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= < = =
IS & AEDES
IgG Immunoglobulin G (5227 27V > G)
IMD Invasive meningococcal disease (1R BEM:HENRA)

Menactra®(MCV4-DT/SP284 Meningococcal (A, C, Y, and W-135) Polysaccharide
g y
Diphtheria Toxoid Conjugate Vaccine (BfR%E (A, C. Y
KONW-135) SR 77 VT h% VA KGR Y 7 5

>)

PMDA Pharmaceutical and Medical Devices Agency ([% 35 i = 5%
IR EHEAS)

PNH Paroxysmal nocturnal hemoglobinuria (FE{EMEA I ~E 7' 1
B PRAE)

SBA Serum bactericidal assay ({5 R B IE PRI E L)

SBA-BR Serum bactericidal assay using baby rabbit complement (4h#5

0 B AR A T M R TS PR E L)

Property of the Sanofi group - strictly confidential Page 4



1.5 BERXITERORBRURFEORZE
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1 ERXXEERROEEZERUVEFEDRZE

1.1 BEXEEROZE

BEMEAR B (Neisseria meginigtidis) 1XJAGIPE OB IRE 2 11 5 REMEIFEEYYE A 2R 23, £
T b — MBI b DIE, AWIRMEBENR I S OMREREJ B 1 B4 ILIE C & 5 o BN 2% PR YUIE D 72 FFIEU
FE, FBROBEER CTH 5, BEEREMEEIMAEX, 2 < OBFITIB O TAURH M U IERBE RS RA
ZPED . KI20%DBEITRENRD BV, thodmik & LT, ik, BumfErERIsig, (bR O oMER
NEF NS, FEAERIT, ROIOBIESK 12 BRUNICEN S, 2070, BIEND 24~48 IF
LA &S BRI D 9 BIZIETIZE Y | WU RIEREFHIA WM ONRWZ L3 H 5, B IAHK
IZH b b, BEAEMERBEEROETRIT T~19% EMESNTEY . & OICHEREAFE MR M
JEDIEL 1T 18~53% & #fis ST\ 5,

BEIES R T 22 D IR B HUNI W L > T, b b-b FETEET S, BREAEIL, S0H5E
WAER L, BN DK 8~20%I2A BV 5, BEIEI EE D BT 392 hil4E BRI 315 £ & M 2K
T35, BEICE > T EERIKGFERIT, WEEHZ#) UE 2 REd 2 i hRE RO G
ETH 5,

BEMER B D FEHE R RITRIE T 5, BIEE CREZHERIIAD 72 < &b 13 MiEHERFE STV D,
ZOHT, MiER A, BROCHHEKEEOEERER L L TELEEINTEY ., MY &
N W-135 13 F O BEBEENTERHZEND L IR o T, BIEAFEIE A, B, C. Y X W-135 1%
FEETOERBIZEDS,

1 5 i L 7= e C A
MR FETUA MR EEMERERF S (invasive meningococcal disease . IMD) % 5. BAEIT 5 Z & 2SR S iz,
Goldschneider 5%, BIERFEMIER A, B, C28RK O ZEE 2 IMD FEAERIT, MIEREHUA
DFEFHIORAR LW L T D Z L 2R Lic, Finim< ay, SR 255106V, IMD OFIE
BEEITIRAD T 5, KEOEKAKE OIMIER C 1237 5 IMiE R ETUROREIZ L, B~ 1o
FEMMAIRE L IR o T, ZOHn G, HHEIF v o 7 AR DR EHUAME 4 LA L & yEE C o ffifik
REMERB T, ROEBERRSH 2 Z Lm0 bivlc, RETOMEY CHEGIRY 7 F
HMARBRIZE Y, AtkoVa s — h~w——& LT, e v IR zE o2 s 2w s v ek

(SBA-BR) 73HENL S 47z, HUAAf 8 5 LA BI85 PRI ATREZRFEHE TH 0 . HUiAfil 8 A 1L HEsw 711 w]
REZRfRIE & STz,

=

=
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12 FRORE
121 @REHR

JREE, BEREZR A MIET AL C. Y KT W-135 DEEERIE D O 0BG L Ic 2R 2 2 77 U7 b+
VA RERIBEENENIARE S TR, EEO U Rk A Ak 2z TRANE L

-HDOTHD,

s, [JIEC < 24 » A RS Li- Rt o s U< e 24 » A
L7e e iR 217> 72,
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1.2.2 JERRPREAER

AANLIRBIIZ I\ T 4 FET X T OMIFHEL TR D SRR RTINS E 2 H5 35 2
DR E N, ARBIANI T D INE OBFZEIZIE T & L C Swiss Webster ~ 7 A &2 fifi F L 7=, AHIA
IZAMIEREZBE RIS T2 eG HUAZFHE L, 7 7 7 A DMEHT OFEHR TIiE 1gGl1 X T 1gG2b
DARBBCHFEINDFERY T 7 TATHD ZEBRHALNI T, EFMERBR T, [gM b
EG~DT AV EATAL v F T 7T VT hX YA REROEERNZ L DX+ U 7 YRGB,
FUIRINE R S, PURIGEICIIRE IR b5 Z L RS Tz,

FEMERAER

K% N TR — B AR L ICENT D, b, ARIORN AN, FHRINGEERICIA 228 8RN
B OV RRRRIC KT8 B3 2 31, B CEM L TV 7R,

x1-sHER—%

AERES RER% HEOBM
407/166 AMEEXT O F 2 - 1EIRIE2EHAANER SP284 %5 M 1EEU2EIZE L
BI2k35y FEHRER =& 20— BEE R UBARIRME 25T

TH5HODERRVRERSFEHER.

407/128 AMBERETIF Y - 59 b IVARY RESUHRICE T HREWEEER
VYXICEITLBAREEITOT) D OBIT TEHOOEILARERUVEESESR

[ZDULNT O LEER R (FlwstEr) .
407/158 AMBEEXARZSHAS ITUT7ERESE D LEWHI. FIRPIZH TS SP284 #£5E(C
9F 2 - FAREESICEBAYIRFELEEE LOBERVHARDROEETICRIZT
SHER HELRITEH-ODEERUVHEES T
SHER,

] ER G R GRBR 407/166) 226, Afla b MIxtd 5 1 EEE ERIEOHETT v b
IR G- LT & X DORRMEIIRBTTH D Z LR ENTZ, AFZ2HEE 5% X% 2 B#EE5%IC
R ENLIC BN TG BE T 2 RIEMZAITERD D v o T, AFNIEE R FMAT RAHE LR
o7,

SP284 3T 7 F LRI £ T2 TRNTIENRT 5 HIBEH] O I VEICHERES 2 /IReMEN H D 7= Ahifds LU
AT MERRBR & FE i U ASHIHERE DR b S OV ORI M T35 B & Rl L 72, T{RatiR AR 407/128)
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1.5 ERXITRROBERUHREORZE

SP284 - A iR R E IV F (PITTUT XV A FHEER)

v A Ty MU RPN TER L, IR &K OHAERFASORHEOHFILHER 1gG HLEOBITE
P L7z, 2D OWTHOEMFEIZE N TS, SRR ORAIZ RS 2 IIER O A FMRLHEA)
FER) IgG ISBENAFNC L VFER INH Z LN b h o, 2 b OFRIIRIICEBITL., £
WSz, v 7 AR FORIRLECHAROHUAMEL, B L TRAEDOHURMEZ EEl-> T
DT, AHIO AR X OCHAEZROFFTICEAT 2@MHNICIE, ~ U A KROY Y038 E ) 2 8E
BDHZEDBY LN oTz, TR (FlAIX, ~ 7 2AOHAERIZEIIT 2178 - #EaERER O Fi
AIREME) D v U AZ AN O AR OBWREIEIR Lz, R, U7 F 3RO &
UHERS L<IHMF~ U ATHB T D HELZ OB ITER BT R o7z, £72, AR 2 B RTOAAE
FEIC K DM~ D X OBFEIN BT e < O TR ) 5 5 b BB R BRI ) TR
LaxNieholz,

HAERTS K OHAEZ OB EICET 5 3B GUR 407/158) X~V A EZHWTEML, AF|DOE k1
E 5B 1/5 B2 EADOTEFICENEN 0.05mL#FEH Lz, ZORBRTIE, v~V 240L% 25D
YT I N—TNG3 T e, — OV T I N—T Tk, AT ORI EERE L7~ © R 25 L4 7 F4)
BIOMAEICH LT, MM Z M L=, BIOY 7 71— 12i%, =7 A 15 [EOMEIRBIRIH T 1 3 (3
HOAKBEG 21T o7, ZOH 7 7 —T7TiE HAERORE T 25 M 22 Lo 21 H T 72,
ZORBOFERN G AFNB~ 7 2NV THEIR OFRE & Ois)s, W ONC AR DR ORE ICHEE
ERIFE RN EBRHA LN E ol T b OIEERIR L RMERBR DR R OARF O R 47 12 B
DREEMEREBET DL, KU I F U 2RBERBIENT 5 2 L 200 2 22T 28T
7200,

1.2.3 ERPREAER

AATIIBERRE T 7 F U IRERB TR SN T W=, BANIEG ICHIRAED 7 F 0
P25 2 L3 TE AR, BEIER BRI B OFATHIR A~ ORI E (X, 1) ERIDMEAEA L7 Rk
RBU T F ok, EMANTHERE L TH 5 50, 2) ERE TOEMEZIEIRT 52 LT D, iATHUIRZ it
19207 F RO B ANJEHZH TIE, IMD 23JET 2 Y 27 RN@E<l b, £io. MR KIEIE,
HIV EYYE 7R EOREARRIEERFT ITB N TS, IMD Z85E LTV, Lo T, $iEXEY 7 F itk
LT B THE OB L 72 5,

2010 4F, JEAFEE ITERSL L RY 7 F Lo OfnG | ER=— X0 E < BARISEANT & R A28
E L, BARICEAT D HERNED - DI TERE OB SO AR KRS S/ SRR R 23 2 R0L
L7z, THAREMESZS) . THANUSYESS ) WIS THARBIMERS ] 1. HARTO IMD
THIOU 7 FUoRREEFHE L, ZOMKR, BEAETIHEIL2010F5 A, ¥/ 7 o klathizxi L, N
meningitidis MIEH A, C. Y XU W-135 12 L D REMEREIER BERGYEL T+ 5720, AT 27 NI
& (RBREKYFE S © SP284, LLF MCV4-DT) @ 2 b 55z x5 & LI-Bi% 2 Bk L=,
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Wl 7 stz I -/ .

RIS AR O (PMDA) L XTHBIE 21T>72, PMDA OBIEIC LV, /7 7 ¢ BRRSHIT 2 8
5 55 5D 200 A0 B AN#ERE 2 5% &+ s Bkas 2 £ U, [ .
B L PMDA LBMOENE 21T > 72, PMDA ®BIEIC L 0 . HARDRER & OV L 7= B
DFEREFGIRT — 2 Ny r—VOHEgET—42 & L THER L7,

AFENIME L TETOBRKABRICB W TRIFRARMEZ R L, EARANT S 2 BAF R0 E T H
KK OVFEADFRERD 25505 55 5% £ TOT X TOEMICBWTRD b7,

723, PMDA OEFEIZHT=V | 205 LA EOMARER =2 UV X~7 (VU U AL EE 300 mg)
BHRIOBEMEARIA~E 7 v B MEAFERIE (paroxysmal nocturnal hemoglobinuria , PNH) 55 % x4
& L TABIOLZEER M 27 M5, 7L 7 oAy 77— ERSHIC L - TEM S i
Rl (C10-005) AR T —Z 3y r— 2@ EN TN D,
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& B X

£1 FELREICESITAHE - AKEKT (2012 F 10 AT oo, 4
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1 SETOREBEFR)ECERRER

AHNE 2005 FKECTRUNEKR S 1L, £D%, BIE Q0124 10 HFFR) £TH X, 7B F
V. wL—I T 74V, aure T, IATT ~b— RY ETE R 35 0 ELL EoET

Menactra® D44 B CEGR S LTV 5,

FERENZBIT D HGE - KRR AR 1 ITRT,

F1 TELEICEITHHE - RKDWKR (2012 F 10 ARE)

B4 HEER &i2A
KE 20043 A 1H 2005 1A 148
h+45 20054 2H 238 2006 £ 5 A 3H
Gulf Cooperation Council 2008 £ 12 A 28 H 2010% 6 A 12 H
TILECFY 20094 12A 21 H 2010 7H2H
TL—=i7 2010 1A 218 2010 7H 29H
J4)EY 20094 11 A 3H 201046 8H 24 H
aRYvE7T 20094 10AR 21 H 20109 A 6H
TJLTT 20108 A 2H 20109 A 8H
~NI)IL— 20094 12 A 11 H 2010469 A 28 H
RUET 201048 A 13 H 201049 A 30H
+TIE7T 2010 6 A 108 201011 A 118
JRXRZYAH 20104 12 R 14 H 2011 1H4H
7o JEREER 2010 7H 29H 201118128
SUAR—I 20094 12 A 21 H 2011FE 28248
YOCTIET 20104 10 A 3 H 201M&¥E3A1H
J7T3 20104 12 R 14 H 2011 % 3A3H
VAPE Sl 20104 10 A 31 H 2011 %3 A 13H
DHUHE 2010 10 A 20 B 201M&E6AT7H
RRrAXIS 2010 2H 198 201146 A 28H
A—RESU7T 201018298 2011 7AH20H
TILHILANFIL 2010 12A 2H 20114 7A28H
=ty 4 20104 8 H 18 H 201M¥8H4H
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B4 GES XEEH
Rooas R 2010 12A9H 2011 &E8A19H
INTTA 2010 12 A 13 H 2011&E8A24H

EFE 201047 R 13H 2011 ¥ 8A25H

F 2010 11 A 17 H 2011 ¥ 11 A 28H

ARy 2011 & 11 A10H 201M&£E 11 A 30H

N F 2011&%£6 A 28H 2011412 A 23 H

A—kOR7—IL 2011 &£ 10A 3H 2011 %12 A 28H
DARERZ Y 201048 A 12H 20124 3A28
Za—Y—3VUF 2011 10A 4H 20124 3A8H

a4 2010418 22 H 20124 4B 10 H
IY7 KL 2011412 A 12 B 20124 4 10 H
LN/ Y 2011 %12 A 9H 2012% 58 158
2 20114 9R5H 20124 6 A 12 H
NZTT7A 2012418 19HR 2012% 7H 25H
KEREY 201045 9A 178 20124 78 26 B
¥=7 20124 6 A 25H 20124 8H 18 H

kLo 20094 12 A 29 H 2012% 11 A 7H

AHNOKE O LE 2011 4 11 H D Fn

M9 %,
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1.6 HAEICEFTHERRRFICEIT Z2EH
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

KERMAXE (2011 F 11 AROFIER)

RIXEOEER

INHOEERITIT, Menactra® [BEBEAHE (MER A, C. YRBIOW-135) ZHEEDT7T I T b
XA NEBTV I F] 2R, EFHROCANVLTZDITHERTXTOFRPEENLTWHD
T TIiX7Z2 VY, Menactra O¥ATCE  (Full Prescribing Information ; FPI) OEZZSROZ L,

PRSI Menactra® [BEIRAHE (MIEEL A, C. YR IO W-135) SHEEY 7T V7 hXV A
NEET 7 F ]

KETORPIDOATR : 2005 4F

BEDEBERER

WRVER X OEHAAE (15H) [4/2011]
REBIUHAE 25) [4/2011]
FEB L Ol B E) [12/2010]
FHEOEER (531 [6/2011]

WIER X OE R E

Menactra |%, N. meningitidis IiLi57%H A, C. Y BEL O W-135 (2 K- Tl = 2REEMEBER K 2 TFH9 5
72O DREENGZ IS S 415, Menactra (39 7 Hilg7 6 555k TO/NRIB LA & LTKR SN
TV 5%, Menactra Tl N. meningitidis {5 B \Z L D2%MIE TS e, (11H)

it - A&

FINERN TIX 05mL, (2 1H)

- 9~23 F Ao/ 2 BB 3 0 A k.
© 255 O/NRE KON ¢ BRI

FIELE X Ol

0.5mL H[E|HENA TV OEE E LT 5, (3IH)
- B EAEZHER, 7T VT FX YA R, HDHWIEL CRMI97-5H Y 7 F . £7-1%. Menactra
WHEHROEERT LAY Bl 7F7 4 7%>—) OFFfEE, “IH)
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16 NEICHE T HERIKREEICET &N
SP284 -4 fliBEIRRE TV F > (T TUT bF VA FEEK)

R EOER

X T2 NLIEGRE (GBS) Th b & LIANCZWr 7= F 1L, Menactra Z #f8#%1Z GBS D U &
IINEED T ENBD D, Menactra DG ARET H5EICIE, RSN LIXX T 4y eV AT %2E
Bl AnsZ &, (5.13H)

Bl it

AN 9BLON2 W AROHIT 10% L EOBE Z R LR EA FHFRIT, TSI O, AL
BEd JOMEIR, & SICH MM, B Sin, IRA., BACRIE, i, BB Thotz, (61H)

© 2~55 iR/ ES KO T 10% 2L EOBE & o8 UT- R A HE B 50U, EAHRAL O | F8IR,
B LOMER, SOICEBMRANEBLOTH TH -T2, TDOMD 10%LL EORFER EFZIT S R
BRLOWRK 2~105%) . 5. 7. BEUk, BIER (11~5553%) 7o Thoiz, (6H)

BIR SN A FERHE T, Y 7 4 232V —LskdD 1-800-822-2463 (1-800-VACCINE) F7-1%
VAERS (V7 F U HEREERE L AT L) D 1-800-822-7967 (2, & 5 U M http://vaers.hhs.gov F TG
THZ L,

EWHEAEEA
- Prevnar (PCV7) O—EDMiERIZ%d 2 iR EKE HUARGAS, Menactra & PCV7 O BG4I
KFrL~, (7113H)

