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1 ERXERROEBRURARDER

1.1 EBEXEFEROER

SR ABER (RV ) IRV ATANVAREIEEZTEHEE T, ERERITEEBHERKETH 5,
1R 280 3D 3 SOIMERIZ I ND 05, IERBFECTH D720, BRIZEST S Z i
TX72W, RUFOREEE BT A121F. 2SO MIEMNOFNFIICT AP MR RNLETH S,

RYFTANATEGE LTS, 2 ATEIEMMEOEREGL., B R ORI RGE SUTIERRENE D
HEEMERIRR TR E D Z &% < 100 GBI 1 FIFRE 0BG TIEEBIREFRE N BT 5, EHih
TERBEL 69 DRI <0 U 7 F BRI & 2 S0 5R 0SB IR b TR ArRE 72 ME— DXIRTH
%

o

RY AT DT 7 F 0%, BOgE#EbR Y A4ET 7 F > (OPV) LESFHANEERY AU 7 F
v (APV) Wi bivd, OPVIEEFE b SN EZ TRV AT A N AZGERE LTS, OPV i
RO CHEMIND -0, Bl TR EZMLELE Ly, F, WL OWE TRk ) 4o 4
JVANHEIET 5 Z & T, WEIFBIRRITREEZGL I ENTE D, Z0D, RUFTA VAN
T EITRALIZE EIT, VANV ADEIAZIHI TEL LW IHFE b H D, L, OPVIL, ##
SN2 AL O " WEY: (VCC : A HAIHICR T DY) DU 2700 7 F o BRI R U
4 (VAPP) DY A7 72, OPV £ BEE U 7= M FET D,

—J7, IPV IRV AT AT E RCRELLIEAR Y AT A NV AEZRERE LTS, ZOT 7 F 0L,
RV FTANA LR CRERIEZ R LD DEEN ZFF O A NVAERS 2 LIk s TELG N D720,
VAPP X°VCC L % U 27 D32, IPVITIFEGMETH 5720, DD TUIBEH O 729D D5 2+
FCFHFETE T, ERMER OPUARER O TOPV IZ KT W EB 2 bz, L LBETIE,
IPV [Z OPV & R UL LD KR OFUAR iR 2 A3 27210 T2 <, RpreE biFEad 5
EHE STV D,

IO IPV X, J. Salk 23 Vgl 2 F W CTEAERLR Y 47 A L 2 2B S gk~ U o TRIE
ELBEGEL7Z2HD0TH Y K72 ARGRER 288 CTHALD IPV 28 1955 4F127 A U B TRrl S iz,

I Fc. . 0 fome Py GO PY) 2R 5720,
~ A7 mxx V7 —Z2HW IR E 217 9 HiEZ % Lz, Mérieux 58T (h/ 7 4 AV —)L
ORI 2D —2) O Charles Mérieux |%, &I XTO PV CHIEHVHTWD &, T72
DHERYVATANZ TR 2K O3B D HURZZNEI 40, 8 KO R BMNEHTHHEZND
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MOEEKREBR CHREET 5 Z LIk VEETH Lz, 2Ol @ IPV IZFESIIZ enhanced potency
IPV (eIPV) EFHIILTV D,

RO OFEAERE © L2, 1981 4= 8 A IZBAfE X172 18th Symposium of the European
Association Against Virus Disease Meeting (233 T IPV O RFRHELE FH &350 S 4v, 0 7 g m s
HBonskbEde DiUREE LTHRI AT A VA 140 Hifir, RNUF T A LA 28 8 HAL, K
FUA VA IH 2 BALARE STz, BIZ WHO IZHRWTH, 1981 G0 EY R BA| O EHE I BY
TLHMELEER T, IPV O DHUREOHENREL LT 18140 AL, 278 8 HfL, 38 32 AL AMARGE S
AU, Technical Report Series (ZHLAED 1PV FEHEH &SGR S 47z,

AHF (BAF=— R SP059) 1%, /74 AV —Ltt (7T ) ICkoTRFEEINZ 3 (R
UADANAN R FTANZ2B KU AT A VA3E) RKiE(ARY) AU 7 F> (IPV) TH
%)O

Z O IPV L Vero fifld z FAWTAEE S L, NEERY A7 A LA 1 (Mahoney ££) 40 D HUF HAL,
ANERY AT A A28 (MEF-1#%) 8D Hust iz, M OVRE(LAR Y A7 A )L A 38 (Saukett
BR) 32D FURBEN A E TV D,

12 FRORE

121 mEHER

JAFEIL, Mahoney £k (178Y) | MEF-1#k (27) KU Saukett £ (37Y) ZZiE 4 Vero MifN T
HHE L, %, RSV AT VT B RORNELLEE AT > CTHRLE SN DR CTh 5, IR 3 i1k
MAEGH L, ZHID &R 7B\ i 72 bh 3R CIR AT 5.,

Ph.Eur.0214 (Poliomyelitis vaccine (inactivated)) % T* WHO TRS No. 910 (2002) Annex 2
(Recommendations for the production and control of poliomyelitis vaccine (inactivated)) % X WHO TRS
No. 926 (2004) Annex 2 “Guidelines for the safe production and quality control of inactivated poliomyelitis

vaccine manufactured from wild polioviruses (Addendum 2003, to the Recommendations for the Production

and Quality Control of Poliomyelitis Vaccine (Inactivated))" D#EJEICHER L, ARFEIEOBIK 2R E LT,

JFET 2 ORI RS (F 7 ARKR, ATV LV ARER) (R GFINDLTD, FHRILICUT
D 2D RYVRAFHREAT o T2, Trd, MBSO TZABE, MEIEAER 7 — L DR L
CCHEMRYA REfi/h LIz bOaMA Lz, £z, s e LCfcicsy s 2emRik o
W Cios o eEmm iR AT -7
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1.2.2 3EERPREAER

HHRBRICOWTIE, DN EEMT LR E LT, =Y b 2RO AE O R % st
iepir paRmE e kL, ZoRBRT -2 3IEFICEr oo T, 2 Fic K
L7c, KAz ETe 4 FEA Ua%yfaé CITVT EER - BRAEE U7 F U LIPVED
SFRRS T 2 F> . DTaP-IPV. D7
v MEIFMERBRIC I R Y AT A VA% B PR o F%%&ﬁ%ﬂ&bf%zto
T2 A MESEBRRIRIT S T, AT L7 BRI JEME L7235 72 2%, AFISCDTaP-IPV 0 7kt > —
LT, iR, DM R, FERERRICKTT D A&HIOEM 2 MGt Lz,

KRN OFFEMERBRIZHOWTIE, 4 SOHBERGEHENRER (VA EAEY ) | 12BEBRER TH&
H#ERE (v v R) RO BEBKER FEGEERB (1 X) 235N 2 7KR B EEANC F20 L
oo 2B oRBUL, 1 EDRNCER S NIRRT H 0 | IS ORANE BT 2 AR BR O
Fhi L (GLP) MATRI Cd o727z, GLP IZHELL T\, ZD7=d . KA FEMEFHI O —H &
LC. AH|% & 1eDTaP-IPV OB % 6 & LCHN% 7=, DTaP-IPV OFMERER L LT,
ml#G#BMERER (7> ) | SHEMIKER TiGFEERER (7 v 8 ROYRFTRIEERER (79 %)

Z GLP (ZHEIL U CHENE L7z, ASE U 7o ARBER AR BT, AFI OB GE N NETH D Z Lo

DENE L h o 7oA MEREAERRRRIZ )3 5 s BT RAR ¢ 5- 70 m%fﬁﬁbtoLmﬂ BRI R
U F U TIIRE L SNRWOTEE Lo To, NARMERBRIZ, 8%, 77 F 0 5.
[RE SN TWD IO FEM L7z,

1.2.3 ERPREAER

1980 AEARAIMILISK, ¥/ 7 4 82y — L 4RIC kD, éi@i&mv%ﬁ@va%y(m@%ui
DU 7 F U HE b, IPVEMY 7 F b 2R AT EMIEE Y X IPV S ASHEES
T) AHVTZ 200 UL EOEERRERS, NRICRIT D IS A BRI ER S TE T2,

AFNIT19824F T HIZT7 T o A TERRBEI N, TOBRIEE TIZ 86 » HU LiIckW TS, £
DEWFEBEENRBD LN TWD, £z, HRAMICAZITONDREY 7T (Flx1X, DTaP-IPV
X% DTaP-IPV & Hib OREHFE) O X512, DTaP L DRETV 7 F U HE L THHFE S, WD
POETERENT NS, ZOXIIHA OEWERME L LT 07 7 A 1id, ZhETSE
SERERRBRICB VTV RESNTE T,

H A TIE 1981~2000 FE DT 1544 DRV ARRBREEE 23 Shu, 2008 4EI2 % 1 403G S 4
TWb, WIFRLNEESNTZRY AT A NVATIT 7 FURBAROLOTHY . U7 F o B FRE
(VAPP) ThHZ LR SINTZ, F7o. AU F U AV AEYFERAE CTIIR U A BRI R TIE7R
WS, BENSRY AT A VAN GHES T (1997 4512 38 44, 2001 4F12 1244) | SRREMR 0O AR BH YL

*
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BHIFELTWS, EHIZ, OPVHERAR Y A UA NV ADFRIENBEIL N FHHRCHESh, V7 F v
BRI AT AN ZAOMBREEEOEMFH ANV A ZHMT 2 0EARLA2BE L REIN TS, I
HDOZENDY, RGOS METH D,

ZOFEIZ, OPV 2 4 2B T E H AT — ADOEESTHRAET S VAPP ZallEd 452 L 13T
XV, ZOEKRMETHSD VAPP Z7¢< L, M OIS REKEL R G R U ARG 2 2k
H7=DIZiX, IPVOEANINLETH D,

IPV OB AZBIT 2 AR o e RYLE /Y B TS (20114 5 1 26 AIBRE) COMt
wREHEZ, 72y —nttid, 2B AR P L0 AARNRER G LORRIO %A
PR ORI U 2 5 72 b OSSR BR (32 1) ZBiAA L7z,

BUE £ TICAHK Z 3 AR L 72 W) R £ T T L TR Y, PMIEBEMIC L 57 — 2 B F
RECTHDH, IEHBMEORY AR 18 28 3HNZKHF 2 FERE L~L (81%) LLEDOHT
RRARIT, WTH b 10006 Tho7c, £7o, 3EAHEMEEORY AT A A 1R 28 38254
% GMT L, 1 FE BN TRELS EH LTV, LER-> T, BARMNNRZEBIT 2 K805
WEREIFMEN R T & 7z, £, BARNNRICAR ZH)RIEERE L LT3R MM LZ & & ORI
TRIEFTH- T,

PLEozZ s, BARMNNRIZEBWT, AFNIARY AT D RIE THIENIA/GE T2 &
IDOVAPP DU A7 DIpWHE—D T 7 F L L LTEBRTE S EEZEXARKHIBICE -T2,
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1 SNETOERZEEFERVERRKR

