WABERER 0407TE 15
¥ 284 4 A 7R

AFURSEEER () & B

EAMBEER - AR BEEEERE
(& B Z B

[FSRSG—RU 7 F L BEOBERFMEICET B HA £V R] DT

FIRF—RV I F U EOBKRFHEICET BN A X R EFROLBVERD
ELHELEOT, BETERESCH L CRANFSECLET,

2B, FHA FTA V%, BRERICEIT 5REMMRICES EXME X 5
EELHELOTHY ., EMLOELSE KB L AEARRICE SV =60
Thivid, BTFLbIZIRLEFEZEFTIL5ROBbOTIIRN T L
 BBLURLET. |




(BIER)

FFRG =D 7 F VEOBREIZBET A ¥ =

1. Uiz * .

WHANBERTBEZBYIEN DT T3 DICEREN B U 7 F Uik, iEE. B
EMEOQIMITH., TOFERRET->TWS, LirL, HARERIEHE (WHO) 2
BHEREICHERLTWB U 77 "O— ik, AR CEH SR TV RWRRIZH 5,
£, KR CTOFMITHRD bARWT v VREOBEFERTITHIO OWAT S = ki
£ 9. FRBIZBOTERORBRESIESEI LEFALBO LA TR . KB TORE
BRVIBRBREICHTEFHT 7 FrOSNBERLEE->TEY., ZhbiconT
HRITBh D Z L R<ERLEINBZ Z EBEENS, '

EEAAUADERHIKTRE - FATL TV IBRERCAHT ST 7 F> UATFIb
FTRT—XUIFHEIEVD,) OBRETIE. TORETHHREFET 5 HBKRRR
EERCERT S Lid. UBRBREORIE A XV bRDRVITRWZ &5 HEEE
THD, LIeBoT, FHTOY 7 FURARICERL. AR THITTDBRIECH TS
DIFU L FTRG—XT I F %L OBREOEX FITIIRR D ABDH D LB
Z % '

UBHBREERL, FIRF—XUIF U EOMFCHRORERBR EHED T
WS S EIARELELXD, BHA T RIL, TBBRETFEY 7 F 2 OBKRRY A
KAL) (AT TBRBEETFBET 7 F oA R LW 5,) 2285w 3608
FE LT, bIRGF—XU I FUEOMERRARICHELY. FSRF—IXVIF %
DEEKRFHBICBI T 2 BERERLEBOTH S, :

2. B®
FIRS—XT I FEONBRARY BT, TOBKNEMOE LY - BEAE
ELDELDOTHD, 2B, FAAIL, HL ECHREAORNEAECESIRNESH
b DThHo T, SHOREAEOEICHEVEE SN B MRS 5= LIIZEE
TEHELENDHD,

3. xseEE

WG IR R BHIBRECHTETFHY 7 F o288 T35, =FL,
AR CORERROIBRBRIEICHT B FY 2 F CTho T, WHBEREOHA
57, BENEEE~OEBERNENB UV 7 F oW Th, K& X H @AY
BEbH 5. i ' :

FRA TN PRHEN—B L LTHREESND U 2 F L OBERSEEIC SV Tk,
EHAZ U ZAOMATIIRL, (RF Iy s 4 v TAz o FiBxieTa b &4 7



U FUORRBEICETAINS RIAVPINRBELRS,
4. BROEXH

BREETFBHT 7 F 1%, T DBERNRADERVESAEIT OV T, e REBRAR
PBLTHRMES A TNS, hITRF—XT I F L EOBERTBICH- Y, EAHRE
#@%ﬂ*%vzg&énaﬁﬂu:mﬁﬁ%MVa%/ﬂ4P74/a§&5%o
T2V,

U FrEED, ERBORRBITEN TR, RATORKBAREZIToEI/NET
DEKRBRZ1TO = L BBR THB, LALESL, AXE<F Y 70X 5. HfT
HIZBOTI/NEICBEE L, RA TS SRERELER LTV BB 5D,
FATHIRIC BV T, FAERS/MNEIC R ERRRE1T ) Z L AEYRBA bH 5,

77 FUORBTIR. BHERUELMEDT —F 2B 5 DI EBOERLEL E
B LRI 2B IRRBRSRRE NS, YHRRTI. RETHHRE= R4

. YPETBRIEREELY, FIRNF—XUIFUER, KB TORERRVDHR
BREICHTBFH I I FL ChEeh b, VI F L OBAPEDT—F 2BBED
ik, WITHIR COFMARBROERERNT 3 Z L 8FRBITH S, 2B, HiTH

RCERT 3 AAAZ S DERBOZHLERTES, .

