 A 26 B LRI
[ FEHHEY 7 F o R ARERE) NEM S, REMICABEDR Z T b5 X
I o7z, 2013 4FE 4 H 1 B 613 A FHRIR & U CEMHEFRI SRR ICEA I TV
ol

EWN2FEHDOHib VI F 2 LT20164 1 AICIEBE~NE T 4 VA b RD 750 (M
BUEERC 7T T EEMLEE)  (FE5h4 Vaxemdib) NEERFEAGR S 47z, VaxemHib
XX VT XN IEE LT R, 2 LT 5,

2. U7 F U RGIREDHARIH
O A 7NV PEHITONT

A NV (Haemophilus influenzae) X7 7 LEVERRE THY . b FLStD
HARE EITH O TR, KEITEICE O EXGED D OBES 1L, IR W OE
Petiefil 7 1T X0 BB MERE T D, AR 2 IO 9 BT, KRx iR TN IR o S ER
ICREEND Z ENMBN TN D, REICIT, BH—DREIC X 28 & 2V IZEHM O
TRE, BRDEICL DMV B LOREREDNH D (1),

AKEOHHEIZITZ, BRBERF® X AF(~2L)L V KT (hicotinamide adenine
dinucleotide : NAD) D 7 & 8 & 9% (2), MDA T IV Fefbipk & BB
(Non—typable H. influenzae: NTHi)\Z/3FE SN 5, REARIZPURMEDE WD a, b, c,
d, e, £ D6 D>OMIFRUIHFHINTND, FRERDIZ O PMRIEMEYVEA S S Z L
RT WA H Y . FRZ b BIZ L2 00n%, BARENTH D TE b BV EENE
A T NT o PRHEGE DR IR DFE E % 5D T\ (3, 4),

A TN YR T L FAMEE, 1970 £RICB-F 7 Z~—8 (BL)EEICK
L7 ) Uit (BL producing ampicillin resistant : BLPAR) #k23HEL L 7=DIC



WX . 1980 AL BL FEPEAEM O T v U Uit (BL non—producing ampicillin

resistant : BLNAR) ®E2H

HL7-, BLNAR BRIZ., =V MNERMNMOLERIC LD LD

T, < DB-F 7 ¥ LBPHEFITH L THPEEZ R L, 1990 FERBFENHEHE LTV D

(K1) W, A>TV PFEHEITBWT -7 7 X LRGUE IR D MHERR Oy BfE=R

WML TETNDZENnD Y, U F AL > T Hib BYHEL T+ 5 E&HITRE N

(%)

80
——gBLNAS (n = 253) -8 gLow-BLNAR (n = 349)
70 T -@-gBLNAR (n = 497) —4—gBLPAR (n=103) T e
6o gBLPACR- I (n = 87) ~0—gBLPACR- II (n = 64)
s Tz L
L il llllV A A
B0 o T R g
I N i o N
10 reveeeeee s A oo G g
——— e
2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 (%)
Hib 7o F>r EEERE QBB
gBLNAS : BL non—producing, ampicillin susceptible (AS).
gBLNAR : BL non—producing, ampicillin resistant (AR)

gLow—BLNAR : BL non—producing, low—level AR

gBLPAR : TEM-1
gBLPACR © TEM-1

BL producing, AR

BL producing, amoxicillin/clavulanic acid-resistant.

(g ITB BT : genotype DM L o TEAIMMEAZFHAE L2 & Vo B, )

1 2000~2011 AED RISy

BESIT-A v 7N FED B-F 7 2 X RPUEHEEE

RabSIPRAP (i tIOY X (ACY

@ gL HEA
Hib 13 F 2/ NRIC 0V Th
(ZEEME A T L PR

BEMRIE . BAIMIE 2 fF O Ifige . BEME 2 % O (L IRPERIEi 2t 70 &
JUEZGI SR ¥, £/, SMEMEEEZER, WIME 2 O 8

R ELER T, Hib U7 F o nNEBAINDLRNIIEL, Hib 23N SR R Y E

DIFRE ORI Hh % 5 6d T
a) Al PERERR IS

W7z (5),

o



Hib |2 X 2 HIBEPERENE S 1, FLONEINC AT T 5, HEY (RpITARRIR) RRIZITRLAR
BRI, Bk E 2 235, L L, M@ MEBEER IR & S D THEEE
72 EOBEEHRIESpEICB L TiE, B DR WVER S 5, ME MRS LR I T
LY% L AR TH D, BMRIIEEETH-TH 3 THY . K SHh THHRZENE
BIEZ T H A HZ0(6),

b) RAMEMEIAE R

MEIC X D/NRoAaMMREZER DL I1T Hib I2X5b0THD E SN, Hib U7 F
CONE A SN D LRSI, KRETITMEIC L 2 2MEMREZEROIEF D H B, 75~90% T
Hib RFE I N TN (7)), FEN, RS, W TS, i, SMAniyic 2 s m4g
Bp ENRHEI IR ERARSEIR Th 5, KUBERERCHE U 2 FURE KR 50372 Shve v & GRS
-0 PR DS HEAT L BAn IS 72 B,

c) ‘B - BAfi%

HIEEMEEBEZS 1T, Hib SIMATHEICEA SN D 2 & CTRIET D, EOEMITHRIEL H
LM, FICTFREOREEEICZWE SLd, HHIRICE < FLIR CTIXRRC AR =) 72 fp ik
"o, BEEiRE ST 256620, BRRORRWEAEE LT, Ha7 R EKEIC
DUNT, EEHERE, MiRERE. Hib 3% & Si, FRIZ Hib TIHEARMERIEI K 2 50 L
RTNeEIns @), AAREANTS., Bk, Bk s bIT, Hib IFFERFIREFER L L
THEEInTWD (9, 10),

d) gk - N

AR 4 D Al D 4 O/ T BIBRZS 2 1F 5 Bk 28 2 97, FIED AT

HETHDZ RS THD (1),

e) YHZ b7\ MfE

/NI 6 A ERD 3 B OAFHCT UIE UITRYLEA R I O | IUE &2 R IET 5,

- =

3. [ENOE AR
O EIYEFRABMFAAICIS T 2 BFEHK

JEYIEVEIC B0 < BYWERS AR BN MFR A Clk. 2013 4F 3 A £ TidA v 7 b= o P&
YUt & U CoBFERABMFIEILINGE I TR 57, £FEK 500 D HpE AR >
D S D MEPE IR & L CREEROEEMThI TE o, 1999 FLIREDFEM O
TER BT BREREHEHEIE. 1999~2003 £4£1% 0. 5~0. 6 AFRE TH - 7223, 2004~2008
fF1X0.8~0.9 AL 2009~2013 1% 1. 0 AT & HAMEM 23 7 & 4172 (11) o Al A PRGNS
ROBEIFFEARD 55 H influenzae 1% 2006~2010 412 16% (12~20%) % 5TV
T2, FEIC L DA BRLE (2010 45 11 H 26 H) S 720 2011 4£1% 10%., 2012
L 3% &M A BTz (12),

D%, EYYELEB SOV EREEOWIEIZ LY, 2013 44 A 1 HEARRIZ Hib 7 7
F U DOEMPEREA~DEBAL & HIC, b FURYYERBINRRE L LT R 71



VY RIRYLIE | 23BN S A, RER OB MEBEIRS 1 F A~ CHRE RS R AR O A3 B L2

% & & HITHERER LIS O SRR EYYESE B O IR © FIHE & 72 5 72,2013 424 A 25 2014
8 A F TIlTHs 47z 235 BT DUV T ORETTIE, b A DS BUT 2R D 17% (39
Bl) ZED, TDOIHD 67% (26 ) 1L 0~1mETH-7= (X2, £/, &EfaE T
HE— 7 BB B, 5~b9 i DOFMHE (5 A7) OWMEED 10 Bl T > 72 DITKF
L. 60~94 5 DAFEERFETIL 20 BIRTH OBER Th o 72, BN A D & 5 A Tl
BEREIIEBI 2N 23% (9 1) . B IAE 2 £ 5 Il S AEBI S 33% (13 ) | B MLSERIAS 44% (17
) To o7, BEERIEGIT/ ML TEL < A B, FFIT 6 22 A linAmW O A T 63% (5/8
) OEWEIETH-T-, —J7. 65 Ll LBl CILEME 2 £ 5 AR AEFIA 61%
(82/134 fl) & %< & H7= (13), 2EAOHRBRME LI OF M S RHEEI L, 2013 4F (5
14~52 ) 1% 108 ], 2014 ££i% 200 5], 2015 4E1% 247 6 (EFEf) . 2016 4£ (&5 1~
25 WEEME) 12167 Bl TH -7,