S AT STy Y i
© Menactra DZZ MR LOF NI, 9 1 ARG O/NR, ife, 536, 5542 25 milnd7s
ETIIMEZS TV, (8.1, 8.3, 84, 8.5IH)
MG DRIHTRETH 5, ¥/ 7 4 232 —)L4E 1-800-822-2463 [ @#&+ 5 2 L, (8.11H)
17 TBEI T Y U IE#R) OEESR,

wttxcE (FPD @ Bk

1 BMER X OME A
2R AR
2.1 $5- 0D #efjg
22 HERB XAV a—1
23/ U7 TP
3 AIELES X Ol

482
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1.6 HEIZH T HERRRZCET 288
SP284 - AfEERERE IV F> (PITTUT b VA FEER)
SHEAEOER
51T « NL—JEERE
527 LXMDY 7 FURISOTBE X OVERE B
5.3 SRS ME D2
5407 F RO
6 B>
6.1 ERARFRERIC 31T 2 Fn L
6.2 TREHFHET —#
7 R EAEA
71U 7 F o L ORERES
7.2 SaPEINHIRE S
8 K eI BIT A
8.1 it
8.3 &z FLbA
8.4 /NRA~DEH.
8.5 mlinE ~D# 5
11 BH R R it
12 BRI
12.1 fERBET
13 FEERRF
13.1 S AR, ZRRJFME, AESHREREE
14 BRPRABR
14.1 Fshtk
14.2 405 )i 4
143 FH T 7 5 Bt
15 2EEE
16 #24t RE B L OBV FIE
16.1 $2fit )51k
16.2 fR& 3 L OB
178EFEH T ) v IER
*FPI M HAEME LIZTHE 23T 787 o g UIERE#HE L Ty,

I3
1 EMER KOs
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16 NEICHE T HERIKREEICET &N
SP284 -4 fliBEIRRE TV F > (T TUT bF VA FEEK)

Menactra®, BEIEAHE (MIER A, C. YB IO W-135) ZHHAS 7T U7 bV A FiEAV 7 F o
IZ N. meningitidis L5 A, C., Y B X O W-13512 L > TRIET D IREMEREIRK 2 TBIT 572D DRE
SIS S 4D, Menactra (39 7 Hiinr 6 5575k £ TO/MNRB IO AM & LTEKREN TV D,
Menactra "CiX N. meningitidis MIE% B 12 & 2 HWIL TR S 720,

2 AE

2.1 BEFEYE(E
Menactra |£, BN H DT NITERAREK TH 5,
FERE 1 AN TR B OB 2R 2 WG A . BERERTICIRL B 3 L OE A L BRE T 5,
b L DOREN A Uleima . #EII ThRn 2 &y

WHEHB X OEHEZ O CTEEIHAEASRS TN B T 7 F 2 05mL Z%5]13 5,

2 BB LRV a—b

Menactra |% 0.5 mL Hl &% AN~ 555,

9~23 77 Al D/NETld, Menactra % 3 4 A @ T 2 [l 555,
2~55 iR O/NRE L ORRAICITHEER G54 5,

AHN a2 FEIRN T TR T ISR G LanZ &,

2.3 FEEfE
Menactra DIBMEEFENMLIETH D 0EE, FERHFI STV,

3 A3 KO fif
Menactra /% 0.5 mL Hi[E]HENA T UVICRTA LTERIR CTh 5, URBIOFEM e —Eiz>n» ik, #
RIFHRE (111H) 25 H]
4ER
RENER AR HE R, 77 U7 b2V A R &HDHWILCRMI97-5H Y 7 F 2, £7-1%, Menactra
BG4 DOEERT LLX =L (Bl 757 4 7% —) OBEERE, [BRAIFRRE (11131 2238] .

SEA EOEE

51X 7 « N —EBER

X7 - NL—IEBRE (GBS) Th D & LIRNCZ2 M S 7-F 1%, Menactra Z4£fE1%(Z GBS D Y 27
DEEDZ ENRDH D, Menactra DG HRET HLAITIE, HIHFESNDOEIRT7 v U RT EZEE
WAL Z &,
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1.6 SHEIZH T 2 ERKRZCET 258

SP284 - A REERE IV F Y (CIT7TFUT XA FEER)
GBS | Menactra #5-% OEFFHIBMRIC BN THE STV 5 %, Menactra Z 8% D GBS D U 2
713, HIRBIHEORIFEAY 2R~ — MFZECEME L7z [HiRkEgIEET—% (6.21H) | .

52 7 VAR—HD 7 F U RIEDO TR L OEHREE
PR, URZ - RXT g MHEET D70, ERREE IS ION LE RS T 7 T U
EYBERRARETS 2 &, RET LA —GOEEYE L L CTEHSNI = EX 7 ) 0otho
BORAIE, 7F 7 4 7F v —SOENRE 5 E, EHICHMTE 2RBICRTIIER S 20,

5.3 SEEBEOEL
SRR IHIFI ORI 22 T CTWAHEEZE D, HEREE X Menactra (2% L THRZIGE DMK T LTV
HZEHHD,

5407 F URBEDORR
Menactra |33 T OFEEFEE OFRLIZ 72 5 01T Tid7Zevy,

6 Bl

6.1 ERIRRBRIC BT 2 A,

FERRBR Ik 4 e R T CEESIND Z LD, HD VT F U OIKRBR TRO b N B E RSO
BIEZRDT 7 F o ORFERRER TH O E| BT ZbiFTE T, FERIGRDLND
HEEZRBL TNl &b b,
9~12 4 A#

Menactra DZ2EM 1L, 9 38 LN 12 4 H lilFIZ Menactra & 8278 L 7= 3,721 A23EEL LT= 4 DD EFKR
BRCRHM L7z, 12 7 AR, 2o O/NRIT 1V UL EOMORERE D 7 F o 8efi b 5215 7= [Merck #1:
IZXoTERENRE SN RE, HTIRE, BIBBLOKE VA VALY 7 F 2 (MMRV) F7-0
Wz, ETFRRBIORB YA NVATZF > (MMR) EKETANVALET 7 F > (V) . Wyeth
Pharmaceuticals £E1Z & » THE S 7= RERE 7TMlES Y 2 F > (P77 U7 CRM g # 737 'H)

(PCV7) . Merck fhiZ X » THUESINT- HA YV Z F> (HepA) 1 . /I 997 NDO*FEREET 12 47 H
REIC B Gk L, 12 77 H el 2 DL B/ N D 7 F 828 [MMRV (F721X MMR+V) | PCV7, HepA]
e [BFRY 7 F o8 (143 5H) 2281 . /DNED 3%I13 12 7 H iR MMRV O 0 12
MMR & V 25 1F 72,

TEeAERBIL, 9B KON 12 4 A #ilFIC Menactra 2 8258 L 7=/ 1,256 A 23 %k85k L 7=k R bR
BRChot, 120 AR, 250/ MMRY (£721X MMR+V) | PCV7 3 X O HepA %52 1F
720 /NI 522 NOXHIEREIZ MMRV, PCV7 35 X OV HepA %521} 72, /NRE 1,778 AD H 6 MEE D 78%
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1.6 HEIZH T HERRRZCET 288
SP284 - AfEERERE IV F> (PITTUT b VA FEER)

(Menactra:N=1056., Xt FEHE : N=322) T K E Dtk TEEE L . 22% 13T U Ohigk THe% L 7= (Menactra:
N=200, *FHHE : N=200) .

2~55 5%

Menactra DZ22PEIL, 2~55 ORI 10,057 A& %8k L, Menactra Z /3 5 & & b2, XHRHE
5,266 A% %4% L, Menomune®-A/C/Y/W-135, BEIRARFEZHHEY 7 F > (MiER A, C. Y B LU W-135

A HHERE L2 8 DORRRRER TR L7, A DFEHOREIZIZ Y 7 F U B CARE R e 2213 78 h

DT, 255 DT I FUWHFEE D O B 24.0%., 162%., 40.4%35 LN 19.4%1XENEH 2~10 7%,
11~14 5%, 15~25 %3 L 26~55 i O4E#E Tdh - 72, Menomune-A/C/Y/W-135 U 77 F L it
DB, 423%, 93%., 30.0%F L 185%IXZN LI 2~107%, 11~147%, 15~257%F L UF26~55
DT T o> 7o, 3 DO FF L2 MR T IEAE b, SRR EABR T D | 2~10 5% (Menactra :
N=1713. Menomune-A/C/Y/W-135 7 7 F> : N=1519) . 11~18 7% (Menactra : N=2270,
Menomune-A/C/Y/W-135 7 7 > : N=972) B LN 18~557 (Menactra : N=1384,
Menomune-A/C/Y/W-135 U 7 F > : N=1170) OHERFE 2 Z N ZH8dk Lz, 2~10 5% D/NE 3,232 A
DB, YEE D 68% (Menactra : N=1164, Menomune-A/C/Y/W-135 7 7 F> : N=1031) [ZKED
Mg TREER L, WBRE D 32% (Menactra : N=549, Menomune-A/C/Y/W-135 U 7 F > : N=488) [T
U Ofisg THRER LTz, 7V BIOKEOHELEHOFEH T REIIZNEN S EB IR 6 THo7z, M
FEHIRBFEL KO AT T X COCKEOME TRk LTz, BGREN 2OV 7 F U TRADZ LD

(Menactra I35 AN 5. Menomune-A/C/Y/W-135 U 7 F 3R F#&5) . Zetsr—2 2 IUELT-
RRERFIL T 7 F oG LB L Ripo Tz,

gage X

KU U F PRSI, WA ORIRFRUSIZ DUV T 30 20 MBS Uiz, BrEiEsiiiik L Oea o
JSIX, AT 7 FUoBERE%IC 7 AR L CERE HERICRER LT, BRE OIERER FEHFLRITOVT 28
AR (FLshETiZ 30 ARE) B L, FEREMERTORZD, Sk, BEELRAEERES2SICo0n
TU U F o 6 1 HBlE LT,

HREREFEFLERIL, B COMD., EFITEMBMIRFCNE L, V7 F 8% 6 7 HRIC
HONT-HEEGICET HERIL. EHICE2EFRTOMBIZL > TURE LT,

EZEMRRICBII2EELRAEER

EEZRAESRS (SAE) X, 9V AW D 55 E TO/NRBIOHRACT 7 F o 28kt 6 1 H O
I CHel S 7z, 9 7 Hilimds KOV 12 7 A #ilFIZ Menactra 2 #5288 L 72 /N Tl SAE OB 1T 2.0%
~25% Th ol 12 7 Al (Menactra B2fE 2 0FHE712) 1 FELL E/NRHD 7 F o #fi 4517
ToHEBRE Tl SAE ORBURIIHER L2V 7 F o OB LOFEBIZH K223, 1.6%~3.6% Th o7z,
2~10 D/ NRTiE. SAE O3B IE Menactra #2fE1% 12 0.6% T. Menomune-A/C/Y/W-135 U 7 F %
FEFZIZ 0.7% Td o 72, 11~ 18 D EEHIAR A I L OV 18~55 i D% A\ Tl SAE D3 B I Menactra
PEFE41Z 1.0% T, Menomune-A/C/Y/W-135 U 77 F U H:Ffit% 12 1.3% TH - 72,

FEZEMRBRICB I 2 HEAEFESR
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16 NEICHE T HERIKREEICET &N
SP284 -4 fliBEIRRE TV F > (T TUT bF VA FEEK)

9 AL 12 B AO/NRIZT 7 F o HRE% 7 B DINIZ B B T S 72 R g AL e &
OGO ERIS (&) I, EHRBAERS X OSREETH - 72,

2 7%~ 10 s O KE O/NRIZ W TR B Tty S V7R EESNL S L e H R0 A ERIG (&
2) IE, EHEME RS L OGREETH o7, £2, THL IR, BRRIRR EH KL< AbhT,

1~ 18 D EEWIRAE (F3) BLUNI8~S5mDA (F4) ITBWTHRS L < @A INTFE
TSI X OVR S O FSONE, TSN, BRI L OYET Th o 7o, lADIEIRZ RN T,
TES AL SO a1 X Menomune-A/C/Y/W-135 U 7 F L $2ff 1. ) Menactra #2FE#% (2 @ BE L TS S vz,

R1:9TABLO 12 0 AERCY 7 F 0 28% 7 BUNICREREXIGZHE U KEO#ER
E0EE

9 7 A #EED 12 77 A a0 12 7 A EED
Menactra Menactra+PCV7*+ PCV7*+MMRV"+
N‘=998~1,002 MMRV’+ HepA® HepA‘ U 7 F o
TyF N'=302~307
N*=898~908
s Wih Gr Gr 12w ¢ Gr Gr Wi Gr Gr
DS L |ade2 | ade3 | ;xp L |ade2 | ade3 | ;v L | ade2 | ade3
— K — K — K
JRBT/ BESHERAL
98 ¢
Menactra 374 4.3 0.6 48.5 7.5 1.3 - - -
PCV7 - - - 45.6 9.4 16| 457 8.3 0.3
MMRV - - - 38.9 7.1 1.0 43.0 521 0.0
HepA - - - 43.4 8.7 14 409 46| 03
KB
Menactra 30.2 2.5 0.3 30.1 1.3 0.1 - - -
PCV7 - - - 29.4 26 02] 326 30 07
MMRV - - - 225 09| 03 33.2 59 0.0
HepA - - - 25.1 1.1 00| 266 07 ] 0.0
JERE
Menactra 16.8 0.9 0.2 16.2 0.9 0.1 - - -
PCV7 - - - 19.5 1.3 0.4 16.6 1.3 0.7
MMRV - - - 12.1 04| 0.1 14.1 0.3 0.0
HepA - - - 16.4 0.7 0.2 13.5 00] 03
£HME
LIl € 56.8 23. 29 621 25. 37| 6438 28. | 42
1 7 7
B Bn " 333 8.3 2.0 40.0 11. 2.4 394 10. 0.7
5 1
IRA 30.2 3.5 07| 398 53 1.1 39.1 521 07
ARRRYE 30.2 7.1 1.2 35.7 76| 26| 319 6.5 0.7
it 14.1 46| 03 11.0 441 02] 98 20 00
R 12.2 4.5 1.1 24.5 11. 22 21.8 7.3 2.6
9
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1.6 HAEICEFTHERRRFICEIT Z2EH
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

o ®

o o

PCV7 (Prevnar®) =Whi&ERE 7MiiEaD 7 F o
MMRV (ProQuad®) =kkE, H TR, BBB I UKET A VALY 7 F
HepA (VAQTA®) =ARBIFRARIHFILT 7 F
N=7—% BF| A T - 1 BrE 5L,

e Grade 2 : VESHBALICAtILD & PWTHEMET 5, Grade 3 : VS L7z 83 &0, &5
VNI S L7z o Bh & B9 5,
1LOA > FLUE~2.01 > FKiiti, Grade3 : 2.0 > FLLEL
HEEZET 5, Grade3 : JHEH R,
1~3 i, Grade3 : 3WHZH 2 5,

= e

Grade 2

—

Grade 2 :
Grade 2 :
Grade 2 :
D EPEICHBR AR S RV, E IR BRERFICEEZR E S A o7, Grade3 : 1T L
A E DOFFHIEIR L TW A H, 72X H RO MEE,

j  Grade2 : ##%/BFE% | BIE /2L 2 FI5ERICHD L2, Grade 3

T 50, IR ORI BEEEHT D,
k  Grade?2 : 2~5[0], /24 [, Grade 3 : 6 [HILL E 24 B £ 7213 FER 0RO K S Mifa 2 LB L+ 5

1 Grade 2 : 38.5C%## %, 39.5CLL T, Grade3 :395CHEZ 5,

DRI BF A 3 R LR

£2: VI FUEERERK T AUNIUFERERISE#E LT KE D 2~10 SO#ERE OEIS

Menactra Menomune-A/C/Y/W-135 U 7 F

N*=1,156~1,157 N*=1,027
A WD F L — Grad Grad WiFhnn s v Grad Grad

r e2 el —F e2 el
JRET /S

BL

&5 ° 45.0 49 0.3 26.1 2.5 0.0
JIAL © 21.8 4.6 3.9 7.9 0.5 0.0
RERE © 18.9 34 1.4 4.2 0.6 0.0
fEJE °© 17.4 39 1.9 2.8 0.3 0.0
£t g
5 N @ 12.4 3.0 0.3 122 2.6 0.6
T © 11.1 2.1 0.2 11.8 2.5 0.3
R T 10.8 2.7 03 11.2 2.5 0.5
BRI 8.2 1.7 0.4 8.7 13 0.8
BE iR 6.8 0.5 0.2 53 0.7 0.0
S 5.2 1.7 0.3 5.2 1.7 0.2
Y15 ] 34 ; ; 3.0 ; _
e H- k 3.0 0.7 03 2.7 0.7 0.6
ST 0.0 ; ; 0.0 ; _
a N=RERSEDR S G LTEEBRE O, #8RE OFmo hRElL, wWinov

JF UL 6 ThoT,
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16 NNEIZEITHERARRFCET HEN

SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

DIEE OIEE 2T S Grade 3 : {HENRRE T, Bid HIEERICE N S720,

CIRE OTEEN 2151 S, Grade 3 : TEEIREE T, HEANCHEITMb S 7220 F72 13

b Grade 2
¢ Grade2 :1.0~2.01 7, Grade3:201 T &z 5,
d  Grade?2 : 1~3fi], Grade3 : 3 Zi % 5,
e Grade 2 : 3~4 ], Grade 3 : 5[FILL I,
f Grade 2
FLEZDLRW,

g Grade2: BFZ 2\ LT, Grade3 : BRF % 3\ EE LT,
h  Grade 2 : &5 F 72 1T ARPRERIC L 2 BEfT AT Ehs D). Grade 3 : &1 L 0 EEEIHi 2 8h) 7
TENTER,

i H IR FE Y 4 BRI, Grade 2 : 38.4°C~39.4°C. Grade3 : 39.5CLL I,

i INOLOREREFRIT, AEORIZL > THREINT,
k Grade 2 : 2[A], Grade3 : 3[HLL E,

HE
£ 17,

£3: VI FUEEREL T BUNICREREZERISZHE L 11~ 18 OHBRE OEl &

AREREIMI T2, Grade 1. Grade2 B XN Grade3 1XFNFNEEE, TEERIOEE L LTI

Menactra Menomune-A/C/Y/W-135 U 7 F
N*=2,264~2,265 N*=970
i WIFhho L — Grad Grad WIFhho s L— Grad Grade
r e e3 N e 3
JRE /&
SR

