Ministry of Health, Labour and Welfare

KEDBMBETEEZND BEICH I ARDEZRE . EEREDTO LR ZZ N EENRISBVWHRDOLEHEHZEEZ S IehITESNTVNET,



TYFRV
四角形

TYFRV
線

TYFRV
線

TYFRV
テキスト ボックス
 参考資料９


TYFRV
テキスト ボックス
第16回 医薬品等行政評価・監視委員会


TYFRV
テキスト ボックス
令和６年７月４日



HY

BESThALSS? EBE

RICIARREBITEBENBE—A T EhLUADFXLLBWEIE (BIER) HEIBIZEENHBD XY,
BIZIE, THEEERATESIES Aoty TESTE U5, #HE R LIS A b4 LIEN fo
EVWSERZELCERBDOFIFEAN?

LH L. TREIERENTVWSHDIE. DL SBENFRE I ERBMEDL ST,
BERZEWEALEER.EIHESOMIEFEUVLEHS REDELRZRTHELL S,

I - = N

\l
Iﬁ

1950 1960 1970
N A —
2B e n gLAR
pEOBEIANRATT7H “Qfgmgd»%° e g
y77 I TAEIBOTALE s pREER T mARC &
1948 (BH123) &~ 1949 (BF124) & ~| T I A (K
7TV FhERICE SRS ] d cLTERLTL

[ #EE] 924 ACFTE3 A) sUcRL T,

E EHIV & 5
BB

TaaC B FRATIBRL.

1958 (BA133) FH~1962 (BAI37) FH
HURTARICEZREDES

[#E%£] 51,0004
110 (B85 p
1953 (lB#128) FtE~1970 (RBFN45) FEtE /m_‘
* )AL EBRELORE BT T ART.
[REEI175 A L LT
(LA EJ1%))
1959 (BB#134) FtE~1975 (BBF150) FELE
L oO00F K BHEE
< >

sOn% i & SEEE
N7 (& - 2 ithis i 2 WENRSE) JB D [#%

TCMLCEﬁ%énTCr7DD$\JJ tb\agté{EDTCA | ﬁ;ﬁﬁj L ﬁ%%%%
213 e YU

IS ENRZICKLKBRBRBREDERDERIDK U,

%% HAEOEREEICOVWTEEEIA>TUWWNIE ¥L27JL‘%§§ [CBVE T 2R EDKIED ICH
BEER/NEICEBVWESSNIEOELNEEA. ZET RPN SRWREDHENEER
[FRIREEA]

EESLOERR FURYA R OBREE A LELCET I AEV I OBREEDHR
ET:BEHBEICHZEVOR /) BOFEIZDICHIBYYRIA R REVHIVEBROLSHBERRICIZEBLBELBORESTIIEOBRVLSEERORLMHE - ENHORRICRED
1 BHEBER UK IEEIZLHEIDTHRERLOBREEZHUCEEII B COISBBHOREEZRELIOBERIILU: FR115E8A E£4



FRICRSNEEZRBEDISBHDRE ST iERLE S,

1980

FRAPDEZEICOWTHRS U ERST
EDISBHBERADHDIZDONEZTHEDS,

EERELE(CDOWT

1990 2000

'~ 1988 (BH163) F
MESF- EBHIV (EPREF LTIV R) B

BHIV (ErEBEF2 o1V R) B

MK ICMmANERDICKVWAER) DBEFHS L - HINFRFDE
FSEMBMBREA ICHIVAE TN TV efes, 2 <DIKRIK
RURUfc, HEHIIEDBIRMEZ D 2D SIRFEZ il
LB RZISBH > TcETHWEIERLE U,

I 7R S 1C KD CRIFF 57 1 IV AR
PREEI1BACREN RS J

mzﬁﬂﬁijc._;acg;ﬁﬁvmz@aé

ForEtLEN

HEED ORI, LA UTERah MR A
ICCRUIFF R TAIAD A TWefed < DAL
IVAICRRL B R PRDABREDRRICRDE
Utz SIS RH OREBEERE BREALEED

[#ZEI1,4O0A A L

1989 (FrTT) F~1993 (FHS) F

MMR7 & F iE58I- L B et BaE %
[#=£]151,800A
MMR7 7 FEBICKDERE R
EUH M) B HMEM) BLA(R)ZFBET S
DIFVDEBICED. Z<OFEONBE MR
(TAIVRICE D DERICKIEN I ZDHR) 1R E %=
FEL. EWVERBEPRTREDEEGRELE U
BIESHMEICHRE L TWRWEDED AZ LTV L,
EDEBENN+nEofcirEs BRI Ez Ui, )

