SEPEFEEE 1120059 5
Wk 2T 11 A 200

[

SMEFREHEE () Rk B

ﬂjﬁ&%kﬁﬁﬁﬁﬁ%“%ﬁ%%.
HEE FBE i

R KRR A IR AR EMIC DN T

ERKD, MITBUEAEEMEEESE SR OUT g swa) @
BESEBIICHIWEEEHLONES T NET,

SRk, ERR2TE 6 A 30 HicH@mkE s THABEERIE) %3T 2015 28
FAL B LTE 1L A 20 BFHTFEAS 1120 5 3 5)EESBHEEE - AiEfE
JREl A TRE XK B R SRS AR D BT DWW T IZBWT, [EFR IR
IR ORI BRI I BT 2 B BRSO REMG Z /0 R & Uik
REBEARESRBEREZHZIIEET LI EEINEEIATHD, Z20E
MHECZOVWTHRDEBDVELEDELAEDT, BN FTEGRHEOEAA LS
LSBEVWWLWELET,



RS
R XI5 R % i S M A K 5 B 2

1. BH

[EI SIS 5 ) BRI 330 5 IR SA R 00 BR S 2 HESE S 5 72 o0 [EI SRR 4] (X
BN QBRI TRRE M SR E LT, SROEREEDRRDICAT T, BR
BB S . BERRBRSICETIYE - Y AN E U SR IER SR
HERMS AR E E L ET.

2. MNRHH
RF X R R B 25 SR SR BRI AR B 1. [ SRMR AR RF B X D KRB I 12 B E
LEEED, NERHEKEOREEZITHHEGIT. KIZED D RSHHIZ DWW
TEBITHIEELET,
(1) W EzsMkE
RIS A 7 K I, (B REERERER K IRE Bk 25 SFIREE 10T B) 5
245 1 HICHE T 5EXEKFERXIEEZ WD, LFFRTC.) NOBEY
seiombt (B (BERN 23 FFIREEE 205 B) 450 3ICHET 5
KR F R ENS, LLFRL) ZHET2BEELET, GIiRsEE
Bl HR)
(2) MBRE RN
W ERDHREDEEMNITRAFEZIT > TWBEEKIEEDS B, E& L
THHWNDEE EOLEERIMD TEWI ENHESI NS BDICET
HHRELUET,

3. FERNE
(1) FREEREFEBAX I S oI P altisP5E%
Fr K RS H AR SE RIS M AR D BUA AT, ZVRIVRBARICET DL D, K
RERMEREEERIEHER T > > oIV 2P a T2 DR EZ T -HYE (LUF
X2 o) a%] EWd,) N BNCHBIToMEHETVWET,
T X[ A A S s A R S e oD 55
PR3 H OHEBIEIE K OB OB E IR 58S
BEESBHEREEOBGRTE S O
HERIC X SRR R P AR SEF IR AR (BAF TR & 5.)
O 2 i O S5 O] Bl

® e



® HHMTOTOMOMEBIE CGEFREBM#KZZ0. LFETC.) ©
EHIZBET 285

(2) HRKI =

FIX R PR E RIS AR X I Z B W T, HmBE ISR THBANE 2@ Y)
CHUE T 5720 QE#HK (BLF MEXFERIHZR £Wd.) XENEhE®RO
EBFICET S EK CUT RR7+0—-7 vy 7] EWwd,) &L
9. INSHKIE. BEYRD A M F RIS R R X B o S ARAH R
AROELFOM, HEIOEC THEEEROEEQNFKEL XY (Web 5k
X TEMTEHILEBHVDET.).

E/z, HRENRELEHATH > T R oV T 2 FN0E LR
DIZGEITIE. HRFE OB T SR Bombe i EE BEHYE ) R
THMIREKZITWET, 728, FEEAHR LR T +0—7 v TH#
ZD S TFERHIAREE U F 974, HRHRICHE T 2 REFOLELREIL
MREAHEE LT,

(3) WA
A TER AR E AR KB AITERE. HK T 4 07 v TI3)
EMHAE ) (B CRESFEERRL. ETANET 7723
D TEETRTA L MBEREYFTA Y MR T R a0,
KT NDDS T, HARSRIGETT.