&5 ° 59.2¢ 12.8¢ 0.3 28.7 2.6 0.0
sk ¢ 15.7° 2.5¢ 0.3 5.2 0.5 0.0
L 10.9° 1.6° 0.6° 5.7 0.4 0.0
fEfE ¢ 10.8¢ 1.9° 0.5° 3.6 0.3 0.0
£t g
HAYm © 35.6° 9.6° 1.1 293 6.5 04
Y57 © 30.0° 7.5 1.1° 25.1 6.2 0.2
PEERR © 21.9° 5.8° 1.1 16.8 34 04
BEHE T © 17.4° 3.6° 0.4 10.2 2.1 0.1
Tt 12.0 1.6 03 10.2 1.3 0.0
AR & 10.7¢ 2.0 03 7.7 1.1 0.2
HHTE © 7.0° 1.7° 0.2 35 0.4 0.1
R 5.1° 0.6 0.0 3.0 0.3 0.1
e H- i 1.9 04 03 1.4 0.5 0.3
PP Y 1.6 - - 14 - -
Py 0.0 - - 0.0 - -

a  N=7—ZPFIHARETH > I RE L
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1.6 HAEICEFTHERRRFICEIT Z2EH
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

b Grade 2 : 8% OBiOEEY 2 857 5 7>, FIEHIIRT 2. Grade 3 : IFEIRNGET, iz #n4 2
EMTER,

c BKUE p<0.05, p il MEZ W, KHT 2V —F L OEIEEICHOWTHE Lz,

d Grade2:1.0~20-1>F. Grade3 : 201 ' F %z 5,

e Grade 2 : @ OIEENZ 15T 5. Grade 3 : WEHIZTHMLEN D B,

f Grade 2 : 3~4 1], Grade3 : 5[EILL E,

g Grade2: BFZ2FHEN L7, Grade3 : BRF % 3MLLEE LT,

h M ZERICARYS 4 D AIE., Grade 2 : 38.5°C~39.4°C, Grade3 : 39.5CLL L,

1 Grade2 : 28], Grade3 : 3[RILL E,

i INOLDOREREFRIT, AEORIZL > THREINT,

FE  AEREAM TIZ, Grade 1. Grade2 B LW Grade 3 1XF N FNIRE, MEFEB I OEE L L TIN
£ L7,

£4: UV IFUEERER T AUNICRERERIST#E L2 18~55 O#HRE OEIS

Menactra Menomune-A/C/Y/W-135 U 7 5
N*=1,371 N*=1,159
A WA D S L — Grad Grad o s L— Grad Grade
r e2 el N e2 3

JRARR/ &
FHERAL

L) b 53.9° 11.3° 0.2 48.1 33 0.1

REAE b 17.1° 3.4c 0.7° 11.0 1.0 0.0

THHAL d 14.4 2.9 1.1c 16.0 1.9 0.1

JiEfE ¢ 12.6° 2.3° 0.9 7.6 0.7 0.0

2HMH

HAYm © 41.4 10.1 1.2 41.8 8.9 0.9

g 57 © 34.7 8.3 0.9 32.3 6.6 04

PEERR © 23.6 6.6° 1.1 223 4.7 0.9

BEHE T © 19.8° 4.7° 0.3 16.0 2.6 0.1

T f 16.0 2.6 04 14.0 2.9 0.3

AERRIE & 11.8 2.3 04 9.9 1.6 04

HHTE © 9.7° 2.1¢ 0.6° 5.6 1.0 0.0

e H- h 2.3 04 0.2 1.5 0.2 04

RN 1.5¢ 0.3 0.0 0.5 0.1 0.0

Se15 ) 1.4 - - 0.8 - -

P 0.0 . . 0.0 . .

a N=7—% FHA[EETH - 7= #Bra £,

b Grade 2 : EH OiOEEN Z 15T 575, F2I1EHIRT 5. Grade 3 : {FEIABE T, Mz ®Eh)H3 2
EMNTER,

C

BKYE p<0.05, p Al MEZ WV, £HT 2V —F L OEIEEICHOWTHE Lz,
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16 NEICHE T HERIKREEICET &N
SP284 -4 fliBEIRRE TV F > (T TUT bF VA FEEK)
d Grade2 :1.0~2.01 7, Grade3:201 T &Mz %,
Grade 2 : B OIFEVZ 51T 5, Grade 3 : LRI T HMLENH D,
Grade 2 : 3~4 1], Grade3 : 5[n[LL I,
Grade2 : %% 2[Al$k/ L7z, Grade3 : &% 3EILL Bk LT,
Grade 2 : 2 [7], Grade 3 : 3 [HILL E,
HZEIRIZHR Y 3 5 {4, Grade 2 : 39.0°C~39.9°C, Grade 3 : 40.0°CLL I,
i INOLDOREREFRIT, AEORIZL > THEINT,
R BB IZ, Grade 1, Grade?2 35 LU Grade 3 1ZZ L ZHUIREE, HHEEEIS JOVEEE & LTI
H 17,

>0 h O

—

RV 7 F U BRBRICB T A EER

EMHERNER Y 7 F o 28R L 72356 O R E RS X OV H HEROG

RRT VA B LOBRE R OMIIC Wik, THRRER, RV Fo8E (143H) 25
MR, EEZEMERER T, 9 7 ABIEZ Menactra HUM 2 82f 7 2 K [E DO/NE 1,378 A&BEKL, 120
H lrIFIZ Menactra & LoD 1 @L/LJ:O)E%EH%@U 7 F > (MMRV, PCV7 XU HepA) ZHEifE L 7= (N
=961) . b O —OOREDO/NIITIT 12 7 HlpIZ 2 DL EOEHEEREY 7 5 (MMRV, PCV7H X
@H@Ava%/)%&@bt(ﬁ%ﬁ n=321) . FFEAFEFLORBMELR 1 IT-T, Lo
12 77 A2 Menactra & OfF 1 7 7 5 0 OEFE % 52T 7= 958235 1%, Menactra JESHAAL E FEFH D 7 F27F
FHEALIZ WL L 72 B BUEE OJER ., FR L OMEIR A2 A U7, JTEI I35 © B O @O TR
N CTd > 7= (Menactra, MMRV, PCV7 35 X (N HepA U 7 F U EHHL TlEZE T 48%., 39%.
46%5 L N43%) o, SRR b HEE OB W RS PEKS T, Menactra & FH T 7 F 2 O#EEREE O
62% 8 L ORHBEED 65% CTHE SNz [(IFHY 7 T 88 (143 1H) =5,

Eﬁ{%@k T TIVT RXYA RRED 7T R LIS E ORFEES M I X O RS MRS
RKBRClX, ¥/ 7 4 R —4hIZ Lo THEE S 7z Menactra ERIGR - 77 V7 RV A
&%(N)U&%/%&@%®%%k;0 H OGS OFHR 2 R LTz RBROBTIZ Tk
WHHEAER (73H) BIOOFA T 7 F o8 (143 5H) 22381 . ESBARRIT. Td U 2 F o
#%DIZ 5 )% Menactra B2 & 0 @ OB Tt vz (T1%x%t 53%) o EMEO A FEFLOREKR72
%%fﬁé %, Menactra & Td V 7 F 2 Z0FHEE L7286 DIZ 5 75 Menactra & Td @ 28 H#ZIZHE G- LT
e L0 mEnoTe (59%%F 36%) o MEFOWTIE, b K< AL NE, 3 (Menactra+Td :
36%. Td+ 77 &7 : 34%, Menactra B : 22%) 36 KUY 57 (Menactra+Td : 32%., Td+ 77 &R :
29%. Menactra I : 17%) T o7z, 40.0°CLL EOFREADRBLHLITT R TORET 05% L F Th o7,

FT7 R VISWERY 7 F 2 ERE LT BE OREENTAR L O RG
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16 NEICHE T HERIKREEICET &N
SP284 -4 fliBEIRRE TV F > (T TUT bF VA FEEK)

EEARER I, ¥/ 7 4 XA — )L SA #HIZ K - THIE S 1172 Menactra & F7 A Vi ZHE KT 7 F
L DO RITE KO RICORBFEZ g L [(fPREEG LT 7 T, BT A B LU
HELOHTIIZOWTL, EHAEEN (73H) BIOOHY 7 F o848 (1433H) 228] . 77
AU 7 F R T3 Menactra #7f#% K 0 % < OFRE IR B AN (FT7A+TTER 1 76%
IZxt LT, Menactrat+F 7 A 1 47%) , WiHEOBESEACINT D5E RIS D KE S (70%~77%)
X, Gradel & LTHE SN, £V 7 F 88 % 3 AUNICHIR LTz, WEOWTNE, &b <A
SN EHISIE., B (Menactrat+F 7 & 1 41%, 7 A+7F 1R : 42%,. Menactra HH : 33%)
BLOYEY (Menactra+F 7 A : 38%, F 7 A+ 7R :35%., Menactra Bl : 27%) Th o7,
40.0CLL EDOFEE L ORIEIZNT OB b ME S o7z,

6.2 TRBRMAET — 4

IR R COME TN 2 T, Menactra DG EALIRICZH LR T O B RN R AEFZRE L
UTFICrRd, ZO—RIEERFS L, HEE, WEHE £33 4% & 5 Menactra & DK B
FRIZESNTEDTFHELRETLH L TN D, TIDDOFRIIHEO R RERE) D AR HE X
NIl b, TN ORBBELZEIRIHET HZ L0, VI F UM E ORRBERZIENT 5 2
LIETE R,

- HIERIEE

TF747%—/TFTT7 4 TF =G, Ty, PRI, RROEIENR, SRS, ALBE, £ O EE,
EGILE 72 & s S

- PRI RIEE

X7 NU—IEGRE, SHRIE ., ME R EMRIEIC FREMED F N R BHIm AR R, S
AL AR ZS, BEWTRR 2

< AR SRS K ONRE AR b

i P9

TR D =225

Menactra % #2f81% D GBS ® U A 7 X, Menactra Z 4% L 72 1,431,906 A (15%) Z&Te 11~18 k.
9,578,688 N DIEEEE B FI1E T — & & FW T2 R E D[RR = 3 — MAFGE TR L 72, 2Rk TR &
Tz 2D GBS IEFNZ DWW TIX, WIS FIERT 42 H LANIZ Menactra #2521 TV o 72,
GBS O F[BEMN B D BID 129 FEFIL, BFREF R 2V, EEFIAT0TH D7D ICHER £ 72136
NT 52 ERTERD ST, KANEZ BEBIZ AN MY T, GBS OHFGAEREOHEEMEIX, V7T
VR 6 EILAN DO U 7 F RS 1,000,000 A7 0 0~55ER]D GBS OBIITH - 7=,

7 K EAER
71T 7 F o L ofFHEEE
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16 NEICHE T HERIKREEICET &N
SP284 - A iR R E IV F (PITTUT XV A FHEER)

Menactra [%, 18~55 %5 LN 11~17 5B W TENZEH Typhim Vi® (F7 2 Vi SHHAD 7 F )
(F7R) BROBER - 7707 b2V A FRAE, AH (Td) EOFA&E Sz, 2 ko
IR D Menactra IX, PCV7, MMR, V, MMRV £72/Z HepA V7 F> D H 5 1 IV TENLL E
EPFMEERE L [ERREBR (14 ) BXOHAFRIS (63H) M) |

15 77 A HIE I OF 2R L 7= Menactra & DTaP 2 &0V 7 F > Ol X O RISV T,
FHS 2 ORI AIRE 72 T — 2 37200,

PCV7 O—E D MFAUZ k2 iR EKE FUAS S 13, Menactra & PCV7 OOF HEEFRZ IR T L7z [OF
MY 7 F o (1431H) 228]

Menactra & DT 7 F 2 %[5 CIESHE N TIRS L7722 &, Menactra SO EFH T 7 50 %204
HERT 52551, BRENEEZHW., BOENEMICY 7 F o adEE T o2 b,

7.2 SRR
JTRRIRET, REHEDUE, T bAl MlaEEERY, (BRI EZ 8 THWD) 2
FaxTaA R EREGENLHREMHFIETY 7 F KT 20 EISEZ R TIEL 203D 5,

8 KERI BRI BT AEMA

8.1 4L47%

Y7 3 —C

Menactra DEIIZ BT 2 ATERER T TH TV RV, Menactra # -l &85 L= S B IRICAE
ZRIETD, HDHVITATEREICEE 52 5 RN H 5 D ENI AR TH 5, ik Tl # S
FU7= %t RE s iR BR 23 72\, Menactra [ 3AEIm (2B & N B R G A O A G595, Menactra & V7=
i OEFIZ KIAETBOFMIL, HEOEFARRIIKT 5 BRI S TN L b 4312 Th
TV, IRV K OBEFLATOFEEIC K IE T Menactra DT, ~ 7 A TORA BB CREAM
L7z, BOIRRT 14 B B OEREARM (k6 H) £ T Menactra 5. L7z, &REAIZTHAN
HHIC LK > TERE LIERAEIZ0ImL ~ VA Tho - (REICL > TR Lo NHED 900 %),
Z OB T, AEER, . LB LOBMEILAT ORI KIETHEFERIZA bR o To, BIERA
T, 77 F ORI 1IE (BRE L7z 234 JL 1J5) ([ZAZENRO b, OFE LizxHBEHCIE
REITRDO ORI o7 (AL 174EH 0L) , ZOHMPTRNRY 7 F A CH#EL TWDH 2 &%
TRTHF— 213 . FZORBRTIZY 7 F A L7 B IR A £ 7 @A B 2 R o p
FITRO 6o Tz,

ERRAEEE I, IEARTIZ Menactra #2825 1 5 oMk 2 BB AGEAS (1-800-822-2463) (ZX - TH /7
A IRAY = NALD T J T BN OITIRBEIC ST D L O ICEID D Z L,

8.3 ¥R
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1.6 NEIZHETHERKREICET HEHR
SP284 - 4 MBEERBE IV F > (CITTUT LFVA FEEK)

Menactra 23 & b QI FIZHRE I N BT RATH D, < OEYITE N OHFHICHE S
5 Z LD, Menactra AT 258 ICITEFEEEL D 2 &,

8.4 /NREA~DEM

Menactra (% 9 7 A A O LI AICIZAGR ST ey, FIHAREZe 7 — 12K % & Menactra %
(2, 4BLT 6 W AMREHD) 3G Lzl RiE, SMEROBMIERE D 7 F AT D063 9 8B
FON2 1 AR 2 B G LT AERO/NR L L TGS L7 2 & 2R LTV 5.

8.5 i E ~DfEH
55 % & 2 D RT3 D Menactra D222 VEFR X OE MR IIHENL S TUV 720,

11 X i Rt

Menactra®, B E (MERH A, C. YB IO W-135) A 7T U7 bV A NEAU 7 F o
WA LT RANEGEHT 75 ThY, 7T U7 RV A RZ X7 LRI IZHES LT Neisseria
meningitidis MiER A, C, Y X O W-135 OFRIEZ AT R 2 & Te,

N. meningitidis A, C. Y 3 & 0% W-135 ¥ki% Mueller Hinton 2£°K ° 5 #h_ b THz#8 L. Watson Scherp® £
HICHEGE S 5, ZHERIX N. meningitidis #fa> S R 3008, SmEiErEALE, 72—k
B I s X OWETIRRIC K > THRT 2, BN OZHEREZFRRT 5272012, 2 b 2R EA .
FER L, BITERICL > TR 5, P77 U THEEERIE, %2 Mueller and Miller 554t ° THiJE
SH, RVAT AT RCREGT D, Y77 V7 "XV A RZURTEX, WlET E =7 LNoyik
B LOBEHTEEIC L > TR 5,

FHERE L2 2RI 7T VT MRV A REAREE SE, Ei@iriific Lo TlRT 5, &
MIERAF R 2B GHEE & U CHET 2 4 OB R BRI, mAERAL LD 7 F ooy b 7e-
TW5, BETRPICHEAE 137 V23 MIEIM L2, R TIE, 0.5 mL &Y 70 &
2.66 ug (0.000532%) KiiDHRNV LT VT RINEGEND Z NP D, Menactra DX, 77V
T h¥YARERTEERES LA SZHEROTURER LORMS THEET 22k E L ER&bT 5
ZETREIND,

Menactra |%, JEE, B OO TNIEH LK E LTiLET 5, 77T 0D 0.5mL HEN 2D,
CITFIUT hEIARZRIEF Y VT — K48 g LS LT-BEERE A, C. Y BEL OV W-135 &5
BoENEN4pg 2B AT DL, VBT N U ARRE AR CRALT 5,

INA T IV T T > 7 AT EEN TR,

12 BRRSRE
12.1 YERBERF
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SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

LR VEFIE IR PR DIE(E I T BRI R O TR L B % ©7, Menactra 13, MR A, C. Y
BEOW-135 OFRPELFERIC R R E UKD EE ZFHET D,

13 JER R B
131 AR, ERIFME, ATHREREE
Menactra %, DNAJFRPEE 72ITERIFEME, & D WITATEREREE I OV TEHME S AU TuZeny,

14 ERRRER

14.1 it

MERE 7 >~ &4 (SBA) X, t b (SBA-H) F£7/2138#5 74X (SBA-BR) *WIFhi D4k el i
KEGATZMIEORAEIHER Lz, 98X 12 W AdO/NRIZ 2 [EHE% & 2~10 7D /NREIZ 1 [FH
5% DT 7 F AR A ROGIE, A MIERICKT LT 1 : 8 BLED SBA-H Hiiifli 2 A3 2 4B
DEGTRHE L7z, 11~55DOMATIZ, VIZF U ORBIHEICL DY 7 F U HRICHT 5 UG,
SBA-BR |Z J o> CHIE L 7= & MG AU KT~ 2 BB HUADS 4 6520 BRI U 72 4R o EIE CRfli L 7=,
F T2 2~55 %Ik LT, MEAET v A (SBA) (2K - TRkl L, KIECHER S 7 BEIE R B2 hE
KD 7 F > (Menomune-A/C/Y/W-135 T 7 F 1) (X9 D RENMEDGEAMN S, U7 F 307
DHEE STz,

14.2 SR

9~12 % A

KEOEEZ, ZhEasxEFREARREBRCIX, 97 AB LN 12 7 AlED/NEIZ Menactra 22 L 7=,
Menactra O #)[a] FH & % BTG L7-1%. Menactra ® 2 [0l H H &% Bl (N=404) . MMRV UV 7 F >
OO (N=302) £721XPCVT LDl (N=422) ICL V5 LT, X CTOEBREICONT, &
U 7 F U HRED B 30 HRERIZIIE Z BRI LTz, U 7 F U BER TN OFEEHRRE O AR E R 72 25134 5
727> 7, Menactra DB &4 #5 U7 Fnkg O il X 278~279 Hiin CTh - 72,