[ b
WA IIAE 2 1 5 Bili e
B e

—

0 .?101020203030404050506060707080809090
4 9 14 19 24 2934394449adaBEdEB?d?BSdSBBd

FMRE (i)
(EREGEFEE B rIEi e © 201448 H 20 HRAEHI S D)

[ASR

ictine dgoct: Swmalivne fapu

X 2 . ZBEVEA o 7 v W RYLE BB DA 04T L 2013 -4 H ~2014 4 8 A (n=235)

@ Hib U 7 F & HIBERRAL AT O3 i A

Hib U7 F o BB O R 2 RET D720, THIRERLAIRICBIT 5, REPEA >
TV Y RERYE O R BEERR OFRAE DN FE L S LTV D, sef gL, AbiEE
NI, Pk, T, =&, ML, &, @i, BRE., oS RT, S8R
BEDFRHTIZ DWW I AE 2 Br < 9 T ST\ 5, IFFEHIRIE 2007 4 (k19
) 4 ADIBET, 2016 4= 9 ABUEBMKGR L T\ 5, FHEXIGHMiEO 5 mAim A N



1,180,000 AT, 2EDFFE#E 5,239,000 AD 22.5%(2H7-5 (FEAHEHE 2013
10 A 1 BREERROBIEIZ L 2), W) EREBIC I T 22 WA o 7 v o YR
it (ALURE I IBEEER O F) OBE LA T L & & b, BED LR S AV HEK
DRFFRIBIRAE 21TV, 5 ATMA N 10 T AHT- 0 OREMEA v 7 V= o E R YE
EROWBZE LT MEBROHRBIZHOWTIX Hib U 7 Fr O2FEPAER (1-
EENAFEY 7T B ARERSE) EHERTD 2008-2010 4D HEEER (BER L A3 7.7,
BERE I DA AR BRMEEGEAS 5. 1) 2B O E LTERLE (R 1), 2EIAEBAK
DPEAE ST 2010 4F 11 AL, (v 7 U EIC K DB IE 2011, 2012, 2013
AZZNZEI 57%., 92%., 96% DA R Lz, 2013 FIC Hib U 7 F v 3 & R
fbEnsd &, FUED 2014 4EITIT Hib 280724 » 7 v U WHEIC K D BEFER O3 AN
< Te 0 P 100%E I o T, BEBER LS OREMEA T L B REEYME I DV
TH, 2011, 2012, 2013, 2014 FORFARITLNEI 41%, 82%., 97%. 90% TH
V. 2014 FFIT Hib IZ K D BAEN R ol MBEEROENER 25 2 70 5 NI 3 12
9, Hib U7 F U BARNCIE, BEEROIEE A S & Hib N ED TR, U7 F o
BAZIZIE Hib ORHHEIS 138 L, 2014 4E1213 Hib O BEEUE 0 IS o7, — 7,
NTHi |2 X 2 RBEHE A 7 L U PREGYIE 13, Hib U 27 F 38 AR IZBARR 72 < BOFE Y
IZFAELTWD, (14-17),

ZDHL, TEREMNMBICE & OZHE T, 6 FERO 141 EFICBIT D 5 mAd A
110 T ANH7= 0 OREBEER (95%FHE X ) 14,2008 4412 13.5 (9. 4-18.7) . 2010 42 16. 8
(12.3-22.5) Toh o7, 2011 FENHIANTER T, 2011 A% 4.1 (2.0-7.3), 2012 4F
1£1.9 (0.6-4.4), 2013 4E1% 0.4 (0.1-2.8) L 72 ~7-, BEFEJSIERFIL, 2008 4E(Z 23 f
TholeDy, 2013 FITITHREFD 0 L7272 (18),

ZDIED ME)NRO—RPihisk DT AR EIZB TS | MEEHEREE DDA
V7N PR BEEIL, 2008 AEEEIZ 9 i), 2009 EEELZ 8 Bl Td o728 2010, 2011,
2012 ARV, Z=hEd, 20 1., 2 Bl&E Lz (19),



TR G IR BT D/ NROR BN A > 7 v W RYYE O FREBREE (5 MR AN

= 1.
10 FANY720)  SCERA7) 2551 LTk
4 2008 — 2010 | 2011 2012 2013 2014
A v 7T Y BERE S _ 3.3 0.6 0.3 0
(B %) (57 %) | (92 % | (96 %) | (100 %)
Hib BERsZ 0.2 0
4V7”Iyiﬁmfé 3.0 0.9 0.2 0.5
%ﬁ$§%%2t;;222i§ifiﬁgékﬁﬁ i 41% | 82% | (9T % | (90 %)
Hib (2 X 2Bl LS D 0.1 0
(R ERMERRYE

£ 2. BRGSO 9 RIZB T B/NNEOREM, A > 7 V= W RHBYSERE B FE K Haemophi lus
influenzae b Bk (Hib) & Non—typable A influenzae ¥f (NTHi) O HERE & 245 BERRIZ BT 5

MBS OFERAEE
HERLBRAART R (V77 ROEME | ExH e
BRI ik

( ]\gﬁf_) 2007 2008 2009 2010 2011 2012 2013 2014

Hib#k%k 27/27 58/60 60/60 87/90 37/39 10/20 1/3 0/5

(F&) (100%) (96. 7%) (100%) (96. 7%) (94. 9%) (50. 0%) (33. 3%) (0%)

NTHi #%k 0/27 2/60 0/60 3/90 2/39 10/20 2/3 5/5
(Fa) (0%) (3.3%) (0%) (3. 3%) (5. 1%) (50. 0%) (66. 7%) (100%)




BREK

100

80 - = Non-typable H. influenzae

70 -

60

50 -

40 - FEERAL b7 J F
HibY 7 F RSz k54 B 44

20 - EIPEA ERARIBI AR BARA 20134E4 A
2008%E12H  20104E118 =

10 (] ¥ v

.

2007 2008 2009 2010 2011 2012 2013 2014
Al (5)

3. ARGk 9 RIZH I B/ NROREEM: A > T v U ERYSIER N 6 D AL
influenzae b ik (Hib) & Non—typable H influenzae £ (NTHi) D8 HHERE DERHAER . STk
(16) L v 5| A L&

@ Hib U7 F B AL DOMOFRMEREIZ L D RENEA 7 Lo W R EYYE

A TN WIS L B/ NEOREMEYYEIL, Hib U7 F OB ARNIIXIZIE2H]
MHIbIZEZ2bDTHY KL Hif) e Hie) IZXLDbDIFIFEFICH TH-o T,
—J7, Hib U 7 FATLEHEFEBA A% O 2013 121, EBESN TV AT TE 3 flo/)h
TRIZBWWT HIf IZ L DR EEMEEYYE 2 feid S v [BEREZE 2 1] (2013 4 - #hZ3)11IR, 2013
- BaR) . mIE 1 (2013 4 - F)IED T (20, 21, 9B 1 HNIREHIT L - T
JEFIRE STV D (22). Zub 3 MO0 S 4v7c Hif £k 2 #k72 5 TNT 2004 4D 5y
HERR 1 #RIE Multi—locus sequence typing (MLST) TR & A FITHFE I 7= (23),

1990 RIC Hib U 7 F o B A LT #SEIC B W THR a B (Hia) , Hie, Hif 2K
DIREMA 7 N Y REHBRGYEN A STV D, dEKIC BT DR EEM: Hia BYYE O
TEEERIT, FRCHFERT T A TE (BT H, AU AMTIE 5 ARmo/NE
10 FABHT-V 7.3-23.2 (2002-2008 4F) . 2B WNCT T A B D 2 A AL 10 T AH
720 S ER T 52,6, JESER T 19. 7 (2000-2005 4F)) (24-27),

