BAERE 40T H 12
Tk 28 £ 4 B 7 H

EHENEEATER (B) B B

EASBEEER - ARELRESTERE
& B A )

[FFRG—RY I F U EORERIHEICET 501 ¥R oo

FIRG—RT I FUEOERIRICET 3 YA 52 X EBIRO L BB D
TLWIELAEOT, RETRRESCH L TAMNEBENLET,

7235, AAA KTA ik, BREICRT 5 REMMRICES < EARE 2 5
EELDIELOTH Y, FHEOESSE L KR L= SEOBIICE S0
ThiuE, HFLb LI RLEGFREZETTSL 5RO bOTIRRN &
B H LR ET, - |




(BIFR)

hFRG =RV 7 F L BOBRKTURCEET B4 A 5 X

. LBz
WS~ A E EBYE, BT A OKEE AN S U 7 F ik, HE. 1B
FEE OB, TOBEXEE-TWVS, L L, #HAMREEE (WHO) 28
BAERNE CHERL T3 Y 7 F 0 "o—it . AR CERERTWARVRIRICH B,
i, FHCOFITARD bHARNT L FBE QRSP S FTH» bFRAT S = iz
L0 ERIEBOTEENRBLEEER. LAFLEDORTRY .. AR CORE
BRI BRI T3 TY 7 FL OUERLEE - THY . ZhbirounT
HRICBLS Z L R ERLENE D EREENS, ‘
TCAFPSOECHIRTIA « AT L TV BRI AT 57 7 7> (BT b
FRG=RT I FUEIEN D) OBRRETIE, TORETHHREIET 5 MRRER
A TEMT B Lk, BEBYEOREEA N FRSEN IR T & 55 R
THB, LER>T, KR TOVY FUHRIER L. FRCHITT3BIIEC 45
79?/&F7«7—XV&?/%aGﬁ%ﬁmw%xﬁkdﬁﬁéﬁﬁbék%
Z B, ‘
WEAERATEREL. b?ﬂi—zU&%J%GH#T%$%&EK%%%@bT
WS ZERFBELERD, AVAF U Xk, [BRETFHY 2 72 OBRRRY A
FFAL 21 GUF TBEFETFRHT 7 FoHA FSA0) 2nD,) Defised sarEet
FELT, FIRG—XU s FUEOMBARRCHEY, FSRF—RT s Fo
OERTBIZ T 5 BEAERLEbDOTH S,

2. BH
F7A7—f7&?/%®ﬂﬁ&ﬁ%%E%L\%®E%7ﬁ®%xf %ﬁﬁ%
EEDLOTHD, BB, KRR, HL T THRAOREKECESERM S
L%@T%or-Aﬁwﬂ?m$®%mkﬁwﬁﬁénéﬁuﬁm%é LICiEE
TAHNERH B,

3. xF&EEH
BB RR Y R RH DB T BT 7 F il +5, 2L
FRCOREBRVPIRBIRIECRTIFRET 7 F 2 Tho T, A ERE DL
57, @Wﬁﬁﬁmwﬁﬁbﬁﬁénéva?/komr% AEZF H AT
%A%%é
ﬁ@%/7wmyf%%®—ﬁtLT%%éﬂéV&%ymﬁﬁﬂmtomrﬁ\
KHAZ o ADWATIXRL, R FRys4 iz FicEziera b o447



U7 FDRBECETIVA RSA v IRBBELRS,

4. BBROEZF

BIETEY 7 F Ui, TOBENAEIER CREMIZ OV T, Bix RS
FBU TSN TWS, FFRT—XT 7 F L EORETHIIIC b7 | BAHRE
AR TM%&énéﬁﬂﬂ:@%ﬁ%%va?/ﬁ4b74/aﬁtéhw
Titiev,

VI FrEED, ERGORRIBWTIE, RATOBRKBEREZToLgTMNET
DESRBIR#1T 5 Z L AEE TH B, LBLERS, HIXIFvF I 70X 5z, HfT
HIZ BV TRARSICBR L, RA TS 3RELEYES L TV AEARHH LD
FATHUARIZ BV T, FFAERR/NRIZ R - R BRRRE1T 5 & L REERSAbH 5,

U7 FoDRARTIE, AR CREMOTFT —Z 2B 5 - DI EROH ALt »E
B LR B IERRAER SN S, YRR, BETHHREL L KA

L Y RETAIERZEELY, FIARF—XU S F A, AR CORERRVIF R
BREICHT ATV I F U TCHBIENS, V7 F L OBHEDF— 2 2B 5710
i, WATHIE TORIARROERERNT 5 Z ERFRITH S, 2B, HiTH

