B130595

243 EBMEEROER
FET - EEE AW EBERBRICSER ST TEY, HRT7T—FPEETHD.

244 BA%
W= tt R AER LB B IR

245 {tHE
R bMFAEFELNE (EEFEE  NAFOVANNY)

246 - ENHE

WHEEY (V) OBRBEFTEEIEHR CH 5 U BE T, 30 B Lo AREHM 25
HTCRHRE - Bl{ba 6 BEIU LTV, BRRENBIFTHA I & E2HER LT ERRBRA~Z
EBTD. :

247 HBEHHER
RS 1 BB

248 HREHNRE

BBE %, BEITREL LTUTOREL#DT B ECERT 5. BERUCRESER,
2.8 HOREIZHES .

- —HRREERE (BH)

- REMNE @BER, REH1H]

- BEEERE (FH)

24.9 BEBSHEH

3~5 p&ih

2410 BEBEE
2.0~4.5kg

2411 EO#ER (KSOP/ANH/1001, 6004)
B EFAIANEES EWAEERROBEES) LT, AEEEI, AhEES,
R OEFRES, F—VEFRUARRTOENES ORISR E ANTITS.

B0 r— VICIRBRESELEREREER LT V2T 5.

2.5 BWAH
251 HIEE

FNURBE (7323 K)
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2.5.2 HIEEE (KSOP/AMC/1001, 1002, 1003)
2521 B
ERASEAPH ¢ 23.0~29.0°C

2.5.2.2 HERBE
HASHEE : 35.0~75.0%

2523 %5
10~30 [E] /B, A—LT Ly ax7 —i

2.5.2.4 [RBEARERS
12 8,8 (7:00~19:00) AT
19:00 LI Cdh > THIFEHO— ISR P ORMEENEEL2THBAITETT5.

253 fFE#HM (KSOP/AMC/3014)

2531 =¥

AT L AR — (680W X 608/658D X 770H mm, b ¥ U Bl aikalatt)
TV ERKETS.

2532 {#48ESR
AT vV ABEGRERS (b DR ES MRS
fafHEi B R KT 5.

2.53.3 #kigE
BEAKIEE (F % U RSB RIRAA)

2534 &
RF L ABUKERZES B, X UBSERREST
Lab it H KT 5.

2535 T2 vFA L (KSOP/MAN/S002) -
BptELE LD, SRMGAERERTS.

254 INBEWHE (KSOP/AMC/3014)
188,/ r—v

6/11
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255  fA% (KSOP/ANIC/4002, 5001)

2551 RBE
PV EERER, CMK-2 (AR V7Rt

2.5.5.2 #AfEE

HIBRFAEE (100 g/H, 1 B 1 [E{AEH)

BE R, FEOOTAORBLAEZLEZHEELEOL, KT 5. ZOMOBRIZFRIHIC
REIL, BRICEFLTCOAEEEER, EETS. B5EA (EREERR) 3 LA
U,

2553 FEMYEOHER
FE OB TEL L OWNEREZAFL, HEHRTI ey NOBRERREOHERMEREN, Rk
MR DEYEREFIEZEOREICHEA L CNBE I L 2f#ERT 5.

2.5.6  BRAH/K (KSOP/AMC/4001, 5002)

2.5.6.1 FE#E
Sum 7 4 b F iRk, SEIMRIBH L sKiEK

25.6.2 K&
A HER

2.5.6.3 & A
BREH =TT U T v 7 CREREZEHN QE/4E) WWERL, ZOoiTEIHRER
MEER OIEREFIRFEOREICHAS L TWAE I LEERT D

2.6 FERL
a2 5 s (BMES)
Boogmpm  oE BSRE D ,
(mg/kg) (mL/kg) Hif i
(mg/mL)
Pﬁgi E:;i;/ 250 5 50 1 (10101) 1 (50101)

261 BESHBRUVZTOREEH

el S U7 BRI 5B (P092 - HCL O = &4%»&%wtﬁ@%m&5ﬁ&%% A
BRE R : N-0359, BHRAERY V) h—F v & —Fifik LU P092 # vz 2 BERERD
BE5EERER, RBRES  B120719, ZFHE{LFEAT 4 =V AKASH) OF —& LT 5
e, ARBRORSHAEDL, YEAREFE U 250 mgkg ZFRET 5.
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2.7 &5 (KSOP/ANH/1005, 6007)

271  BEHK
B0 GREEo#RS)

272 BERBROEREHR
FERRRE R ET S,

273 BERE
S5mL/kg &7 5.
FEEOREHEEIL, ®E5RICHE LEEEICE S CEIT 3.

274 - HBE5E% - #i6E
1[H]

275 #®EAH*®
FAAR=Y TNV Y P ROEAD T —T AR BV TR ERNICR RS 5.

28 #H%E-BREHEE
EAFHICOVWT, TROEHBEZRETD.
REBoRTIE, REREE-1R, REBEE1RLTD.

2.8.1 —fi%ikAE (KSOP/ANH/1002, 6005)
BHBERLOREE 2 BXECER, 4%, A, TBRUHHEYES OB OHER EE
REET D, BESHELZLTIORT.

#5R LR 2E (B5a0 E57%IC4 1 E)
FBeEHMLSL 1B 1E (Faid)

LR OBERFF LM IRIRBO B H 2D b N BRI ST R AR 5.