19924F(ZHibY 7 F > % A L7=England & Wales Tl, 20014E7>520104F (27 ) TR
BEMEHI £/Hi e [YWIE DEIA 3 U=, HifIXREM: A 7 Lo o W R R 3
7. 4%% 55 X 512720 2009-20100FD N 105 ANd7= 0 OFEESFE (N & Rl ES]
Zate) 1%, BEME HIPEYYET 0.090 (95% [EHEIXRT 0.073-1.10) ., E8EME: Hie &%
GLIET0. 030 (95% fEHHIXH 0.021-0.042) TH D (28),



— 5T, HibU 7 F o 28 A L-#NAEICBW T, NTHIIC X A R8BS 7 W
BRI D S 208 A5k AR /N & 657 LA E D RSB W THIN L TV 5 (29,
30), FAK25~265 T O E D 1038 B THM L 72 NRERNE A > 7 b o R G E
OFRATIX, B 186 (FFln Il : 837%) DERA M TIXEE MIE & 1 5 ffidk (1041) 234
B AR GO, £, REREOMIT CIL, MK ROI8HEF 1T (94%) 23NTHI Th
. RV DOIFKIE HieTh - 72(31),

4ALEANT T 4 VA DT 7 F o DRIRER L O ek
O U7 F AN SONT

WBE~T 7 4 VADHD 7 F 2 VaxemHib 1%, Hib OREZHETH LK VAR LY
v h—/ U »fE (polyribosyl ribitol phosphate : PRP) Z#fiHikEHI L C HibA U =
L L, BHEMEER Y TT U T HESH (CRM,,) EHAERASERE, 7V hEL
TU VBT NI =0 LEMATR/ATH 5, JITEN THERE S L7z Actlib & [F%E2%)
ROPHFFSNDHIDY 7 F URFNZD FIBRL, v VT Z o NIE TVans bk
IZBWTTFRO L I REVR D D,

VaxemHib ActHib
(T7 7Lt Te KIEREE) (72 e 7o)
AR B E~E 7 4 VADRID 7 5 HEANE 7 A VAT 7 F
HAEL (HBEMEER Y 7T ) THIBR/EAK) (FEER b &V A FREAE)
- pe:Cb
B s (RAHEAICHEAR L CHE)
MEMERYC 7T 7THER A ER XY A R BEh
HHRS * AVINVTUVHE b B4 Y I8 A V7NV YHE b BEPE
(FV THEDE L LT10u g/dose) (ZhEDEE LT10 4 g/dose)
g VBTNV =72 1.36 mg /dose _
Friaarh & (FAI=LHE 0.3 mg)

* NSy DV ¢ VaxemHib (X Hib 2> &4 L7z PRP Z /K 53f# L C Hib A4V
SpEL L, ZHERETHT I b, TYEVEEEN LT CRM,, IS SE T
% (32, 33), VaxemHib %[ 4A ® K 51T Hib AV I & CRM,y, D35S L7220 T4
EZhoTWnWhEEZXHBND, —J, Actlib 1T filth L7 PRP &K F+&ILT 5
TR, BV T AT K BIEMLE T PO VY E KT Y RIZ X o TR b
F VA RICKHA SETWVD (34), ActHib 1%, 4B D X 9 sy T8O Hib Z4E
“MEEGE N %Y oA FREAKRICR>TWD EEZ NG, YHELOREREL, £
WER Gy & XX YT B NI ENLRDOEEERT 7 F o ORGEIZIRS VST
HFETH D,



ok 723 MZOWT: Vaxemlib (I7 V2N hE LT U7 LI =T L

% 1EEAESH-D 1. 36ng (FLI="AE LT 0.3mg) &ir, ZAUILIENEH&
b2V DV VBT NANI =y AORE LTIE, ENTHERIATWAhov 75
% ElAl D, 19954E12A % U T CRAIDIRGEFF Al 2 372 491, KEMET LI =

LINT Vany FELTHEAISN TR, JAIORZEREOKEDD, U B
T =T NMCERESNERENH D, —F7, Actlib X7 V2 v b EEER,

A

Hib A1) T %8

Hib &%

b=' FUTEUINTE (CRM,,, T (X BIBANFVAF) EREH]

X 4. Hib U7 F o OhFHEEOBEEEK : 3CHR (35) DX &2 L T5IH,

G8 HEB LT 7 EHHIIC T 5 VaxemHib & ActHib OAGRIRILIZ FEED L 9

278> TN B,
ESE VaxemHib | ActHib |Hib/Hib&EH T 7 F > O ELERRR
SN O O O
HKIE O O
AFU A O O
TIA O O
FA O O
A X2V7T O O O
I O @)
=Vl O O BIAZROAR
[ O O @)
TE O O
WHO-prequalified O @)

(VaxemHib @ HARDOKFARPLLIINE, FEpk 27 4F 10 H FF )
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@ UrFoEEREO B
hHE « R OKFEEIH)
A 7N WE b BN X B RYYE O TR,

@ B U7 F L OGERME

@ -1. PLPRP IgG HLIRIZ K 2 5

Hib U7 F o OFZMEE, Hib BEYEDOBAEHUA T &H 551 PRP HUik % 9~ 5 i
PEIZ R > TR SN D, U 7 F % OHURMIEZ 8 B0 72 J7 15 THIE L, $T PRP 1gG #t
RIREEN =0. 15 1 g/mL LA ETHIUTFIEB I L~ =1. 0w g/nl ThIUTEHIBHHE L
~L LR S A5 (36-38)

@-1-1. EWNERRBRICI T 205 MO

VaxemHib DENE T FHEGARER (CPH-001) TiX 35 BloO#ERE (2~7 7 A Ozl
R) 2, FIESeE (ORAD 0. 5mL % 4 IR T 3 [ FHEfE) LB (PRl
52 WALITAK 0. 5ml. % 1 [BIHERE) MIEHE STz, ZORER, MHT M Thiv: 34 FlOHE
B4 CCHIEIRIE D 4 I =1. 0 u g/mL DFHLPRP 16 JEENGTRD Hil-, Rl
P& (Geometric mean titer: GMT) %, 15.78 ug/mL TH -7,

F 7o, BN IAE A RS (CCT-001) TI&, VaxemHib & ActHib [T DWW TRk E
HEX U777 U 7THRERIES T 7 F 2 (DPT) & ORIFFHEREIZ ST DR ek ST,
TR 3~T7 2o A s OREREFLIE 2 5t BT 520 & 41, VaxemHib Xi% ActHib 0.5 mL (Z4E
GRLELTOHTNS 10ug) & DPT 0.5nL OFFEFEZ 4 WEIFE T 3 [ (WEI%HE) .
& BIZHIEISEIE D 52 BB IBINRE OB 1 [ Tz, W O e KRN 848
1% 415 6] (VaxemHib BEFERE 278 i, ActHib BEFERE 137 ) T. FOHL PRP 1gG #i
BRAE (Z1.0pg/nml) FERIDLIIThoT,

# 3. EWNEMAHERARZER (CCT-001) (Z331F 2 Mt kI GAE H D )[EI 5% 4 it & B
7 4 W OPL PRP 16 HLIREA R

VaxemHib £ ActHib £ FER Hhds
=1.0ug/ml - - —
N n % N n % 7= (%) | 95% X
FESEE# a) 275 273 99, 3 135 129 95.6 3.7 0.1, 7.3
BMGEZE® b) 263 261 99. 2 130 130 100 -0.8 -1.8, 0.3

N BEHTSSBIE. n : HPRPHUAMAE ZHK
a) WAL XM EEHO N A UREAREMOLE] (VaxemHibEE 341, ActHibfE 241) AR X fRiT
b) BN ITIEN R ER R U EARERmO226] (VaxenHibBE 15%41, ActHibBE 7#1) ZFxXfRtT

(PMDA FE#E & (32) L 0 51H)