# 5:12 7 A #RFIZ Menactra @ 2 BB &2 BEMEE%H 5 VNX MMRV £/ X PCVI T 7 F o b
BERIETER 30 H OREFUS RS

9 7 AEr o #IRIAEICE: < 12 7 A EifF D Menactra £
Menactra Menactra + Menactra +
MMRV U 7 F PCVI VI F v
(N=272-277)" (N=177-180)" (N=264-267)"
mER (95% CI)¢ (95% CI)¢ (95% CI)¢
A %>1:8¢ 95.6 (92.4;97.7) 92.7 (87.8;96.0) 90.5 (86.3;
GMT 54.9 (46.8; 64.5) 52.0 (41.8; 64.7) 41.0 93.8)
(34.6;
48.5)
C %>1:8¢ 100.0 (98.7; 98.9 (96.0; 99.9) 97.8 (95.2;
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1.6 HAEICEFTHERRRFICEIT Z2EH
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

GMT 141.8 | 100.0) 161.9 (136.3; 109.5 | 99.2)
(123.5; 192.3) (94.1;
162.9) 127.5)
Y %>1:8 96.4 (93.4;98.2) 96.6 (92.8; 98.8) 95.1 91.8;
GMT 52.4 (45.4; 60.6) 60.2 (50.4; 71.7) 39.9 97.4)
(34.4;
46.2)
W-135 %>1:8 86.4 (81.8;90.3) 88.2 (82.5;92.5) 81.2 (76.0;
GMT 243 (20.8; 28.3) 279 (22.7; 34.3) 17.9 85.7)
(15.2;
21.0)

a  ShkiMEr MR (SBA-H) & HWoMiE&HET vt A,

b N=UZ7F % 30 H H~44 B BICERE L 2GR 54070 < &b 1 ORI
HIRR A AE R D35 O AT B HL,

c APEEPUAME (GMT) OEIE D 95%CILIL, Clopper-Pearson O 1EfETER X OVERITEIZ FES
WTHERE LTV,

d 2[5 H ® Menactra #fE7°5 30 HZIZ 1 : 8 LA LD SBA-H Huifflli & 25k L 7= % 5RF OFI A

12 7 AR L5 I AlO/NRIZHR % Menactra #EIE, KE OB TR L 7=, #IEIEGRIIZ,
R D 33.3%[n=16/4811 LM iEHE A l2xF LT, F£72 0~2%[n=0~1/50~51]1TMmiEH C, Y B IV
W-13512xF LT 1: 8LL LD hSBAFUKMME TH -7z, 2[HIH DU 7 F #461% TlL, hSBA Huifiins 1 :
8 UL ETH - - 9RE DEIE 1L, 85.2% @ MLiEM Aln=46/54]. 100.0% : IMIET C[n=54/54]. 96.3% :
IMER Y[n=52/54]. 96.2% : MiHE% W-135[n=>50/52] T > 7=,

2~55 7%

SRV, KE D 3 oot WIEA, Siiak R, FE ERRRER CRME L. /N (2~10
%) EEMARME (11~187) BLURA (18~5551%) &8k L7z, #5#H|Z Menactra (N=2,526)
F 721% Menomune-A/C/Y/W-135 7 7 F > (N=2,317) ZHEFG Lz, Wit L7z TOEREICD
WTC, U7 F BB 28 ARZICIIIE AR LT-, [REMHEO ERIEIIAEEKS (6T8) 1TR
T, 1 HIBBRTIX, U7 F RN, RN T v NS D WIT R R IBBR SEEM I B T
N ESEHRR I E O AR 72 21T B o T2, 2~10 a5 L LR BR T, s OFER o
FEIE 3 TH Y . 95%ITHBR AT Ui, BEMIRMAEORER Tl MBEOFEO P RAEIT 14 5T
HY . 99%IFTFRER AT Uiz, sADORERTIX, MBEOFERO T RIEL 245 TH Y | 94%I1T5ER 2 #&
Tl

2~10 RIT I T B R Rk

Bk L7z 2~107%D 1,408 AD 5 5 Menactra fR#E D7 &> b (2~375% : n=52, 4~107% : n
=84) I L U¥ Menomune-A/C/Y/W-135 U 7 F L HBrEOY 7€ > b 2~375% : n=53, 4~10/% : n=
84) TR L 72 It X, 4 DOMIEROTXTTHE L T\ (F6) |
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1.6 HAEICEFTHERRRFICEIT Z2EH
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

#6: 2~ 3BBLV4A~10FRDOEBRE DY Ty MBI BT 7 F L 8FE% 28 H D Menactra 1 &
X Menomune-A/C/Y/W-135 U 7 F k4 B B BEHE RS D Hesk

2~3 % 4~10 %
Menactra Menomune - Menactra Menomune -
A/C/Y/W-135 U 7 A/C/Y/W-135 U 7
F ¥
N'=48-52 N’=50-53 N’=84 N"=84
& (95% CI)* (95% 95% 95%
il (0 ) (6 )} CDH¢
A %>1 73 (59,84) 64 (50,77) 8 (71,89) 55 (44,66)
-84 10 (8,13) 10 (7,12) 1 (14,26) 7 (6,9)
GM 1
T 9
C %=1 63 (48,76) 38 (25,53) 7 (68,87) 48 (37,59)
-84 27 (14,52) 11 (5,21) 9 (19,41) 12 (7,18)
GM 2
T 8
Y %>1 88 (75,95) 73 (59,84) 9 (94,100) 92 (84,97)
-84 51 (31,84) 18 (11,27) 9 (75,132) 46 (33,66)
GM 9
T 9
W-13 %=1 63 (47,76) 33 (20,47) 8 (75,92) 79 (68,87)
5 -84 15 (9,25) 5 (3,6) 5 (18,33) 20 (14,27)
GM 2
T 4

a  AkiMEe MEfR (SBA-H) #HW-IiERET vt A1,

b N=0HHBXU28 HHIZDL & H 1 DOHRZ2MIEFHORAR R O T gBE 0%,

¢ BAPEHPURE (GMT) @ 95% D CLiZ, EMOAAITPIEICE S CEHE L,

d 1:8LL kLo SBA-HHUAMMNZ R L 7= 9B OFIG1E, 10%IEH MR % 3 X OV IS 1 FEil
AR 0.025 & W TR L 7=,

U F R OFURMEA R S o7 (T05 0 BT 4 K0H) 2~3 sOEBRE OV
Ty bTIEX, Q8 HEIZ1: 8L EEERLE) HUABHA3IX Menactra & Menomune-A/C/Y/W-135
U 7 F o EFEE O TR T o 72, Menactra fiBRE 13, MG A 57% (n=12/21) . MiEH C 62%

(n=29/47) | IMIEE Y 84% (n=26/31) . IMIEMR! W-13553% (n=20/38) OHUKBGHLRE A K LT,
Menomune-A/C/Y/W-135 U 7 F L s OHUAGERRIT, MIEH A 55% (n=16/29) | MR C30%
(n=13/43) . MIHFR Y 57% (=17/30) . MLiFH W-13526% (n=11/43) Th o7z,

U7 F R OFUREA R SN o7 (TDH 0B BT 4 K0) 4~10 5K OHERE O
Ty TR, Q8 HEIZ1: 8L ELEER L) A3 Menactra & Menomune-A/C/Y/W-135
U U F o WEEEFEE O TR CTd - 7o, Menactra OFRE 1L, MIER A 69% (n=11/16) | MIE% C 81%

(n=50/62) . IMIEHL Y 98% (n=45/46) . IIEH W-13569% (n=27/39) OHUKRBGHRHE A K LT,
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SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

Menomune-A/C/Y/W-135 U 7 F U e EFEE O PRI RIT, MIEH A48% (n=10/21) . MiE% C38%
(n=19/50) . MG Y 84% (n=38/45) . IMiEH W-13568% (n=26/38) ThH o7,

11~18 RITE T DR R

11~18 7% D 881 A% G ki L 7= LsR g REBR D5 R TlE. Menactra 38 LY
Menomune-A/C/Y/W-135 7 27 F AT D 0 fE N8 1E 4 DOMIERHOFT X TTHE L TW5DH Z &R
Shic (&7,

U FUoBERBRIOGUAEA R SR o e (TR H 0 HBIC 1 8T #kBRE TIX. (28 H
H® SBA-BR fLi&fiAs 4 5L Lo EH-LEFRK L) FUREGHER3IT Menactra & Menomune-A/C/Y/W-135
U 7 F MRS O T4 Td o 7=, Menactra DHFERE 13, MIEHR A 100% (n=81/81) . IMiE% C
99% (n=153/155) | MG Y 98% (n=60/61) . IMIFEH W-13599% (n=161/164) DOHUKGERR %
BERK L72, Menomune-A/C/Y/W-135 7 27 F L EEEfEE OHUARGERRIL, MIEH A 100% (n=93/93) .
MER C99% (n=151/152) . MIEH Y 100% (n=47/47) . MiE% W-13599% (n=138/139) Th -
776

18~55 FRICH 1) D HBFE

18~55 5D 2,554 N4 RFGITFE i U 7z L BRRGBR O 5 R Tl Menactra 36 K OY
Menomune-A/C/Y/W-135 U 7 F KT 5 0 fE 581 4 DOMIEROFT X TTHE L TW5DH Z &R
e (F7D

#7: 11~18 B L 18~55 RDOERA BT DU 7 F L #38E% 28 H D Menactra B L
Menomune-A/C/Y/W-135 U 7 F 25T AR EHUER G * D Hk

11~18 5% 18~55 %
Menactra Menomune Menactra Menomune
-A/C/Y/W-135 -A/C/Y/W-135
9 Fv UIFr
N’=423 N’=423 N"=1280 N’=1098
ik 95% 95% 95% 95%
yER (o)) CI* (o)) CI*
A %=>4-fol 92. (89.8, 92. (89.5, 80. (78.2, 84. (82.3,
d rise 7 95.0) 4 94.8) 5 82.6) 6 86.7)
GMT 54 (4920, 32 (2910, 38 (3647, 41 (3832,
83 6111) 46 3620) 97 4164) 14 4417)
C %=>4-fol 91. (88.7, 88. (85.2, 88. (86.6, 89. (87.8,
d rise? 7 94.2) 7 91.5) 5 90.2) 7 91.4)
GMT 19 (1662, 16 (1406, 32 (2955, 34 (3148,
24 2228) 39 1911) 31 3533) 69 3823)
Y %=>4-fol 81. (77.8, 80. (76.0, 73. (71.0, 79. (76.9,
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d rise” 8 85.4) 1 83.8) 5 75.9) 4 81.8)
GMT 13 | (1162, 12 | (1088, 17 | (1597, 24 | (2237,
22 1505) 28 1386) 50 | 1918) 49 | 2680)
W Y%>a-fol | 96. | (945, 95. | (928, 89. | (876, 94. | (928,
-135 | d rise’ 7 98.2) 3 97.1) 4 91.0) 4 95.6)
GMT 14 | (1232, 15 | (1384, 12 | 1172, 18 | (1723,
07 | 1607) 45 1725) 71 1378) 71 2032)

a  HETHIMIE (SBA-BR) ZHW-MiE&HET v &A1,

b N=0HHBXU28 HHIZAAR EH 1 2OFRMIEFIRERBRENG LN 72y MK
B D¥,

¢ BAPEHPURE (GMT) @ 95%® CLiZ, EMHSAITPIEIZE SN TEE LT,

d  Menactra iZ. Menomune-A/C/Y/W-135 U 7 F 2% L CIHELMETH - 7=, FELTEIL. 10%IESH
PEIRIA A B L ORI 1 FEIEAE 0.025 % V. N meningitidis IR A, C, Y B L W-135 220
T SBA-BR HUAAMAY 4 524 BIZ E5- Lot OFIA I X - TRl L 7=,

U FUoBERRIOPUAMES R SR o T (TRDH0HBEIC L8Rl Tho72) HHEHTIE,
(28 H H ® SBA-BR #iL{&flid 4 f5LL o> F5H- L E 3% L72) HUABH53R1E Menactra &
Menomune-A/C/Y/W-135 U 7 F > #i#fdE O CTHEL L TV 7z, Menactra D X538 1XLLT OHUKR G
REER LZ, T7bb, MiFH A100% (h=156/156) . MiE%E C99% (n=343/345) . MiHE%E Y 91%
(n=253/279) . IMiER W-13597% (n=360/373) Td>7-, Menomune-A/C/Y/W-135 7 7 F L #i$%
FEE OHURIGEAR T, MIER A 99% (n=143/144) | IMIEH C98% (n=297/304) . MIEH Y 97% (n
=221/228) . MiEE W-13599% (n=325/328) Th -7z,

439tRAY 7 F o8

MMRV (F721% MMR+V) & %% PCV7

KE O SEFKA R EGABR ClE, 9 W HB LUV 12 7 Al /IR 1,179 AIZ Menactra ZH2fE L7=, 12 7
Az, 245 0/hE I Menactra & MMRV (N=616) ., MMR+V (N=48) F 721X PCV7 (N=250)
O G 2% 1T, b9 —2>ORED 12 4 Al d/~NIZ MMRV +PCVT D% 5% 51 7= (N=485) |

MG 7 F R0 5K 30 HIZICEEL L 72, Menactra & MMRV (721X MMR B8 X O'V)
DG ZZ T T/NEOME, B TIRE, BEE L OKEFAKIEIE, MMRV & PCVT O 525 1) 7-
INR DRSS D HURBOSIZHAEL L T,

Menactra & PCV7 Z iz G- L7256, 7T 20MERD 5> LD 35 (4, 6B, 18C) [T\ TIE, Jif
RERE 1gG DR EHIRE (GMC) AT 5720 OIELPEREAE (GMC Lt 2 LU O] 95%CL o -
BRAE) Z¥i7- S7eholz, MIEZFIHFARECH o oBRE O 71y F Tk, MiREREA 7Y =1k
BRRBRO GMT 7 — 413 1gG O GMC 7 — 4 & —E L T\ iz,

Td
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THEMR., BEAL, SRIEEGBR T, 11~17 mOX5RE 1,021 A2 Td & Menactra % f i #% 5
T 50 (N=509) . £721F Td D 1 7 A#IZ Menactra 285 L7= (N=512) , MiFIE& Y 7 F
MO 28 HIRICERH LTz, BIRREOMIER A, C. Y I KT W-135 129 %5 SBA-BR HLikffiAY 4
Ll Bz BR- U738 OEIA 1, Menactra & Td Z &G L7256 (86~96%) DIEH N Td D 1
1 A1 Menactra 2 #2FE L 72358 (65~91%) LV &Eo7-, FUlBHERL L OBy 77 U 7 HURNR
(X, WEREBREECHBL L T,

Typhim Vi

THEMR, EEAL, SIREGRER TIX, 18~55 DX R 945 AIZ Typhim Vi & Menactra % {3
542570 (N=469) . £721% Typhim Vi 7 7 F > D 1 5 A2 Menactra & #fE L 7= (N=476) , IfL
THEIXE Y 7 F B 5 28 HiLICEREL L 72, Menactra 33 X O Typhim Vi 7 7 F > D&k 5
PURKOSIE, WaBREE CHELL T\,

15 Z3EZEE

1 CDC. Guillain-Barré Syndrome Among Recipients of Menactra” Meningococcal Conjugate Vaccine -
United States, June 2005 - September 2006. MMWR 2006;55(41);1120-1124.

2 Harvard Medical School/Harvard Pilgrim Health Care Institute. Risk of Guillain-Barré Syndrome
Following Meningococcal Conjugate (MCV4) Vaccination. Final Study Report, Revised March 11, 2010.

3 Mueller JH, et al. A Protein-Free Medium for Primary Isolation of the Gonococcus and Meningococcus.
Proc Soc Exp Biol Med 1941;48:330-333.

4 Watson RG, et al. The specific hapten of group C (group Ila) meningococcus. 1. Preparation and
immunological behavior. J Immunol 1958;81:331-336.

5 Mueller JH, et al. Production of diphtheria toxin of high potency (100 Lf) on a reproducible medium. J
Immunol 1941;40:21-32.

6 Maikeld PH, et al. Evolution of conjugate vaccines. Expert Rev Vaccines 2002;1(3):399-410.

7 Goldschneider I, et al. Human immunity to the meningococcus. I. The Role of Humoral Antibodies. J
Exp Med 1969;129:1307-1326.

8 Maslanka SE, et al. Standardization and a Multilaboratory Comparison of Neisseria meningitidis

Serogroup A and C Serum Bactericidal Assays. Clin and Diag Lab Immunol 1997;156-167.
16 £t RE R L OBV HIE
16.1 2 5IE

AT 1R (5831 TV, a3E) . NDC 49281-589-05

16.2 & B X OBV
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2~8C (35~46°F) THRET D, W LRV Z &, WU/ DARNCERE L2 8ANIEH L i s 2
WV, ARHIR AR E 2O LnZ &,

17TBEH YD TIER

B, BlETIIRER I CREREAITHORNC [T 7 F o EHEmE]  (VIS) TS Z & 2% 1986
T DREVNEIID 7 Fo@BHER] (NCVIA) ICE-> THREST LN TND, b DERHE,
IR TEhEEE % — (CDC) O =7H% A b (www.cdec.gov/vaccines) 2>5HEEITATREETH 5,

LIFDZ LIZHOWTHEE, BELIIREEICHIT 5,

* Menactra |Z X 250 0E THIff SN X7 1 v h e U 27,

*Menactra & 72138l L7l oy & G iefthd U 7 5 L BFR & BRI BEE L T B8 E UG O i REME:,

cWTNOAERCS ERREMEE ICRET S 2 &,

c PWBLZJE U T ) 7 4 2SR — LA DR B,

Menactra [3H / 7 4 /XA — )V OBEREETH 5,
s

BT 4 RARY— A
Swiftwater PA 18370 USA
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to
use Menactra® (Meningococcal (Groups A, C, Y and W-135)
Polysaccharide Diphtheria Toxoid Conjugate Vaccine) safely
and effectively. See full prescribing information for Menactra
vaccine.