NEWRV AU F o (V=2 U 7F ) 1, 1982FETH2RICT7 T AT, 19904 12 A 21 HIZ
KETHARSNIZ, 20124 1 A8HE, 86 » HTHAR SN T\,

MM BT 5 HIE -

HERIRTL 2 £ LR,

£ 1 BB SR KBRR (2012 % 2 ARE)

E4 IRFEHR XA
TFILEVFY IMOVAX POLIO 19834 3 A 8H
FA—ZrSUYT IPOL 1994 6 A 29 H
F—R Y7 POLIO SALK "MERIEUX" - 1991 % 10 A 31 H

NTS5Toa
NIN—=
N)LF—
~Fy
RUET
RRZ7 - ALYIITES

TI52L

TILRA - FILYS—LE

TJILAYT
INxF+rI7Y
HoROT
h+45
FU

HE

aavE7
aARXARYAH
PR TFFT

Property of the sanofi-aventis group -

FERTIGSPRITZE
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO

VACINA CONTRA POLIOMIELITE
(VIRUS INATIVADOS)

Imovax Polio Vaccine (Inactivated
Poliomyelitis Vaccine)

IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX® Polio

VACUNA ANTIPOLIOMIELITICA
INACTIVADA

IMOVAX POLIO, POLIOMYELITIS
VACCINE(INACTIVATED)

IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO

strictly confidential

2005 1A 27H
19994 10 A 29 H
1986 £ 3 A 7 H
19914 4H 30H
19934 6 A 2H
200045 A 18H
19984 5 F 27 H

20094 11 A 18 H

19984 1 A 28H
199143 A 25H
20034 10 A 10 H
19954 2 A 16 B
19952 A 1H

2009 % 4 A 9 A, 2009 £ 6
A 23H,20094% 6 A 25H

1986 £ 12 A 30 H
20054 11 A 8H
1996 £ 4 A 19H
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B4 AR5E 4 A#ZH
EXi=bd Imovax Polio 2007 3/87H
FraHXiE IMOVAX POLIO, inj.sus. 19924 12 B 23 H
FUX—Y IMOVAX POLIO 1996 £ 12 B 9 H
FS=—HhHFIE IMOVAX POLIO MONODOSIS, 2004 88 2H
IMOVAX POLIO MULTIDOSIS
IJVF7 KR IMOVAX POLIO VACUNA, 19915 11 B 20 H
POLIOMIELITICA INACTIVADA
Ik IMOVAX POLIO 2003 4B 15 H
IRMZT IMOVAX POLIO 2000 2 A 25 H
J4V5FK IMOVAX POLIO 199045 10 B 31 H
TR IMOVAX POLIO 1982 & 7828
HR> IMOVAX POLIO Sol inj 0,5ml B/1dose 19984 5 A 11 H
TILIT IMOVAX POLIO 20044 88 10H
KAy IPV MERIEUX 1996 £ 9 A 25 H
N F IMOVAX POLIO 20004 12 A 14 H
& IMOVAX POLIO VACCINE 1979458 18 H
INJECTION
NHY)— IMOVAX POLIO szuszpenzis 1992 %8 H 13 8
injekcié eloretoltétt fecskendoben
FARSUR IMOVAX POLIO 19954 4 A 1 H
1K INACTIVATED POLIOMYELITIS 2006 £ 7 A 12 H
VACCINE (Imovax Polio)
AV RRLT IMOVAX POLIO 200449 A 1H
452 - £ 25 LEHE Imovax Polio 20104% 12 A 29H
TANLSU R Poliomyelitis Vaccine (Inactivated) 2004 &% 4 8 30 H
1RSI IMOVAX POLIO 19914 8A 1H
4BYyF IMOVAX POLIO 19954 4 A 21 H
a— R SHRT—IL IMOVAX POLIO 19984 8 A 11 H
LAY IMOVAX POLIO 2000 % 6 A 27 H
hHFI2RE Y IMOVAX POLIO 20064 9 B 18 H
oy 4 IMOVAX POLIO VACCINE 2009 48 7H
BE IMOVAX POLIO Inj. 20014 48 6 H
99xI—+F IMOVAX POLIO AP N
SHFAANRREHATE IMOVAX POLIO 20034 10 A 9H
SLE7F IMOVAX POLIO 19984 4 A 22 H
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E4 AR5E& 2 e

yr7=F IMOVAX POLIO 19954 2§ 158
LTI IMOVAX POLIO 19854 58 17 B
< R=7 IMOVAX POLIO 2004 4 8 A 20 H
IL—17F IMOVAX POLIO VACCINE 200449 A 98
LA IMOVAX POLIO 2007 4 2 A 13 B

E—1 v IMOVAX POLIO ZEA=E N
PR IMOVAX POLIO 2004 2B 9H

—a—Y—35vFK

JILoT—
INFRA Y
INTTTA
~N)L—
J4JEY
R—3 2k
RIL LA
RIL TR O ENE
IW—<=7
AL 7&EHR
YOOFTSET
ERAL
ZILET
UAR—IL
2O0/1F%7
m7IUh
RSN
AT —TY
)T TS ITHNE
BiL

24

kL
09 54F

IPOL, Imovax Polio

IMOVAX POLIO
Imovax Polio
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO
IMOVAX POLIO

IMOVAX POLIO
IMOVAX POLIO
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1997 &£ 7 B 17 B, 2004 & 7

A22H
1996 £ 2 A 22H
2007 7R 10H
20054 3 A 22H
19924 11 A 25 H
2002 5H 21 H
19924 8 A 10H
2000 6 A 12 H
2000 12 A 1H
19934 1/ 11H
1996 £ 7 A5 H
201046 8A 14H
19884 3 A 31 H
2004 1 A 15H
19994 1 138
1992 £ 12 A 23 H
2006 £ 10 A 6 B
20034 10A 2H
199449 A 23 H
20074 8A 29H
1997 % 2 A 13 H

1997 £ 3 A 18 H, 2010 £ 11

R 248
19994 11 A 2H
1999 12 § 20 B
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B4 AR5E 4 A#ZH
77 TEREESR IMOVAX POLIO 2011 5H 25H
HE Poliomyelitis Vaccine (Inactivated) 2004 % 4 B 14 H
*XE IPOL ® 19905 12 B 21 H
LT T A IMOVAX POLIO (VACUNA 2002 7R 17 H
POLIOMIELITICA INACTIVADA)
NhFLA IMOVAX POLIO 2004 % 1 B 27 H

AFNDOAKE R T T 2 AT SCEOBEE, IRASCER S, WNAEFETE L MG Rz DL T I3
45,

KERVT T v 2AOERMN TEOHE

KERMACE (20054 12 ARR)

BUEDOBE R OFEEL « 4R

RIERY AU 7 F o IPOL®IE, R YU A7 A )L 2D 3FEEDRITH % 177 (Mahoney ££) . 11 7 (MEF-1
BR) OV (Saukett #%) OERERBREIK CTH Y . ALY 7 4 Ay — LR RGEL TV 5, IPOL Y
7 F X, mIMMOGEERBUATE LR A OANAT I F U THDLH, NI A TAI)VAKIFEEZ
., ~A 7 Xy U TICfE ST VEIEOMK KL TH D Vero M THIIE S %, Vero #l
N DEER\IXH AT 7 VTS 2 N U T2 B4 A — 7 Vi NGRS (EMEM) & AV, 77 Ui i
U ARRIRIMAE IR G Y E 2 D AF L TOBRMER A S ER % AT 5, U A VAL, (77>
MiEZEAH L2 M-199 I A L TIT 9, AESRFAINOBRM & R Y A7 A NV ZAHUROKEE, &
g, AR OWRIZE Y, 1988 FLLRNKE THEHA SN TWERNER Y AT 7 F o (IPV) &~
T, T2 F 2 OIliER & RO LB o5 L)k T,

FAL R A% D 7 A )V AFRIERZ BRI AIBIC L 0 IEME L, SEIRIA o~ T 7 41—k D
K2R A F 28T T DLKR TNHWT T B UK FREREA 4 281 Z 25 L ARDNATTT 9, M-199
B 2 D OB O 7 A L ATRIER 2 BT L S &, PURAIM AT L-%ic, Gonk 1w o
IV AVRER % 37°C T 7 < &b 12 A, R 1: 4000 DAV~ U o CRIEGALERS 5,

3V 7 F oo 1IngERE (0.5mL) X, AU A4 7 A LA 1 H% 40D HUFREAL, 115 % 8D HUls L,
KON A 32D HUR IS AT 5, IPOL T Z F oD% ay NMIHOWT, GH S5 DHEEDOHIE
L D HTJR ELISA £ % W Cinvitro TITV, S EMEORIE IXEERIC LV invivo T{T 5, IPOL
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SPO59 - NELRVATIFY (V=0 TIFV)

U7 F OB TR TR, BY 7 F il M-199 55 AR5, RIFAIE LT 05%D 2-7 = /
XLl )=V R002%LL T DRV LT AT RbEAETD, V7 F U aETRTRA~ A v,
ARVT R~y RORY IF VU BEMEMALTEY, BRIC X RHATRERIIRES DA,
1 EHT-Y 24~ A 5ng Kiili. A ML 7 h~A 3> 200ng Kiifi, LOKRY 2% B25ng
RGN T DA REM N H D, F UM & vy OFEEIT, &P 1ppm Kl TH 5,

KU 7 FATEEEHTHY . HRANER UL TENIC L VT2 &,
MR RS

BMEIR ABERIT. RV FTAZ0, I, T MABUZ LV RIEL, AV ZADEFEITE L L CHEH-
ORI K D3, WHEES WIS HIsRET 5,

RNV F AN AJEGFE D 5 B 90~95%IXEEIR T U | 4~8%IIE I OMEMESE 2 £ 5 JERF R
7 RE (BERR) NA DN D, BIEREBOEIE ) HH A%, 1~5%0D BE AR E N E T 5,
YL D 0.1~ 2%\ Z FEHFRME D SV AR BRI 23 22 AR 580 L L YR 1,000 AIZHI 1 ADFIE Tl = =
— 1 ORI (FREMEIR ARER) 25D,

KETIE, 1955 FICARTELARY U 7 F U8B ASN D £ T, SVEIK AR O KBTS 34 7
HILT W, BREMER B ORI AERIIAN 10 HAH 114G Th oo AR Y AT 7 F 2 (OPV)
DNEAZ T 1961 - E TITIL 05 BITIEA LTc, £D®%BEAEROWANHE. AA 10 T AHZY
0.002~0.005 1] & 72 > 7=, 1980 475 1994 4F & CIZKIE CTH A S U7 BRI IK Ak 127 6D 5 6|
6 Bl (BAERIRY AT A VAL D) MMNEFITHY, 26T THEAH] <Y, 119 6liX5HHEb
BORYAET 7 F > (OPV) BEREICEES U 7 F o B FRHEIR 2 (VAPP) T -7z, 1999 4F,
VAPPJEG Z 72 < 72D, IPV OB AT 28X 72 2 — W EAN ST,