MRl 4 BERIZE T D90 PRP 1e6 FUARA R (1. 0p g/ml) DOEGREMZET
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(VaxemHib #2FEAE — ActHib BEFERE) 1L +3.7 A4 > b (95%EHEIXH : 0. 1~7.3) T
oY ZORRITFRNIHE S 7z ActHib BEICKTT 5 IEHMERFYETH D —10 WA >
k% B[E1D | VaxemHib #ED ActHib #EIZ4 5 FEH M MEES Lz (p<0.0001, X *HR
TE) o IBINGLIETR DI PRPT gC HUALRA ROBEM AL -0.8 R A >k (95%FHHXH : 1. 8
~0.3) TH Y, VaxenHib Ff L ActHib FEDIBINGLIE OG0 FIME X RIFRE & fE it
b5NTn5,

— 5, [FEBRIZEIT D GMT OfENTIZER 4 D X S 127257,

F4. [ENFEIEEERRER (CCT-001) 1Z381F DN E4ER D GNT Lt

GMT GMTEE 95% fEHE X [H

VaxemHib ActHib (VaxemHib/ActHib) TR EFB
e 0.18 0.17

Bl S Al n=978 | n= 137 1. 06 0. 89 1.25
S 18. 00 8. 67

HIEI S EE 4 =975 | n=- 135 2. 08 1. 68 2. 56
. o 0.91 0. 70

IBINSe LRl 0 =93 | n-= 130 1.30 1.01 1. 67

BN % A819 pRal2 0.92 0.74 1.14

n = 263 n = 130

SCHER (39) D Table 2 k2 LTH|H

GMT [ IWIBIsesE 4 itk &BNMRAERTICIVNTIEL, VaxemHib BEREREDS ActHib #EFERED
EEAEEIZ LB S8, ZNUANAOEEEITRO N oTz, Fo, FRER I
DPT DA RET D PURIRA RS VaxemHib BEFERE & ActHib HEFERE DS TH B 1L
D HNIENoT=, ZHOFERI S Vaxemlib O FME T ActHib L RIFRETHD &
fEmm O BTV D,

@-1-2.  HEOEKFERIZIS 1T D 0% MO R

HEZ BT D EERFBR (Clinicaltrials. gov: NCT01044316, NCT01226953) <Tid,
VaxemHib O FMEEZ RO Hib V27 F o ®AITH D Hiberix EHEIL TS,
Hiberix |& ActHib & [FERICIRIGIE h- Y A REFy VT XU RIBEE L, TVany
FE&EALTHWARY, ZOHRBRTIZ 6~12 MHEBOHEBRE (VaxemHib #EFEEE KL O
Hiberix $EERE, TN 24 335 f) (2 1 AT 2 BlIOU 7 F U85 (WlalfkE) &,
ZDONAFZITBINRIEDO T 7 F LN 1 B STV D, EORER, ERMEIEER S ©
LB ThHoTz, Vaxenllib FEOFIEIHEE . I LONBMGEE 1 22H % DHt PRP 16 Hiik
RA R, BB IEEE (Geometric mean concentration: GMC) {%. Hiberix (Zx%f L
TCIHLMTH D LT b TV D (40),
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# b MEOERKRAERICE T 5 VaxemHib D5 JFUEREA

VaxemHib #EFERE Hiberix fEFERE
=1.0ug/ml oMe =1.0ug/ml oMe
HPRP ég%@f?ﬁﬁ}ﬁ (U- g/ml) HPRP ég%@ﬁ:ﬁg ( L g/ml)
HalRgEl » A #% 97% 20 98% 27
BINGEERT (RIEISREE 4%) 98% 8 98% 10
BINEE » Atk 100% 57 100% 68

GMC: geometric mean concentration

SCHER (40) O Table 2 #i4ZE8| H,

@-1-3. b=, H A, W77V HOBEEREBRICIIT B G 5o G

VaxemHib DEFMEICOWTIL M, XA 7 7 U I TITO AR S H
% (41-43), Fva TN - EEARRER Tl VaxemlHib O 7 ¥ 280 F2SVKEET V2 =
TEAMB Y UERT VI =T MIETIND 2 & BB LI aEEMEO R Th T
Who (R X ¥ UT XXV LTV any Maead iRy Hib U7 F 8 Th
% HibTiter & EGHIRITINZ BV TS, Z OFRERTIL 504 51 O fEFE 72 LT & #eR
EL2. 4.6 AMD L EICHY 7 F il L, £ O0ERMEZ Gl L Tnvd &
6) .

# 6. bV TORRRRERIZ IS D Sy R

Chiron Hib/AIPO, ££FEEE VaxemHib R HibTiter HEfEEE
UVBETNAI=T LT P20 GKEE T A= AT V230 k) (FPa vk 720)
n=202 n=204 n=98
HIPRP IgG Hiik =1.0ug/ml GMT (2 g/ml) =1.0zg/ml GMT (u g/ml) =1.0ug/ml GMT (u g/ml)
BREE [95% 13X E] | [95% {2#EX ] | [95% {EMEX ] | [95% ZHEXMH] | [95% ZMX ] | [95% 1SHEXH ]
Day 0 13% 0.17 8% 0.14 8% 0.15
(FIIE1 S B2 HiT) [9-18] [0.14 - 0.21] [5-12] [0.12 - 0.17] [4 - 15] [0.11 - 0.19]
Day 140 93% 9.91 91% 8.3 83% 5.14
(3[EI B $a& 14 H %) [89 - 96] [8.15 - 12] [86 - 95] [6.83 — 10] [74 - 90] [3.89 - 6.81]

SCHR (41) @ Table 2 #&Z51H, FH T Chiron Hib/AIPO, &EFLEINTWDHDONIITD
Vaxemlib DML} & RS TH 5,

ZOfER, EOU 7 F URANG RO RERME A o205 GMT TRl L 7285 6a1%. 7 v
R=2ULT Vany Meg/FIOTTN TP a3 b L ORF &Y G A R
ERHiSNTe, FTEV VBT AI =T LEKBIET VI =T LOEWNIOWTIE, U
7 VS =0 NEMEH U8B DT 530 LS R8N 72,

HALET 7V H TITbivz Vaxemlib O FEIEOMITEHE 1L, KEB{LT VI =
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LT Va2 FEERIHBANZ OV THRF SN TV D, WTIUZE W T Vaxenlib (3
SRVEE R 2 A T 5 S STV S (41-43),

@-2. IMEZHETEM (serum bactericidal activity: SBA) DEEAf

1. HF OHT PRP 1gG HriRiE, iRz &k L C Hib 2 8% L. e R 42 %49 5
ZENMIFF SN D, ZOMIERETENE (SBA) ZEHEHIET 2 FiEblE SN TEHY (44)
P PRP 1gG HLiAAfl & SBA OELEMRFI RSN TS (38, 45), ZnbHOMEFICL D &, #iT
PRP IgG HLiAAli & SBA DRNZH ZFRE DS RO 5 —F7 T, @mWHLPRP 1gG HUAAf
Zos L7235 SBA 1R WIIIE, 5D WIEZ 0 ofE H 5 = &L RHE STV 5D (38),
Hib U 27 F & OEFEIC X o TEWWHL PRP HURMEASFHE S 722 bbb 57, SBA MK
WERIE, DV FUDOMERGONRVERE D 2L B2 HL5 (45), SBA ORIE
I3 PUPRP JUIRAfIC K 2 Hib U7 F o Ozl 2 bD L LTHETH S (38, 44,
45)

VaxemHib OD[E PN MIFREEIRFRBR TlX, VaxemHib #EFERE & ActHib BEFERET. WA
M35 D Hib I %9 % SBA S LR STV D, ARSI 4 1% D VaxemHib BEFEAE & ActHib
BERERED SBA @ GMT 1%, SIERINCHAT, 224 202 {5, 70 512725 T /e, GMT
tb (VaxemHib/ActHib #FERE) 13 2. 88 (95%fEHX[H: 2. 322~3.583) TdH Y . VaxemHib
PERERE D SBA O A EIZE Do T, PIEISESEE 4 1% OFT PRP 16 HLAAM & SBA OAHE

(Spearman £2%%) 1% VaxemHib FEFERE & ActHib BERERE T, L4241 0.3897, 0.4514 T
oY, WHERERE S HHUPRP 1g6 HUAMM & SBA DFRBEN /R STz (46),