Menactra® (Meningococcal (Groups A, C, Y and W-135)
Polysaccharide Diphtheria Toxoid Conjugate Vaccine)
For Intramuscular Injection

Initial U.S. Approval: 2005
------------------ RECENT MAJOR CHANGES ------========--=

Indications and Usage (1) [4/2011]
Dosage and Administration (2) [4/2011]
Dosage Forms and Strengths (3) [12/2010]
Warnings and Precautions (5) [6/2011]

—-mmmmmmmmnee- — INDICATIONS AND USAGE ---------=-------

Menactra vaccine is indicated for active immunization to prevent
invasive meningococcal disease caused by N meningitidis
serogroups A, C, Y and W-135. Menactra is approved for use in
individuals 9 months through 55 years of age. Menactra vaccine
does not prevent N meningitidis serogroup B disease. (1)

mmmmmmmmmmmm— -- DOSAGE AND ADMINISTRATION -=-============
A 0.5 mL dose for intramuscular injection. (2)
e Children 9 through 23 months of age:
Two doses, three months apart.
* Individuals 2 through 55 years of age:
A single dose.

------------- DOSAGE FORMS AND STRENGTHS --------------
Liquid solution supplied in 0.5 mL single-dose vials (3)

CONTRAINDICATIONS —---—mmmmmmemmee -

« Severe allergic reaction (eg, anaphylaxis) after a previous dose of
a meningococcal capsular polysaccharide-, diphtheria toxoid- or
CRM197-containing vaccine, or to any component of Menactra
vaccine. (4)

Page 1 of 9

—————————————— -- WARNINGS AND PRECAUTIONS ----=====mmmuux

 Persons previously diagnosed with Guillain-Barré syndrome
(GBS) may be at increased risk of GBS following receipt of
Menactra vaccine. The decision to give Menactra vaccine should
take into account the potential benefits and risks. (5.1)

ADVERSE REACTIONS

e Common (210%) solicited adverse events in infants and
toddlers 9 and 12 months of age were injection site
tenderness, erythema, and swelling; irritability, abnormal
crying, drowsiness, appetite loss, vomiting, and fever. (6)

e Common (210%) solicited adverse events in individuals
2 through 55 years of age were injection site pain, redness,
induration, and swelling; anorexia and diarrhea. Other
common solicited adverse events were irritability and
drowsiness (2-10 years of age), headache, fatigue, malaise, and
arthralgia (11-55 years of age). (6)

To report SUSPECTED ADVERSE REACTIONS, contact Sanofi
Pasteur Inc. at 1-800-822-2463 (1-800-VACCINE) or VAERS at
1-800-822-7967 or http://vaers.hhs.gov.

DRUG INTERACTIONS -

* Pneumococcal antibody responses to some serotypes in
Prevnar (PCV7) were decreased following co-administration of
Menactra vaccine and PCV7. (7.1)

mmmmmmmmmm e == USE IN SPECIFIC POPULATIONS ---========-=~ -

« Safety and effectiveness of Menactra vaccine have not been
established in children younger than 9 months of age, pregnant
women, nursing mothers, and adults older than 55 years of
age. (8.1, 8.3, 8.4, 8.5)

* A Pregnancy Registry is available. Contact Sanofi Pasteur Inc.
at 1-800-822-2463. (8.1)

See 17 PATIENT_COUNSELING_INFORMATION.
Revised: November 2011
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FULL PRESCRIBING INFORMATION:
1 INDICATIONS AND USAGE
Menactra®, Meningococcal (Groups A, C, Y and W-135) Polysaccharide Diphtheria Toxoid Conjugate Vaccine, is indicated for active immunization to
prevent invasive meningococcal disease caused by N meningitidis serogroups A, C, Y and W-135. Menactra is approved for use in individuals 9 months
through 55 years of age. Menactra vaccine does not prevent N meningitidis serogroup B disease.

2 DOSAGE AND ADMINISTRATION

2.1 Preparation for Administration

Menactra vaccine is a clear to slightly turbid solution. Parenteral drug products should be inspected visually for particulate matter and discoloration prior to
administration, whenever solution and container permit. If any of these conditions exist, the vaccine should not be administered.

Withdraw the 0.5 mL dose of vaccine from the single-dose vial using a sterile needle and syringe.

2.2 Dose and Schedule

Menactra vaccine is administered as a 0.5 mL dose by intramuscular injection.

In children 9 through 23 months of age, Menactra is given as a 2-dose series three months apart.
Individuals 2 through 55 years of age receive a single dose.

Do not administer this product intravenously or subcutaneously.

2.3 Revaccination
The need for a booster dose of Menactra vaccine has not yet been determined.

3 DOSAGE FORMS AND STRENGTHS
Menactra vaccine is a liquid solution supplied in 0.5 mL single-dose vials. [See Description (11) for a complete listing of ingredients.]

4  CONTRAINDICATIONS
Severe allergic reaction (eg, anaphylaxis) after a previous dose of a meningococcal capsular polysaccharide-, diphtheria toxoid- or CRM197-containing
vaccine, or to any component of Menactra vaccine [see Description (11)].

5 WARNINGS AND PRECAUTIONS

5.1 Guillain-Barré Syndrome

Persons previously diagnosed with Guillain-Barré syndrome (GBS) may be at increased risk of GBS following receipt of Menactra vaccine. The decision to
give Menactra vaccine should take into account the potential benefits and risks.

GBS has been reported in temporal relationship following administration of Menactra vaccine."” The risk of GBS following Menactra vaccination was
evaluated in a post-marketing retrospective cohort study [Post-Marketing Experience (6.2)].

5.2 Preventing and Managing Allergic Vaccine Reactions

Prior to administration, the healthcare provider should review the immunization history for possible vaccine sensitivity and previous vaccination-related
adverse reactions to allow an assessment of benefits and risks. Epinephrine and other appropriate agents used for the control of immediate allergic reactions
must be immediately available should an acute anaphylactic reaction occur.

5.3 Altered Inmunocompetence
Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a diminished immune response to Menactra vaccine.

5.4 Limitations of Vaccine Effectiveness
Menactra vaccine may not protect all recipients.

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical trials of a vaccine cannot be directly
compared to rates in the clinical trials of another vaccine and may not reflect the rates observed in practice.

Children 9 Through 12 Months of Age

The safety of Menactra vaccine was evaluated in four clinical studies that enrolled 3721 participants who received Menactra vaccine at 9 and 12 months of
age. At 12 months of age these children also received one or more other recommended vaccines [Measles, Mumps, Rubella and Varicella Virus Vaccine Live
(MMRYV) or Measles, Mumps, and Rubella Virus Vaccine (MMR) and Varicella Virus Vaccine Live (V) each manufactured by Merck & Co., Inc., Pneumococcal
7-valent Conjugate Vaccine (Diphtheria CRM197 Protein) manufactured by Wyeth Pharmaceuticals Inc. (PCV7), Hepatitis A Vaccine manufactured by Merck & Co.,
Inc. (HepA). A control group of 997 children was enrolled at 12 months of age and received two or more childhood vaccines [MMRV (or MMR + V), PCV7, HepA|
at 12 months of age [see Concomitant Vaccine Administration (14.3)]. Three percent of individuals received MMR and V, instead of MMRY, at 12 months of age.

The primary safety study was a controlled trial that enrolled 1256 children who received Menactra vaccine at 9 and 12 months of age. At 12 months of
age these children received MMRV (or MMR + V), PCV7 and HepA. A control group of 522 children received MMRV, PCV7 and HepA. Of the 1778 children, 78%
of participants (Menactra vaccine, N=1056; control group, N=322) were enrolled at United States (US) sites and 22% at a Chilean site. (Menactra vaccine,
N=200; control group, N=200).

Individuals 2 Through 55 Years of Age

The safety of Menactra vaccine was evaluated in eight clinical studies that enrolled 10,057 participants aged 2-55 years who received Menactra vaccine and
5,266 participants who received Menomune® — A/C/Y/W-135, Meningococcal Polysaccharide Vaccine, Groups A, C, Y and W-135 Combined. There were no
substantive differences in demographic characteristics between the vaccine groups. Among Menactra vaccine recipients 2-55 years of age 24.0%, 16.2%, 40.4% and
19.4% were in the 2-10, 11-14, 15-25 and 26-55-year age groups, respectively. Among Menomune — A/C/Y/W-135 vaccine recipients 2-55 years of age 42.3%, 9.3%,
30.0% and 18.5% were in the 2-10, 11-14, 15-25 and 26-55-year age groups, respectively. The three primary safety studies were randomized, active-controlled trials
that enrolled participants 2-10 years of age (Menactra vaccine, N=1713; Menomune — A/C/Y/W-135 vaccine, N=1519), 11-18 years of age (Menactra vaccine,
N=2270; Menomune — A/C/Y/W-135 vaccine, N=972) and 18-55 years of age (Menactra vaccine, N=1384; Menomune — A/C/Y/W-135 vaccine, N=1170),
respectively. Of the 3232 children 2-10 years of age, 68% of participants (Menactra vaccine, N=1164; Menomune — A/C/Y/W-135 vaccine, N=1031) were enrolled at
US sites and 32% (Menactra vaccine, N=549; Menomune — A/C/Y/W-135 vaccine, N=488) of participants at a Chilean site. The median ages in the Chilean and US
subpopulations were 5 and 6 years, respectively. All adolescents and adults were enrolled at US sites. As the route of administration differed for the two vaccines
(Menactra vaccine given intramuscularly, Menomune — A/C/Y/W-135 vaccine given subcutaneously), study personnel collecting the safety data differed from
personnel administering the vaccine.

Safety Evaluation

Participants were monitored after each vaccination for 30 minutes for immediate reactions. Solicited injection site and systemic reactions were recorded
in a diary card for 7 consecutive days after each vaccination. Participants were monitored for 28 days (30 days for infants and toddlers) for unsolicited
adverse events and for 6 months post-vaccination for visits to an emergency room, unexpected visits to an office physician, and serious adverse events.
Unsolicited adverse event information was obtained either by telephone interview or at an interim clinic visit. Information regarding adverse events that
occurred in the 6-month post-vaccination time period was obtained via a scripted telephone interview.



Page 3 of 9

Serious Adverse Events in All Safety Studies

Serious adverse events (SAEs) were reported during a 6-month time period following vaccinations in individuals 9 months through 55 years of age. In
children who received Menactra vaccine at 9 months and at 12 months of age, SAEs occurred at a rate of 2.0% - 2.5%. In participants who received one or
more childhood vaccine(s) (without co-administration of Menactra vaccine) at 12 months of age, SAEs occurred at a rate of 1.6% - 3.6%, depending on the
number and type of vaccines received. In children 2-10 years of age, SAEs occurred at a rate of 0.6% following Menactra vaccine and at a rate of 0.7%
following Menomune — A/C/Y/W-135 vaccine. In adolescents 11 through 18 years of age and adults 18 years through 55 years of age, SAEs occurred at a rate
of 1.0% following Menactra vaccine and at a rate of 1.3% following Menomune — A/C/Y/W-135 vaccine.

Solicited Adverse Events in the Primary Safety Studies
The most frequently reported solicited injection site and systemic adverse reactions within 7 days following vaccination in children 9 months and
12 months of age (Table 1) were injection site tenderness and irritability.

The most frequently reported solicited injection site and systemic adverse reactions in US children aged 2 years through 10 years of age (Table 2) were
injection site pain and irritability. Diarrhea, drowsiness, and anorexia were also common.

The most commonly reported solicited injection site and systemic adverse reactions in adolescents, ages 11-18 years (Table 3), and adults, ages 18-55
years (Table 4), were injection site pain, headache and fatigue. Except for redness in adults, injection site reactions were more frequently reported after
Menactra vaccination than after Menomune — A/C/Y/W-135 vaccination.

Table 1: Percentage of US Participants Reporting Solicited Adverse Reactions Within 7 Days Following Vaccine Administration at 9 Months and 12 Months
of Age

Menactra vaccine Menactra + PCV7?+ MMRVP +
at 9 months of age PCV7%+ MMRVb + HepA® vaccines
HepA* vaccines at 12 months of age
at 12 months of age
Nd=998 - 1002 Nd=898 - 908 Nd=302 - 307
Reaction Any Grade Grade Any Grade Grade Any Grade Grade
2 3 2 3 2 3
Local/Injection
Site
Tenderness®
Menactra Site 374 4.3 0.6 48.5 7.5 13 - -
PCV7 Site - - - 45.6 9.4 1.6 45.7 8.3 0.3
MMRYV Site - - - 389 71 1.0 43.0 5.2 0.0
HepA Site - - - 434 8.7 1.4 409 4.6 0.3
IErythemaf
Menactra Site 30.2 25 0.3 30.1 13 0.1 - -
PCV7 Site - - - 294 2.6 0.2 32.6 3.0 0.7
MMRYV Site - - - 225 0.9 0.3 33.2 5.9 0.0
HepaA Site - - - 25.1 1.1 0.0 26.6 0.7 0.0
SweIIingf
Menactra Site 16.8 0.9 0.2 16.2 0.9 0.1 - - -
PCV7 Site - - - 19.5 13 0.4 16.6 13 0.7
MMRYV Site - - - 121 0.4 0.1 141 0.3 0.0
HepA Site - - - 16.4 0.7 0.2 13.5 0.0 0.3
Systemic
Irritabilityg 56.8 231 29 62.1 25.7 37 64.8 28.7 4.2
Abnormal cryingh 333 83 2.0 40.0 11.5 24 394 10.1 0.7
Drowsiness' 30.2 35 0.7 39.8 53 1.1 391 5.2 0.7
Appetite loss! 30.2 7.1 1.2 35.7 7.6 2.6 31.9 6.5 0.7
Vomitingk 14.1 4.6 0.3 11.0 4.4 0.2 9.8 2.0 0.0
Fever' 12.2 4.5 1.1 24.5 11.9 22 21.8 73 2.6

o

PCV7 (Prevnar®) = Pneumococcal 7-valent Conjugate Vaccine

MMRV (ProQuad®) = Measles, Mumps, Rubella and Varicella Virus Vaccine Live

HepA (VAQTA®) = Hepatitis A Vaccine, Inactivated

N = The number of subjects with available data.

Grade 2: cries and protests when injection site is touched, Grade 3: cries when injected limb is moved, or the movement of the injected limb is reduced.
Grade 2: 21.0 inches to <2.0 inches, Grade 3: 22.0 inches.

Grade 2: requires increased attention, Grade 3: inconsolable.

Grade 2: 1 to 3 hours, Grade 3: >3 hours.

Grade 2: not interested in surroundings or did not wake up for a feed/meal, Grade 3: sleeping most of the time or difficult to wake up.
Grade 2: missed 1 or 2 feeds/meals completely, Grade 3: refuses =23 feeds/meals or refuses most feeds/meals.

Grade 2: 2 to 5 episodes per 24 hours, Grade 3: 26 episodes per 24 hours or requiring parenteral hydration.

Grade 2: >38.5°C to £39.5°C, Grade 3: >39.5°C.

~ — - = ®m = a8 a n o
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Table 2: Percentage of US Participants 2 Years Through 10 Years of Age Reporting Solicited Adverse Reactions Within 7 Days Following Vaccine

Administration

Menactra vaccine

Menomune — A/C/Y/W-135

vaccine
N*=1156 - 1157 N=1027
Reaction Any Grade 2 Grade 3 Any Grade 2 Grade 3
Local/Injection
Site
Pain” 45.0 4.9 0.3 26.1 2.5 0.0
Redness® 218 46 3.9 7.9 0.5 0.0
Induration® 18.9 34 1.4 4.2 0.6 0.0
Swelling® 17.4 39 19 238 0.3 0.0
Systemic
Irritabilityd 12.4 3.0 0.3 12.2 2.6 0.6
Diarrhea® 1.1 2.1 0.2 11.8 25 0.3
Drowsiness' 10.8 27 0.3 11.2 25 0.5
Anorexia® 8.2 1.7 0.4 8.7 13 0.8
Arthralgialh 6.8 0.5 0.2 5.3 0.7 0.0
Feveri 5.2 17 03 5.2 17 0.2
Rash 34 - - 3.0 - -
Vomitingk 3.0 0.7 0.3 2.7 0.7 0.6
Seizure| 0.0 - . 0.0 - -

> m = o & A o

N = The total number of subjects reporting at least one solicited reaction. The median age of participants was 6 years in both vaccine groups.
Grade 2: interferes with normal activities, Grade 3: disabling, unwilling to move arm.
Grade 2: 1.0-2.0 inches, Grade 3: >2.0 inches.
Grade 2: 1-3 hours duration, Grade 3: >3 hours duration.
Grade 2: 3-4 episodes, Grade 3: 25 episodes.
Grade 2: interferes with normal activities, Grade 3: disabling, unwilling to engage in play or interact with others.
Grade 2: skipped 2 meals, Grade 3: skipped =3 meals.
Grade 2: decreased range of motion due to pain or discomfort, Grade 3: unable to move major joints due to pain.
Oral equivalent temperature; Grade 2: 38.4°C to 39.4°C, Grade 3: 239.5°C.

" These solicited adverse events were reported as present or absent only.

Grade 2: 2 episodes, Grade 3: 23 episodes.
Note: During the study Grade 1, Grade 2, and Grade 3 were collected as Mild, Moderate, and Severe respectively.

Table 3: Percentage of Participants 11 Years Through 18 Years of Age Reporting Solicited Adverse Reactions Within 7 Days Following Vaccine

Administration
Menactra vaccine Menomune — A/C/Y/W-135
vaccine
N?=2264 - 2265 N?=970
Reaction Any Grade 2 Grade 3 Any Grade 2 Grade 3
Local/Injection
Site
Painb 59.2¢ 12.8° 0.3 28.7 2.6 0.0
Induration? 15.7¢ 2.5 0.3 5.2 0.5 0.0
Redness 10.9 1.6 0.6 5.7 0.4 0.0
SweIIingd 10.8¢ 1.9¢ 0.5 3.6 0.3 0.0
Systemic
Headache® 35.6° 9.6 1.1 29.3 6.5 0.4
Fatigue® 30.0¢ 7.5 1.1¢ 25.1 6.2 0.2
Malaise® 21.9¢ 5.8 1.1 16.8 34 0.4
Arthralgia® 17.4¢ 3.6 0.4 10.2 2.1 0.1
Diarrheaf 12.0 16 03 10.2 13 0.0
Anorexia® 10.7¢ 2.0 0.3 7.7 1.1 0.2
Chills® 7.0 1.7¢ 0.2 35 0.4 0.1
Fever” 5.1¢ 0.6 0.0 3.0 0.3 0.1
Vomitingi 19 0.4 0.3 1.4 0.5 0.3
Rash] 1.6 - - 14 - -
Seizurel 0.0 . - 0.0 - -
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* N = The number of subjects with available data.
® Grade 2: interferes with or limits usual arm movement, Grade 3: disabling, unable to move arm.
¢ Denotes p <0.05 level of significance. The p-values were calculated for each category and severity using Chi Square test.
¢ Grade 2: 1.0-2.0 inches, Grade 3: >2.0 inches.
¢ Grade 2: interferes with normal activities, Grade 3: requiring bed rest.
Grade 2: 3-4 episodes, Grade 3: 25 episodes.
¢ Grade 2: skipped 2 meals, Grade 3: skipped =3 meals.
" Oral equivalent temperature; Grade 2: 38.5°C to 39.4°C, Grade 3: 239.5°C.
Grade 2: 2 episodes, Grade 3: 23 episodes.
I These solicited adverse events were reported as present or absent only.
Note: During the study Grade 1, Grade 2, and Grade 3 were collected as Mild, Moderate, and Severe respectively.