~1997 (ERK9) FIR

Sk AR I b MEZIRTRREDERIC & B 77 BiE
TEFHATU, (/a4 7T)Vb-YaTH)
[HEE1S914-0A
1970 (BBFN45) FLE~
v R A 5 W
feh U< Lg> ﬁ 1— : =
##(- & B TR
E’%l%’]"ﬁk LA 25 #< LA W .
—‘ Eﬁﬁiﬁﬁltzxéwg o
RERRSEA I & B RA R DI TP B E DRNIERRER, RS
PEST I N T HREDHENEEX U EOHEEADEAE
(CREE U, NAEVCHEIDDST B ARERAENBES LA
I S SRS MoleZERENBERESLNTVET
*{’?%Lg g\/ ’C‘\,\iﬁo = ©
= BO)&_ E/H'@Jtv

KIFHRIIWENRE U EEZSNBEBRIE T K MEBRFICOVWTRIERDZHENHDET,

MIREOHME L FEDEREE HADMEC—

BINHELTWBIHBADNHDET,



A

EE L DESLEDLEDH
BEZNEEEOTHED,

A

BELRTHLS!
(HEEDH)
[OFS-A0)

BEZIDFELHZEHIC.HEBDFICHZEIFTTIIEZ L,
HEBEOERZEWTEDELSICEUSTLLIM?
ZFUTEELIZEDSISBEDHRDOMEZTHEFLLS,

fchE5 25 U
AE/BEE SHEIRFEIxA
I EZRIFANTNBHRICH>TIELY

FAAEAB T, REVFEFIE L 1= DR AR D, TR
HIFEMEMBDELIAEARRST. B2 RICAZT2
ZEIEBDE U, 2O, BAPIBHEEE BT
ESFEEBMICEZITENERATU o LML
B L THRBEN BN D EH A lEE AL DREA
EEAHZESSEFT RBRRTS2Fa TR
FHATUC BEZBATESTTITCEWVWSZEEFKRE
BREEBRDTT bk, FRINDSAHELEET
PMEFNEBRDE Ao TN E TRIEENTLDEELH

ESCIRCES

DR21 FEEE BLUOHIVxA
WEEBDES R i —
FFo B R REEE & B lchi>TE< DBl s
o TEE LT BAMIE LA BT a BN CRb Ol
DTS RFNERS AN > T ADWET, 2TV
BENIABESWTWBEF T BoBIT ER%E
BIPSNIABWET KA1 S 5, REEBATE
B L THEPREE UCE 0. KOTBEFRZDA
1B <NE T BEDIBHITOD N EAHRANEAH
ELBDET EABIEBALTHRL I DBNZ LA
1< ERBDET, UL Ao Bl 2 AR ATHENTEC

T ESED H

HIV#E®S #EECxA

52 R ELWVERAABERTLRIE -
HEEFNOEM AR T ROBEINE B> THEFHL
BolDTBOTUNFRAHHE ABRNOERE
Tbﬁ_o Aﬁlﬁzﬁﬂ’éﬁ?&?Lc.EDT?b‘ijEﬂh\b(DIEHE
R RD EBBEDLEADE U, THRERRICT
£ XA ILABSEA LT IR BE % HIVIC RS L%
UlcoZNZEASINEDIE. REEICH >TH 5,595
FEINTIRVE LI, PIEDZORHEE DRI E > B
LD E LT, SR20E M E HIVOIR B - ZRIICE TR
BASS  BIEF DB L WHIVESE S [P T\ E T,

COEDEREZH>TEEICFERALTIELL

BERBEICLTAEZZTNE
Ufco LD L. 2 SIE— A TEE
TIMIRIFNIEBEDERAFDE
_LbTigtﬁQ_tb\ﬁ%E@%%
CHVBBREB>TVET, 250
WoTHREZEZZERUTCHFEEET OILIFTEEE
hobHBEBh BIDCHDENIFHEITES. TIHS.ZA
BINFEEDENZZITIEHTINBZHRICHE->TIELWLE
WS DD, S DFADFELNTY,

