Y

<
F/OPL T

20.8.19

g TIA
. | WA EAEIE 0815005 &

ER20&E8HA15H

SREFREETED (7) B B

BAESBEEEA R REE T HE

BROKEZ LL D L3258k 5
B S IRROFHE OB HEICE T 5 B\ IconT

FEICOW T, [REEEO— 5 WET B IEEDOREITICON T (F5k 9

F3H 27 ATITERE 121 BEAAEEREEN, UTIEERS 11 5,).
(AR DIRROFEOEHEICET 3 IBVIZONT) CERK 1 24E8 A 1
BATTEEESE 008 SEAAERZSHHFEETHEEEM, DT IBEEa)
L0 9,) BRIV EHoTERE L I ATT, )

AR, RO BH Y FICET 2RFSHREE (ER194F9819A)] ItB
WCBBREE OB HIZET 2BV OWTIRES R &N = &, BEEET
RAID—FEWIET 284 (T2 0FEAFBESE 252, LT [—5ik
EMRA Evd,) BEK20E20 29 BICARShEZ L RUOKEDT —%
RHREET +—~ v M XML CERER$ 5 Z EBNERHICER Lo5oh 5 - &
EEEZ, TREUBIRO LBV BEEBMARETAZ L EVWELELEDT,
BB TEREFS I LTAMWER X3 L 5 HREEOE 3,

B, KBMOBRICEN, [EMBIBROFEORBHEICBITS 7 LF
VITNT 4 R DRBIZOWT) (B 1 141 1 A 8 BT ERES 1637 &
FARERZCRETEHERERN), BERAROEERMICEET 255
BEEIRNELET, | ‘

3]



1. BROFELEDBHIZOWT

(1) BROEIREZ L LD L3580, KHik (B3 sFERE1455,
UT HEL &0nd.) B8 OLXD2E2ERUVE S 050D 3FAH TR
FHREATHRA (B3 6 FEAESE 1S, UT THAL &nd,) $H26
CBHROBEIC LY MIATBIEAERSERBBRAEE T THE
EVD,) KEOFHEEBITHRT IR L 2VERIZ, REBHEID3
D (1) DT DPOARTHEREIEDERTHL L (KEL. 1 2b
IR TR OV TEYFRRIEHERR 21T 5 B8 EHR<).

(2) MROFBEOBHEZ LICEIX, HAFE2 7 0L£0HREICLY EE (1)
DEHICRLIEELER Lz &I LR (1) ORBRHICRDIEREKT
Ly BLLEFIE L S, BEBICETHS Z &,

ERE (1) Oz LEEMNEREXE CTHLIHAITX., IBRENE
BAZERE L EZICHBEITHD Z &,

(3) BEIZS>VWTIE, RAIE LT, ZVvX v TIATF 427 (LT (FD) &
WH,) XiFCD—R (BAF TEFEME] ERFTD,) ORNEEHEICHS
U, HESREE LEBEC L VBT,

RE@M O FIHARTCUIARBR ORI LV ETH LG, F
FICHEEE X VA v MIEECERIAR T Z L,

(4) BHEFEOFMZOW TR 1., EFEAEO AR OV TG
2. XMLXEOHEERE (AF¥—<) [ZOWVWTEIBIE3ICLAZ &,
7B, XMLYXEOEBEER (R¥—<) EOBEF 7 7 A MIOWTIL,

R — A2— (http://www. pmda. go. jp/) M HAFTRETH D I &,

(5) BHE#HKICONTIE, BHOBEICSL, FRIE LTRIZLSZ &,
O RBRHEREE :
T EESOFD2EIHEREOHREICLLFAE (LLF 30 BFHE)
EWN9,) G LR BIRREEEOSE
JEEIL, ER2E, EADEL 3FH, BEICHMNTNEEE 5,
BT IR 1HE,
4 30 BRAENSIOBBRHEROBHE
BEIX. ER1EH, ERAOEL 1 #, BEIZERMTXE2EE 25,
EFEIE 1 E,



© RBREEAEE. BRTILEE, BRETEELAUMETLEE
BEL, IEA 1, EFEAELE,

(6) BHEEFHIZOWTIE, BHOBREIGL, A LTKRIZEBSZ &,
O REBRHEEE : '