@ U7 F 8D B

VaxemHib & ActHib @ 2 BIFNZ-OVNTAEHFE 2 Mt L7 im Uil 137200 A3 WHO o
HuAREA (prequalification) Z31F 5 VaxemHib OWSF & (FEEERR) <TiX o
3] OIBIZ, TH)EEEREIC VaxemHib 2 L7-F& 1%, BIIEERE & LT Vaxemlib £
72X Hib fEGR Y 7 F 2V MERFRECTH 0 | [FERIC YRR Cho Hib 7 7 F 0 %
Pt U728 ITI3BINEERE C Vaxemlib OIS FIRE) & OFEHINAH D (47), F£7-. Hib
T 7 T2 DRI OWNWT FRROEEAE LN TV D,

@-1. VaxemHib DENEEERBRIZEIT S ActHib DASFEHEREB]

VaxemHib D ENEGRRERICEHBN T, —#OWERE (9 1) 2% ActHib & DA 4
2T TS, Ziubid VaxemHib ORGRFER Z &+ THIE L7261 T, VaxemHib D #][E14HE
D%, 2 EH, 3B EOWEIGE D HVNTENMGEE T Actlib OFEEZZ T T D, &
o 9FID 9B 1 FITTLERBMEIIBOFIEN 2 DTN, U7 F ekl & DR FBIRILER
D BV o Tz, VaxemHib & ActHib DA ZEHEFE DL MRS S D FGUTA Ul

ST,
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@-2. EEEICBIT D AZEER ORI
B, WmETIXTRROHDb V7 F U 8FINFIHERA SN TV 5,

4 XY UT XU VAETAVAN st A
Hiberix ER k%> A K 7L GSK 1999

ActHib ER b A K 7L Sanofi 2002

HuHib AR %V A R L LG Lifescience 2010
FirstHib CRM, o U7 V=2 | SK chemicals 2006
VaxemHib CRM,o; UUmgT I =72 | Novartis/GSK 2009

2013~2015 FEOEEClE, ®EEOERM Hib U 7 F o 28RO 19~14% (33 5~19
T N ERROU 7 F o BRI ORZFEERE TITh TS (JAIOMAE O IXIEAR)
(8 [E CDC ([ZABAFER LI-& RNz L D)

G 2013 2014 2015 2016
AR 329,540 | 255,051 192, 395 7,571
LB 1,700,255 | 1,691,322 | 1,362,116 | 164,448
SEFEBERRAR L S TRIER (%) 19.4 15. 1 14. 1 4.6

2016 421X 6 H 9 HE COEFE

VaxemHib 1% 2009 N BEMA SN TSR, TR S EEIZBT 5 Hib EYED
B IEFRD HAL TV 220 (48-51), VaxenHib &> Hib U 7 F 0 OB A AT
725 Th Hib EYYE DB AT ER N B2 b D, S ERR TE T #
— (Korea Centers for Disease Control and Prevention:##[E CDC) |#&[E PN CTHLIEIZ
AR ENTWD Hib U7 F IR EZERMAIRETS & LTV 5 (51, 52),

@-3. A XV RTBT DHEGEREO HibTiter & ActHib DA ZERERE DT

Hibtiter (%, VaxemHib & [FEEIZ CRMyg; Z X v U T X LRI EH LT 508, 7TV
FEEERVHIb U7 FURIFITH S, Hibtiter & ActHib o 2 BFNC X 2 H) ] Sag i
DRZEBFP P SN TV D, AR 512 A2 HibTiter £721% ActHib DWW % B
DIAHEDE T, 20 3, 4 2 HEIFIC 3 MR L7z, 1 [0l B #EREaT & BBl 4 8
%2, PRPIZXFT 2 TG Huifflia ELISA VEIC THIE L7z, 3EIOY 7 F U HfEIZ L > T
R L~/L OFHUPRP TgG IR (= 1. 0u g/mL) Z 815 U7 #8R#E OEIG 13, HibTiter
& ActHib CTRERIEHIT S T2HETIL 93%, WINNDO U 7 F o DI &R L7 TIE
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91% T, 1ZIER UL TH o7z, 3 BIOHEIGEIETRRD Hib U7 F 82237 LTl A
LTh. BHEPUADBESIZ K E Z2BEWVITRERD SN2 72 (53),

@-4. A HI2BI1F % HibTiter & ActHib DAZFERERED et

HibTiter H72id Actlib DWW THIEI G 22217 72 18 2> Al OB 3156 N %
SIBUT GBS F S D A= M 2 iR~ T2, IB NSRS T DPT DRIRFEERE 24T o 72,
BT 20 7 00 & 0 k% 4 B (RIFEISPE HibTiter ; IBINGPE HibTiter, #IRISHE
HibTiter ; ENSSE ActHib, HIEISRIE ActHib ; JEIMSESE HibTiter, HIEIGIE ActHib ;
BINGERE ActHib) (231 F . HUPRP 1gG HUiRMiZ2 HIE Lz, ZOREE, BIHEmO[i% T
D GMT CGBATEEHURM) o EFIE, 37X TORET 100 (L 2R Lz, EiZ, #lER
% HibTiter ; d8/N%65% HibTiter £ CIX 75. 8%A%, PIEIFaSE HibTiter ; BN ActHib
FETIL 9L, 1%2%, WIEISefE ActHib; B IN5sE ActHib #ETIX 78. 5% A% WIEISe#E ; ActHib,
SENGSE - HibTiter BECIE 82, 5%73. HLPRP IgG JAEF =10, o/ml Ll L2 L. 580
FIE TR DD 7 F U BRI NI BEDO T RHLPRP 166 HUAMO EH- 3@ 2 &R
= (54),

@-5. KENZ BT IR
KETRAAINTWAEKDO Hib U7 F 0%, T L9122 >TEY ., VaxemHib
DX I CRMy; ZF Y VT X RIELE L TWARIANT U,

R4 XX VT XN T aNy b s o
ActHib G %Y A R L Sanof i
Hiberix G Y A R 7L GSK
PedvaxHib | BEIRREIMES > /37 L MSD

KEF IR Z RS (Advisory Committee on Immunization Practices: ACIP)
(T, KETHAGR SN Hib U 7 F o OHFRIE, Pl BNl THIRMED &
BHEHELTWD (L), F=. KEEWH FIEEtE > % — (Centers for Disease Control
and Prevention : CDC) D Web o k@ Q&A TiL, KEHNTRA STV 5 FLIEH Hib
U0 F AL FERRERARE T H D &V ) AL L TV 5 (56),
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® 24tk
&-1. ENERRABRIZIT 52BN
VaxemHib O EMNIZE 1T 2 BERREBROME 23K 7 12RT,

7% 7. E NG AR BR O
(3CHik (32) L v 51 H)

Regs | ] | 794y | HEEE | RBEo RO | A - iR
SRR (EIPEEPRREY)

20 A A EORLIRIC, FIERLE
CPH-001 CESNE ST L= R VaxealtibB : 35| £ L KO- 0 AL EASMAE ORIz
BE52i %120. 5 nl % 1/E B T AL

IERL, VaxemHib+DPTEE : 278 ?frﬁg%t&%g%?ﬁgsﬁﬁﬁﬁ
xR . ib+] 3 %

ccr-001 Ak Tl [REHE - REIRKE) T PR | 13761 TN, SBASRRE L LAl
52 #4120, 5 mLA 1[E] 7 T #:Al

a) TR & £ DREER
DPT : UMMM E HEE 7T Y TRBARAY 27 FV

55 1 AH RS IR #UER (CPH-001) TlE, 28IEHMICK T2 A EFEFLORBLHE X
100% (35/35 f5l) T, Z D 9 BEIBSIE 94. 3% (33/35 #)) TH o7, BIRIGE LTIE, #
HRPTOFAR, BERE. IR, M. £ MR BB, BE HIRP RO, HEERA
LT, 3 B B RS E TIT 4 61 5 F (B 2 fF s Bk ik, JIRFR A 1 1)
DEE SNTZDNTNSHER Y 7 F o & ORREERITEE S BRI T THEETH
-7,