5. BRERFEEICBIL CHRETREA
(1) AENMEDE 25

U7 F DR, ﬁxﬁk§ﬁ$%%%%ﬁ%ﬁ®I/Pf4/bkLL&%
RRICELVFEESND, LHL2KD, RETHIRLIET 5RBIT, BRREN
RBEN—ERED Y . M oLBRRSER TR COLERNTRTHEZ &
2o, BNTEEYT S Z LREETHS, LeBoT, FIRF—XVIFL%E0H
SERREET SRB L LTI, &L R 3BREORTHICBVTERSh, BET
Bi$hRETY KRSV b E L, 75 RABEOR A BRELRE LA EMESL
EEREERBIC L 3 FHERFAL 257 |

HATHICBVWTREFBIIRBTENE FFRF—XTU 7 F U BIZH50 Tk, BA
BRERARBIC BV TREEAS 2 AR 2 3R 5 b O Tl iav i3, kMBS oisEs A
WT, REREZHET 3 LERERMTRETHS,

REFI TR 2 BNBKRRONEIC i o Tk, RETHHREBRIE SN
WA ERBRROBER 7 V2 — ., SRR, ﬁ&ﬁﬁ@ﬁﬁﬁﬁ%%ﬁﬁ?«%f
b3,

! BB (Challenge study) SO RMENAGAS AR R ERERERBRER BTN B SN DB AL,
YEBRBICE SN TU I/ FrOBMEE2BATE L bERTE 3,
2 RBOBIEEPLEBHES NS, 7S eRHBRERELRVRRT IS VU HEETE 3,

2



EP & HfTHE OMICBW T, HBR L T3RRECKRREONT (. nESR, 4
YR, 77 —V8, BEFRRY) PARBRORREDOBVNCL Y, REHSEICK
EREESTRINBZEREL OIS, BAATIEL, RAESENMEV D LRPHRS
N3/ I RROEEICE, BNERRRICEV T, BIFCE) SBERRT
BN ShEfEE L Y SWVEBERIC L REFEERRB L TB D LATRAR
BALHBLELS, .

@) ENERBRESEFETS F5_5—XT 7 F L EOHETREIC VT

ENEAREE CHIBRETHT 7 F L REE L., D ORETEH & OBEARET
Eh TV 3 REFRMEI X 3 REBERH 3R, HTcRiT 3 RETHHESL
FHET 3RV I, ENBERRRICBWT, REBEZRV. BREEABEEICHT .

BDIBUERIT S LT, NIRRT —XT I FUEOEDMEL TR TE 388D
B, :

6. BUERFEHDOBNFEICOVT |
FSRGF—XTI7FUHIIRNTH, BERY X7 TEHEOEEIILETH D,
TSRS LTEREShS F SR5F—X D7 FUETIL, MRREETES
DOEBIZBWT, FRINBCEREZEOIBEBELOND, TD LI RBEITEWT
it BSRAERESORMETIIR | WA ERE D b ORBIRTE DR 2 RN
PR . BIOFIEIC & B B RIE L RN T S SERD 5,

7. FOMBOBER
(1) FIRFEAE '

EIPESERERER 2 T BRI IX. AROEMERY 7 F LoD F SRF—XT )
FUE, RFEEIRESNDI V7 F VIOV THERL, *%OEﬁﬁﬁ%Eﬂk L
ERREEDT—F ZMBTHZLBEELYY,

(2) MAIBER

BRERRBRIZIIT 6%&‘3&%#&9%‘%&’%&.0»\1 X, TEEERBRBRD 7= DFERH M

Al "ZBRIhi,

(3) ME DR

M IRT—XY I FUSORERERBIC Hi o Tk, ANFHRAERBNT
EEMLERL LTHEBEEERED DN, %%ﬁt&gﬁ%/\@ﬁ‘*#*&) bh3DT,
BETBZ L,



[31AscE]

1) WHO. International travel and health, 2012.