RNEERY AT 7 F 0%, EROT A N AZHHT 2t OEALAZFEE L., T H0HKIZL -
TR G BN D, 1988 FELLRTNC K E CTHRE SN T\ T 7 F o LT IPV U 7 F L DIFN,
DI NBERR B CHURPE IS E DG BT/ NER E o T2,

P VB M Z VT IPOL U 27 F > & [A U715 TS L 7= REEO & il IPV O#BR % Stk [E ©
KOG FETER LR, U7 F o onRE R, MISFURBEER, &K OWHA MO RIC ‘B2
BREMENEET 2 2 LAVREN TV D, KREO/NRICIST 2 55tk O MV S 2 LIk
Sx . KETOEKRERST-,

SKET, IPV OB EE IS VB 2 - LIAMT IPOL U 7 F o L [F U F ik Tl L7 (A
OB M IPV & 219 B OFL I A% 2, 4, K OV18 HOREIC 3[EEEFE L 7=, Z D 95 5 99% D,
WT, A% 2K 4 A0 2EEFZIC, £IFIHORY &7 A LV AZxT 5 MIGHURG IR L2 8D 5
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iz, £ 18 Ao 3[R A M %, HUiRMh 10 5 A EO B FPURBIFE L/ NEOEIEX, NV AT A
VAN BN HE LT 99.1%, 1R O N BRZ )t L Cid 100% CTh - 7=,

IPV DB DHEFEA Y 20— )L & IPV-OPV BIREEFE A 7 3 2 — b % AV T 5 Hi L 72 K [E O R PR R 3
HERT, 700 & BZ HILITITH L, % 2~18 HORIC IPOL U 7 F > 24 L 7= ©19 1pOL U~
F % 2 B, G O RGUAN A 4 FLUL EOPUREE (DA) TH o 7R OFIG I, R
12k 5T 95~100% (17) | 97~100% (I17) | K1N96~100% (%) TH-7=,
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L6 BB ITHFERAKREFICET 2EHR
SP059 - RNEILRVADTHOFY (V=0 THF)

IPV DBDERBARA 7V 2—/)L L IPV-OPV BRERER 75 ¥ 2 — L& W TER L= KED IPOL U 7 F 3Bk

An 2 [EEER 3 EEE®R BN AT BfRER

2 4 6 12~18 | 2 i< 1 | &Y & 1S | 2 & 1 | 2 i 1

1[EH 2[EH 3[EH B0 N* | %DA** | %DA | %DA N* %DA | %DA | %DA N* %DA | %DA | %DA N* %DA | %DA | %DA

AER 1

I(s) I(s) NA Is) | 56 | 97 100 97 - - - 53 01 97 93 53 97 100 | 100
o) o) NA o) 22 | 100 100 | 100 | - - — 22 78 91 78 20 100 | 100 | 100
I(s) o) NA o) 17 | 95 100 95 - - - 17 95 100 95 17 100 | 100 | 100
I(s) I(s) NA 0 17 | 100 100 | 100 | - - - 16 | 100 | 100 94 16 | 100 | 100 | 100
EAER 28
() I(c) NA I(s) | 94 | 98 97 96 — — — 100 | 92 95 88 97 100 | 100 | 100
I(s) I(s) NA Is) | 68 | 99 100 99 — — — 72 100 | 100 94 75 | 100 | 100 | 100
I(c) I(c) NA o) 75 | 95 99 96 — — — 77 86 97 82 78 100 | 100 | 97
I(s) I(s) NA 0 101 | 99 99 95 — — — 103 | 99 97 89 107 | 100 | 100 | 100
A ER 38
I(c) () I(c) 0 91 98 99 100 | 91 | 100 | 100 | 100 | 41 100 | 100 | 100 | 40 | 100 | 100 | 100
I(c) I(c) 0 0 96 | 100 08 99 | 94 | 100 | 100 99 47 100 | 100 | 100 | 45 100 | 100 | 100
I(c) Ic) |I()+O0| O 91 | 96 97 100 | 85 | 100 | 100 | 100 | 47 100 | 100 | 100 | 46 | 100 | 100 | 100

*N : IMEFERL-/DNNEDE

= JURRETE (R0 4 L L)

NA:RYFTHFUEREET

IPOL 7Y F U EETITES

(IPOL 79 F U #HRAAIZE5

CIPOL Y F U LEREIZDTP ZRIERGLICHITIEIE () . XIFFTILFronN—L) o O#FANWTDTP ZEEHEE (o)
:OPV (OKRVAIHF)

O~ w=A —+
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SP059 - RFEIERVATHFY (V=9 THFV)

bR TR, LRI LIPOL Y 7 F 2@ 2 mlEEfi 2 4£1% 2 L4 AI25m L, £% 12 AR O
PUAFERGER T, 91~100% (17) | 97~100% (11 7)) | KN 93~94% () TH-o7=, BIORERIC
BT DA% 18 HRESOPURERB=RI1E, 86~100% (17) | 95~100% (117) | KX 82~94% (I117)
ThHoT-,

KE LA CE N L 72 R8O AMFZE I BT, 3,000 il &8 2 D 3LIRIC IPV OB DA 7Y 2
— L& HWTIPOL Y 7 F B XL IPOL U 7 F > & DTP DIRA Y 7 F o & /% 2~18 A OREICHE
L. 1,485 Blh BfE R E T — 2 MG e, E#% VRIS 2 BIEEE . Mg oRfiusgte (h
LA 4 520 ) SRi%, RBRIC L - T 88~100% (17) | 84~100% (I17%) | ¥ 94~100% (Il
Bl Thoiz, Atk VFRIC 3EHESE L725G. 3 [IHEfES OFUARBIMESRIE 93~100% (15Y) | 89~
100% (I171) | 97~100% (I7#Y) THY, £%2FH (i 12~18 ) IC4RIEEREZIT 2% D
PURBGMERIZ IR, nAL KOV & 100%I23E L7,

IPOL U 7 F & DTP 25 H T 2 RKRBDIRE Y 7 F 2 £ LHRIC 3@%@L;§%2$E’4
B HEAE 21T S T2F IR T, 6FHIBIT 2R AT AV Z 1 1 KO NN 5 RHuAR o £
ﬁ%ﬂ%h\%%\%%\&UW%f%okoM?U7?/kﬁ%LTHDL77?/®£Mﬁf%
PERRTL . PURBEMERIZ IR, NAL ROVIIAL L & 100%ICE L2, ATV =—F v T IPV OB OB A
Y a— NV aR T AT 2 =7 NO/NRKOEFERANOREICLY . R AT ANV IFEIHT T
(2T 2 G O R RIFUE R D72 < &b 10T 5 2 A RESNT,

IPV [ ZHHSAN & OGN THwEtE (IgA) OFEAEEZFHET 5, 207, RUFTA LA RO
WHBEATHE R, PTG 8 5% T1E] 2 HAIHUARRS M/ N Tl 75% T 2 A3, HLiffli 64 (5 &8 2 5 H
FPUARESE/ N TIE 25%ICi 45, £/, IPVIC K » THEMGENFES L, 29 LEMREN
IPV DHDT 7 F o AGFE 2 52 T TR H TH IRt T2 Z L AR STV 5,

IPOL U 7 T L B8 12 B3 L 72 VAPP 13325 S LT @D IPVY OB DA 77 ¥ 2 — Mz L D
OPV Z &t A7 o — )L & Fhills LT, WS L O E O WP HicBW\TH VAPP D U 2 7 ZHE%
TEx5EEZLND,

ZIRE « ZHR K ORI

IPOL U 7 F i R AT A AN N LRI L ABMKARO 2B E L=, 3R (E
#%eWLLLE) | NRROR AN DREEN I ITAE T 5,
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—RRHY R HESE IR

TRTOIINE (k6L E) | KOVTIHEREN VN & H DA, BREMEIK ASERICRT T 5
U0 F o DEMTYHEEZZ T Z LA IND, BARKRY 0 AN X 52K A#ER 237
FEREE bk EmkaETe) POIRMSL72%, VAPP 272 37720 IPV O L% WA 7 a
—ADPHERIND L H IR oTz,

T TN, A% 2, 4, 6~18 A, KON 4A~6 DKM TA4EIOD IPVH#EREAZZIT 52 &,
OPV (X7 CIZKETIHBE SN TE 6T, T PHHERICH WS Z S 138D 5720, OPV AfELE X
NDHDIE, KEBGRITO 2 ha— 72 PERIZR IR E S5,

WE AR ABER OBRIER Gag ., TR oA 22k D) 2D T-%F X% OPV #f#
KIEFED, IPOLYZ F 2 HWTHIRIL Y —XZ5E T35 2 LIZHOWT, ZRARITEY L,

BRI ARTO/NE

EAEHEO/NRIZI T, PRI MR L. LT O DIEIZ L2 TIBNGE & B 89
LT &, FEMREM O THRE SN SRR A B Th, 24RO 2 T 3 7ud, B
EROLET2 (R - AROEZZM) |

A
—RRRY 7R HELE IR

HEEGEAORY 40 7 F o R L, KENCEET DA BEL T 18 Ll ) TldHESE Sz
W, BEFRRE N 72 <V AR U A A NV ATBRBRE T HBZNRH Y |+ BN 72 WA OSE T
BAiE s BEOHEICRT A Va2 — VTR AT 7 F o 2T H T &,

WECHARRY) A TA NV AL DREOBEEND Y . U7 F BN RS TR N2 <, LL
TOSFED 1O EICHE T 5615, IPOLY 7 F U2 BMERET 5 Z &,

PUF OSPEICREN T DAL, BAETR U 40 A L AICREET 5 U A2 D,

BEIK A BE SR DFATHLC & 2 ML E ~FrTT 4 2

WY A TA N AZRYEH LT DTN O® 5 B LTI CHfld 2 Rt 5,
RYATANAZEGHT 2 FREMED b DIEARZ 4R O BIRRAEEICHE T 54,

B AT U S LR L B RS EE IR LT B M Y R DA ST B B

TN O A IR
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1.6 HNEITE T ERKREICET 28H
SPO59 - NELRVATIFY (V=0 TIFV)

IPOL U 7 F %, HEFE N B2 G RASE R M ONVE OFEIGEO T X CUICHERT 5, Ziudid, BiE
etk HIV @&, = A3 A ABESEGRE, BEEEARE AR, KT~ 7 a7 ) e T ET
a7V CMdE ; e, U oo, USRS YRR L O AR IRE ; Wk, RIBERE
AT A R TFH, FUREHL SUTHES B2 W TR O R IR TR 2 4 2 B0
2Fohs, a7l 2GR oORETIE, IPOL Y 7 F o OG5 M2 S5 /T fertn &
Do FIEEFINABIC B 58 T, 1PV B IS RREMEIK A RER 5T D IRERIEINE N/ b D %
BEbHHN, BoENBRWEAELH D,

v 7 F o LRk, IPOL Y 7 F U BRI BHAEFEE O P2 RGET 5 H D TIXRUY,

Mo 7 F o el 0 ZOFERIZHOWTIE., Bk ABOHEAZBOZ L,

B

=

NN

IPOLUY 7 F %, 2-7 = /) F v & ) —)b, RILVLTILTE R, 2F~AT v AL h=AY
Vo ROE D Ix VY BEGD, RAIORBIK UBBUE DB D & 5 #1213 TH D,