Table 4: Percentage of Participants 18 Years Through 55 Years of Age Reporting Solicited Adverse Reactions Within 7 Days Following Vaccine

Administration

Menactra vaccine Menomune — A/C/Y/W-135
vaccine
N?=1371 N?=1159
Reaction Any Grade 2 Grade 3 Any Grade 2 Grade 3
Local/Injection
Site
Pain” 53.9 11.3¢ 02 48.1 33 0.1
Induration? 17.1¢ 3.4¢ 0.7¢ 11.0 1.0 0.0
Redness? 14.4 29 1.1¢ 16.0 19 0.1
Swellingd 12.6 2.3¢ 0.9¢ 7.6 0.7 0.0
Systemic
Headache® 414 101 12 418 8.9 09
Fatigue® 347 83 0.9 323 6.6 0.4
Malaise® 23.6 6.6 11 223 4.7 0.9
Arthralgia® 19.8° 4.7°¢ 0.3 16.0 2.6 0.1
Diarrhea 16.0 2.6 0.4 14.0 29 0.3
Anorexia® 11.8 23 0.4 9.9 1.6 0.4
Chills® 9.7¢ 2.1¢ 0.6 5.6 1.0 0.0
Vomiting" 23 04 02 15 02 04
Fever! 1.5 0.3 0.0 0.5 0.1 0.0
Rash! 14 - - 0.8 - -
Seizure! 0.0 - - 0.0 - -

* N = The number of subjects with available data.

Grade 2: interferes with or limits usual arm movement, Grade 3: disabling, unable to move arm.

¢ Denotes p <0.05 level of significance. The p-values were calculated for each category and severity using Chi Square test.
¢ Grade 2: 1.0-2.0 inches, Grade 3: >2.0 inches.

¢ Grade 2: interferes with normal activities, Grade 3: requiring bed rest.

Grade 2: 3-4 episodes, Grade 3: 25 episodes.

¢ Grade 2: skipped 2 meals, Grade 3: skipped =3 meals.

Grade 2: 2 episodes, Grade 3: 23 episodes.

" Oral equivalent temperature; Grade 2: 39.0°C to 39.9°C, Grade 3: 240.0°C.

I These solicited adverse events were reported as present or absent only.

Note: During the study Grade 1, Grade 2, and Grade 3 were collected as Mild, Moderate, and Severe respectively.

Adverse Events in Concomitant Vaccine Studies

Solicited Injection site and Systemic Reactions when Given with Routine Pediatric Vaccines

For a description of the study design and number of participants [see Clinical Studies, Concomitant Vaccine Administration (14.3)]. In the primary safety study,
1378 US children were enrolled to receive Menactra vaccine alone at 9 months of age and Menactra vaccine plus one or more other routinely administered
vaccines (MMRV, PCV7 and HepA) at 12 months of age (N=961). Another group of children received two or more routinely administered vaccines (MMRV, PCV7
and HepA vaccines) (control group, n=321) at 12 months of age. The frequency of occurrence of solicited adverse events is presented in Table 1. Participants who
received Menactra vaccine and the concomitant vaccines at 12 months of age described above reported similar frequencies of tenderness, redness and swelling
at the Menactra vaccine injection site and at the concomitant vaccine injection sites. Tenderness was the most frequent injection site reaction (48%, 39%, 46%
and 43% at the Menactra vaccine, MMRV, PCV7 and HepA vaccine sites, respectively). Irritability was the most frequent systemic reaction, reported in 62% of
recipients of Menactra vaccine plus concomitant vaccines, and 65% of control group. [See Concomitant Vaccine Administration (14.3)].

Solicited Injection site and Systemic Reactions when Given with Tetanus and Diphtheria Toxoid Adsorbed Vaccine

In a clinical study, rates of local and systemic reactions after Menactra vaccine and Tetanus and Diphtheria Toxoid Adsorbed (Td) vaccine manufactured
by Sanofi Pasteur Inc. were compared [see Drug Interactions (7), and Concomitant Vaccine Administration (14.3) for study description]. Injection site pain was
reported more frequently after Td vaccination than after Menactra vaccination (71% versus 53%). The overall rate of systemic adverse events was higher when
Menactra and Td vaccines were given concomitantly than when Menactra vaccine was administered 28 days after Td (59% versus 36%). In both groups, the
most common reactions were headache (Menactra vaccine + Td, 36%; Td + Placebo, 34%; Menactra vaccine alone, 22%) and fatigue (Menactra vaccine + Td,
32%; Td + Placebo, 29%; Menactra vaccine alone, 17%). Fever 240.0°C occurred at <0.5% in all groups.
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Solicited Injection site and Systemic Reactions when Given with Typhoid Vi Polysaccharide Vaccine

In a clinical study, rates of local and systemic reactions after Menactra vaccine and Typhoid Vi Polysaccharide Vaccine, produced by Sanofi Pasteur SA
were compared [see Drug Interactions (7), Concomitant Vaccine Administration (14.3)] for a description of the concomitantly administered vaccine, study design
and number of participants. More participants experienced pain after Typhoid vaccination than after Menactra vaccination (Typhoid + Placebo, 76% versus
Menactra vaccine + Typhoid, 47%). The majority (70%-77%) of injection site solicited reactions for both groups at either injection site were reported as Grade 1
and resolved within 3 days post-vaccination. In both groups, the most common systemic reaction was headache (Menactra vaccine + Typhoid, 41%; Typhoid +
Placebo, 42%; Menactra vaccine alone, 33%) and fatigue (Menactra vaccine + Typhoid, 38%; Typhoid + Placebo, 35%; Menactra vaccine alone, 27%). Fever
240.0°C and seizures were not reported in either group.

6.2 Post-Marketing Experience

In addition to reports in clinical trials, worldwide voluntary adverse events reports received since market introduction of Menactra vaccine are listed
below. This list includes serious events and/or events which were included based on severity, frequency of reporting or a plausible causal connection to
Menactra vaccine. Because these events were reported voluntarily from a population of uncertain size, it is not possible to reliably estimate their frequency
or establish a causal relationship to vaccination.
*  Immune System Disorders

Hypersensitivity reactions such as anaphylaxis/anaphylactic reaction, wheezing, difficulty breathing, upper airway swelling, urticaria, erythema, pruritus,

hypotension

*  Nervous System Disorders
Guillain-Barré syndrome, paraesthesia, vasovagal syncope, dizziness, convulsion, facial palsy, acute disseminated encephalomyelitis, transverse myelitis

*  Musculoskeletal and Connective Tissue Disorders
Myalgia

Post-marketing Safety Study

The risk of GBS following receipt of Menactra vaccine was evaluated in a US retrospective cohort study using healthcare claims data from 9,578,688
individuals 11 through 18 years of age, of whom 1,431,906 (15%) received Menactra vaccine. Of 72 medical chart-confirmed GBS cases, none had received
Menactra vaccine within 42 days prior to symptom onset. An additional 129 potential cases of GBS could not be confirmed or excluded due to absent or
insufficient medical chart information. In an analysis that took into account the missing data, estimates of the attributable risk of GBS ranged from 0 to 5
additional cases of GBS per 1,000,000 vaccinees within the 6 week period following vaccination.

7 DRUG INTERACTIONS

7.1 Concomitant Administration with Other Vaccines

Menactra vaccine was concomitantly administered with Typhim Vi® [Typhoid Vi Polysaccharide Vaccine] (Typhoid) and Tetanus and Diphtheria Toxoids
Adsorbed, For Adult Use (Td), in individuals 18 through 55 and 11 through 17 years of age, respectively. In children younger than 2 years of age, Menactra was
co-administered with one or more of the following vaccines: PCV7, MMR, V, MMRV, or HepA vaccine [see Clinical Studies (14) and Adverse Reactions (6)].

Data are not available to assess the safety and immunogenicity of Menactra and DTaP containing vaccines when administered concomitantly at
15 months of age.

Pneumococcal antibody responses to some serotypes in PCV7 were decreased following co-administration of Menactra vaccine and PCV7 [see
Concomitant Vaccine Administration (14.3)].

Do not mix Menactra vaccine with other vaccines in the same syringe. When Menactra vaccine is administered concomitantly with other injectable vaccines,
the vaccines should be administered with different syringes and given at separate injection sites.

7.2 Immunosuppressive Therapies
Immunosuppressive therapies, including irradiation, antimetabolites, alkylating agents, cytotoxic drugs, and corticosteroids (used in greater than
physiologic doses) may reduce the immune response to vaccines.

8  USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Pregnancy Category C

Animal reproduction studies have not been conducted with Menactra vaccine. It is also not known whether Menactra vaccine can cause fetal harm when
administered to a pregnant woman or can affect reproduction capacity. There are no adequate and well controlled studies in pregnant women. Menactra vaccine
should only be given to a pregnant woman if clearly needed. Assessment of the effects on animal reproduction has not been fully conducted with Menactra
vaccine as effects on male fertility in animals has not been evaluated. The effect of Menactra vaccine on embryo-fetal and pre-weaning development was
evaluated in one developmental toxicity study in mice. Animals were administered Menactra vaccine on Day 14 prior to gestation and during the period of
organogenesis (gestation Day 6). The total dose given per time point was 0.1 mL/mouse via intramuscular injection (900 times the human dose, adjusted by body
weight). There were no adverse effects on pregnancy, parturition, lactation or pre-weaning development noted in this study. Skeletal examinations revealed one
fetus (1 of 234 examined) in the vaccine group with a cleft palate. None were observed in the concurrent control group (0 of 174 examined). There are no data that
suggest that this isolated finding is vaccine related, and there were no vaccine related fetal malformations or other evidence of teratogenesis observed in this study.

Healthcare providers are encouraged to register women who receive Menactra vaccine during pregnancy in Sanofi Pasteur Inc.'s vaccination pregnancy
registry by calling 1-800-822-2463.

8.3 Nursing Mothers
It is not known whether Menactra vaccine is excreted in human milk. Because many drugs are excreted in human milk, caution should be exercised
when Menactra vaccine is administered to a nursing woman.

8.4 Pediatric Use
Menactra vaccine is not approved for use in infants under 9 months of age. Available data show that infants administered three doses of Menactra vaccine (at 2, 4,
and 6 months of age) had diminished responses to each meningococcal vaccine serogroup compared to older children given two doses at 9 and 12 months of age.

8.5 Geriatric Use
Safety and effectiveness of Menactra vaccine in adults older than 55 years of age have not been established.

11 DESCRIPTION

Menactra®, Meningococcal (Groups A, C, Y and W-135) Polysaccharide Diphtheria Toxoid Conjugate Vaccine, is a sterile, intramuscularly administered vaccine
that contains Neisseria meningitidis serogroup A, C, Y and W-135 capsular polysaccharide antigens individually conjugated to diphtheria toxoid protein.
N meningitidis A, C, Y and W-135 strains are cultured on Mueller Hinton agar® and grown in Watson Scherp* media. The polysaccharides are extracted from the
N meningitidis cells and purified by centrifugation, detergent precipitation, alcohol precipitation, solvent extraction and diafiltration. To prepare the
polysaccharides for conjugation, they are depolymerized, derivatized, and purified by diafiltration. Corynebacterium diphtheriae cultures are grown in a modified
Mueller and Miller medium® and detoxified with formaldehyde. The diphtheria toxoid protein is purified by ammonium sulfate fractionation and diafiltration.
The derivatized polysaccharides are covalently linked to diphtheria toxoid and purified by serial diafiltration. The four meningococcal components, present as
individual serogroup-specific glycoconjugates, compose the final formulated vaccine. No preservative or adjuvant is added during manufacture. Each 0.5 mL
dose may contain residual amounts of formaldehyde of less than 2.66 mcg (0.000532%), by calculation. Potency of Menactra vaccine is determined by
quantifying the amount of each polysaccharide antigen that is conjugated to diphtheria toxoid protein and the amount of unconjugated polysaccharide present.
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Menactra vaccine is manufactured as a sterile, clear to slightly turbid liquid. Each 0.5 mL dose of vaccine is formulated in sodium phosphate buffered
isotonic sodium chloride solution to contain 4 mcg each of meningococcal A, C, Y and W-135 polysaccharides conjugated to approximately 48 mcg of
diphtheria toxoid protein carrier.

There is no latex in any component of the vial.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

The presence of bactericidal anti-capsular meningococcal antibodies has been associated with protection from invasive meningococcal disease.
Menactra vaccine induces the production of bactericidal antibodies specific to the capsular polysaccharides of serogroups A, C, Y and W-135.

13 NON-CLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
Menactra vaccine has not been evaluated for carcinogenic or mutagenic potential, or for impairment of fertility.

14 CLINICAL STUDIES
14.1 Efficacy
The Serum Bactericidal Assay (SBA) used to test sera contained an exogenous complement source that was either human (SBA-H) or baby rabbit (SBA-BR).?

6,7

The response to vaccination following two doses of vaccine administered to children 9 and 12 months of age and following one dose of vaccine
administered to children 2 through 10 years of age was evaluated by the proportion of subjects having an SBA-H antibody titer of 1:8 or greater, for each
serogroup. In individuals 11 through 55 years of age, the response to vaccination with a single dose of vaccine was evaluated by the proportion of subjects with
a 4-fold or greater increase in bactericidal antibody to each serogroup as measured by SBA-BR. For individuals 2 through 55 years of age, vaccine efficacy was
inferred from the demonstration of immunologic equivalence to a US-licensed meningococcal polysaccharide vaccine, Menomune — A/C/Y/W-135 vaccine as
assessed by Serum Bactericidal Assay (SBA).

14.2 Immunogenicity

Children 9 through 12 Months of Age

In a randomized, US, multi-center trial, children received Menactra vaccine at 9 months and 12 months of age. The first Menactra dose was administered
alone, followed by a second Menactra vaccine dose given alone (N=404), or with MMRV vaccine (N=302), or with PCV7 (N=422). For all participants, sera were
obtained approximately 30 days after last vaccination. There were no substantive differences in demographic characteristics between the vaccine groups. The
median age range for administration of the first dose of Menactra was 278-279 days of age.

Table 5: Bactericidal Antibody Responses? 30 Days Following a Second Dose of Menactra Vaccine Administered Alone or Concomitantly Administered
with MMRV or PCV7 Vaccines at 12 Months of Age

Vaccinations administered at 12 months of age following
a dose of Menactra at 9 months of age
Menactra vaccine Menactra + MMRV Menactra + PCV7
vaccines vaccines
(N=272-277)P (N=177-180)° (N=264-267)"
Sero-
group (95% CI)° (95% C1)° (95% CI)°
A % 1:8¢ 95.6 (92.4;97.7) 92.7 (87.8; 96.0) 90.5 (86.3;93.8)
GMT 54.9 (46.8; 64.5) 52.0 (41.8; 64.7) 41.0 (34.6; 48.5)
C 9% >1:8¢ 100.0 (98.7; 100.0) 98.9 (96.0; 99.9) 97.8 (95.2;99.2)
GMT 141.8 (123.5; 162.9) 161.9 (136.3; 192.3) 109.5 (94.1;127.5)
Y % 21:8¢ 9%.4 (93.4;98.2) 9.6 (92.8;98.8) 95.1 (91.8;97.4)
GMT 524 (45.4; 60.6) 60.2 (50.4; 71.7) 399 (34.4; 46.2)
W-135 % 21:8¢ 86.4 (81.8;90.3) 88.2 (82.5; 92.5) 81.2 (76.0; 85.7)
GMT 243 (20.8; 28.3) 279 (22.7;34.3) 179 (15.2; 21.0)

* Serum Bactericidal Assay with an exogenous human complement (SBA-H) source.

® N=Number of participants with at least one valid serology result from a blood sample obtained between Days 30 to 44 post vaccination.
¢ 95% Cls for the proportions are calculated based on the Clopper-Pearson Exact method and normal approximation for that of the GMTs.
¢ The proportion of participants achieving at least an SBA-H titer of 1:8 thirty days after the second dose of Menactra.

Administration of Menactra to children at 12 months and 15 months of age was evaluated in a US study. Prior to the first dose, 33.3% [n=16/48] of
participants had an hSBA titer 21:8 to Serogroup A, and 0-2% [n=0-1 of 50-51] to Serogroups C, Y and W-135. After the second dose, percentages of
participants with an hSBA titer 1:8 were: 85.2%, Serogroup A [n=46/54]; 100.0%, Serogroup C [n=54/54]; 96.3%, Serogroup Y [n=52/54]; 96.2%, Serogroup
W-135 [n=50/52].

Individuals 2 through 55 Years of Age

Immunogenicity was evaluated in three comparative, randomized, US, multi-center, active controlled clinical trials that enrolled children (2 through 10
years of age), adolescents (11 through 18 years of age), and adults (18 through 55 years of age). Participants received a single dose of Menactra vaccine (N=2526)
or Menomune — A/C/Y/W-135 vaccine (N=2317). For all age groups studied, sera were obtained before and approximately 28 days after vaccination. [Blinding
procedures for safety assessments are described in Adverse Reactions (6).]

In each of the trials, there were no substantive differences in demographic characteristics between the vaccine groups, between immunogenicity subsets or
the overall study population. In the study of children 2 through 10 years of age, the median age of participants was 3 years; 95% completed the study. In the
adolescent trial, the median age for both groups was 14 years; 99% completed the study. In the adult trial, the median age for both groups was 24 years; 94%
completed the study.

