EER1120E38
E27411H8208

& MBEFFIRME B

EASBEEE - £EHERE
(& B & B )

BEERARSZFHEEAROREIIOVT

S48, FR 2746 A 30 BISEERATEIN: [EAERBE] KT 2015 (3
1) EHBEX. ERBIE KRN0 BERTE D RIS 1+ 2 EHMER
BEOMAEHERR L L BRERS BESBIRERET - CERT 3L
ELELE,

ChiZ, BREABBEERIRERE TS SEELEEREBEIREOR
BEHEICOVT., NEREAEOREER - BEICERT220LLET.

HEERSEEEBRERICHLTIE, BUTREAERR EFERRS
BOELENEREOFET SHERE PRARICLEICE C THEL TEER
ENERRUBR 7+ 0—7 v TESERET 3130, DREOLEKICETS
£5. BRERBEEEBIRARI L LS 1SR EAESEEFVET,

BIFREAEESERBERSHBE LY. I 205 Y BRERBSEE
EEBAROERAZEARLTHEYETOT, BTHAOL, EENEREC
RLTRHAVEEEET LS HREREVET,

AE. A EERBESE RS AORERE D RERE CHgEBML. &
BHOELERITREIAEESERSBLAREEEE—RIAEABLE
BMBELESLSE. KEERBE - 1 VDILS2ERURNE SRR
SEABREESEERMTICEMTICLELTLET,




(BI%E1)
TBXFBHEEK) KT 2015 (FR27TE6A30H) KR

—. BXERBRTIS >

5. IMEEFNDERL DAL

(8) FrISHET N &REMMER

i) BEINh-RPEHERREICE T2 ERERRFEOMERHE
b) B4 S RFNERTHFNRE

(BERAS/ R—=2 3 VO#E., FRTRETCHESRMD R T LORE)

® ®EEFRIREBMEONRSICLSEFHEMRREOMERRL
- BAZOEFMNERSBROMREEREL. ERBRER AL LEE
A/ A= a v EBNITHET B0, BRADBEERFEHIZRRIC
B1T5ABRPMEERL. BRI SRR - TRETHO IO R EBEL
T500 MEREBEIER] SIEORRREUVLEEBICBULTES
M XIBETS L EONIERT S,

- -, REMAEEL LT, ERESEC L ORERTEERRE TORRE
EEERE L-ERESOBRAREEDN-ODH 1 F 2R EEPH
[CIERLT %,




(B 2)

ERHEZEEE 1120059 &
SR 27411 B 20 B

i

FHENRELEE () RE B
MIATEHE N ER b ERBSE TR
BEEER OB =Fh

e K E RS RIS R E B I D\ T

FERELD., MAUITBUEAERMERESRAEEE CIT B8 Lvni,) o
CBEEEBITHBANETEEHONE S TS VET,

A%, AR 2746 H 30 BICEBIRE SN [ AARFHEERS ST 2015 2B
Fx. FRL27THE 11 A 20 BFHTIRAF 1120 5 3 BEAFBEERK - AEHE
REEH MEXEREBREFBREHEROERIZONT] BWT, EREESR
BRI D EE R B 5 P AP IC 31T 2 M ERESR OB RGEZL L L
BRERBSEFEREREFLCERTI LN IATHD, 20
EEFEIZOVWTHRD LBV ELHELEDT, BETHRE~ORAME L
AL BBEWN-LET,



ilIRZS
Ky X B s R AR S R S

1. BWY

ERBIEFNKIRICB T 5 ERESORRELHET 5720, BRERENX
BN OBRMETERELZ SR L LT, SR OEFREROARICMIT T, B
VIFRRE» O LELRRREICEAT IS - 582 B L LI HXKEREESEE
FERABAREEBRLET,

2. XIEEuEH
R X ER S E MM L BRI XIR O KRG EIC Zh 2 £l
HEEED, NERERKEDOREEZZ T HAIT, RICED HRREFHIZ OV
TEHETHZEELET,
(1) MBRLiDHEHRE
E FRERRERrRI XK (RS ARRI XK IRkiE (PR 25 FIEREE 107 ) &
2EE1HIHRAET 5 ERERFEHKIZE VO, UUTRL,) NOBRKRH
Jihibe (ERE (BEFD 23 GEIEEEE 206 5) F4KDOIICHET S
RIFFEFZRBEE VD, UTRIL) B T3BAEE LEYT, BlEsE
ErSR)
(2) NELidREME :
KB L RIEREDREFICHBET o TV IEER#SROI B, £& L
TEFHNOERELOLEERBD TRV EXHFEINI HOIICET
HHERE LET,

3. EHAR

(1) BRERBSREEERBER VoV Vol LEES
KX ERBE RIS O AL RIL, RO RBARICETDILI .
K ERSREERKAER D =2V P a NI FOETEZT -8 Y%E T
MR v Ta%] L0D,) B, UTEBITFBEE2TVET,

KX R R EERIARRER D IS

FAF S B OEBIEER CRREOEBETBIZERIBE

JEA FEE R OHE OBMRENE & 0%

HIFRIZ & X EREISREEEMRMHER (LT THREA) &V )H.)