1EID T 7 F L BafE% 240 LANICT 77 4 X% —XEIT T 7 4 FF > — 3 v 7 2RO E.
TOHOEREETIET S L,

SAMERPWEREZ 2L TV DA, TORERE CHEEAIEY T2 L, Lo, BE EXUER
7% EDBERIRRE THIT, MBOFEIZ)» DT U7 F AT 5 MEIT R0,

He
g

KU F Lo ORETERT, x4~ v, AL T h~Av v, RIIFTUB, 2272/ F T
B )=, ROFNVLET AT E REFERLTWS, BRICE VR FTEERITIRE S D2, MESFE
BLTCWDLARENRD D=0 BREOBER UMK - MROEAZR) | 26 OWEIKE LiEoE
DHHLETIET VAX—ISHELDZ E0nHD BROEEZSHR) |

IPV % DTP & BIERALIC AR U TIR A HEAE U 72 FLVE Tl S 8 PERIROS I, DTP BUAREERE
AL D BIRS E A TH - 7= O, JRFTRSITlE ., B> B\t TH D,

IPOL U 7 F o & XT 0 « NLU—JiEfERE (GBS) DORIEBIRITMES. KTV @) Bl Rig(k
RN AT T T 8L GBS OFICHFABEM S 53TV 5, IPV B5fE & BRI REEM: D & 5 58T
NHE I TS BIKISOHEESR) |

fER EORER
gy GOk
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16 NEICE T 2FERARRFICET Z2EH
SP059 - RFEIERVATHFY (V=9 THFV)

T 7 F ORI BT, BERERNCIE. BISE THT2Z NN TnEH 5605 HiRE
FHLHZ L, ZHIKIE. KU T FURIEFERED T 7 F 25T DIBBUE DA HEZ O TEEE IR 2 e id
THIELEEND,

ERREEMIZIE, i, Bl SUIRER (S, AAISUIRBR ORI 208 R THEARE L 72RO KIS
WTHZT 52 &,

BUEEAL 7 L L B — SO UG 2 T, =27 U S (1: 1000) # Ot 7o 58450 4 B
LTBL &,

EIRHEMRIL, s OBMEIEZ AT T 5 L L bIT, BUEORBRRIBICOW TR T2 2 &,

R AR B T IR E T O BE I, IPV BEREA (T RRIEE K (B 1T ot B AR R g
NELNRWZ EEH 5,

HIV &Y~ IPOL U 7 F U #EFE TS TlE AR 0,
EHHE NI A S RN E ) H3IciEETH 2 L,
W E ~ D 3 Sl

PR, WEl, SUIREE IS L, EEREIICN A LN TG EIXEREEMFICEKR TS L 5
RTAHT L,

EIREEMFEIT, Sfid, Bl SJUIREE T L, UV F oAttt afil+2 2 &,

I, P, Bl UIRER T L, —#HOERAZE 752 L OBREMEZFIT S
Z&,

ESREPS L, SRR TR (U7 F 2o T (Vaccine Information Statement ; VIS) |
P,
A HAEH

IPOL T 7 5 L3 AT B & O AAERIZA LN TWRWAMOIER A T 7 F 0 b DRREfE % |
B DOVFER#RZ W CTHEN SIS E T 5 2 13 TiEZRev, IPOL Y 7 F U #EO &Y O 2 8%
DTaP. MEMIFIPEE HE, ~E7 4 VAL 7AiM (Hib) . ROBRIFAD 7 F &, BlD
HES a2 O CHEEN 728 CRIFFERE L C X W IPOL Y 7 F o 2 Y7 7 U 7 R, FEE IR A%,
Hib, XX BARITR D 7 F o & R TR A HAE L7z & E OFUASORICET 2 EDT — 205,
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BRRE) TR OFEERE & L TRl BT D5 2RI B ~ O BB S TV R VWAL « HED
HeZM)

FREIHIFET OBEITIPOL Y 7 F o2l LG, o EilEnmoninitbdsd
(EH LoEE—2RIFEHOHEZZM) |

WAJRVE ZEREVE, ZARREIRT
3 A JFEPE ST Z AR BRI T 2 1Al 9~ 2 R EM BRI 520 L Ty,
AR 7 2 —C

)z 7= IPOL U 7 F o OAFESEBMRBRII I L T eV, IPOL Y 7 F o Z i BafE L
725 A OB A~DRESL, AE~DEEOAEL RHTH S, EiFIxd 2 IPOL Y 7 F 2 ORfE
1T, HONCHEREAICRS D LT 5,

3L im

IPOL U 7 F ot NP A~BAITT 20 ENIRHTH D, < O e ML HIcBiTI 57
D, AT OHANIPOLY 7 F o 2T 25BN LETH 5,

/N~ OB

e 6 RO T 5 IPOL U 7 F o DLV OFMEIIHEL STy (HEE - A&
DIEZ M) |

KIET, FLILISK L IPV 0 2 [FIBRi A A% 2 ROV 4 HICEME LTz L 25, £3FHOKRY A0 AL
ANTHT % MIEFUABRPERIL, 2 (AR I 95~100% T - 7z,

Bl I i
Ay

DI LA A T THESE LD 7 F o D PIBRARIR T, B TR RIS A8 % B
foo U0 F B A8 WERILIPIC, ATHE, BERE, ROVERSTIEN 3.2%, 1%, KUK 18%0 JiH
FICRD BV, KR 30°C (102°F) Bl EOFHA 38% CHAS Sz, MbOSERISRBRIE, IRA,
AHek, KOWRILR & Tl oz, PV ERIOER TR 7228, Y77 U7 - MR YA K-
A% =fERG D 7 F > (DTP) bR L7272, b DRGSR WNTNDO T 7 F Tk
BHONPEETE Rotz, LnL, ZhHRIPERISOMEE R OB, PV & GEFET DTP £
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L6 NEICHE T A ERARRFICEHTIEH

SP059 - RFEIERVATHFY (V=9 THFV)

B L7 BElC & SN b D LR TH o7z, E7o. RRERIIML SN TORWS, MR
DOFLIRIZ, 1PV 4 & BFREIRIBEME D H DR H BTN D,

KE T 1,300 B 28 2 B FLIR ARSI EE L7=B D 43RBT, A% 2~18 ADMIZ IPOL U 7 F %

DTP & [RIFRFIZBIEBAL\CEFE I TIR AR LT= & 2 A,

MOGE LRRTH -T2,

B BT AT R NS PERG L, DTP BlEs

E#2BROV4BICY ) 741" 0LEEKDTP U F U %, A% 18 AITY ) 7 4 DO EEHEKEEHRY 7
F > (TRIPEDIA®) ZRIEAICEIRER LI-IRD S5 5, IPOL YV Z F U BHRNERE 6, 24, K148
BMBICAFT XK GE R LELEOEES

Bl &S EERH
£ 2 B (n=211) £ 4 B (n=206) £ 18 BT (n=74)
6 RERE | 24 B508 | 48 BEE 6 B 24 BEfE | 48 B[ | 6 BFRE 24 B5fE | 48 B
Bfr. IPOL 2
HFDOHE

HIBE>1" 05% | 0.5% 0.5% 1.0% 0.0% | 00%| 1.4% 0.0% | 0.0%
[ 11.4% | 5.7% 0.9% | 11.2% 49% |  1.9% | 2.7% 0.0% | 0.0%
£ 5 29.4% | 8.5% 2.8% | 22.8% 4.4% |  1.0% | 13.5% 41% | 0.0%

cf g
ZEEL 1.0% | 05% | 05% 2.0% 0.5% 0.0% | 0.0% 0.0% 4.2%
>102.2° F
= R 64.5% | 24.6% | 17.5% | 495% | 25.7% | 11.7% | 14.7% | 6.7% 8.0%
B 60.7% | 31.8% | 7.1% | 38.8% | 18.4% | 6.3% | 9.3% 5.3% 4.0%
BN TR 16.6% | 8.1% | 4.3% 6.3% 4.4% 24% | 2.7% 1.3% 2.7%
& it 1.9% | 2.8% 2.8% 1.9% 1.5% 1.0% | 1.3% 1.3% 0.0%
W 3L e EiEZ T2BELUAICRIGEZRO-IROEIESE. 1B BEETER 0.0%. 2 B B EER 1.4%.

SEIEEER 0.0%ThHh 1=,

B T4NRRY—)LiE @BIT7RT 4 RNRAY—)L3t)

IPOL 79 F U ERPESBEDT—45

* BIRIEZTA 7 7AILIZIFZIPOL DO Fo &Y/ 724D EEEKDTP 749 F XX TRIPEDIA 74 F > D REIRHE
BHlEET., £2BMRICOBEERVEEEIL. EEADIP Y FUZBMERB LG LRAKTH D,
t TRIPEDIA D9 F U iE %2738
Hib &%

BB K ONEM- OSSR 1L, IPV XX OPV ZfFHEC DTP Z MR L 72548 L b TH

BENRN,
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16 NEICE T 2FERARRFICET Z2EH
SP059 - RFEIERVATHFY (V=9 THFV)

R

IPOLU 7 F 2 X7« NU—JEMERE (GBS) ORIEBARITMEN. S TWRWN, BIORTELAR U
F U F o BRE L GBS ORI A BT EME A STV B,

AEFEZROBE

1986 4F @ National Childhood Vaccine Injury Act | & - TE% 372 & 7172 National Vaccine Injury
Compensation Program (Z X V), U 7 F R 21T o T2 BRI K NV OO BERFEMZFICIL, U7 F o8
FRICBAT D02 K AR L, FE DA EFRORI 2 KEREBLSEAE ITHRHET D2 EDRHRE
SFLN TS, MERBEOHLFRIL, MEICLY V7 FURl—ERICGEHIN TV DHFRLE, &
U0 F DU LEIREBSOERIIER TH D L TR SN TV D HEELTH D B9,

WL IRER IR, UV FUEBRORAFFREMET D LN E SN D, ERFEMFEIT,
U7 F oG OB ERG | KEREESEAEE (DHHS) @ Vaccine Adverse Event Reporting System
(VAERS)IZ 45, Wiy &AL Ml A SUIRAZRICE T oML, 7 V=417
1-800-822-7967 T VAERS /b AFTE %,

I EBREMRIL. ZNODESREY ) T 4 RAY— 4t T 7 —<a Y5 o AEA~E % (Discovery
Drive, Swiftwater, PA 18370) XiX&EZE (1-800-822-2463) I THETH LD LT 5,

i - &

ERERTIC, FERE DA 2 B AR L, B RAM GIRBL L Ty, AaROfE z & o THERE
T5, YU UIAA TR OOV MRS L, BRI, 77 Yy —OHEIEE), X
IR DA BBV T 5, THBDXREABIEINTZT Y o IERA L TIR B 7220,