Immunogenicity in Children 2 through 10 Years of Age

Of 1408 enrolled children 2 through 10 years of age, immune responses evaluated in a subset of Menactra vaccine participants (2 through 3 years of age,
n=52; 4-10 years of age, n=84) and Menomune — A/C/Y/W-135 vaccine participants (2 through 3 years of age, n=53; 4-10 years of age, n=84) were comparable
for all four serogroups (Table 6).
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Table 6: Comparison of Bactericidal Antibody Responses? to Menactra Vaccine and Menomune —A/C/Y/W-135 Vaccine 28 Days after Vaccination for a
Subset of Participants 2 through 3 Years of Age and 4 through 10 Years of Age

Ages 2 through 3 Years Ages 4 through 10 Years
Menactra Menomune — Menactra Menomune —
vaccine A/C/Y/W-135 vaccine A/C/Y/W-135
vaccine vaccine
NP=48-52 NP=50.53 NP=84 NP =84
Sero-
group (95% CI)° (95% CI)° (95% CI)° (95% CI)
A 9% >1:8¢ 73 (59,84) 64 (50,77) 81 (71,89) 55 (44,66)
GMT 10 813) 10 (7,12) 19 (14,26) 7 6,9)
C % >1:8¢ 63 (48,76) 38 (25,53) 79 (68,87) 48 (37,59)
GMT 27 (14,52) 1 (5,21) 28 (19,41) 12 (7,18)
Y 9% >1:8¢ 88 (75,95) 73 (59,84) 99 (94,100) 92 (84,97)
GMT 51 (31,84) 18 11,27) 99 (75,132) 46 (33,66)
W-135 % 21:g¢ 63 (47,76) 33 (20,47) 85 (75,92) 79 (68,87)
GMT 15 (9,25) 5 (3,6) 24 (18,33) 20 (14,27)
Serum Bactericidal Assay with an exogenous human complement (SBA-H) source.

N=Number of subset participants with at least one valid serology result at Day 0 and Day 28.

The 95% Cl for the Geometric Mean Titer (GMT) was calculated based on an approximation to the normal distribution.

The proportion of participants achieving at least an SBA-H titer of 1:8 was assessed using a 10% non-inferiority margin and a one-sided Type 1 error rate of
0.025.

In the subset of participants 2 through 3 years of age with undetectable pre-vaccination titers (ie, <1:4 at Day 0), seroconversion rates (defined as >1:8 at Day
28) were similar between the Menactra vaccine and Menomune — A/C/Y/W-135 vaccine recipients. Menactra vaccine participants achieved seroconversion rates of:
57%, Serogroup A (n=12/21); 62%, Serogroup C (n=29/47); 84%, Serogroup Y (n=26/31); 53%, Serogroup W-135 (n=20/38). The seroconversion rates for Menomune —
A/C/Y/W-135 vaccine recipients were: 55%, Serogroup A (n=16/29); 30%, Serogroup C (n=13/43); 57%, Serogroup Y (n=17/30); 26%, Serogroup W-135 (n=11/43).

In the subset of participants 4 through 10 years of age with undetectable pre-vaccination titers (ie, <1:4 at Day 0), seroconversion rates (defined as >1:8
at Day 28) were similar between the Menactra vaccine and Menomune — A/C/Y/W-135 vaccine recipients. Menactra vaccine participants achieved
seroconversion rates of: 69%, Serogroup A (n=11/16); 81%, Serogroup C (n=50/62); 98%, Serogroup Y (n=45/46); 69%, Serogroup W-135 (n=27/39). The
seroconversion rates for Menomune — A/C/Y/W-135 vaccine recipients were: 48%, Serogroup A (n=10/21); 38%, Serogroup C (n=19/50); 84%, Serogroup Y
(n=38/45); 68%, Serogroup W-135 (n=26/38).

Immunogenicity in Adolescents 11 through 18 Years of Age

Results from the comparative clinical trial conducted in 881 adolescents aged 11 through 18 years showed that the immune responses to Menactra vaccine
and Menomune — A/C/Y/W-135 vaccine were similar for all four serogroups (Table 7).

In participants with undetectable pre-vaccination titers (ie, less than 1:8 at Day 0), seroconversion rates (defined as a >4-fold rise in Day 28 SBA-BR titers)
were similar between the Menactra vaccine and Menomune — A/C/Y/W-135 vaccine recipients. Menactra vaccine participants achieved seroconversion rates
of: 100%, Serogroup A (n=81/81); 99%, Serogroup C (n=153/155); 98%, Serogroup Y (n=60/61); 99%, Serogroup W-135 (n=161/164). The seroconversion rates
for Menomune — A/C/Y/W-135 vaccine recipients were: 100%, Serogroup A (n=93/93); 99%, Serogroup C (n=151/152); 100%, Serogroup Y (n=47/47); 99%,
Serogroup W-135 (n=138/139).

Immunogenicity in Adults 18 through 55 Years of Age

Results from the comparative clinical trial conducted in 2554 adults aged 18 through 55 years showed that the immune responses to Menactra vaccine and
Menomune — A/C/Y/W-135 vaccine were similar for all four serogroups (Table 7).

Table 7: Comparison of Bactericidal Antibody Responses? to Menactra Vaccine and Menomune — A/C/Y/W-135 Vaccine 28 Days after Vaccination for
Participants 11 through 18 Years of Age and 18 through 55 Years of Age

a A o =

Ages 11 through 18 Years Ages 18 through 55 Years
Menactra Menomune — Menactra Menomune —
vaccine A/C/Y/W-135 vaccine A/C/Y/W-135
vaccine vaccine
Nb=423 Nb=423 Nb=1280 Nb=1098
Sero-
group (95% Q1) (95% Q1) (95% Q1) (95% Q1)

A % 24-fold rised 9.7 (89.8, 95.0) 924 (89.5,94.9) 80.5 (78.2,82.6) 84.6 (82.3,86.7)
GMT 5483 (4920, 6111) 3246 (2910, 3620) 3897 (3647, 4164) 4114 (3832, 4417)
C % 24-fold rised 91.7 (88.7,94.2) 88.7 (85.2,91.5) 88.5 (86.6,90.2) 89.7 (87.8,91.4)
GMT 1924 (1662, 2228) 1639 (1406, 1911) 3231 (2955, 3533) 3469 (3148, 3823)
Y % 24-fold rised 81.8 (77.8,85.4) 80.1 (76.0,83.8) 735 (71.0,75.9) 79.4 (76.9,81.8)
GMT 1322 (1162, 1505) 1228 (1088, 1386) 1750 (1597, 1918) 2449 (2237, 2680)
W-135 % 24-fold rised 96.7 (94.5,98.2) 953 (92.8,97.1) 89.4 (87.6,91.0) 9.4 (92.8, 95.6)
GMT 1407 (1232, 1607) 1545 (1384, 1725) 1271 (1172, 1378) 1871 (1723, 2032)
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* Serum Bactericidal Assay with baby rabbit complement (SBA-BR).

N=Number of subset participants with at least one valid serology result at Day 0 and Day 28.

The 95% Cl for the Geometric Mean Titer (GMT) was calculated based on an approximation to the normal distribution.

Menactra vaccine was non-inferior to Menomune — A/C/Y/W-135 vaccine. Non-inferiority was assessed by the proportion of participants with a
4-fold or greater rise in SBA-BR titer for N meningitidis serogroups A, C, Y and W-135 using a 10% non-inferiority margin and a one-sided Type | error rate of
0.05.

In participants with undetectable pre-vaccination titers (ie, less than 1:8 at Day 0), seroconversion rates (defined as a >4-fold rise in Day 28 SBA-BR titers)
were similar between the Menactra vaccine and Menomune — A/C/Y/W-135 vaccine recipients. Menactra vaccine participants achieved seroconversion rates of:
100%, Serogroup A (n=156/156); 99%, Serogroup C (n=343/345); 91%, Serogroup Y (n=253/279); 97%, Serogroup W-135 (n=360/373). The seroconversion rates for
Menomune — A/C/Y/W-135 vaccine recipients were: 99%, Serogroup A (n=143/144); 98%, Serogroup C (n=297/304); 97%, Serogroup Y (n=221/228); 99%,
Serogroup W-135 (n=325/328).

14.3 Concomitant Vaccine Administration

MMRY (or MMR + V) or PCV7

In a US, active-controlled trial, 1179 children received Menactra vaccine at 9 months and 12 months of age. At 12 months of age these children received
Menactra concomitantly with MMRV (N=616), or MMR + V (N=48), or PCV7 (N=250). Another group of 12-month old children received MMRV + PCV7 (N=485).
Sera were obtained approximately 30 days after the last vaccinations. Measles, mumps, rubella and varicella antibody responses among children who received
Menactra vaccine and MMRV (or MMR and V) were comparable to corresponding antibody responses among children who received MMRV and PCV7.

When Menactra was given concomitantly with PCV7, the non-inferiority criteria for comparisons of pneumococcal 1gG GMCs (upper limit of the two-sided
95% Cl of the GMC ratio <2) were not met for 3 of 7 serotypes (4, 6B, 18C). In a subset of subjects with available sera, pneumococcal opsonophagocytic assay GMT
data were consistent with 1gG GMC data.

Td

In a double-blind, randomized, controlled trial, 1021 participants aged 11 through 17 years received Td and Menactra vaccines concomitantly (N=509), or Td
followed one month later by Menactra vaccine (N=512). Sera were obtained approximately 28 days after each respective vaccination. The proportion of
participants with a 4-fold or greater increase in SBA-BR titer to meningococcal Serogroups C, Y and W-135 was higher when Menactra vaccine was given
concomitantly with Td (86-96%) than when Menactra vaccine was given one month following Td (65-91%). Anti-tetanus and anti-diphtheria antibody responses
were similar in both study groups.

Typhim Vi

In a double-blind, randomized, controlled trial, 945 participants aged 18 through 55 years received Typhim Vi and Menactra vaccines concomitantly
(N=469), or Typhim Vi vaccine followed one month later by Menactra vaccine (N=476). Sera were obtained approximately 28 days after each respective
vaccination. The antibody responses to Menactra vaccine and to Typhim Vi vaccine components were similar in both study groups.
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16 HOW SUPPLIED/STORAGE AND HANDLING
16.1 How Supplied
* Vial, 1 Dose (5 vials per package). NDC 49281-589-05

16.2 Storage and Handling
Store at 2° to 8°C (35° to 46°F). DO NOT FREEZE. Frozen/previously frozen product should not be used. Do not use after the expiration date.

17 PATIENT COUNSELING INFORMATION
Vaccine Information Statements are required by the National Childhood Vaccine Injury Act of 1986 to be given prior to immunization to the patient, parent,
or guardian. These materials are available free of charge at the Centers for Disease Control and Prevention (CDC) website (www.cdc.gov/vaccines.)

Inform the patients, parents or guardians about:

» Potential benefits and risks of immunization with Menactra vaccine.

» Potential for adverse reactions that have been temporally associated with administration of Menactra vaccine or other vaccines containing similar
components.

* Reporting any adverse reactions to their healthcare provider.

» The Sanofi Pasteur Inc. pregnancy registry, as appropriate.

Menactra vaccine is a registered trademark of Sanofi Pasteur Inc.

Manufactured by:
Sanofi Pasteur Inc.
Swiftwater PA 18370 USA

‘sanofi pasteur

5917
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SNDHGENORBET D T &, IR R ORI ORI B 2 A2 M OV R3S L T
AN

INRFADIERE

AN D AE e OV MRS L T ey (BRI W TR A RER I, B, #LIE,
2 A DBV D HREER T2 <0 25 EL EOSIE, ANE~OE R 20

EEROIE

(1) HERERF
1) AFNIFHANER O U B ES SUTFEARNTER T L 22N 2 &
2) EHBOEmNSMAENIZHIA L TWeWZ L 2fHERT 52 &,
3)  TESERONESR IS LIV D &,
4y RN AA T ANZ BHRIC I VR L, 26, KHROWE., B—YWOIBANDRD vz
BRI L2 &y

(2) HEREEL
1) BEREEALT. EAEELLPOMO =ML L, 73 —/LTHET D,
2) WRNTESICH T2 > TIE, FkE - MRRESORBEZR T 720, TRRORICERTHZ &,
O #HRIIFGHENERICES RS THDHP, MEECMEH D2 WVIXBIZERELRNE D, K8
FEE IR L CHEU 2SR ZRET H 2 L,
@ MRETHMNEZRTDEOTEETAI L,
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)
@ EHSIEZRALZEE, WREZHZTY ., MIKOWHREEZZHET. BEbICstzks. 0
ENZTHERT D&,

[E& PR AR ]
1. EIEREREER

(1) 2~55 xSt

2~555% £ CTOHARNPERE 2 X GUTARHK) 0.5mL & B[ EFE U 7=, BER#% OPLIRIE A 3 (SBA-BR
PUAMEAY 1:128 BAL) 3E A EEHIREAE, DNEERE & I ThomiERIcF LT &
Mmool

PN IZ I D AFUBERE S OFFE TSSOSO FEBLA L, FIE 30.9%, FLBE (FEAR) 2.6 %,

AR 1.0%, HFERE GO BRI TR 24.7%., H5EIK 15.5%., FE 11.3%, #E1.5%T
Bolz, BEHRMEIZKT 2REEIALOS T, LB G8R) (24 2412, MERIT 2
A 2R BITEN, FREREUSTR G o Tz, /NRIZET 2 RSBSOS T,
FLEE (GEAR) (X4 4H 3410, ERiT 443412, BRI 44 3R LN, FrES

HRISTR S8 o 7z,
Y E LS
PUATRA R (SBA-BR HUAMMAS 1:128 LA E) (%)
[BIN JAFR A plAE /N
(18-55 %) N=194 (11-17 %) N=2 (2-107%) N=4
MyER A 91.2 100.0 100.0
MmigE% C 80.2 100.0 100.0
MmiER Y 93.8 100.0 100.0
MyE% W-135 89.1 100.0 100.0

(2) 20 UL ERVEMER I~ 7 1 B U JRIE B xR
T ) A~ 7552 FE L TV D HBIEMERIA~E 7 1 B U RIE R ARNEE (20~555%: 11 4,
56 LA 1 1 1044) ZRFRITARH] 0.5mL 2 AR L 7o, #f% OFtARAHR (SBA-BRHLIK
filizs 1:128 LA 1) 1 20~55 7%, 56 A L2 Zruiig i A 123 LTI 100%, 100%, iR
CIZ*F LTI 90.9%, 60.0%., MiEH Y IiZxi L CiX 72.7%. 80.0%., MiE% W-13512x L Cix
72.7%. 80.0% T - 7=,
20~55 5\ 31T D ARFIFEFEL DREE ISR DI BLER TN 18.2%. FE B 5 L D FE B
LT, I 9.1%, PEEUK 18.2%, SHIF 18.2% T~ 7=, 56 mkll BT D R @ TES LI
JSIEAOIT, FRERSEDORBLRIT, BRI 10.0%, JHF 20.0% THh -7,
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

2. BYVEREREER

(1) KE/INE Gk 2
2~10 7% O K E/NRHEERE 696 44 & %I AA] 0.5mL % H[APefl L 7=, % O PR R
(SBA-BR HLAAMAS 1:128 LL ) 13V o miEHickt L < s EmnoT,

o2 PR A SR
NN E RS
(SBA-BR #iiAfliAs 1:128 LA ) (%)
N=638
g% A 96.9
MmyER C 81.4
IR 92.8
1fi5% W-135 90.9

RANBEFEL O 1SS D3 BLZRITIETR 48.1%. FLBE (FEIR) 29.5%. HEAR 20.5%. ##
fiE22.1%. BB RE BRSO B ERIT T 11.4%., SR 35.2%. MEIR 26.0%. AR 22.7%.
THT 15.9%., WEM: 5.9%., ZFE 12% Th -7,

(2) K EEAR AR AR
11~ 18 ik O K [EEARHIRAMIRA 440 44 2 X GUTAAN 0.5mL 2 HIRIBERE L 7o, BERiT% O

AR E LS
INCNE RS
(SBA-BR #i{AfliAs 1:128 LA ) (%)
N=425
i iE%E A 99.8
fyEH C 98.8
MyEH Y 99.5
155 W-135 98.6

RANBEFEL O 1 S SS D 3 BRI 68.9%., FLBE (FIR) 12.1%. MEARE 14.4%. #F
it 20.3%. BFEEE OGO B RITIAR 44.9%., R 3.4%., KI5 282%. BRI 12.3%. F
#710.9%. W& 2.3%, 3892 1.6% TH o7,
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1.8 MIXER

SP284 - A flBEIRRE DV F> (PTTUT bV A FiaaH)
[Rah=E]
PUBERELJS [ A S P R R I 2 BB S I E B O OB B 592 Y, AFNTImER A, C.
Y KO8 W-135 DFEIEZ BRI )13 2 A5 FARR B HLIRE A 2 5T %,

[Mik EDEE]
o THRE S 01T, SWENZE L TWABENNHAHDOT, HHL TIER b0,

[2%]

0.5mL X1 /31 7 b

[EZ3CRK]

1) B ENEARRER (AARNZ AR E LT Bk & OV 2 ORET)

2) AEPNEER : ESMERRER 603-02 2~10 HOKE/NEZ /G & U TS M K OV O 1Y)

3) tENEEF : ESEEREER MTA02 (11~18 moKE AR IIARMA 2 x5 & U 7o e i K OV 4
PED R

4) Mikeld PH, et al. Evolution of conjugate vaccines. Expert Rev Vaccines 2002;1(3):399-410

5) Goldschneider I, et al. Human immunity to the meningococcus. 1. The Role of Humoral Antibodies.
J Exp Med 1969;129:1307-1326

[X#REEK 5]
FESCERICFEROENERHZ DX E L TH FREICTFERLS 72 &0,
Y7 4 RSt

Y )T 4 RAY—a— ) A —

T 163 - 1488 HURUHLAT1E X VE#TE = T H 203 2 &

7 U —XA T/ 0120-870-891

[RERFTEEDEKAXITLHFRTERR]
REMRE

Y 7 0 RSt

T 163 - 1488 HUAUHHT1E X P9 81E =T H 203 2 &
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

AXF 78 EREDERTIE

CORELBL>TRERVFEALEVWESEBLTIEEW,

1 ‘ SEENSHOEL. SECELTHSEPI CERLET,

- EREEORSN ISR TERESHEEARERLRVWCE,
OOFLE, BERE gUMEAHDEERTECE,
- HRERAREL-EOREBLTVWCE,

NRAZ B ERHEZEBLET,

IKAPIDF vy FTHIKN—ENA7ILHDSRT L.
NRAZINORRUEFOEBEEZILI-ILETHEHSULE,
ERHENATIOROPRBEICEEICRULET,
FHO mML2ZEEITHEIKEENMDERT,

GEREFEESERTVLEV.