(FH3ASE)
MALITBUEANEENEFRESRR R SEYRPA MR FEYRIAZ MR
A—=JL7 RL- A tokkuyakuji€@pmda. go. jp
Ty 03-3506—9443

(A& L)
MNITBUEANEE NEREREOHERE BEIRIAME FETXRIAS MR
W|aa (I AWM 03—-3506—-9556

‘ (ZZ AR

ity

(52 A5HiF )

AAD SRR (HROMHENAHERS.) OTAI9IR3 007 5IEFET

(4) ThiRkH RSO HES
FAE 22T 721z, BIHEYE LD, EFXE7 77 I THRESE

3



ZEELRT. 2B, HROERNEIIEC T, EFICX5EEE2THO5HG
BHOEKT,

(5) MiFkDENE
HaFFEE, Wk 1 B0 30 pREELET, HEAEIZDWTI,
B DL OB L. MR 1 EIHZDEN 5 ARESLET. B, m%
HRICBNWTIE, HREOFE T 2MRMAF R OSEEOIL X
bOELET,

(6) ZOMDOEEEH

O EFRNEIZDWT, #EBHYENSEIIRETAHEENHVET,
iz, HRNEI ﬁéﬁﬁmﬁﬁbiﬁho

@ HEHHZERHET2EEIE. IEERICE2HAZOMERMIC. T
&R O ERELEOA L MET Z2RE L T<Z3 W, £ KEZD
SHHIZS /> TRERFRAD 54561, TNICEET &R ZIRM L
TLZEE 0,

@ HLHAZITIE., KRR B IRHA O MR R U TD I EDH
&R (HHRE T H 2 RRVFA PRGN EERMICHE 2fToT\Wa Z
& MBREAOERE EOSRENS SO ROt RREICET 53 E

WHEFEAAOO—RTw TORMEBENLET,

@ %FE%%““%%%M KOBARFIZ, F 2. OREEEOTEHEN

BIE DRI B ER ZRAA L T 71 =,

4. FEhukri
TR 2TEIL B0 HED, HRREMEARROFER 7+ 0—7 v TR D
UIARA B ZITANTET,

- R E I SRR AN R IR D M) S5O LA &

H) FEFREROMR. BEIMTOHHEBIE2ERT S &R 25E
W B — LAR—D 22O 1, 7 W*%Kﬁ@fﬁ%&ﬁé%ﬁb‘
HEIE 2 LAATLZE W, KK OBIUTY 2 - T BEITR U,
RO 22 oD aFIl THRLSZS W, BHERKFITONTIEINMK 2 22
ZIZLTLIEEN,)

STEBNE © A RBEEE RO HAZOMEMIIL, HREAMTER DS
BEELWT DRI BENL XTI,



(2) XMBhE DK TR, MIEHH > -EHOEBSICHET D HRNLERS
i ERL3 (3) Rif-o THER 7+ O—7 vy THKEHLIAATIZS W,



(R0

BRESREXFEINR SRENER. HR7+0—7y TER) HEELE
¥R, # A H

O 5K T
SRIX 4
B 0 ®BR7+0—7v FEK
Hl R %
A
z| T ®
- BSA $E g 4
P R OE B 4
;E‘% i ' B
| Ty iIUERS
0D it &
R EL
Y 437
[EEES
=E
1.
2.
SEHT BT