TERBWEM>TWET w4
ZHIETEHEEDYZUHEVD
T_9"°c_0)"7“'J RYA RN IRE B
—Jénﬁbnrmimy%&fﬁ%; e
%Etb\vﬂu/&@b%’@/\/tzr DHEDTY,
DIERICHENH D ENN DD > felchTIT . EZDHD
PEWNDTIEBW—_EFERULSBEEERIIHKN
felc. COERDEREE LKA ->TVEEICERLUTIEL

WERBWEKT, c
/

EEF T ZIANADRADE
i = ERESAERESS
AERRULTWNRIE BRETICY
AEDPELNERATCICHIVICE
ITRELVWHAFZERIE TN
IE EFCWVRECERES IR B DI
------ SIDESE "t%it?ﬁs‘ébﬂié&b\o‘catm'P%"%E’&ﬁé
ST EBABHNELVIRES T RE  ZR0B N
2EBIELTHEEWVcWERB>TVWET,




HEEEDEDLSLRILE

BEEEREZTZEDLSIICEZTVWSDODEXEHTHILL S,

T LE 29 &

CURRWHEE FIBMRzA

RE2FORFICHRICHN>TVWSEEITBDIEF. ETHEM S

19805, ZBHEDRFICHIIANIEESHRIRD, 74TV
ST VBRI RS INE Ul KETIEZENLD 3FEBRTIC,
FNaESECRRFFRICRDBENH DD THERANEILES
nNTWERL,. Zﬁf‘éﬂl%’éﬂjﬁ bi bﬁ_o%nb\b-l-%lfﬁ
BIRBOER. FA atCi@'[*m'IiﬁMdao‘cmi btoﬂfr
BEOREH V> TR DB MENER TT. BN T
WeUBEANDRFREELHBA MHHST ICRITEFICH
RIAIRAESDUTUE>TWeD T, IBEPELEICHA
FERUIcHEREFEH <> TVWBEE A &SRB L2 50

ICEVATEc O EEIBUTHEL LS,

WD R ENHE LT 41U [
B TZ25V235h2 LB EEE
ROEESICESSVNR>TELOD
EEICADE Ul 2D H. Y BISICIZ
BZ<IRE->TWeBFOKIFEE5E
ZBEKETEANPZLESINBICHATORCLSIC
HIHL TR, 25 UTe STAER FIFCRIFFRICRETE
FHDFERBATUIC, ZEEEEZRIIBVTIELL FAIE
ZFOIHIE—RDTEEUNEEZ TV, a

% CRUFF X ICBT 23 L WVMEHRIE. TEER % 2 EEEAA—LN—Y, http:/www.yakugai-hcv.jp/ 88

52 D 03 Z

MMR7 7 F #HEENEBEA LEHBTZA

BLMMR77F>&RIEUTIEL
FDEIF. MMRTIFUHEA SN 19894 (ERLTT
F)DORICEENFTU1991F4BENTRI07 BIC
BB BUDDFHEEZRITIEEDHED TR
TL_/J\'E'ﬂ'CFSIEIbW BETEONS EWSERMDE O =
MDWH?LgMMRUﬁ?/%EEén‘Cbib\iL/Tc_o
WA SEIMERAN LKL TW DT EANS2E -1
ZDETH" ibb\EZEJ:DMMR% ETBRMRAYICENHT L
BF 65 DTT AREHICHIE LTZORE D
WTCBREBELZLTNEBD 272D TULEID /NS BFED

847 7V YIATRBEBNDEAN LEHREXA
STHELDEIOTIEZRLTCTEIW EMTHTITTWET

ENEDARFZRATREAR. 17 BERICE TS
RARKT7O00Y 7L - YITR1 . CORKRITERE
STHABENRVN00F A ADRECTRES 3D
ULWRRIEEZFNIEFESULKIIOELE I TUIZ/RD
Lﬁtit‘CB$< RENDNS>TERFICIE. BIEPERD
BRbTEY. W=D ORBICICTEDZEE. 2
JYEEDBEERDIEES ZIKJ:'i [cosWEHTU .
%ﬁb\bb?‘b\?’fﬁfﬁbu%iéj}ﬂ%? IEERLT—A
‘Cﬁﬁ_Lvaib\ibﬁ_o TREvYITRICER DS