TEFHA 2 Y L=, EDHIZIPOL Y 7 F o 2N I3 FICiER 5, LR KR ORI,
KEEES Ml ~DPEFE N E F L, /AN KO TIE, IPOL U 7 T % = fH L~ D 5 B NTEST X
VIR TSI L v EfET 5,

U CVIEFHEEEROZE L, BEH L TUIR B2, HRITESHNT, WO TIETRIELR
FIUEZR B 70N,

FHRILHEHIC L D HIV (=4 X) | HBV (ITR) | T OMOBGYEZ B 5720, A% OE O
Uy oy 7ML S LEEIL, L LIMTIBIREDS 22 W D E DER TN EE TRV R Y 47720
&,
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16 NEICE T 2FERARRFICET Z2EH
SP059 - RFEIERVATHFY (V=9 THFV)

M R OFFRE DA ITICHRE LW K D T 2 2 & SIS Uik 2 5 5 Lzl
LA IERMATOTICNERZFEIE L. FIRZ RO 0 R U THIEMLICH LD 7 F i 2 135 0E
T %,

T 0 F o ERIRNTER LanZ b
/NRE

IPOL U 7 F o OfJEl U —XTiX, 0.5mL % 3[al, AN UL FICERNT 5, 8 L L2 &
T EMYEFELL, WH, k2, 4 KRU6~18 HICHFET S, WAL HERH > Th, 4K
@Fﬁﬁﬁ%f!i?y%\/%$ibf£b\: &O 1@E%$§6iﬁi?&6ﬁﬁ‘%mﬁgf§)éo :@%}jlﬁlt\/u_Xf(ﬁ\
BINGED IPOL 7 7 F Ll % 4~6 KFICIT O

v 7 F Lo

IPOLY 7 F o 2277 )7, WEE, REELOEEA ST A%, Hib, I BMAFEADY 7 F o L3
ITHERE L7- & Z OPUEARUSICET 2BEOTFT — 2006 BRI TFHIOIEE L L TERDL LN TW5HH
LT B ~OEEIIBIE SN TV AR GEEEROEEZSR) |

IPOL U 7 5> 0 30l H M % A 1% 12~18 H ORNAT 5 56 WMIZ - WiATEE TR - JZ (MMR)
T FoRoMDU 7 F oL ORI, BIOEREEE O TEENLZEALICIT Y 2 ENEE LUVWAEE
PERBH BN, IPOLT 7 F L & ZnbDT T F o b DGERT IR T 27 —Z 13720,

BRREDH 5/NE~DFEH

WEDORY AU 7 F U ERBEREA R O/NE R OFDETIE, LERBIED IPOL U 7 F 2 %581
PR L CRREEETETT5HZ &, OPV 2 EM PIHHERICHWD Z L ITBITE CITHERE S 7™, ReBllZdk
WCTOHRHERIND (—RORHEIREEHEOHEELSMH) |

HEAE SN DA 7 & 2 — V) il U CHERRRIRR ICBIE DN E U758 b L IR 72 50 1132 B
AN TGl EINVIEY/EY Sty RN CAPE T R - IN/ANSY ¢ QIR g AT S S AN

B NG & FE AR & 9 5 BRI, BIRFR TR TH 5.
FRA
BEREREORVARA

PEREEN /2, NI A TANVAIZRFET DV A7 BEWRADOEEE., #lEv U —XD IPOL V7
FUBEREAITO ZENHER I NS, FIEIS ) — Rk D A O OGS E a5 BRI E G S
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TR, RADHEER 7 22— )L TlE, D 2[E% 1~2 R CTHME L, D 6~12 H#IC 3
B H 28T 5, TE2ET R E COMMN 3 AR 2 HBOA, 3EIO IPOL Y 7 F 4
fEZ D7 &b 1 ORI TIT O, RIS, PRIZET 5 E TOMED 1~2 H D86, 2150 IPOL
U FouREE R L 1A ORIRTIT S, HI#S 1 HREOSS. IPOL Y 7 F % HEHERET 5
ZENHEREND,

TR RTEDORA

RUFTA N AIIREBET DU 270D EmWE AT, OPV O#FEZ /D72 < &b LA, @H O IPV #
FEIAEIHN 3 AN 7= 72\ s, 8 IPV X OPV & #lA A ot CTEF 3 EINZ 7= 72 W iEiE, IPOL D 7
Foabipnl &b 1EEEET 5, RFRNTFEIE., SRR ZBINEREL YRS —X&258 795
N

TR BT LI

RUFTANVARFET DV AT BEWVHEANT, R AU 7 F OB TIREEREIC X D 0)E
V=% T LTWAEA, IPOLUY V7 F o & LaEfET 5 2 LN TE 5,

FRANICHELE S D IPOL U 7 F > OESALIL, AT TH 5,
mEE

#2LvU v 05mL (14 10 4)

L& 49281-860-55

23A TV 10 [BlEERE 5y — Bin 3 5 © 49281-860-10
CPT®=— F : 90713

CPT I KEEME DBRERIGIE CTh 5,

HrEk

2~8°C (35~46°F) THEIRF LTeGE. KUV FUNILETHDH, WiEZRETHZ L,
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AERATSCE (20094E 4 A 16 H)

=-SPA
IMOVAX POLIO, 'L 7 4L R U v A0 BT SK
RERY AU 7 F o

R (AR UEE)
1> Uy (05mL) HIZULF2EHT5H -

RY A7 A 2R Mahoney Bk (RIEAL) oo, 40DU "7
BT T AL AN MEF-LEE CRTEAL) oo gspu ™t
RY AT AR ANEL, Saukett B (FIEAL) oo, 32puU "t

KU T F 0%, BRMNERH OB L N WHO OHELEIZHEHLL T\ 5,
#VERO Hifim | Chz3E L7T-,

“DU : D HLFHAE
" X%, O s bR T v T E Y L R o HR

W oO—E L6l ZEABBDO &,
p<ilpidll
FLT7 4 R0 DAY BREE SR

B PRRORF I

KU 7 F A%, IRABRO T2 AL Lz, FLIR. /NEI JORCA O HIE 502 FHE K OB IS
BRI 5,

« k- HE

H

il

WIE R

A2 ADEEREAZBMA L. 1 H T2 AT 0.5 mL 4 #iE 3 mHEfET 5,
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Q, AHFS Category 80:12 IPV
: Poliovirus Vaccine Inactivated
“IPOL® w

DESCRIPTION

IPOL®, Poliovirus Vaccine Inactivated, produced by Sanofi Pasteur SA, is a sterile suspension of three types of poliovirus:
Type 1 (Mahoney), Type 2 (MEF-1), and Type 3 (Saukett). IPOL vaccine is a highly purified, inactivated poliovirus vaccine with
enhanced potency. Each of the three strains of poliovirus is individually grown in vero cells, a continuous line of monkey
kidney cells cultivated on microcarriers."? The cells are grown in Eagle MEM modified medium, supplemented with
newborn calf serum tested for adventitious agents prior to use, originated from countries free of bovine spongiform
encephalopathy. For viral growth the culture medium is replaced by M-199, without calf serum. This culture technique and
improvements in purification, concentration and standardization of poliovirus antigen produce a more potent and
consistent immunogenic vaccine than the inactivated poliovirus vaccine (IPV) available in the US prior to 1988.3*

After clarification and filtration, viral suspensions are concentrated by ultrafiltration, and purified by three liquid
chromatography steps; one column of anion exchanger, one column of gel filtration and again one column of anion
exchanger. After re-equilibration of the purified viral suspension, with Medium M-199 and adjustment of the antigen titer,
the monovalent viral suspensions are inactivated at +37°C for at least 12 days with 1:4000 formalin.

Each dose (0.5 mL) of trivalent vaccine is formulated to contain 40 D antigen units of Type 1, 8 D antigen units of Type 2,
and 32 D antigen units of Type 3 poliovirus. For each lot of IPOL vaccine, D-antigen content is determined in vitro using the
D-antigen ELISA assay and immunogenicity is determined by in vivo testing in animals. IPOL vaccine is produced from
vaccine concentrates diluted with M-199 medium. Also present are 0.5% of 2-phenoxyethanol and a maximum of 0.02% of
formaldehyde per dose as preservatives. Neomycin, streptomycin and polymyxin B are used in vaccine production, and
although purification procedures eliminate measurable amounts, less than 5 ng neomycin, 200 ng streptomycin and 25 ng
polymyxin B per dose may still be present. The residual calf serum protein is less than 1 ppm in the final vaccine.

The vaccine is clear and colorless and should be administered intramuscularly or subcutaneously.

CLINICAL PHARMACOLOGY
Poliomyelitis is caused by poliovirus Types 1, 2, or 3. It is primarily spread by the fecal-oral route of transmission but may
also be spread by the pharyngeal route.

Approximately 90% to 95% of poliovirus infections are asymptomatic. Nonspecific illness with low-grade fever and sore
throat (minor illness) occurs in 4% to 8% of infections. Aseptic meningitis occurs in 1% to 5% of patients a few days after the
minor illness has resolved. Rapid onset of asymmetric acute flaccid paralysis occurs in 0.1% to 2% of infections, and residual
paralytic disease involving motor neurons (paralytic poliomyelitis) occurs in approximately 1 per 1,000 infections.®

Prior to the introduction of inactivated poliovirus vaccines in 1955, large outhreaks of poliomyelitis occurred each year in
the United States (US). The annual incidence of paralytic disease of 11.4 cases/100,000 population declined to 0.5 cases by
the time oral poliovirus vaccine (OPV) was introduced in 1961. Incidence continued to decline thereafter to a rate of 0.002 to
0.005 cases per 100,000 population. Of the 127 cases of paralytic poliomyelitis reported in the US between 1980 and 1994,
six were imported cases (caused by wild polioviruses), two were “indeterminate” cases, and 119 were vaccine associated
paralytic poliomyelitis (VAPP) cases associated with the use of live, attenuated oral poliovirus vaccine (OPV).® An all IPV
schedule was adopted in 1999, to eliminate VAPP cases.”

Poliovirus Vaccine Inactivated induces the production of neutralizing antibodies against each type of virus which are related
to protective efficacy. Antibody response in most children were induced after receiving fewer doses® of IPV vaccine than the
vaccine available in the United States prior to 1988.

Studies in developed® and developing®'® countries with a similar enhanced IPV manufactured by the same process as IPOL
vaccine in primary monkey kidney cells have shown a direct relationship exists between the antigenic content of the
vaccine, the frequency of seroconversion, and resulting antibody titer. Approval in the US was based upon demonstration of
immunogenicity and safety in US children."’

In the US, 219 infants received three doses of a similar enhanced IPV at two, four and eighteen months of age
manufactured by the same process as IPOL vaccine except the cell substrate for IPV was using primary monkey kidney cells.
Seroconversion to all three types of poliovirus was demonstrated in 99% of these infants after two doses of vaccine given at
2 and 4 months of age. Following the third dose of vaccine at 18 months of age, neutralizing antibodies were present at a
level of 21:10 in 99.1% of children to Type 1 and 100% of children to Types 2 and 3 polioviruses.?