"o . REOH B RIS i bz
(A FNAEO) I Kk FHERE DR S 5 R RFIE R




(FE)
I AMOKRESIIAARTERKRALELTLZS N,
2 BAMICERASFSHOTRTEDATERNE ST, ZORIC M ( ) o&do) &
FEA USRI ERM L T/ZE W0,
3 B E R e R I A E R A B ORABEEIILL FTO LB TY,
(1) MRS
M THREOELTHIRMICF oy I LTS,
(2) HAZEHE
AEBEM2. (1) OMREBRDIHHKEFOMBAIRAZRLRAL TIZS N,
(3) 4443 Y5
AEBEMONME 1 MNDS, BUTEOHERATRALTLIZI N,
(4) HER%IER
HEEMNTLELEDIC, REBOBAARZESREELAVEMONEZEE L, HiR
(BEEX) ICRBALTLZEE N, 28, ARSI NAZEHEDAOEMFEIZITS
BRTEFRADT, FOITTRLIZE N,
5) SEhad EL5 T
FEhiEHFHETI2ENCONT, BAL KBRUIHAE OFTE T 2 BRIV PR O
WTNNMZOEFMFL T EE 1,
W EFHTRERENMES -3 -2 FHEPEEIL MIiTBUEAEELIEFE
A e B
KB . RBEFARTIERKEN 3 —1 F5>70X KRR FLyPFrESIL
F—C 9B MIFTBUEAEREMLERERA O  BIVE SRR
(6) HERIMEAEH M
X EFETHOHEERHRAL TS0,
(7) #WEDmmHK
ek E BT AEASNER SN TRSERIT, ELOZMESE2TALTLE
S, Kz BR 7 3 0—7 v THRICBW T, R ERLHMMIE OZMNF S 2R
ALTLEE W,
(8) fii&
BT Z LT 2B 418, PHERIC L 2 TAZOMBERIC, FOM B KR
FHEOLHEVHETH 208 L TS AE 0, 0O, MESNHIUIRLAL TS
U,

(



AR 1

5y B %
Ry b ICT 2O | EEL TRy NI, SEihi) ICT Bl %415 M L ¥y I

I

Hede, ZPHCBIDDIERIEES, K UMy 871 B &7\ B i an

BT - TR

cELLTERSBEOI LR LI, - RSB d2E
Rk

cELLTEESEOILT L —h A/ 2 — | BT - FHESOE
TEM & OB Dk - Bk, T ONCTE AR, RS RMEIE O
=R

& - R - PR AR -
JI64 « if 5 R

I - FEERER (LMHAIRS) | FRURER, R« SR SR OB
- AR AR (LA TR | PRURES, K5 PR SR DR

YN T

FEUTHLR, WIRE R, FE R ARMENL

A O RE s FEEUTHRER
IRF HaftiEek | LU TIRA, B SR ek

R B 5 e

BB AR DERESR OIS, LU CLIRBIROM £
BRIBRDERMBOSE, ELLCILMBMROHR




AL 2
SHEBIEICET 2ERAIEIZDONT

BRSNS 2 MBI E . MMNEFIISC TR ENTHERTOT, i@
YIRMAEDOR S ERIRL, HHEEH UAATI SV, M@K %L
TIRLUETH, M OEEL TEIBBR—LAXR—P 2 I8RZE N,

1. MuBIE DS 6inBiHucE

(1) THEBIEDS 5. EEHERK AN ZETAEEHOBBMGE (EFR
Be2R O JoBR VT R G AHAAR AR PRSL B2 IR 3 G D SERR VR & RHIR AR R IR
BWHESRG CP /GL P /GP S PIZBET DMKk EREER I
EEMTHEAR RS, BT 2EMEM CFR 2443 A 2 AT
HEFESE 0302070 HDRIE 13) 25 M.

(2) Tx@EBIE®>5H. GCP/GLP/GPSPHKICET oHEHMEM)
CER% 24 48 3 H 2 HAHTSEBEFEES 0302070 5 DHIR 14) &5,

2. EEWBMROMMIWEE
 TEEEMAOICBE T 2RI (L 23 F 6 A 30 HAHEEIER
0630007 =) ZZM.



ZEEH

[ 2R B B e !l X 5 PR OD B PR B 55 R A e

OX =B (R=#. #RIIR., TERKEBT)
EHERREEAELSARR L 2—PRIRE (REHM A REEH 5-1-1)

OB (KA. EERRURAA)
Bl KFEARRKZEF MR (KERFETILAE 2 % 15 5)

OEHRME™

B RFPEARLERFRF R (EHRWETEERZ R 1-1)

X R 27THE 11 B 20 BFERDOHER, §%. EMN-BELDHYEET,

10