D E e DB OH| BT

® 0006



©® BWEMTI ZOMOXNEEE (REBKMHEREZ S, UTRC.)
DIERICET28E

(2) BRRDE

FEX EEBSISSERERRABRICB VT, MEBSICmI TRENEZEY)
WZIEET 20 0mE#% (LLT MEXEREZR] &V 5,.) XIHEBE#D
EHEICBATI2EKE CUF FER7+u—T v 7EHKE] EVD,) 2EBL
9, INOHERIL, BERV AV MEFEEEIARRR I XA
ROBYFOM, LEISCTHEAFEEROFERENFABE LET (Wb 25
WZE»TEMTHIELHVET,),

E ﬁ%%ﬁ%%bt ATho T, BRav VD2 BERBLELR
DB ATIT, HRE OB T 5 BEM TRl EE B S EYE N HE
?5ﬁ§ﬁm%ﬁwifo@k\%E$WEM&U%E7iU 7 v TE#R
N2 FEEHIARE L LEH, HRERICET I REFEOMLERREIX
EREABLELET,

(3) HRARITIE
M X EFESREREAR (FREMEHR,. X7 +0—7 v 7EHK)
HRHAE] IR CHEFEZEHL, ETA—ANET7 77 ¥3
UTHEESRVAV MRFEETRVA Y FRIZEBHL T ZEV,
KBTI 1o bT, FAKLFRIRETT,

(FA3A%E)
MIATBHEANERGMERBBREOEE FEXOA VM FERXVAV MR
A—NLT7 FL X tokkuyakuji@mda. go. jp
/A 03—3506—9443
(EEAE 5E)
BMMTBIEAERGERBEREOEE FEXVAL M FEERTAY MR
B/ J4m{y) 03—3506—9556
(ZAHRFE)
RaRE
(ZATRRR)
ABENLEEE (ERORBEOKRAZKRL,) OFHIE3 0NLEFET

(4) ERBABEEDER
FOAEZZMITRIC. EBEYE LY, EFIT7r 7 VI THES

3



ZEELET, 2B, BROEMARIIEL T, ERICL2EEZITIBE
BHhET,

(5) EROEHR
ERFRFREIIL, ERR1EIHZY 30 HRBELE LET, HEAZKIZOWTIL,
SEEOLRIOBKRE. BR1ELZVABESLBEL LET, 2B, HE
ERIZBW T, lHREOFB T 2R AT ZREOKBZEDOILIICLD

HOLELET,

(6) OO BEEE

O HBRRAFIZOWT, BEHYENSERIICRETIHBALRH D £,
¥, BRABICRDBFITERLER A, |

@ WHERRZFETHIHAIE. WERERIC L3R AEOHERIC, T0E
HEOCHEFEEDLHREFREZTH L T ZE, £, KEZD
BHRICY > TURERFERD DHAIL, THICBEET BRI EHRML
TLEEW, |

® HAFIZIZ, FREFRESEEBRRBEROMBEMGICE L THZ L O
&R (FBkE T 5 BRI RS ZEMICHEREZTo VD D
Y. HBREEOERLEONEMR EOFHE) RUESEEICET RS
ABHFFE~OR— N2y 7ORMGEZBREVLET,

@ FREFBSEFTBIRMEROBIARIZ, EFR2. OXREFEROREHE LR
REOREN NI ERZ RN LT IEEWN,

4. EheFHA
TR 2T 11 A 20 ALY, BEFIEREOFER 740 —7 v 7ERO F
LiABZZ T £,

5. HXEREISEERIERERICL S IEHELEOH Lirk

(1) BREFNEROBR. BENTINEHELERT S L L7 5
BiE, R —AS— VR BBO L, BRNASICR U TRRES 2R
L. XEBE &8 LIAA T EEW, MREAOBRICY 25> TiE, LE
WKL, RV P2 B TR TEZ SV, (BREZIZ DWW TR
W2 EBEIILTIEE,) |
ATEBE O B RARKEERORABEOREMC T, HFRENEROZ
ESLEMTHE O BEOLET, |



(2) XEBEDCKTE. ISR FHOEBFIZET MRS LER
A, kL3 (3) KR THREZ+u—T7 vy 7EREH LIAATE
S,



(BlAEAR)

FERERESEFERIRAR FXEER, X707 vy 7ExR) HEPLAE

T # A

A

[

O #XFRImH

O #HX7x+v—7 v mik

K %

BT &

HAE 3 F 4

BT B ® & 4

g % B %

oF B M |k S B

777 NES

O mEBRHEE &
FTB*E4

BL o E

(ERM%H]