DEPERESVONTLSRTY |
%/b\azo—cotm@—cb;ob\ R
BENS 1 4ABBICE VR IChH
0. —fidE D E DI HDDITOMIC :

_ MMR7 U FUiEE
R2CEEBDEEATU L. 2Nl 15 fomh

. BATRADEDHER TS, EDICHOBM D%
U3 BOZICRHESNENSES LTEE LT, L
MLSTEH. BOBRIIMMRTZFY S 2 BT 5L,
BETRDEE A,

5% D 2L VO

5?2, %20%. 10FE/ORBEFMOD
RIcEAS N ARROERAR
(EREREE) ARETHZIEN
bhDE Ul BEREREICESN
EEBENEESN. FBLLD /
TLLSDBEZOLSBREOHAEEDHE bﬁ_

Tb&ab\obxmgt\*ﬂﬂiu&bnéﬂ’ﬁé\%tfﬁon
HLZDEHE—ATEZLDAICIEZL. ZEERLBEH

%@Eoﬂénﬁb\ck') (—§§<IL:\ b—tb\ig_o \



Ht

INETHROEENRDEBEINTEX UL

BEEZEREISTDTLESD,

RNRNBEEZFUSRBHSZDRRZEEZTHEL &S,

F/RIWVLRFICKDAEDRE

BE/RLA I 190 0EEICAA R T
LUTIRESNE T BATEREERE LT
BNz ESIcBDELI. 1960EK. F/
TIVADA > - BISEERARAIC. £ED
LU Ed BABEREIEIDE U,
LA B REA b . EEEEA BN
D 1 AANZBRZBADMEEICH>EWD
nTWEd,

B EREETE/ RILLADBREICET S
EEDBEINTVWRLD  HERT I Re

ga0t'”

B HESt ERESEIE
AZINELTcDMEZTHED,

HURZARICE B ROEE

B HURTTRIET 96 0FRIAICEREYC S
EHEUTCIRGESNIEETILEUHIFFERYT
RGeSt BATH /BN LU TERSD

DLREHEELE X vvFIL—XICERTIN

FUI=

W& 2h C DA ITIRIERICARA LTc R h
5. FPR.E D) NELE CBEDH 3T
EBHRAEFHE LT DT, TNIER I WVF
ROV OEEAY Y RYA RO BRIt EES
BRI & Tl 3 < IR DBRFS A 1 & [EULAYTHo

BELRTHES!
(RENBEEZOHE)

BREBE CUURTELU EMEZENZRES
CERBRLBEILA L. B REEOERD
+HlEEEhT. REFOREERILT
LE2DTY,

B NSZZSNFIC. EOLZLMXEIFRT 2128
DERWEPEDENEATHEZR T AZ
BE T DHEDRIERNBREINFE Uiz REV I,
HEDHHEAICHEZS R EVPRESL,
EEEEEEVWSLERE ICHRALGHENZ
b5 UEEETY,

EDELSBHIEHTEDH
ANTHES,

NEUco UL BERTEDIRTEHIEDFERS
NIcDIBEER 1 07y BHE SR ERD HE
DERUIcDTY,

BnaZ->nNFIC.EOBHWEBRMRBIRIC K35
ENBBTENELHSN, AEAD
B O GYER) LB
SNELIFc BHEROREE |
ERTBHENMESNERE K Lo
DR EHEDIERH LD EEEL
RENBESITRDE U, ’




EATHEEHRT SRS RB0ERS?

INFTHAOREIOVWTRTERU TRICTENE g
HEOHEBHSELBVTVIHESHEERDBH LS T
TIHROLEEBNSEMLS I ELEpRESY. LG
EERRDY IE. LK T B EMPEREN. ZUTEEES
WIEEDETNThEDLSBREERIEREVODEXTHELLS,

ROXECONIEEIC 3250 N EEZLENS,

BRI 5O R OHEHDEDE S CHIFELVONRALTHEL LS,
A ADHBHDSE BN TEED IR Fdlcld. FHEDA-B-C-Dht

SEVWCHEEEZ+EL. 2n2n0BEERT=HISERT 2.

BREICIE. ENENEDKSLEREIDHBD/ESD?