FENAEG AR ER (CCT-001) T, #BrE o8 s =44 i MRl h S 58 00 f2 FIC VaxemHib

(n=278) F7zi% ActHib (n=137) (ZNZFH 0.5 mL FIZHib ZHEL LT 10 g &ip) &
R L., &5 B =AM SREs o R T2 DPT U 27 F 2 % [AIREERE L 7B o
VaxemHib #£FEHE & ActHib #FEREICIIT D AEFRORBIHE, ROV, Z2DHHOD
BSOS DORBMEE 2 B L T D, ZORBRICEW T, AEFRORBMHEE T
VaxemHib BFEAE 98. 2% (273/278 i) . ActHib BEFEAE 98. 5% (135/137 f5i)) THV ., Z D
) HREIE OB T, VaxemHib BERERE 82. 4% (229/278 f4]) . ActHib BEFERE 62. 0%

(84/137 f5l) T o7z, RBIEHIFTIHEERER O 5L LICRO ONTAEFLR L.
ZD D HOEINIDOWTE 8 ITRT, SELEHlIT e o Tz, BELAEERIZOWTIL,
VaxemHib #2FEAE T 13.3% (32/278 f51]) . ActHib BEFEAL T 13. 1% (18/137 ) 2N #iE &
IR D 7 F o & OREBHRITEE S 4L, BBfEaTHEE Th 72 (32),
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% 8. VaxemHib BEFEAE & ActHib BEFERE T 5%LL FICER O b T-HEHF L K OEIR G
(3CHik (32) v 51 H)

VaxemHibfi¥ (N=278) ActHibfi¥ (N=137)

AEER BB GRS B

n % n % n % n %
TEERERACACEE | 233 | 83.8 | 209 | 75.2 | 111 | 810 67 48.9
TEAE GRS | 208 | 74.8 | 181 | 65.1 91 66.4 | 33 24. 1
HARBACRERR | 164 59 139 | 50.0 66 | 48.2 | 32 | 23.4
BRHEER 104 | 37.4 0 0 57 | 41.6 1 0.7
FREDORIE 80 | 28.8 0 0 39 28.5 0 0
TH 74 | 26.6 | 13 4.7 28 | 20.4 4 2.9
[EIR 57 20.5 0 0 39 28.5 0 0
FE 45 16.2 16 5.8 21 15.3 10 7.3
BEroE WX 45 16. 2 0 0 24 17.5 0 0
R 40 | 14.4 1 0.4 18 | 13.1 0 0
RSE 39 | 14.0 13 4.7 19 13.9 9 6.6
PLE 37 | 13.3 8 2.9 19 | 13.9 5 3.6
HIBR 31 11.2 0 0 18 13.1 0 0
fEHR 23 8.3 7 2.5 13 9.5 6 4.4
RLEITZ 20 7.2 0 0 8 5.8 0 0
R 18 6.5 7 2.5 4 2.9 1 0.7
e SRRz 3 ] 17 6.1 13 4.7 3 22 0 0
2 B 17 6.1 0 0 10 7.3 0 0
FERER 16 5.8 0 0 3 2.2 0 0
BRRRZMERPZ 15 5.4 0 0 3 2.2 0 0
REMRE 14 5 0 0 11 8.0 0 0
P HR 14 5 0 0 7 5.1 0 0
PR 14 5 0 0 6 4.4 0 0
Mg 12 4.3 3 11 8 5.8 1 0.7
B 12 4.3 0 0 8 5.8 0 0
LR WZ 12 4.3 1 0.4 7 5.1 0 0
RRRMIR 6 259 2 0.7 8 5.8 5 3.6

N : AT RGIE. n: BREFIZK

SR 2 BT ORI RO B X, FER, RS, IR, RO TIC
BT VaxemHib #2FEREDS ActHib #2FERE L U mvo 7= (IXI5) . VaxemHib #2FEREIZ RS
% VaxemHib #FEENLO /AT SO OIEBUBEEL 1L, [RIRFHERE L7 DPT U 7 F L BEfEERAL D
JRPTBOG & [RIFEEE CTod - 72 (39),
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Hib vaccine DTaP vaccine

%0 "W PRP-CRM,,,
so | PRP-T

70
60

50

%

a0
30
20
10
0 | [ =

FHx EE ER EEDO 5 BEHE B AEO

5. VaxemHib (PRP-CRM,,;) BEFERER O8N ActHib (PRP-T) #:MEREIC BT 545 Hib U 7 F
> 72 5 N DTaP (DPT) U 7 F U BERE T O SR BT S D8 BLEN &
(3CHk (39) B8 D

PRRJRAT DA EFRORBUBHLIZ OV THEREEG (R 9) . 725 TG DOFHEH
5 (3% 10) (ZHESR A 7RT, VaxemHib $5FHAFIL ActHib $EHHRE & iz U CTRIPFTRUG DFE
BUBHEE N m Do 7o, £fE 50mm 2 % D577 GRLBE) | MEARAS, MifEE & 1~3mH XV
4 [BIEICZ < FEBL L7228, ActHib BERERETIX 3 HLANIZ, VaxemHib BEFERETIE 11 H%
FCIZEE L=, 28 50mm %8 2 DG VaxemHib BEFEREF DO A TR HL7228 11 H
FTITIXERE LT, @EOBFEEALOEIRA 1 6], VaxemHib HEFREFE TR S L7225,
PR H TP R IR 2 HBRIZIEEIE L7, VaxemHib & ActHib O &Rt DE
WL, TV MRINOBFRIZE 2D EE X LD, Vaxemlib ORI S DFEHL
BEEEIX, TIVI =0 LT Vany Mg DPT ERIBETH-7-, (32),
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#* 9. EWERAR

ABR (CCT-001

DRESALE (%)
(3CHik (32) v 51 H)

AR 128

A& EERERS 14 AR ORATICE

LA EFR

VaxemHib#¥ ActHib#¥

HERlEI % 1= 2[8] H 3= H 4= H 1= H 2[E1H 3[EH 4= H
AT I%  [N=278  |N=277  |N=276 =263 [N=137 [N=135 |N=135 [N=130
RS (%)
" 42.8 70. 4 59. 8 65. 0 19.0 33.3 29. 6 38.5
FLBE

0 mn¢ < 5 mm it.2 6.5 7.6 8.7 6.6 8.9 6.7 8.5

5 mm< < 25 mm| 18.7 40.8 18.8 16.0 6.6 17.0 15.6 19. 2
25 mm< < 50 mm 2.2 14.1 22.5 21.7 2.2 3.0 6.7 4.6
50 mm< 0.4 1.1 1.8 6.5 0.0 0.0 0.0 1.5
JiEAR

0 mm< < 5 mm 2.5 5.4 3.3 5.7 1.5 1.5 1.5 6.2

5 mm< < 25 mm 5.4 17.7 8.0 15.2 2.9 6.7 5.2 6.9
25 mm< < 50 mm 1.1 6.1 8.3 11.8 0.0 0.0 3.0 1.5
50 mm< 0.0 0.0 1.1 4.9 0.0 0.0 0.0 1.5
237

0 mn< < 5 mm 10. 8 10.5 9.1 10.3 0.7 3.0 4.4 8.5

5 mm< < 25 mm| 18.0 37.5 22.5 21.7 2.9 8.9 8.9 6.9
25 mm< < 50 mm 0.0 4.3 6.5 8. 4 0.0 0.7 0.0 1.5
50 mm< 0.0 0.0 0.0 3.0 0.0 0.0 0.0 0.0
gﬁa)

WEEE 6.1 6.9 6.2 16.3 6.6 1.5 1.5 T
h g 0.7 1.4 0.7 1.9 0.0 0.0 0.0 0.0
BEE 0.0 0.0 0.0 0.4 0.0 0.0 0.0 0.0
a) WREE : filth B L/ LERAS D, FEE : filth 2 LRI EHET 5, WEE B L7 ®hand & i<
# 10. EPNEEARRER (CCT-001 38R (23517 D /AT i O Fifee H 1 B 8 BLAR EE (%)

(3Cik (32) L v 51 H)