EATIEHHREERNTESZABKEL. TOTOREPAESSVWRRERELEV
REDLOEBRTIIL.

‘EHHOBRIESL-TREEEEOERPUEEEATIIL.

A TILARICES, BETROHE. REN0oEArEbshicBoEERLEVWCE,
-itESFAPCE S CCEERLEDYS. EEAIREASEnLSKIEEREC L,
‘FHIEHEORBPIIFIERSLEVCE,

3 ‘ FHRIZSEEHARERLET,

EHEROSEERETARCE. EAEHUEVWSSERTEIL,
EHYELAOROSATTEESCEMA L, BRARD SSHEETOS AHRASERELC
EEHHENL. BRREHTS,

- FHI AN OHCERL. ETEHIRBRATHRLEVI &,

- EEETHGEEGECL,

CEHEEAALLL S, BREPLULORLPAROSRI B SN BSRESCH RS, Bliz
ATEHTSIE,

- ABEUOTIF LENER
THER, ERBHOBHE | |
G EREERS AL |
L35I, P Es25cmil b
BiTE.*

*AENRHE L0 THRED
PR TEER N

[—

4 ERUCEHRE. T
IM7IBRERREENELTREL TS W,
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

2. ™EAXE (B) 0 T3ee - R . TRE - AE] ORERN

21 Tshee - R (F)

BEMER T (MEHE A, C. Y RN W-135) 1T X B2 BEMEBERR JS B R IWE O T b5

(R EARHL]

AHE (LT, MCV4-DT) HZEMWERHGO 72O OB DGR RAR A > b 32 FEMEBEEE # M R

(IMD) DEGe TR T 203, IRBOFIERIMENGE . AIMEERGET 57200 7 7 ALt
et FRGRER )N DILRRRICER O &H 57 — Z 1B O NN LR b TV D, 2Dz, MCV4-DT
OAEZNET, AR TEMEIER IR X 5 G ETEME (SBA) 20 m s — b= RARA U REL
TR L7z,

WRAEE ISR E A IMD 2 TR+ 2 2 5 2 & 6 < -
WFZETH 5 M2 & 4L72, Goldschneider HIXIMIER A, B, C DAL E IZEK T2 IMD O4E#ERB D5
JER DRSO SBA & WFIEI L CWD 2 & 2B 520N L, SBA LAl 1:4 LA L & M iER C ORISR H
MR B O TRAIZITROFEBIBILR 2 & D Z & D3RS b7z ([Module 2.5.1.2.3])

W), SBA OREITITE b OMIEZ A LU=y, BIE TS 7 3 6k 4 V7= SBA HIE
1% (SBA-BR) MEYEEL L THEN. SN TWD ([Module2.5.3.1.2]) o #[E CTHZIEARERR S 7= MLy
B CHEGIRD 7 F o OENRRERD & SBA-BR HUAAM 1:128 L RIZ TR R4 R~ EHEMED & 2 Mg
FHIFEEETH Y . SBA-BR HUIAMAM 1:8 DL EIT PRI R A FHITE 2 MIGFRIRIE CTH D Z LIRS
N<Tws ([Module2.5.3.1.2]) ,

LEDZ Enb . BARANPEERE O MCV4A-DT D528 5 2 3l 3 2 72 012 50 L 72 MTA76 7k
A ONZERIR T — 2 /8w o — IS E D I MBS I R R C i, #2614 28 H @ SBA-BR HiiAffhi 1:128 LA ED
WG ORNG A FERIB AT A—F L LML Tl Y, EHIT, % 28 H O SBA-BR HLifffi
1:8 LU EO#EBRE OFIA . SBA-BR HUIAMMAS 4 504 B EF- U7- 988 OFIG & O SBA HLIAAlh o> 8 faf -
BIHURAME (GMT) 122\ T HEHl L7= ([Module 2.5.4.1.2])

Z DFER 2D 55% £ TOHARNBNA BRI L OV N Z 545 & LTz MTA76 R To,
MCV4-DT #:7f 28 H £ OMmiER A, C, Y KO W-135 2% % SBA-BR HUfAfll 1:128 LI EO#EERH O
B, BRATZENEI91.2%, 80.2%. 93.8%K% TN 89.1% T V. EFRMAARAAE K& OV TIIEFIEL
MIBESND HDDOFT T 100% T -7, 72, SBA-BR LI 1:128 L EOHEERE OEIAITMZ T,
SBA-BR Hi{A Al 1:8 LL_EDO#ER#E DOEIS K O SBA-BR HUiAfi2 4 (700 E EF L-gBrE 0E& L, &
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

TOMFHEIZBNTE»oTz, Zb BARANCBIT 2 0ERMET 7 7 7 A VITHNEANDRER EFEL
RWEERTH o7 ([Module 2.5.4.2.2])

IEXY ., zhie - 2R % THRRE (IIER A, C. Y KU W-135) (T & D REMERER ERGWE
DTBh ERRE LT,
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

22 TRE%E-HAEl ()

1A, 0.5mL % fHRNEERET 5,

[RR AR AL

Mcv4-DT ok g b= v . [ o8 T B (603-01 3U8 Stage 1) 75, 18
~55 W DOWERERR A 90 44 & X G2 Ik S iz, A A% 1 g 4 ug UL 10 ug &A 7 5 MCV4-DT
O3ME 1 HAREICOE 304) PHAEEHEE TR SN, MCV4-DT O 3 &0 Th s AEMEITR
T o7, MCVA-DT DR AIZIS T D PEIEE X, 4 ng FAI KON 10 pg BAITIE 1 pg AN AT
BT, FEEEREAL OGS DR B S 4 pg BAIL Y10 pg WA TIE 1 pg AN LA THE D 7208,
FEERF S ORBIHEIL Lug 225 10 ug (IZHEZIML THETR LN -7, 603-01 75k Stage 1
TR O LB R OGS FIEDFER D L A, BERBIREAE L OVNRIZI T 5 B 7 2 B AR X
4ug HEORA|ZHNSZ &L L. (Module2.53.2]) » ZORENHRAFTAREIN TS,

MCV4-DT OG5 % §Hl 35 72 012 326 L 72 EWNERRRER (MTA76 38R) 2B\ Th, Z ol
Al (4pg) MWERESTZ, ZOFE, 2505 555% F TOERE I T MCV4A-DT O 1 [BIfF AR
FEIC L0, BIEBE L~V ORETURMENFHE SN D Z L3RS, AR R Tho7mZ Lo
By 2D 55O BARNA, EEBRME KL OVNRICKT 5 ZOFEOZ YD MR S L,

CLbEXv, B AE%E ME, 0.5mL 2 HRNERET S, | ERELE,
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

3. RAXE (B) O TEELDEE] (F) ORTERML

[(ZREAESE (PHEBZZTHLIENBEETLHLE) ]
BHEFEE DR DOWT NS T 5 ERO DN DLGEITIE, BfEZIT- TER B0,
(1) HALLRBEEELELTVWDLE
Q) HEERZAMREEBIZHD > TND Z ERHLNRE

3) AFNOEI NI 7T IT " IA RICE-oTCTF 74 7% —%22 L2 e08bD L
DNEA & A

(4) ERicBiFaE0E0, PHEMAITO Z LN REY REICH HH

[BEARIL]
E¥EPT —2— bk (CCDS) | [ PRHEMEmBN) KO TP TR ([2ESx, K
Al [HFEAE S E (TR EZZT 5 2 LEY TRVWE) ] 2RE LK,

<3hee - HRICEHET HEELDIEE>

(1) AFITHE, MEM A, C. Y L W-135 LISMTILEIK 5 12 BEMEBE RS B ICWE & T 153 5
X Ty (MIER BICIK T AR EEMERIIRAR BIRYYE 2 95 2 L1 T&E W)

(2) BEIZHIE L TW D BEIRR R REYYE Z1niE§ 5 2 LIXTE 220,

B) AFNZEENDY 7T VT bX VA R, PRHERIEICE S 77 V7 ORI
THZ LT TERN,

[RR AL

1. AFNIBEIEEIMER A, C. Y B8L N W-135 DAITHEKN 3 2 (2 BEVERERR A B M RYE 2 T B4
HZLEEME LTRESN, MIER A, C. Y HBIO W-135 DISAHTHLIN T 512 EEEBER S i
JEYYEIZ T D TR OFMIL L T aniz® . TARAICIE, miFER A, C. Y XN W-135 L4
MR T~ 2 (R BRI RIS EYE 2 T8 2 X T & 720y (IyEE B ISR 3 2R BEERERE S
BRYYEZ PR 5 Z LIXTERY) , | ERELTE,

2. AFNIBEELEIMIER A, C. Y 3L OV W-135 [ZHE K3 5 (2 BEMEBE R B PR RAYYE 126 5 T B
EHME L72U 7 F o & LTRSS, BEICAE U T 2 BEIRAR BRI 63 2 1B R O Rl 1%
LTz, [BEIZHIE L TV D BEIER FRGYEZ IR T 5 2 LT TE RV, | ERE LT,

3. FKANCEENDZTTZT VT MV A RiE, 8E TRICEW TR L 0 RS-k & o
AR EERT 272D INTZ DO THY | PRHEICESS 7T U 7 O PH#EREICEEE T
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

HZEHRAMELIZbOTIIRNWED, TKANCEENLGY 7T VT bV A Fa, TRiEMEE
WZHES YT TV T OPRHEREICEAT 5 Z &3 TE R, | EREL,

<H% - AEICHET 2 EBELDEE>

(1) 27 D/ D LM R A ZIPEHESL LTy ((Te. /NEEA~OHRE] D
HZM)

(2) U7 F L BHF L& OBFER IR
EU Y F OB A T, @Y. 27 HELE, EMoORNE T 7 F o OB E ST
7, @, 6 UL ERIRZEWTCAKIZERT 52 L, 72720, EMPMLE LB O
BZIE, FIRFICEE T 20 TX 5 (B, Aflzmov 7 F o EIRE L TR LTIk
7RV

(R EARHL]

1. EWNERARRER Tl 2~55 D H AR ANYLERE 2 R GUTAH 0.5 mL & B [aHEHRE L 72,
AFND 567% LA EDFE~D 1 EHEFRIZ I 5 TR K OV VTS L TR0, L LA 6|
T ) R~ TVRIRESZ T DT EORIEMA R A~T 7 1 © U RIE B AN 25641217 - 72 C10-005
RER (7 v A A ENERER) TOERRRNH D, 2i% C10-005 3R TlL, MCV4-DT #:f#
#% 30 #1281 5 SBA-BR HUIAAl 1:128 UL LT - 7 BRE OEIBIEL, 20 mE~55 O HEM K Y
56 Ll LM TcENE, MIEH A (100%, 100%) . IMiER C (90.9%. 60.0%) . miEH Y
(72.2%. 80.0%) M OMMIHEA W-135 (72.7%. 80.0%) TH Y ([Module2.5.422]) . AAEMELE
I T o7 ([Module2.5.53.5]) o ALKV (25K O/NRE I 2 Z2M R OVE M
ML TWe ((Te. /NRE~OHRE] OESM) , | ERE LT

2. IrPiEsEsEfasiil) RO T PRiEfElu Tl (S-S, tho U 7 F UK L oBRE MR A%
E LT,
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

[(EEEDIE

1.
PAEREEDPDRONTNNTEY T L5 RO L5 EIE, EERRELMEELZME L, 285
F OB A OH W A= E I TV, PRI OMENE, BIRG, ARPECSW T 723 %
TV, [MEZEREICHE LT, EELTHERET L2 &,

2.

3.

EEEIES (EEOYMZETSICRL. TEEEY HH)

(1) Do R AR, BIERE, IRRER, MKER, BREEESOEMKELHT 5%

(2) PRHEME THER 2 HLUINIZHEAD B SN2 MBS MERBED T LV F — &5 D JEIR
HRLIEZLDBDHDLE

Q) WBEIZTNADBEEDOH 53

4) WEIZHRIERBOZWIN 72 STV D E RO BLAE ([T RMERE R BIEDE RN NDH
S) AHNOESIIFT 7T VT FH VA R L TCT UAX—2 T 58Zh0H5H
(6) M/ IMEISAME D B VX FEEE T 5

(7) BEICFT o« NL—JEEREZBISNT-H

EELGERNIE

(1) ARFNE, TP (UL L TR 5 2 &,

(2) BREAEE ICHOWT, BEREATIC LRI, MIRKRORE (B2, H2%) (X - THFIREE
D L,

(3) BRAEAEA ST T OPRFEHE (2, Y ISP E B J0kE | SRR 2 TE R R D £,
ARG OREFERICHE L, RATORFROSCEROZ L, SoicmE, TuhhABEDR
HIVERZ 2 LIS EITIE, BONCEMOZREZ 2T 5 L FaiicmbEs 2 &,

(4) U7 F AERRE % TR VST K D DRIV e A8 o A2 SR B PR SO & L C ket
DHND ZEND D, T L DR 28T 572, % 30 DR EITEHE 570 P L
TR OWREA IR T A ENEE L,

BRI

(1) EXLEIRI
D) 2avy,. FFrI245%>— BEERPED ) «vovav s TFI74T7F0—0H5

bbb Z EMBDHOT, BEEBITEELZ 01247V, BE D b= 85A 13
IRALVEETITH Z L,

2) SMBEMKNEEER (ADEM) (GEEARITD ) - 2MEEEENERSR (ADEM) 2
bbbhd I LNibb, @, EREKA D MR, B, VA,
MBS, EAMEEE SR D DD,

3) X5 NL—EEE GEERPED ) o X T« RU—JERERSH bbb Z &N
HDHDOT, WURGEN D DG E D okRMERE IS OIE5 72\ LIHRZEOIER D H 5
OIS AI T EY LB 21T Z &,

4) EETEEEA FEERFED ) . HEERRARND O DA Z ENH LD T, BiEE
+ATO Z &,
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

5) [FLWhA GEERIED ) - FWRARH DN ZENHDHDOT, ERAH Hbh
T2 AI T e @& 2175 Z &

(2) ZDHtDEIR S

. Bl = i S B S
S
20%LL EE? 10~20%3ki#&=%? | 0.5~10%kH%22 o) N
o= =HIREB, BB, *
B 5 pEsE
BATEERK IR AEBE (FER) . JE | R
GESHER L) MR, TES AT B
TR B RR fEIR. BRI
O FEV, EEFNLL
RHAER SRR A K
PR ME SN, BHIE
R PRI
N ER 9%
HIEHRR T MEt, AR
; MRS . IR IR B
FRRERR AR
HEER 5 PR Jg IR, BIgiR
BRSER B 1+
Z Dt PR, FETR FEE Wy, HEIE

1.

E DA THRENRERD LN TV D,
1 2) A& ERE o ENERRRBR VoS (200 B3 DR EBUEE) (2H5<,

=SmE~DERE
BT 2 AN R OV RIS L TRy (56 ik BL B~ FIRRER DD 720N)

i, EiR. BILEE~DEE
PG SUATIEIR L CW D AIREME D & D m AN, R ORAT Os NI, AtEns etz BES &
HIBr SN DGEEICDORET 2 2 &, BEIRT R ORI OHFE I3 5 A 20 K O 2
SEL TV, ]

INREADEE
INJREE 69 B AR e OV VRIS LTy (EINICR W TR AR EIR ., BrAlR.,
IR, 2RO D8 FRRER T2 < . 2% Ll EoshIE ., INRA~OERRBRIT D20

EEROIE

(1) BEfdiy
1) AFNIFHRNERH OBIE U B FERN UTEIRNESHT L 2 &y
2) HEHSOEEENSMENIZHIAL TWRWT & 2T 5 2 &,
3) EEEHMOVEREIIRERE S ICHR R D L,
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1.8 BZIAXEE
SP284 - A REERE IV F Y (CIT7TFUT XA FEER)

(2) BEFEENL
1) BEREEHAMIE. EAELLNORO=MAGE L, TAa— /L THEET 5,
2) HAEWNERICHTZ - TiX, HEk - RE~OZELRT 5720, TrlORIZERET S
z,
O #HERIIHANBEREICE RS Th L2, MkCmE &H 5 WITEICBEEZE LWL S|
B IO L CHRERHRAZRET D2 &,
@ MWRETEHMNMARTA L OEET S L,

@ EFHEEZRALLLE, WREZHFATY ., MEROWREZ A%, BEHICE 2k
T B RN THERT S 2 L,

[BEARIL]
AR OBGFRFABR TR b e Z MO, P T —% v — h (CCDS) | T PRifd Seh Sl |
BEOQ TPPEEMRATHRAN 12HESE AAIOEME EOEREZRE LT,
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2013 4 X A X FAERK (3 0 i)

Menactra® intramuscular injection

WY o F A AR L, S R
EHEEHE Moy A
i AEREXEIIFY (PI7TFVTP XYL FREER) ERES
DA EEE™ = ® ETELA
= P 1-9 l~ 7 ﬁﬁ& BRI
B

Bk s ART. 2~8CT L KkIRTE
ASEM : WER 2 24 (BEAEEA RITIMESIZHRR)

XER—EMEOBABAICIYERT S &

(ERAELE (PHERERTSIENFEHTHLE)]

BEEESROVTIANMCELUT 2 LBHONBBSICIE, EEZT->TE

AR s (AW

(1) ALHLERBERLTLNSSE

(2) EELAMKRBCAN>TVEZZENHLIEE

3) FFDEHERECITFIT FXVYL FIZK2TTFFI745F0—%8
LizCentpd B oniaE

@) ERICBIFHEDEFE,. PHEBZITI CEMNTHLELRBICHIE

(BEEDOBER UM - 1K)
1. HEOBRE

AFNX, BEEREMIER A, C. Y &KUY W-135 ORI b o BERT R L 7=

SWERE D TTFVT R YA RE VAT BEEZNZFRIERAS S

WRIZ, WFH O Y v EEEE AR AR Z M2 TRAKL LD TH S, e,

ARFNIHE TR Ty LRy (BRI B A V) ZEH LTS,
2. #8RE

AFNE, AL T AP FROKS - HEEEHET D,
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