KA

EN 2
(W FaDnizO)

RE - KKk

FERRE DOFTR 2 BRI FE PR

HRIERAER

BEDOEH

#%




(EE)

1
2

AMORE SITAARTEREAL L LTIEIN,
TSAMCRATEDT RTERBATERNE XL, Z0OMIC TR () oLrEy) &
TALIEERRA LT &N,
X E R SRR E R P ABORABRIIUT O L BY T,
(1) EHREHH
RFETEHBOTETIRNICF =y 7 LT EEN,
(2) HAEM |
AEMEM2. (1) OXHRLRIMFEBEOFTBRURLEZRBAL T EEN,
(3) ALSEHIR
AEBEROBE L 5, ZETIHHFELBATEALTIEEN,
(4) ERIEEM
FEEATL L bIc, FEMOFAREESEERROCERONEZEE L, iR
(BEES) KWRBALTLESY, 2B, A s - FEDS O EREEIZIT
BEZTEERADT, FOITEIIEEN,
(5) EHEHLHTR
EMEFETHHEIMCOVT, BHR, KEIZHRAE OFE T 2 BRBF S Emis
DWFRPICOEFRLTL &N,
R FESTRERGNE3—3—2 FHAEEL MS{TBisAERREREE
BRAE |
KIR : KERFARRHILRAEAT3 —1 Z507nr AR FLrodFybEan
FU—C 9B MATBUEAERRERESRAKE BEXER
(6) ERTERALEAM
HHREHET S A EERARAL T EEW,
(7) BEO®EK
MBS BICET AERERERINTVEHAIL. EEOSMHEEETALTLLE
SV, T, BFR 740 —7 v TERICBN T, XRERIFEBIEOZNESTE
BALTLEEW,
(8) fw&
HIEER 2 A LT 55000, FFEERIC L 3 BABOKERIC. ZOBRARVUHE
FEEOLHROERLTH LT EEW, Z20ftl, BREXRSLNFEAL TS
-



B 1

o B

Xt &

Ry R ICT-F0fh,
Rk

FELU TRy NI, FEER ICT TS &S AL EHNER
B, SRHCEDIERES. RO IR IRV IERES

B - A ARIR

ELUTEHAB O LI LRI, B - ST 5 E
PEHIE

ELUTEBABFOI LS L—h 22— BT - FHEOE
A R OB B3R Mk, X DN TE MR, BRI
i

o« e - PR
Jibd - 1 B IR

<Jiki - PR ERAS (LAREFRS) | PR SR, K- PR MR8
- Jb4 - TRER AR (DR FRS) | PRI S, FETh - PR BRI DB

{28 AR AL

FLUTHILERR, WREFR, ER AR SRR

HR O REGER

FEUTHEBRIK

R B SRRk

FLLUTIRAL, B SRR RIR

LA TEER AR TR

BRBRDERBEDID, ELL TLBEROME
FERBRDERBEDOSD, ELL TURBMROBIR




B 2
SEBEIZE T 5 ElFIEIZOWT

BRENERT A2XEEIR. HEAERFIIGE LTRSS ENTWVWETOT, &
IR MBROR S ZRIRL, MEBISEZHB LIAATLE IV, ERHBRE L% LU
TR LETH, FMc o2 E L UIEER—LR—UETRLIE IV,

1. X@EBIED ) LIRS

(1) MEBED 5L, EFEEBRECEAZHAERRDORBRERE (B
RBER D SLER TR A TR, AW A ER R ORI RA Mk,
EREBGCP,/GLP,/GPSPIZHETIHREVERESEELE
EEAMREERERRLS,) KT EMEM (FR 2443 A 2 AfHT
FEHEFREE 0302070 B DORIER 13) 25,

(2) XEBEDH>H, GCP,/GLP,/GPS PERICET S EMEM]
(Fpk 24 4 3 A 2 BAHTERBERE 0302070 B DRI 14) =2,

2. EEERKMAROXEES
[BEEEREAERICRE T2 EMEM] (Frk 23 4 6 A 30 BfHTEMRE
0630007 5) * &M,



SEEH

I 2R B 4 1) X S5 R D BE PR B 5% P 4% s e

OXRFHE (RFH. @R)R. FTERKBAT)

EHRARZARLNARR o F—h RFR (RREEH P REEMH 5-1-1)

OB&E (KIRAF. EERR U REAT)

B KFEAKRBRKEEEFEMBERRE (KRFREATIUBE 2% 155)

OBEHRIWET

B KR AL KRB (B3RS 5 38 X 2 BEHT 1-1)

% TR 274 11 A 20 BB AOES. %, BN EEAHYBET.