VaxemHib®#¥ (N=278) ActHib#¥ (N=137)

i (B) |52 U[3 BEIN|4~TH |8~14F |[I5HM L[R2 L3 BEIWN|4~TH [8~14H [1I6HLE
HLEE 24.8 32.7 37.1 4.7 0.7 51. 1 34.3 10.9 3.6 0.0
RS 34.9 15.8 26.6 13.7 9.0 75.9 13.9 7.3 2.2 0.7
AR 50. 0 30.2 17.6 1.4 0.7 76.6 20. 4 2.9 0.0 0.0
5 95.3 3.6 1.1 0.0 0.0 [ 100.0 0.0 0.0 0.0 0.0

W, 2HISORIKSIEBEE %X 6 12T,
HERAEFESOIRBISEE L. VaxemHib HFERE, ActHib B CRIEE TH Y |
THNOEELRAERRL LY 7 F 0 LORRBERIIEGE SN, imR{ITETCEETH- -

(39),

20



B PRP-CRM
O PRRT

RE P SRHME NE BWERE WM THA  EE TR

6.  [E PG R FBR (CCT-001 #RABR) (28 1F 5 Vaxemlib #%5E E (PRP-CRM,y;) &
ActHib (PRP-T) #5FEHEIZ 31T 2 BH BUS ORISR (SCHR (39) 72 551 )

F 72, VaxemHib DOist TORERTEH TG O TG HRME RO T EWIE ONE %
HEIC, B XEBEOEBKRRRIMSOEAL LT, Yav s, THF 74 7Fv—, TR
Ao BWETFOIAEETe) KON/ IR PESEBER & 5% U 7o, BLEIRTER ORGT3IE
& LT, 1000 FlOFLEE & RfG L Ui 217\, KnlEE 14 H% £ TORPTIG &
O [E AR 28 H 2 £ TORFREROFEBURM A5 Z & T Vaxemlib LM T v 7
TANVEZFML, BAAOEREREB T CTHRADFRIZCOWTHERT HZ LIZLTWS
(32),

] PN i PR 5B (CCT-001 3RBR) 12BN T, VaxemHib BERERE & ActHib BEREREIZ BT,
[IRFRERE L 72 DPT &R0 ISk A HUIBRMIZ DWW T OGN e STV 5

WEl g0z 4 J%IZI1T D DPT &R/ ikt 3 2 FURMIZ DU Tk, VaxemHib HEfEEE &
ActHib #FEREIZ RV THURRA RICEZT TN S OO T IZIHEWVA RS- (F 1),

7 11, #IEesE 4 H% O DPT Huslicxt 3 2 AR A 3R (EEEDR) 7o b TNTE Y
FUAAT (GMT) (FE:D %)
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VaxemHib#i¥ ActHib#¥
N HUERAR %) N uERAEE %)
77 Y 7#K (0.1 IU/nLAE) 275 99. 6 135 97.8
AR (0.01 IU/mLEL k) 275 100 135 100
B HEXPT (10 EU/mLEA E) 275 87.3 135 91.1
B H¥EFHA (10 EU/mLEA E) 275 96. 7 135 94.8
VaxemHib#¥ ActHib#¥
N GMT N GMT
U757 Y 7 #% (10/ml) 275 0. 963 135 0. 767
R AR (1U/ml) 275 0. 369 135 0. 47
B H¥XPT (EU/nL) 275 17.1 135 18.1
B H¥XFHA (EU/nmL) 275 30.1 135 33,7

7o, BN 4 BRSBTS, DPT FiCxd 5 GMT OlEZE 12 1[RT,
VaxemHib #£FHAE & ActHib BEFRFE CHUARIRA RITEIT 2R <. GMT & MHE Trulg L 72 2&4
S PR EE (Geometric mean ratio: GMR) X, #1777 U 7 HmEPUAE 1. 14, 1
R R EHUAMAY 0. 83 L =N H 5,

(32, 39),

% 12 IR R R AET T 3515 23806005 438 D0 DPT HUELIC k3 2 &7
PRl (GMT) kb,  (CSCHk(32) LV 51 H

VaxemHib#¥ ActHibfi¥ #HE

N | GMT |95%E#IXMI| N | GMT | 95¥EHEX A | GMR | 95%f&#EX
PCIFYT 263 [8.44 | 7.77, 9.16 | 130 | 7.41 | 6.55, 8.38 | 1.14 | 0.99, 1.32
TR, 261 (2.83 | 2.54, 3.16 | 130 | 3.43 | 2.88, 4.10 | 0.83 | 0.68, 1.01
BHH¥Z PT | 263 [20.9 | 19.2, 22.7 | 130 | 21.8| 19.3, 24.6 | 0.96 | 0.83, 1.11
BEH¥X FHA| 263 (67.0 | 61.5, 73.0 | 130 | 69.1 | 60.9, 78.5 [ 0.97 | 0.83, 1.13
N : FEHT AR GI%L, OMR : AFIBE/7 7 b & THEOGMTEL

a) BINGRERILBMGERER R CRARERD226] (AFII5H., 727 be 7)) 25X AT

U, Vaxemlib ORLERFEEEIC X D CCT-001 FARBROMEIC [WIEIHE 4
BOHY 7T U T BBHUAME O GMT (ZOW CTIEAKIREAS, WIE 50 4 38 Kk ONB NS
AT OHRE R FE DA D OMT 2oV T ActHib BN ZFNFH A BEICEE TH > 7,
INBIEX Y UTEAD, ARNESHER S 7T Y T HEE, 77 e TG
VA RTHLZEIZERT LD THL EEX T LN H D L 51T, FRANEH
SNTWDEXX U T HUNRITEDENILDZLEDOTHD I ERREIINLD (46),

®-2. FEIZIHIT D VaxemHib & Hiberix BEFERECTOLEMEICEET 2 MEt
qﬁ"“>VaxemH1b DR T, VaxenHib SFERE (n=335) & Hiberix BFRAE (n=335)

e DEISOG I ST 5, Hiberix IFGE F¥ Y A &% ¥ VT Z o R_08

<‘: L, 7Vany b agER0WHib V7 FUBAITH S, PR (2 B8 LB
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Sy (1 [FHERR) ICRUU 7 ForZ2lnTng, TORE, VaxemHib #FERED 89%.
Hiberix #EERED 84% I TP RIRBER G EFR N oIz, RIS TIZ, Winuo v 7
FUICBWTHRED R L E Ao, 2K TIIRANR b, YEEE, 2
Bl B efs, JBMHERRIZ 31T D REVD R BIEIA 13, VaxenHib $EFEHE TlX, £ 2 52%,
45%, 10%, Hiberix BEFEREIZIUVNTIE 50%, 45%, 9% CTholz, FEADRREIX 37. 1~
37.5 CN%< . 39 CLLEDFEET VaxemHib HEFERET 2% LA F. Hiberix HEfERET 1%LL
TThol, PHITERWAEFRGITITM, LXUEKYE, RFSEKXRETHY |
VaxemHib #FHAE Tl FEIF0E T 41%, BINRE T 21%IC A 67, —JF, Hiberix #
FERE CIXAIEISEE T 40%, BIMNGEIE T 205 TH o712, V7 F 2 EDRBEBERENRD LI
HHEEHRERGT., MR THIEGE DK 5%, IBIGREOR 1% TR N, BEERE
FELCHWTIIME SN2 olz, WU 7 F o ORI 2 B HITEE L T
(40),

®-3. EEEIZIBIT 5 VaxemHib BEFERE DL 2MEICBIF 2 MGt

VaxemHib fEFERE (n=764) (1 [AfEFE 472(61.8%) . 2 [A#EFE 183 (24.0%). 3 [nlfEfE
109(14. 2%)) 128 TF 2 LRMICET 2 Mpt P wE CEM Sz, THIERAERHS
(41.8%) & LTI, #M/maToEm (14.2%) . FAHR (7.4%) . 6045 (5. 4% B R.oh, 2
FO&SE LTI, GRIENE (29.0%) . PLER0ER (16.9%) . BARZE L (6.6%) . Wit
(5.8%) TH#i (5.8%) MA LIz, THITERWAFRRLIZOWTIL, &lF (15.8%) .
% (15.1%) . FEEL (8.2%) . KEXK (5.4%) FEAFZD T 46. 0% 1A S iz, B
BEFEENAONT- OO, 2TOREFITHEERTY 7 F 2 L OREBEFRITGRD b T,
Fo, BT TEETH -7 (BT,