2) [BYEETBEY 7 F L DBEERRBRTA FFA) (R 2245 A 27 BT ERSE
3 0527 % b BEAFBHEERALRFETEREEM)

3) IRVFIvIfvorzrPilxiesa ¥4 7Y 7 FVORBFCETIY
A K541 (ERL 2346 10 A 31 AFHTEATEER 10315 1 %Eé%ﬁ%ﬁﬁﬁm :
REETHRREM)

4) TERRBRBRO =D OMEAFAI (FAR 10 48 11 A 30 BFHTEREFS 1047 SEE
EERZLRFETERERS)

(€252

(1) WHO. Guidelines on the quality, safety and efficacy of Vi polysaccharide
conjugate typhoid vaccine, Draft, March 2013.

(2) WHO. WHO/BS/2012.2199:Guidelines on the quality; safety and efficacy of
Japanese encephalitis vaccine (live, attenuated) for human use, vProposed Revision
of WHO TRS No. 910 (Annex 3), Draft.

(3) WHO. WHO/BS/2012.2186:Guidelines to evaluate recombinant malaria vaccines
targeting the pre-erythrocytic and blood stages of Plasmodium falciparum,
Proposed guidelines, Draft.

' (4 WHO. WHO position paper on hepatitis A vaccines — June 2012, Weekly _
Epidemiological Record No28-29, 87:261-276, July 2012.

(5) FDA. Guidance for Industry General Principles for the Development of Vaccines
to Protect Against Global Infectious Diseases, December 2011.

(6) WHO. Vaccines against tick-born encephahtls WHO posmon paper, Weekly
Epidemiological Record No24, 86:241-256, June 2011. .

(7) WHO. Recommendations for Japanese encephalitis (inactivated) vaccine for
human use (Revised 2007), WHO Technical Report Series, No 963, Annex 1, 2011.

(8) WHO. Recommendations to assure the quality, safety and efficacy of group A
meningococcal conjugate vaccines, WHO Technical Report Series, No 962, Annex
2,2011. o

.(9) WHO. Guidelines on the quality, safety and efficacy of dengue tetravalent
vaccines (live, attenuated), Proposed replacement of Annex 1 of WHO Technical
Report Series, No. 932, 2011.

(10)- WHO. Rabies vaccines: WHO position paper, Weekly Epidemiological Record
No32, 85:309-320, August 2010.

(11) WHO. Recommendations to assure the quality, safety and efficacy of live



attenuated yellow fever vaccines, WHO Technical Report Series, No 872, Annex 2,
2010. .

(120 WHO. Recommendations to assure the quality, safety and efficacy of"
recombinant hepatitis B vaccines, WHO Technical Report Senes, No 786, Annex 2
and No 889, Annex 4, 2010.

(13) Menendez C. and Alonso P. Guidelines and considerations for testing malaria
vaccéines in preghhnt women, Human Vaccines 6: 21-26, January 2010.

(14) IDSA. Immunization Programs for Infants, Children, Adolescents, and Adults:
Clinical Practice Guidelines by the Infectious Diseases Society of America, ’
Clinical Infectious Diseases 49:817—40, September 2009. '

(15) WHO. Guidance on the evaluation of Plasmodium vivax vaccines in populations
exposed to natural infection Vaccine 27: 5633-5643, July 2009.

(16) WHO. Proposed revision: Recommendations for Japanese Encephalitis Vaccine
(inactivated) for human use, Expert Committee on Blologlcal Standardization
" Geneva, 8-12 October 2007.

. (177 WHO. Guidelines for the production and quality control of candidate
tetravalent dengue virus vaccines (live) , WHO Technical Report Series, No. 932,
2006 Annex 1. - |

(18) WHO. Guidelines for the production and control of inactivated oral cholera
vaccines, TRS 924, 2004, Annex 3.