RCERT B B ARAESDERROEM L ERTE S,

5. ERERFEMRICBIL CHETREA
() BMEFEDE 25

U7 F o DRESER. %K%Lﬁﬁ%ﬁﬁ%&ﬁ%ﬁ@:/%f#/%kLtﬁﬁ
REBC LGS hD, LeLdb, BEFHHEZTET 58T, BRARERN
RRBER—ERED Y . DOHBRRRRER TR COLERRTRTHE 2 L
b, BNTEET S LHRETHD, LEB-T, FIRT—XT I FUEOH
SR RIET 5B E LTI, AR 23 BPEORTRICBV CERSh, RETF
BigRETY FRA 2 b e L, 7T R REOBMNRBELRE L S
B ERHBEIT & 5 SRS RA & 72 57, |

FATHIC B W TRETFIDREPRENL FFRF AT I F Bz 50Tk, B R
BRI W TREES 2 B 2METFN 23R D 3 b O Tl v, AMESoiEs f
WT, REREEZHRET 2 LEEERITTRETH D,

HRREEZERT 2 BENBRERRROMEIC H7- o Tid, BRETHHERRIT S h
WESHEARRROBRA 7 U= — /L, BERARR, ﬁﬁﬁﬁ@#%ﬁaﬁé%ﬁﬁﬂéf-
b5

| B (Challenge study) S0ABETEMI AR B AR S b LD B A
LR E ST 7 F L OBPRERATHE L bEJCED,
2 REOBFEECEBMSEN 5. 77 e RHBRERE LEVRRTF( L b EFTE 5,

2



EP & FATHLE OBICBN T, /R T 2REREOHEEOST (B, Mgk, &
PR, 7y -VR BETRRY) PERREORASEORMILY . SEKEICK
EREBERTFRENEBELELLND, BAATIR, RESERENT LATHES
B HF Sh VBT, BRBEERRIZBV T, FHiTRicBT 2 BERR T
ﬁﬁéﬂt&ﬁ@ﬁiDgwﬁﬁﬁﬁkiéﬁﬁﬁﬁ%ﬁﬁbrk< L RERR
BALHEEELXS, |

(2) ENBERREENHFETS b ?f{?éfvﬁa&y%@ﬁﬁbﬁ%ﬁmcowr

ENEAREE THIBRLE T 7 F 1 B EE L, M oRETE & OBERREY
SNTWAREFMEIC L 3 REBIER S 518410, HRITHIC R 5 RETFHHRS
TS B0 0 T, ENERRRICENT, REREZ V., BNEAREECHT
BHEMERTS 5 2T, FTRF— XU S FLEOEBES BT 585D
B,

6. BLERFTHOBFTIRICOVT
FFRG— XY S F BT BT, B DZ&Mﬂﬁﬁwﬁﬁmﬂﬁﬁbéw
WS ERE TR LTSRS P IRF XU 7 F 5T, MRS EES
DEFEITIBNT, FRRECREZ S BEBRELOND, FO L5 REAIKBNT
X, BUEIRFTHMES QR Tl < | WS ERE » b OBEIRTH DR A 2R
WINEFTRER TS, BOFEIC X 2 EBNELRNTINERSH S,

7. FOMOEELS

(1) RIFRFEERE
BRI & T B ik, AROEEEY 7 F LoD F S RF—RT
FUE, ASERIEESLE U7 F oV THEM L. AROEREELRRL
- RSB T — & R BT 5 L BEE L,

@) HEHOBEA
ﬁﬁﬁﬁkkﬁééﬁ%&ﬁ%%%aﬁLOWUifﬁ%ﬁﬁ@tb@%ﬁ%ﬁ
Al "&2BBShi, |

() BEDRE
h T RF— XY  F L EORIERTEATIC s o T, NSRRI T
EELFTEE L THBEERTED LN, é?ﬁ%%ﬁ%«@ﬁAmﬁanéof
BETH L,



(318 3cHk] ,

1) WHO. International travel and health, 2012.

2) TRYSEFEFD 7 F L DBRERBRYT A FF 0] (R 2245 A 27 BFHTEAS
A 0527 5 b BEAFBE ERRRFHETEERRNAM)

3 N FIvrfroNm IRz Ta b ¥4 TV FrORFEFICETEY
A FF4 ) (FRE 234E 10 A 31 BFHTEAEES 10315 1 %Ei%‘@—é EFERM
REETHEREBR)

4 THRERBROLDOMEOER) (¥R 10 48 11 A 30 BT EEES 1047 SE4
FEXL2REFEETEREEM

(BEER |

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

(2) WHO. WHO/BS/2012.2199:Guidelines on the quahty, safety and efficacy of
Japanese encephalitis vaccine (live, attenuated) for human use, 'Plroposed 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. -

(40 WHO. WHO position paper on hepatif;is 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 20 11.

(6) WHO. Vaccines against tick-born encephalitis : WHO pos1t1on 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,l WHO Technical Report Series, No 362, Annex
2,2011. _

(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. ‘ g

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

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

(14) IDSA. Immunization Programs for I;ifaﬁts, Children, Adolescents, and Adults:
Clinical Practice Guidelines by the Infectious Diseases Society of America, A
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 Biological Standardization

' Geneva, 8-12 October 2007. _

(17) WHO. Guidelines for the pfoduction and quahty 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.