E PMDA DEOWE PRAOKREHLT S 1y
B T nE2it @
eeesssssssssss) BEZTTTTS

QEORLUELEEF v U REERHS GKR)
=SS (

HROE@B D
EFC@L0ICIS?

IR Ry @)

EHEOEFLIWMREIZR THELD!

E PMDA NERM
NROFME -T2 RESKHOTBLREZ NHRALGEBRLREZBUT. 2B RERRE - RETSRE
FrvI33%E NRORFZ B LR BITHRZE D BB
P EORSMIBEETF VI T BIHDEREEERT D Z93%E
PEDOEREIMDHE T EOEIN 74 EMERI I H BRI N> T EEDERFE UL - BT
EYREEEITS 18E »EOFHIAE (FMIXE) EBU TELWERERZZ5E
EE CasEE) EFtEE (EFENE) ER
BHBEELUTEANICBEDSRE BRZELKAHTHRE ROBHEZELHATHRE
rBEROESKICEDZRD rEOFERRORNE RIBOTUT T D 5L
BfRE (B RES EEEE) ORECITEZ EEOIEEL I RELIESICEVRESHICHE
FIvIIBHRE 33182
({7 D ¥ - 25171
ERRFTHHE - ERESS

RN EHER AR R, EEREELEOFFINIIEH S EERTRZER L. ERORERRZTMET 578
»E=EDIIGN S BSHET RO TERETOEE
P REITIHU T HISINE R ICBHT2RRPHSEF 2TV EERFOREMERAPESOBHRMILZERNS

RIS S ERNTZIHPEOE [F]



BEHRTHES!
(BrBlTERCE-FBOFLD)

B COESBFEERICFT. _EEREVRISBVWHEZRIETBENHDET,
ZDDIADBERZDD e EHTE D ERBABZDD, HABTEZTHTIEEZ W,

A4

BEEDRISBWHRICTRIEHIC.ESTNIRWLWWDOINRDIEANSEZTHES,

WEORLHREDIEFRE LG BREN TN ENOREE R IHICEEENICEDES BRI EETIE LD,

WA -5 HEBEOT NS, KT B EREELN. R ERLTRHIEN B 158 IREDLSBBRERETNIE LD,
SOHAROHEHTHETZERBVNEDESBEERETNIELL,

kel FERGEFIEICOWT -

ﬂ HICLDBREREEZI T NcBERET B0, fé%&%ﬂfﬁ%&%ﬁ&%ﬁéﬂ}% BRED
P NGRCEFIENHDET . IS I RIYA KPRV EZEE LTI 5ENIZEDTY,
COYARTIE . EOBRIERBROESZENTEXT,

B EEROEERBERICE T 21EHR
MM TEEA https://www.pmda.go.jp/PmdaSearch/
EXSERMMBROME
E5Q =g — . BEZEROEWEAICLZHEEDRHICET H154R
# L <IZ3FZ »https://www.pmda.go.jp/ https://www.pmda.go.jp/kenkouhigai_camp/index.html y

g
&
[ |

EEHEBE (FTXANDESEER) NzEREREEAGERBES
https://www.mhlw.go.jp/bunya/iyakuhin/yakugai/index.ntml http://hkr.0.007.jp/yakugai/
EEFBEOATFIANIEBIZTAINTT LD FREEREZFAGDIMELTWBHREBESOY K
HFULWEBRBEZRZIENTEEXT, TIEREERGOT AL TVET,

B—figttEEAL T D DBEIEERBGERS BEREBR—FILY 1K
https://www.rad-ar.or.jp/ https://www.gakkohoken.jp/
HEDUVRIERR Ty he—RBEEICONDPTL NEFEEABEREZRRBREMEETETFEDRLED
RS LTWBYARTY, RBICBTDIEREZEDTIRTT,
r<§_0 oLH DJ https://www.rad-ar.or.jp/siori/index.html r@ﬁﬁ:t@ﬁﬁ (I%_V)ZEE)J https://www.gakkohoken.jp/books/
T IREELNTWVWSEH16,000EEDOEDELW archives/37 CIIERICEET 2R L RBHRMBE I NT+
BRERDIENTEET, ANEFIvO—RTEET,

. J
F #

(B TIEESEE
T100-8916 mR#BFREXEHE1-2-2
©(03)-5253-1111 Shttps://www.mhlw.go.jp/
X SF6EE6HETHR