7 UHEHICRABBROEN 3 0 HEEOHE L 25 DIZONT
i, EREREE L 0T ERNRRER OS2 L b3 1 AL EATCE
FHZZ L, BB, YHEELHEIZEL-A»LBE LT3 0A
BRI LT3 CRITIZIRR O /i L Tl b v &,

A LT USOEBREEEEFICOVTL, EREEME L OTFTERY
R AO R b 2HMBERIZERZLE LUaITHS 2 &,

© BRIHEEERE

T RBHERZICEESLEULLHEAIC, BAL LT, BBRHEREED
PEEEORMICBIHA LD TH B, KICEIT AEEICOWTIL,
EEH6PALURNICEL D TRBITHAZ L TELIIRNI L,

¥, RBEOBRRAELERELZRITH TS 6 3 B38BT 541
CIEBRETBEXIERTLEEZB I H 286, ZRECIRAEL
EEREEIZOVWTIE, BRETREXIRBRTEEBERICASL,
BB DL TELI RN &, ’

EROLEE & b 72 W EIERT L E EFT 04 B R OFTHE#E (N
¥FEa—FOER

AAIERFOWEICHE) —BRARLOEELN ] ANBRELZDE
EBOEEZEDRVEAS RS BEDOERE o |

BASEOREEE DL RO LB DOEF K UEBALE CORTES D
EEEQEBOER & bR VEEHEOEE

EREHMICE LT, IBBRBAN KD BV EREEKE & ORNFE
BHOTNICE ABRMALER (B, EREREE BT IBEK
TTEBDS bR OLDEVEZIEHTA2HEICIIEFINCETIES Z
E.)

IRBRIREE AT R VSRR E B L OB ERM OYIRIE ISR T
EEME NERARZEROBREN O RA KRR, FBEE. 7B
RO DEFE
 BBROKEROEBRIRLEZO—EEZHT5E HARLEES
B (CRO)) ORA, EFTRUERT 2 EGHEOLE LN
BN OVEBR

BREHEORS (RBOEEZHDRWIEALDERERURE

o



FEOEE), AFROEEa— ROEE
- BHENEORLRT. BERUESE - FAXESOEEL N -
BIMROHEIE (EEHOEYSELEENSEND L5 NG 2 B(E
LTBLIE) -
- HEREEEORS (REOEEREDRVEAL OB ER R
REDEE) ROEFHOEE

EREEEE ORI 4T - EMDERROTHEH - RFE
HEEOEE

TRBRELEM OME DEE

EEFHEEOYIRIC AL > IWREEEM O YR

TRBRASHRE T O B4 SRR DL B NTIBNE CEIR
- EMEREBEICBIT ABBREOTERMN (AF) KEROTER
BRERDOEE |
- BBROERIIRIEEO—BE ERERSEN L 2T E (8
BAMESR TIRHER (SMO)) DKL, EREVEET 2 EB&HEOE