IPOL vaccine was administered to more than 700 infants between 2 to 18 months of age during three clinical studies
conducted in the US using IPV only schedules and sequential IPV-OPV schedules.'?'® Seroprevalence rates for detectable
serum neutralizing antibody (DA) at a 21:4 dilution were 95% to 100% (Type 1); 97% to 100% (Type 2) and 96% to 100% (Type
3) after two doses of IPOL vaccine depending on studies.
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TABLE 1 US STUDIES WITH IPOL VACCINE ADMINISTERED USING IPV ONLY OR SEQUENTIAL IPV-OPV SCHEDULES
Age (months) for Post Dose 2 Post Dose 3 Pre Booster Post Booster
2 4 6 121018 Type 1 Type 2 Type3 Type 1 Type 2 Type 3 Type 1 Type 2 Type 3 Type 1 Type 2 Type 3
Dose 1 Dose 2 Dose 3 Booster| N*  %DA* %DA  %DA | N* %DA %DA %DA | N* %DA %DA %DA [ N* %DA %DA %DA
STUDY 1''1
I(s) 1(s) NA" I(s) |56 97 100 97 - - - 53 91 97 93 (53 97 100 100
0 0 NA 0 22 100 100 100 - - - 122 78 91 78 |20 100 100 100
I(s) 0 NA 0 17 95 100 95 - - - 17 95 100 95 |17 100 100 100
I(s) 1I(s) NA 0 17 100 100 100 - - - 16 100 100 94 116 100 100 100
STUDY 2'%
I 1) NA Is) | 94 98 97 96 - - - (100 92 95 88 (97 100 100 100
Is) I(s) NA Is) | 68 99 100 99 - - - |72 100 100 94 (75 100 100 100
I 1) NA 0 75 95 99 96 - - - |77 86 97 82 (78 100 100 97
Is) I(s) NA 0 101 99 99 95 - - - [103 99 97 89 [107 100 100 100
STUDY 3'%
I 1) I 0 91 98 99 100 {91 100 100 100 41 100 100 100 |40 100 100 100
Il Il O 0 96 100 98 99 (94 100 100 99 47 100 100 100 |45 100 100 100
I Ho)llg+0 O 91 96 97 100 (85 100 100 100 47 100 100 100 (46 100 100 100

* N = Number of children from whom serum was available

** Detectable antibody (neutralizing titer 21:4)

+t NA —No poliovirus vaccine administered

9§ IPOL vaccine given subcutaneously

§ IPOL vaccine given intramuscularly

I IPOL vaccine given either separately in association with DTP in two sites (s) or combined (c) with DTP in a dual
chambered syringe

0 OpPvVv

In one study,’® the persistence of DA in infants receiving two doses of IPOL vaccine at 2 and 4 months of age was 91% to
100% (Type 1), 97% to 100% (Type 2), and 93% to 94% (Type 3) at twelve months of age. In another study,'? 86% to 100% (Type
1), 95% to 100% (Type 2), and 82% to 94% (Type 3) of infants still had DA at 18 months of age.

In trials and field studies conducted outside the US, IPOL vaccine, or a combination vaccine containing IPOL vaccine and
DTP, was administered to more than 3,000 infants between 2 to 18 months of age using IPV only schedules and
immunogenicity data are available from 1,485 infants. After two doses of vaccine given during the first year of life,
seroprevalence rates for detectable serum neutralizing antibody (neutralizing titer 21:4) were 88% to 100% (Type 1); 84% to
100% (Type 2) and 94% to 100% (Type 3) of infants, depending on studies. When three doses were given during the first year
of life, post-dose 3 DA ranged between 93% to 100% (Type 1); 89% to 100% (Type 2) and 97% to 100% (Type 3) and reached
100% for Types 1, 2, and 3 after the fourth dose given during the second year of life (12 to 18 months of age).”*

In infants immunized with three doses of an unlicensed combination vaccine containing IPOL vaccine and DTP given during
the first year of life, and a fourth dose given during the second year of life, the persistence of detectable neutralizing
antibodies was 96%, 96% and 97% against poliovirus Types 1, 2, and 3, respectively, at six years of age. DA reached 100% for
all types after a booster dose of IPOL vaccine combined with DTP vaccine.'' A survey of Swedish children and young adults
given a Swedish IPV only schedule demonstrated persistence of detectable serum neutralizing antibody for at least 10 years
to all three types of poliovirus."

IPV is able to induce secretory antibody (IgA) produced in the pharynx and gut and reduces pharyngeal excretion of
poliovirus Type 1 from 75% in children with neutralizing antibodies at levels less than 1:8 to 25% in children with
neutralizing antibodies at levels more than 1:64.*'%7%22 There is also evidence of induction of herd immunity with
IPV,'5:23-28 and that this herd immunity is sufficiently maintained in a population vaccinated only with IPV.%®

VAPP has not been reported in association with administration of IPOL vaccine.?” It is expected that an IPV only schedule
will eliminate the risk of VAPP in both recipients and contacts compared to a schedule that included OPV.”

INDICATIONS AND USAGE
IPOL vaccine is indicated for active immunization of infants (as young as 6 weeks of age), children and adults for the
prevention of poliomyelitis caused by poliovirus Types 1, 2, and 3.%8
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INFANTS, CHILDREN AND ADOLESCENTS

General Recommendations

It is recommended that all infants (as young as 6 weeks of age), unimmunized children and adolescents not previously
immunized be vaccinated routinely against paralytic poliomyelitis.?° Following the eradication of poliomyelitis caused by
wild poliovirus from the Western Hemisphere (including North and South America).>° An IPV-only schedule was
recommended to eliminate VAPP.

All children should receive four doses of IPV at ages 2, 4, 6 to 18 months and 4 to 6 years. OPV is no longer available in the
US and is not recommended for routine immunization.” OPV is only recommended for special circumstances including the
control of outbreaks.

Previous clinical poliomyelitis (usually due to only a single poliovirus type) or incomplete immunization with OPV are not
contraindications to completing the primary series of immunization with IPOL vaccine.

Children Incompletely Immunized

Children of all ages should have their immunization status reviewed and be considered for supplemental immunization as
follows for adults. Time intervals between doses longer than those recommended for routine primary immunization do not
necessitate additional doses as long as a final total of four doses is reached (see DOSAGE AND ADMINISTRATION section).

ADULTS

General Recommendations

Routine primary poliovirus vaccination of adults (generally those 18 years of age or older) residing in the US is not
recommended. Unimmunized adults who are potentially exposed to wild poliovirus and have not been adequately
immunized should receive polio vaccination in accordance with the schedule given in the DOSAGE AND ADMINISTRATION
section.?®

Persons with previous wild poliovirus disease who are incompletely immunized or unimmunized should be given additional
doses of IPOL vaccine if they fall into one or more categories listed previously.

The following categories of adults are at an increased risk of exposure to wild polioviruses:?2-3'
 Travelers to regions or countries where poliomyelitis is endemic or epidemic.

* Health-care workers in close contact with patients who may be excreting polioviruses.

* Laboratory workers handling specimens that may contain polioviruses.

» Members of communities or specific population groups with disease caused by wild polioviruses.

IMMUNODEFICIENCY AND ALTERED IMMUNE STATUS

IPOL vaccine should be used in all patients with immunodeficiency diseases and members of such patients’ households
when vaccination of such persons is indicated. This includes patients with asymptomatic HIV infection, AIDS or AIDS-Related
Complex, severe combined immunodeficiency, hypogammaglobulinemia, or agammaglobulinemia; altered immune states
due to diseases such as leukemia, lymphoma, or generalized malignancy; or an immune system compromised by treatment
with corticosteroids, alkylating drugs, antimetabolites or radiation. Immunogenicity of IPOL vaccine in individuals receiving
immunoglobulin could be impaired and patients with an altered immune state may or may not develop a protective
response against paralytic poliomyelitis after administration of IPV.3?

As with any vaccine, vaccination with IPOL vaccine may not protect 100% of individuals.
Use with other vaccines: refer to DOSAGE AND ADMINISTRATION section for this information.

CONTRAINDICATIONS
IPOL vaccine is contraindicated in persons with a history of hypersensitivity to any component of the vaccine, including
2-phenoxyethanol, formaldehyde, neomycin, streptomycin and polymyxin B.

No further doses should be given if anaphylaxis or anaphylactic shock occurs within 24 hours of administration of one dose
of vaccine.

Vaccination of persons with an acute, febrile iliness should be deferred until after recovery; however, minor illness, such as
mild upper respiratory infection, with or without low grade fever, are not reasons for postponing vaccine administration.

WARNINGS

Neomycin, streptomycin, polymyxin B, 2-phenoxyethanol, and formaldehyde are used in the production of this vaccine.
Although purification procedures eliminate measurable amounts of these substances, traces may be present (see
DESCRIPTION section) and allergic reactions may occur in persons sensitive to these substances (see CONTRAINDICATIONS
section).

Systemic adverse reactions reported in infants receiving IPV concomitantly at separate sites or combined with DTP have
been similar to those associated with administration of DTP alone.'' Local reactions are usually mild and transient in
nature.

Although no causal relationship between IPOL vaccine and Guillain-Barré Syndrome (GBS) has been established,?® GBS has
been temporally related to administration of another inactivated poliovirus vaccine. Deaths have been reported in temporal
association with the administration of IPV (see ADVERSE REACTIONS section).
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PRECAUTIONS

GENERAL

Prior to an injection of any vaccine, all known precautions should be taken to prevent adverse reactions. This includes a
review of the patient’s history with respect to possible sensitivity to the vaccine or similar vaccines.

Health-care providers should question the patient, parent or guardian about reactions to a previous dose of this product, or
similar product.

Epinephrine Injection (1:1000) and other appropriate agents should be available to control immediate allergic reactions.

Health-care providers should obtain the previous immunization history of the vaccinee, and inquire about the current
health status of the vaccinee.

Immunodeficient patients or patients under immunosuppressive therapy may not develop a protective immune response
against paralytic poliomyelitis after administration of IPV.

Administration of IPOL vaccine is not contraindicated in individuals infected with HIV.33:34:35
Special care should be taken to ensure that the injection does not enter a blood vessel.

INFORMATION FOR PATIENTS
Patients, parents, or guardians should be instructed to report any serious adverse reactions to their health-care provider.

The health-care provider should inform the patient, parent, or guardian of the benefits and risks of the vaccine.

The health-care provider should inform the patient, parent, or guardian of the importance of completing the immunization
series.

The health-care provider should provide the Vaccine Information Statements (VISs) which are required to be given with
each immunization.