®-4. b2z BIS 5 VaxemHib BEFEREDOZZ MBI B fEt

HAREWN CTHER S L7z Vaxenlib X, 7V a2 FELTIU VBT VI = AEETe
WL A Z VT TRANS VaxenHib ORGERGED B SN2 B ANTKERLT L I =7 A0
TVanNy LTSN TV GEAE - Hib AU =8 10 g, CRMy, £ 25 u g, F
A Y —/L0.05mg, KT NVI=0U L Ing 25T VT MU U LEK), hraT
1Ttz Vaxenlib DOEFRRER T, 7Y 230 My B2 5 & RRA], B X
T V2 M LORKITH D HibTiter (PRP-CRM,;) (2O THIEISRIE (3 [H]H4FE)
ICBTODAEEFZ LB L TS (n=514), FEAl (V@7 =0 L) SEfEE H
B OKBALT v =0 L) HFERE, HibTiter BERRFONRIS, RFTSISDOFREARIL 19%,
10%, 11% (p<0.05, HE) ., EHEE L COSLRPEMEL 47%,  41%,  52%., EGIRIE
38°CIE 32%. 34%. 43%, NLXIX 29%. 20%. 24%. T X 25%. 25%. 22% Td o
Too UV UBET VR =0 LEERERE CHRERFT ORRBA IS < B LI LISME, & 5HA
FCTEITA LN -T2 (41),
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®-5. VaxemHib & Ry 2 & te 5 F{EA YV 7 F > Quinvaxem DZEMEIZEET 5 st

SHERG D 7 F UG (77 7 BEE. B A%, Hib EYYE, 726 ONT B BUAT
%) T& 5 Quinvaxem (T Hib HUF & LT VaxenHib & [F UHLER O Hib AU =HE—CRM,y %
Eie, X R ATIX 2010 4E0 5 Quinvaxem 23 &AL TV 223, 2012 45 10 A 25 2013
3 HICHEEOERBRE TN RE S, —RIcEf LIk Lz, L2l WHO I &
DRRETORE R B CTlI7e WA EFHSR 9 HIIZES L CiE Quinvaxem 7 7 F 2 & DR HEES
RRFBDO LN H OO, FETEH 2 G EERAEFRICEI L T Quinvaxem 7 7 F 4
& DR FEBRIINIGE S 2o 72 (58),

A J AT S U7z Quinvaxem DRFERAFSE (n=131) Tl 11 FlOEERAHFFEL (L
KOBRMAR: T, UA NVAREYYE « 3 B, BYERRIZE 2 T - 16D 3T
% Quinvaxem DR & K BILRIT I & HfiE 472 (59), F£7-. Quinvaxem D 3 7 b
W DL 2T > T2 BRIV T v N ABERERE (n=119) . & v ~ BEEFERE (n=120) |
2y b CHHERE (=12 ICB T DA EFRORBME L, TnEhe v b A 17.6%, =
v FB24.2% =y FC25.6%THY, 7y MATREARETRD LN >72(60),

5. EHRIRYE FHINF
VaxemHib LD E XN F 2 Wit L72im 0% PubMed 35 X ONESHRMEEEE VT
RERHAT > To s, BRI E HITES T D5 SUT RO B o 72 (2016 4 11 A BITE)
ActHib & VaxemHib DA ZIMEF L OVLRMEIZE L T, Al Z & < BEEL ATRE/R T
— RSN TV D, AT E DANEE ZEMENZEFRETH D Z LRI N
T, WEOMEENP KR E T IT RV LR b DOEEMNT 2 2 L ARFENE SR 5,

6. HEFE UL - AV a—L

O HARENOEFEAR 7Y 2—v

AARENTIZ201344 H 1 B LV gBE~T 7 VA bMRU 7 F 2 (LIF, ActHib) A3

EWERY 7 F L L TEASR TV D,

ActHib DOAEHAER Fobefl A /7Y o — L,

(1) VIEIBERERAARRIC AR 2 AN AR T AICELETOMICHHH
MEEEREIZOWTIX 27 H (ERIASLE ERBOTZLEICIE 20 H) BLE,
FEHERICIX 27 B (EEIAMELFEOHHEICE 20 H) 75 56 HETO
Wk 2 3\ C 3 |, BB S\ IR B T4 7 UL b, BEUER
X 7THS 13 AL TORIBEEZBWT 1 [HfTH, =720, #E 2 [EB KO3
Bl H OFEREIX, A% 12 AICEL2ETITATHI> 2 L& L, ENEBATGEIAT
b, ZOWA. BMBEERITERATRE Th 528, WIRIBREICIR Dk DiE
FHE T, 27 B (EMALELRBOZHAICE 20 H) UL EOBFEZ BV T
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1E4T9, #EMEIX, 1 B2 X 0.5nL TH D,

(2) PIEFERERAARHC AR 7T AICE ST HOBANLA% 12 AICESE TOMIZH
RN
@E&@_omfﬁ27a(zﬁﬂz£& RO HAITIE 20 H) BLE,
FEERIZIE 27 B (BRI KNE L RD T i205)#%565if@
%%%kwfzﬂ\ﬁm&@_omfimE@@%T%7ﬂuh\@Em_
T7TANS 13 AETCORIBEZIBWT1IEATY 7272 L. #El 2 8] B O IX
% 12 BIZEDETIATHY> Z &L, ENEEATSHAII TRV, 20
é\ﬁm%@ﬁimT%f%éﬁ WIEI BRI AR D etk DIESHE T, 27
H (EMASLEEROEAITIT 20 H) D EOMBEEBWNT 1 EITH, #
@iﬁ\lﬁmoéaamfﬁéo

(3) WIAFEMER AR AR 12 BICEST-HOZBANSAE% 6 HICELE TOMICH
e
1[apEfEd 5, PEFEIL, 1 [EZ-2>X 0.5mL THD.

Q) EHERRBERER 7Y 2 — L PN TOREREIC SN T

(1) FENZHBWNT 6 22Alim 5 12 s il O 2 6812 7 7 84 Tl VaxemHib
(PRP-CRM,q;) & Hiberix (PRP-T) U2 F > Zgmls#E 2 B (30 HMEM) BEIW
BANGE 1A (FElD 180 HE) DAY o— L TN I ThIL, TO/E., WY
7 F v ORERIE GEIL 4. @-1-2 25 8) I T2 GEIT 4. ©-2 25 H)
WX E A EEITHR Nl EmEIN TS

(2) HEICBIT DERHABRIC LD &, 13~59 HEOWERE 264 & Lz 1 B3
(ZB8 L Ti&. PRP-CRM,y; (n=365) O PRP-T (n=363) DMV 7 F > O %%
7= 2 BER CEER L7284 B PRP FUADBHE L~V L EOFUAEA RITE N Eh
9%%;Um%f%mitﬁé IZHZEFA LN T L MESILTNS (61),

@ M TOHFEA ¥ 2 — L

VaxemHib (%, ActHib (ZH_RTHEBEINTWDEIFE L 2 @ IEFE~E 7 4 LA b

mva%ymﬁﬁximﬁéﬁCWy%V@ﬁ:owf%%>wai el gu i &
 RPICIX 3 MO Ty F U ARELE L T, 6 L EOFICR LT, 48

%ﬂ%8m%@@@ﬁ%%%ﬁT3E§@L\ﬁm&@um#m%qsﬂﬂﬁ®ﬁ_

RS 5 & S b (47),

VaxemHib 237&KGR S LTV DS O ETIX, Hib U 7 F - HffFIZ ActHib & VaxemHib
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DNTNDPEFIRTEHHATHY B Ar V2 —/L & LTIT ActHib & VaxemHib @
HTIEV T 720,

AZ VT Tl 3 A, 5~6 Al fbleE L LT 2HDY 7 F o HEAITV,
11-13 22 H sl BB 21T > TV 5 (62)

REE Tl BARE R YIRS E LT3EOU 7 F oA T2 DL ENTED,
2 HIEEND 2 A MOEMRREZ HITTITH) bDE I TWD, o, BINEfET 12
~15 AERZ LEAT O A7 ¥ a—)L 75T 5 (63),
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