ERiAGNNPI=Y) 1) JONC]1ZS
IBREEZEROREBEE DA R UOFEROEE I ITBEMR O
HIER

4 BBAEORHEEICSOVTIE. ZOEHOLEROFES R
B, BHB LV RES LICEHHICRE LT 2 L RZEE L
A

v HBXIRSEROER L, ERRCAFHOBHEET S L,

® BEBRTILEE | |
TEBREHEIEE D LIRS L S B BRI 2 < BT D 2 &,

@ BBETREE
BBRAEEES LICA TOEREREEN HIERER T T2 50Em

227, B0, IBREOERNAKT LERE CRERBITHS - &,

® [ERERER ORI E ML & - ¥ A LTREE D —E % WIES 5 EED

—EOREFTICOWVWT] (R L 5485 A 1 5 BT ERRSE 0515017 &

ERBEEERREEM) I (2) OTOQIHETIBRAICERET S

TRBRIC B TIRBRBAAA 3 0 BLUNICHBEIE OB AT 5 B4a1. 1

BRELEETIC, BEBAOISEX 7 2HEL. EXARREAYE

RICE—ROEKEZTHZ L,

B, IBRFHBEORBEUANICEEN D D HEIE, BEEKTDH I &,

(7) WAAFEBHZYWTIE, BHEOEEIST, RAlE LTRIZELBDZ L,



O BRFHEEE
7 HEIOBEEICRMTANEERL, RKOLBYVTHD I &,
LSIRBR DI & BHEEICEY LKW L BAR AR L E
R EMFHEE .
AT —ALR s aryrer MIAVWGNSMAXERVREXE
(HEEOEREREBECRICAZOLORAVLRABAITIE. 7+
DOILO—DOERMTHZETELIZIRNI &, ) '
FEFIHREE D RA
- EFORREHESE
A4 2EBUBEOBEZFICHRMT~NEEEHNI., kOB THEZ L,
© MEIEBROKEERIFIICES S LA ER AR LEXE (B
Bl HUEOH - 2R EERER CEROBEICET 2R 2 ST b
DTHDHIE, ) ‘
TRBRE M FHEE
AT F— AF-:ytyB’%mBnéﬁﬁiE&UH%X%
(BHEOEREFREECRILAED L DOBRAVONAEEITIE. £
DILD—DEHFMTAHIETELIXZ RN, )
FEBEREE D RA
BT OTRBRFEMEE
@ RBHEEERE
VBEIZST, EEEHEICETLER
@ RBRPLEEE
RECHE T, RULTEICET 5 R (1 ICE S ETOREERICHE
THOEREELLOTHOI L, ) |

(8) BRI AT EEET DB M,Ew®%LTE%%®%%ﬂ V=N
EERMOEREAFES TR HONAEBEHRNES, EROSRE R
5 IREREHE E%®Eﬁ@ﬁ%£ﬁbt%ﬁ%l%%&?é e

2. JEROHENRDAEICONT '

30 HFRAEDORG L 2 BEYICOVTIL, BREENES D4 IcLhBEmME
NEELZATHHN, KORICEBETHZ L,

3 0 AFREDNSRE 25 b DL, KITRTHEREIRDTBROFED S b,
%&%%%ﬁﬁ@7>w1@®rk:&5#5%®f%é*&

O HAERFIZED 5N TWAEEG K OBRICEERFEAR ERLE

BREARETEL, UTHUT,) 25260 TV AEES (LIF IBEAR



EREBE] LD, LHDRANERDEY
© BEARERERLE LTI VRA—DOEY TH> TREREIRL2DH
D .
©® BEABERERELHPRNOEAEENELLEY (ORUVOIZRT
b, BELGERARGA L L TRERTEARPELZITOIZLETE
LT3 b O PICERAUS OESRER & U CRIERITABRHF LT
ZEETFELTVAELOEERL, )

3. ARYTLEBE

EBROHBEZ BT HAEEKBREOREBIZOWTHIET A Z L ZBRELES
WIid, REBRERRLS, EERLRFEEFTEREL CRITHAZ &, BHD
%Emowfﬁ\%%l%ﬁﬁﬁézk%it\%%#tﬁm%EW%tﬁ
HY5o L, |

4. ABEAOBHARFHEFIZOWT

(1) —EHRERMICREIHE GIE1O3. © (3) RV (8) 0EE) &
DGR ZE RO HEED S OB OWTIE, EfR2 144 8 1 BEL
BB T A TRREHE B ONCERL 2 144 B 1 B URRIC/B T H 7= 185 st
EEICROBRAELFR., BRRTE. BRTPIEBEROHEETIEEICS
WCEAT AL E L, ER2 143 A 3 1 AURTNCREG - RBREERE.
R DIRBRFHELEFER. BHRETRE. BRTIEBROHEEHILERBICOWT
1. BRBREFIOFICL DT &,

(2) XMLXEZEOHEEEE (RF—<) 2Ok, E2 14481 BLL
BB H A TRRETEEY N ER 2 144 A 1 B LB T - 1a8%RE
ERIRDIERHELER, IEBRETRE. BRALBERUBEEFLERICO
WTEATA2ZEEL, a2 143 A 3 1 BURNCE T E -1 EE
AR D IEREEL TR, BRETE. 1B IEER ORISR IEEICONT
. IRBUERIOAIC L D T &, \

(3) k3 (1) B (2) PSOEEIZOWTIE, 2B OFHLIEICE T
HOWRRETEE., RHREHEEERE. BRETE. BRTEBERUHERESIE
JBIZOWTCHEATHZ &,