DRUG INTERACTIONS

There are no known interactions of IPOL vaccine with drugs or foods. Concomitant administration, of other parenteral vaccines,
with separate syringes at separate sites, is not contraindicated. The first two doses of IPOL vaccine may be administered at
separate sites using separate syringes concomitantly with DTaP, acellular pertussis, Haemophilus influenzae type b (Hib), and
hepatitis B vaccines. From historical data on the antibody responses to diphtheria, tetanus, acellular pertussis, Hib, or hepatitis
B vaccines used concomitantly or in combination with IPOL vaccine, no interferences have been observed on the immunological
end points accepted for clinical protection.’" ¢3¢ (See DOSAGE AND ADMINISTRATION section.)

If IPOL vaccine has been administered to persons receiving immunosuppressive therapy, an adequate immunologic
response may not be obtained. (See PRECAUTIONS — GENERAL section.)

CARCINOGENESIS, MUTAGENESIS, IMPAIRMENT OF FERTILITY
Long-term studies in animals to evaluate carcinogenic potential or impairment of fertility have not been conducted.

PREGNANCY CATEGORY C

Animal reproduction studies have not been conducted with IPOL vaccine. It is also not known whether IPOL vaccine can
cause fetal harm when administered to a pregnant woman or can affect reproduction capacity. IPOL vaccine should be given
to a pregnant woman only if clearly needed.

NURSING MOTHERS
It is not known whether IPOL vaccine is excreted in human milk. Because many drugs are excreted in human milk, caution
should be exercised when IPOL vaccine is administered to a nursing woman.

PEDIATRIC USE
SAFETY AND EFFECTIVENESS OF IPOL VACCINE IN INFANTS BELOW SIX WEEKS OF AGE HAVE NOT BEEN ESTABLISHED."%2° (See
DOSAGE AND ADMINISTRATION section.)

In the US, infants receiving two doses of IPV at 2 and 4 months of age, the seroprevalence to all three types of poliovirus
was demonstrated in 95% to 100% of these infants after two doses of vaccine.'#'3

ADVERSE REACTIONS

BODY SYSTEM AS A WHOLE

In earlier studies with the vaccine grown in primary monkey kidney cells, transient local reactions at the site of injection
were observed.?® Erythema, induration and pain occurred in 3.2%, 1% and 13%, respectively, of vaccinees within 48 hours
post-vaccination. Temperatures of 239°C (=2102°F) were reported in 38% of vaccinees. Other symptoms included irritability,
sleepiness, fussiness, and crying. Because IPV was given in a different site but concurrently with Diphtheria and Tetanus
Toxoids and Pertussis Vaccine Adsorbed (DTP), these systemic reactions could not be attributed to a specific vaccine.
However, these systemic reactions were comparable in frequency and severity to that reported for DTP given alone without
IPV.’2 Although no causal relationship has been established, deaths have occurred in temporal association after vaccination
of infants with IPV.?>”

Four additional US studies using IPOL vaccine in more than 1,300 infants,'? between 2 to 18 months of age administered
with DTP at the same time at separate sites or combined have demonstrated that local and systemic reactions were similar
when DTP was given alone.
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TABLE 2'? PERCENTAGE OF INFANTS PRESENTING WITH LOCAL OR SYSTEMIC REACTIONS AT 6, 24,
AND 48 HOURS OF IMMUNIZATION WITH IPOL VACCINE ADMINISTERED INTRAMUSCULARLY
CONCOMITANTLY AT SEPARATE SITES WITH SANOFI* WHOLE-CELL DTP VACCINE AT 2 AND 4 MONTHS
OF AGE AND WITH SANOFI ACELLULAR PERTUSSIS VACCINE (TRIPEDIA®) AT 18 MONTHS OF AGE

AGE AT IMMUNIZATION

REACTION 2 Months 4 Months 18 Months’
(n=211) (n=206) (n=74)
6 Hrs. 24 Hrs. 48 Hrs. 6 Hrs. 24 Hrs. 48 Hrs. 6 Hrs. 24 Hrs. 48 Hrs.

Local, IPOL vaccine alone®

Erythema >1" 0.5% 0.5% 0.5% 1.0% 0.0% 0.0% 1.4% 0.0% 0.0%

Swelling 11.4% 5.7% 0.9% 11.2% 4.9% 1.9% 2.7% 0.0% 0.0%

Tenderness 29.4% 8.5% 2.8% 22.8% 4.4% 1.0% 13.5% 4.1% 0.0%
Systemic*

Fever >102.2°F 1.0% 0.5% 0.5% 2.0% 0.5% 0.0% 0.0% 0.0% 4.2%

Irritability 64.5% 24.6%  17.5% 49.5% 257%  11.7% 14.7% 6.7% 8.0%

Tiredness 60.7% 31.8% 7.1% 38.8% 18.4% 6.3% 9.3% 5.3% 4.0%

Anorexia 16.6% 8.1% 4.3% 6.3% 4.4% 2.4% 2.7% 1.3% 2.7%

Vomiting 1.9% 2.8% 2.8% 1.9% 1.5% 1.0% 1.3% 1.3% 0.0%

Persistent Crying Percentage of infants within 72 hours after immunization was 0.0% after dose one, 1.4% after

dose two, and 0.0% after dose three.

q Sanofi Pasteur Inc. formerly known as Aventis Pasteur Inc.

§ Data are from the IPOL vaccine administration site, given intramuscularly.

* The adverse reaction profile includes the concomitant use of Sanofi whole-cell DTP vaccine or Tripedia vaccine with IPOL
vaccine. Rates are comparable in frequency and severity to that reported for whole-cell DTP given alone.

1 Children who have been vaccinated with Tripedia vaccine.

DIGESTIVE SYSTEM
Anorexia and vomiting occurred with frequencies not significantly different as reported when DTP was given alone without
IPV or OPV."2

NERVOUS SYSTEM
Although no causal relationship between IPOL vaccine and GBS has been established,?® GBS has been temporally related to
administration of another inactivated poliovirus vaccine.

Reporting of Adverse Events

The National Vaccine Injury Compensation Program, established by the National Childhood Vaccine Injury Act of 1986,
requires physicians and other health-care providers who administer vaccines to maintain permanent vaccination records
and to report occurrences of certain adverse events to the US Department of Health and Human Services. Reportable events
include those listed in the Act for each vaccine and events specified in the package insert as contraindications to further
doses of that vaccine,3839:4°

Reporting by parents or guardians of all adverse events after vaccine administration should be encouraged. Adverse events
following immunization with vaccine should be reported by health-care providers to the US Department of Health and
Human Services (DHHS) Vaccine Adverse Event Reporting System (VAERS). Reporting forms and information about reporting
requirements or completion of the form can be obtained from VAERS through a toll-free number 1-800-822-7967.38:3940

Health-care providers also should report these events to the Pharmacovigilance Department, Sanofi Pasteur Inc.,
Discovery Drive, Swiftwater, PA 18370 or call 1-800-822-2463.

DOSAGE AND ADMINISTRATION

Before administration, parenteral drug products should be checked visually for any deviation from normal appearance including
container integrity. The syringe or vial and its packaging should be inspected prior to use for evidence of leakage, premature
activation of the plunger, or a faulty tip seal. If evidence of such defects are observed, the syringe should not be used.

After preparation of the injection site, immediately administer IPOL vaccine intramuscularly or subcutaneously. In infants
and small children, the mid-lateral aspect of the thigh is the preferred site. In older children and adults IPOL vaccine should
be administered intramuscularly or subcutaneously in the deltoid area.

The syringe is intended for single use only, must not be reused, and must be disposed of properly and promptly following its use.

To help avoid HIV (AIDS), HBV (Hepatitis), and other infectious diseases due to accidental needlesticks, contaminated needles should
not be recapped or removed, unless there is no alternative or that such action is required by a specific medical procedure.

Care should be taken to avoid administering the injection into or near blood vessels and nerves. If blood or any suspicious
discoloration appears in the syringe, do not inject but discard contents and repeat procedures using a new dose of vaccine
administered at a different site.

DO NOT ADMINISTER VACCINE INTRAVENOUSLY.
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Children

The primary series of IPOL vaccine consists of three 0.5 mL doses administered intramuscularly or subcutaneously,
preferably eight or more weeks apart and usually at ages 2, 4, and 6 to 18 months. Under no circumstances should the
vaccine be given more frequently than four weeks apart. The first immunization may be administered as early as six weeks
of age. For this series, a booster dose of IPOL vaccine is administered at 4 to 6 years of age.*’

Use with Other Vaccines

From historical data on the antibody responses to diphtheria, tetanus, whole-cell or acellular pertussis, Hib, or hepatitis B
vaccines used concomitantly with IPOL vaccine, no interferences have been observed on the immunological end points
accepted for clinical protection.’’-'¢3¢ (See DRUG INTERACTIONS section.)

If the third dose of IPOL vaccine is given between 12 to 18 months of age, it may be desirable to administer this dose with
Measles, Mumps, and Rubella (MMR) vaccine and/or other vaccines using separate syringes at separate sites,?® but no data
on the immunological interference between IPOL vaccine and these vaccines exist.

Use in Previously Vaccinated Children

Children and adolescents with a previously incomplete series of polio vaccine should receive sufficient additional doses of
IPOL vaccine to complete the series. OPV is no longer recommended for routine immunization and is recommended only in
special circumstances’ (see General Recommendations section).

Interruption of the recommended schedule with a delay between doses does not interfere with the final immunity. There is
no need to start the series over again, regardless of the time elapsed between doses.

The need to routinely administer additional doses is unknown at this time.?®

Adults

Unvaccinated Adults

A primary series of IPOL vaccine is recommended for unvaccinated adults at increased risk of exposure to poliovirus. While
the responses of adults to primary series have not been studied, the recommended schedule for adults is two doses given at
a 1 to 2 month interval and a third dose given 6 to 12 months later. If less than 3 months but more than 2 months are
available before protection is needed, three doses of IPOL vaccine should be given at least 1 month apart. Likewise, if only
1 or 2 months are available, two doses of IPOL vaccine should be given at least 1 month apart. If less than 1 month is
available, a single dose of IPOL vaccine is recommended.?®

Incompletely Vaccinated Adults

Adults who are at an increased risk of exposure to poliovirus and who have had at least one dose of OPV, fewer than three
doses of conventional IPV or a combination of conventional IPV or OPV totaling fewer than three doses should receive at
least one dose of IPOL vaccine. Additional doses needed to complete a primary series should be given if time permits.?®

Completely Vaccinated Adults
Adults who are at an increased risk of exposure to poliovirus and who have previously completed a primary series with one
or a combination of polio vaccines can be given a dose of IPOL vaccine.

The preferred injection site of IPOL vaccine for adults is in the deltoid area.

HOW SUPPLIED
Syringe, without needle, 0.5 mL (10 per package).
Product No. 49281-860-55

Vial, 10 Dose — Product No. 49281-860-10
CPT® Code: 90713
CPT is a registered trademark of the American Medical Association.

STORAGE
The vaccine is stable if stored in the refrigerator at 2°C to 8°C (35°F to 46°F). The vaccine must not be frozen.
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1  NAME OF THE MEDICINAL PRODUCT

IMOVAX POLIO, suspension for injection in a prefilled syringe
Poliomyelitis vaccine (inactivated)

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

One dose (0.5 ml) contains:

Poliovirus” type 1, Mahoney strain (inactivated) ..............cc..cco........ 40 DU™
Poliovirus” type 2, MEF-1 strain (inactivated)..............ccccoe.evennn.. gDU""
Poliovirus” type 3, Saukett strain (inactivated) ...............ccc.cocennenn.. 32 DU

This vaccine is in compliance with European Pharmacopoeia requirements and WHO
recommendations.

# cultured on VERO cells
" DU: D-antigen Unit
" Or the equivalent antigenic quantity, determined by suitable immunochemical method.

For a full list of excipients, see section 6.1

3 PHARMACEUTICAL FORM

Suspension for injection in a prefilled syringe

4 CLINICAL PARTICULARS

4.1  Therapeutic Indications

This vaccine is indicated for the prevention of poliomyelitis in infants, children and adults, for
primary and booster vaccinations.

RA_0049544 Confidential/Proprietary Information
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4.2  Posology and Method of Administration

Posology
Primary vaccination:

From 2 months of age, 3 successive injections of 0.5 ml should be administered at intervals of one
or two months.

From 6 weeks of age, IMOVAX POLIO may be administered following the 6-, 10-, 14-week
schedule, as per the recommendations of the Expanded Programme on Immunisation of the World
Health Organisation.

For nonvaccinated adults, 2 successive injections of 0.5 ml should be given at intervals of one or,
preferably, two months.

Booster

In children in the second year of life, a 4th dose (1st booster) is administered one year after the
3rd injection.

For adults, a 3rd dose (1st booster) is administered 8 to 12 months after the 2nd injection.
A booster is given every 5 years in children and adolescents and every 10 years in adults.

Method of Administration

The preferred route of administration is intramuscular, although the vaccine may also be given
subcutaneously.

The preferred site of intramuscular injection is the mid-lateral aspect of the thigh in infants and
toddlers and the deltoid muscle in children, adolescents and adults.

4.3  Contraindications
Known severe hypersensitivity to any component of the vaccine or a vaccine containing the same
substances, or to one of the excipients, or to neomycin, streptomycin or polymyxine B.

Common transient contraindications to any vaccination: in case of fever or acute illness, it is best
to postpone vaccination.

4.4  Special Warnings and Precautions for Use

Do not inject by the intravascular route: make sure the needle does not penetrate a blood vessel.

Like any injectable vaccine, IMOVAX POLIO should be administered with caution to subjects
with thrombocytopenia or a bleeding disorder, because bleeding may occur following an
intramuscular administration to these subjects.

RA_0049544 Confidential/Proprietary Information
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As with all injectable vaccines, there is a possibility (though rare) of an anaphylactic event. For
this reason, appropriate medical treatment should be readily available, and the subject should be
kept under surveillance following administration.

The immune response to the vaccine may be reduced in subjects who are immunodeficient or who
are taking an immunosuppressive treatment. In such cases it is recommended to postpone
vaccination until the end of the treatment or to make sure that the subject is well protected.
Vaccination of subjects with chronic immunodeficiency, such as HIV infection, is nevertheless
recommended even if the immune response might be limited by the underlying illness.

IMOVAX POLIO may also be indicated for subjects for whom oral vaccination is contraindicated
and as a booster for subjects previously vaccinated with the oral vaccine.

The potential risk of apnoea and the need for respiratory monitoring for 48-72 h should be
considered when administering the primary immunisation series to very premature infants (born <
28 weeks of gestation) and particularly for those with a previous history of respiratory immaturity.
As the benefit of vaccination is high in this group of infants, vaccination should not be withheld
or delayed.

4.5 Interaction with Other Medicinal Products and Other Forms of Interaction
There is no documented evidence against administration of IMOVAX POLIO during a single

vaccination session with other usual vaccines. Different syringes and separate injection sites
should be used in case of concomitant administration.

4.6  Pregnancy and Lactation

Clinical data indicate that this vaccine may be prescribed during pregnancy, only if required.
This vaccine may be used during breast feeding.

4.7  Effects on Ability to Drive and Use Machines

No studies on the effects on the ability to drive and use machines have been performed.

4.8 Undesirable Effects

Clinical Trial Experience

Local reactogenicity was evaluated in two multicenter, randomised clinical trials involving a total
of 395 patients. Local reactions at the injection site were commonly to very commonly reported:
redness (in 0.7% to 2.4% of subjects in each trial), pain (0.7% to 34%) and induration (0.4%).

The incidence and severity of local reactions may be affected by the site, route and method of
injection and by the number of previous injections.
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In a multicenter, randomised, phase 111 study involving 205 children, cases of fever >38.1°C were
reported (in 10% of children after the first dose, in 18% after the second dose and in 7% after the
third dose.)

Data from Post-Marketing Surveillance

Data from spontaneous reporting shows that the following post-marketing events have been
reported very rarely (<0.01%). However, the exact frequency cannot be precisely calculated.

Given the childhood immunisation schedule, IMOVAX POLIO is rarely injected alone.
General Disorders and Local Reactions:

Local reactions at the injection site, such as oedema, can occur in the 48 hours following
vaccination and persist for one or two days.

Lymphadenopathy.
Immune System Disorders:

Type | hypersensitivity reaction to one of the components of the vaccine, such as urticaria,
angioedema, anaphylactic reaction or anaphylactic shock.

Musculoskeletal and Connective Tissue Disorders:

Myalgia and moderate and transient arthralgia have been reported in the days following
vaccination.

Nervous System Disorders:

Convulsions (isolated or associated with fever) in the days following vaccination, headache,
moderate and transient paresthesia (mainly in the lower limbs) in the two weeks following
vaccination.

Psychiatric Disorders:

Agitation, somnolence and irritability in the first hours or days following vaccination and
disappearing rapidly.

Skin and Subcutaneous Tissue Disorders:
Rash.

Apnoea in very premature infants (born < 28 weeks of gestation) (see section 4.4)

49 Overdose

Not applicable.
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5 PHARMACOLOGICAL PROPERTIES

POLIOMYELITIS VACCINE
(J: Anti-infectious)
ATC code: JO7 BF

5.1 Pharmacodynamic Properties
The vaccine is prepared from poliovirus types I, 2 and 3 cultured on Vero cells, purified and
inactivated by formaldehyde.

One month after primary vaccination (3 doses), seroprotection rates were at 100% for types 1 and
3 poliovirus vaccines and at 99% to 100% for type 2.

In infants, the booster dose (4th dose) led to a large increase in titres with seroprotection rates of
97.5% to 100% for the three types of poliovirus vaccine.

Four to five years after the booster dose, 94 to 99% of subjects had protective titres.
In primed adults, a booster injection is followed by an anamnestic response.

For the most part, these data comes from studies done with combined vaccines containing
poliomyelitis vaccine.

Immunity lasts for at least 5 years after the 4th injection.

5.2  Pharmacokinetic Properties

Not applicable.

5.3  Preclinical Safety Data
Not applicable.

6 PHARMACEUTICAL PARTICULARS

6.1  List of Excipients

2-phenoxyethanol, formaldehyde, medium 199 Hanks, hydrochloric acid or sodium hydroxide for
pH adjustment.

The 2-phenoxyethanol is contained in a solution of 2-phenoxyethanol at 50% in ethanol.
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The medium 199 Hanks (without phenol red) is a complex mixture of amino acids (including
phenylalanine), mineral salts, vitamins, and other components (such as glucose), supplemented
with polysorbate 80 and diluted in water for injections.

6.2  Incompatibilities

In the absence of compatibility studies, this medicinal product must not be mixed with other
medicinal products.

6.3  Shelf Life

3 years

6.4  Special Precautions for Storage

Store in the refrigerator (between +2°C and +8°C), protected from light. Do not freeze.

6.5 Nature and Contents of Container
0.5 ml of suspension for injection in a prefilled syringe (type I glass) with a plunger stopper
(elastomer) — box of 1 or of 20

0.5 ml of suspension for injection in a prefilled syringe (type I glass) with a plunger stopper
(elastomer), a tip-cap (elastomer), and with 1 to 2 separate needles — box of 1

6.6  Instructions for Use and Handling

Verify that the vaccine is clear and colourless. Do not use the vaccine if it has a cloudy
appearance. For syringes without an attached needle, the needle should be mounted firmly on the
syringe by rotating it 90°.

7 MARKETING AUTHORISATION HOLDER
SANOFI PASTEUR

2, avenue du Pont Pasteur
69007 LYON
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8 MARKETING AUTHORISATION NUMBER(S)
e 325 755.0: 0.5 ml of suspension for injection in a prefilled syringe (type I glass) with a
plunger stopper (elastomer) — box of 1

e 369 926.5: 0.5 ml of suspension for injection in a prefilled syringe (type I glass) with a
plunger stopper (elastomer), a tip-cap (elastomer) and a separate needle — box of 1

e 369 927.1: 0.5 ml of suspension for injection in a prefilled syringe (type I glass) with a
plunger stopper (elastomer), a tip-cap (elastomer) and 2 separate needles — box of 1

e 325 756.7: 0.5 ml of suspension for injection in a prefilled syringe (type I glass) with a
plunger stopper (elastomer) — box of 20

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

e Date of first authorization: 02 July 1982

e Date of renewal of the authorization: 01 March 2007

10 DATE OF REVISION OF THE TEXT

16 April 2009
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Dis 159:1018-1024, 1989.
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inactivated poliovirus vaccine in premature and term infants. J Pediatr 120:686-689, 1992.

[EREERK k]
FECERICFEEHOENEEHZ D& F LT FREIZTRERL 72 &0,
P74 TRUT 4 ARAEH

a— ¥ — T OMRE

T 163-1488 HUAUHL A1 X P9 #E = T H 203% 2 &

7 Y —X A ¥/ 0120-109-905 FAX (03)6301-3010

[BERFTEREFD KA XIFTBFH R KERT]
REIRGE -

)T g XA — RS
T 163-1488 H AN HE X HEE — T H 203% 2 5

[BRFEREF D KA XIF BT R U{ER]
e

)T g TRUT ¢ AR
T 163-1488 HAUALHTE X HE — 1T H 20%& 2 &=

Property of the sanofi-aventis group - strictly confidential

Page 11



1.8 HIXEE
SP059 - RFERRUATHOFY (V=9 DO FV)

2. FIXE () O THEXIIHR] . TRERUVAE] OFRTERML

2.1 TohREXIFZEl (F)

VIR ABER DT B

[RX E AR L]

IPV OFNEFEAM D 72D DB DEFIRI) = RARA & MIAMEIK AR DB TR TH D03, &
Qe PP ROFEIE, U 27 F o IEEERERE & O Hlk s WTREZREAER T 72 < & b BT BB OB &
%E%IE COTEDBENNETH D Z LD, RRFEORIRT — & /Xy r—IZEE A TR, Lo

«AFICER E LT IPV DY TBAh F & 3 U 72 KHRBLEE R IFZE 0 D IPV OFEIZ DWW TURS
T2 ([Module 2.5.4.4]) .
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