2.8.2 {AE (KSOP/ANH/1002, 6003)
LIT ORE B OEERT (5 D3RG ICREEZNET . ECIEFRTZHVS.

BBER, B5HR, KEH H1R)
2.8.3 iEfiE (KSOP/ANH/6006)
BBE AP LREHECERAET .

WGRE (2552 HBM) OB (WEPRITREN) wARHELY BT 5. BEENS 1A
720 OEBRE (528, 213, 13, &) %2155. :
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29 MmFPRUKEREHEDRERE (KSOP/ANL/3001)
291 EHOXRUPKEIEREOER(KSOP/ANH/1006,1012, 6011; KSOP/ANL/1001;
KSOP/CL1/1201, 1202) ,
SEMNSLUTO@BYEm L, miE PKRAIERE) 255,
(1) (ROUFEH
BH% 1, 2, 4, 8, 24 B
(2) BmAHE '
B : #5 0.5 mL,/H
B ERAL 0 B BRSO RTE R R
FEEHK . ~V 2 (T RY DA (oY AR THRL)
BRAR:. RV orry PP) HlFa—7
BR U7 migid, HnEE S ICERRERIC AN TR T 5.
(3) MIFFEMBEUCREEN
R U7z ik & i B L CRE IR E S S, EOSBEIR M EESCHAT .
WM $10000Xg, 34y, #4°C
RERES . PPHF2—7
BESRE . mOUSBEE, EBICRTA T4 ARG
Z D%, K-80°C (FFEMBE : —60°C LLT) THRF

29.2 [UEHEHEOFEIR (KSOP/ANH/6012, 6018; KSOP/ANL/1001)
EEMMOLUTORY ML, BEE (AERE) 252,

FEHREF

BE% 2~4 B 1 @R OKE#% 24 65
BERERUERESRY

BIE #1 mL

BRI . Ay — AT B U DA (RS, BREEMIRAE) ORI
B L AMERT C, HERIBEEEHIC X 0 RT 5.

BEARE . KU orry (PP) fisFa—7

RISl . R LML, EHIERERIIAN RT A 74 A CRET 3. 0%,
#1-80°C (FFAHEM : —60°C LLTF) TRIET 5.

29.3 mIERRUKNSEEETOEMEER
VI IE R R OB TR R O P92 IRERIERE RERES  B130426) OFEIZHEV, iy
BELXRETS.

240 YU TNEREOBMONE
e 5.1% 24 B O MR ER IR, BT, FRER T CIREBIIRE OWEEBERIRD b idh L T%
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HIESHED.
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B130595

BREEAEARUVED

-
anju

FRRE PV R OEEREIR T O P92 WERAIERR (v L1 VBB DRER
) ' ~

HERBS : B130595

HREBREEE

s0l3 ® 7 A /> H K & E  da
| ' PN oA R
ZELEE AT 4 AR A
AP EEARER RRHE L 7 —
G2 e MR IEER

/1t .
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B130595

HE PRI R ORI 0 P092 IEEMERER (% Lo L RRHTIE OB R
) '

HEREE © B130595

R EY
ZEEAT 4 = ZEREE EBERT
EEEEE
G2 H = En
A Kz
REREE

EI RN YN AN

ZH —K
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KELIRFARLARESD ) $2A

S AT 4 L A EABIERT
203 £ AzLH

SREEE KB B2 A

SEREHEE

|

LU R O BRI O P02 BB (=2 BE AR 53R

(GABREE . B130597)

=EEAT 4= AERERE
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B130597

1. HBREEME
1.1 RiE , ‘ ,
Yov AR TR R OB BEIR R 0 P092 IRECAIERER (27 BEFHARN IR Z3A5R)

12 BRES
B130597
1.3 HEE®H

P92 + SN B B = 2 A HC BERRIRAIR S L, Mt ORI DS S
i A -

1.4  BEAHARFSAY
nL

1.5 &M GLP
L

1.6 HEREEE

E ST RFHRAGRE RS

T501-1193 I B s B T= 1 & 1
ERELE £ —F

TEL : 058-230-6143, FAX : 058-230-6144

17 RB2RE
E%Mﬁxf4iyxﬁﬁé&
T108-8559 HAARERZHIMTE 2& 8 5

1.8 BERMES :
ZEFAT 1z ARKEE BRI
T314-0255 F BRIl 14 Fil 1

1.9 HEREESE

KB g

ZEREAT 4 = AR EA

BIRXBEERT REHELLX— DR
TEL : 0479-46-3461, FAX : 0479-46-7505

1.10 ﬁ%aﬁ :
ERBAMA . AREBEEEA~ORREEEEL B
2/12
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BB E . 201347 A8 12 B
mEEE 201378178 -
BREHREEERRHTE: 20B49A30H0

R T TIE ~ 2013fF10H30H

111 SRFEENER
RRSEELLEFET L5400, FERNAROEOMEM 2508 L - B EELFE2ER L,
uitxgﬁ '{i’%?ﬁ‘ A% %8 b»s‘% %Sﬁpﬁ_é

112 &
Bfkapss i@if@ﬁb BL 8% BRELEICRHT .

113 &%F
k%uﬁfﬁﬁﬁﬁﬁﬂ%&%M$@§M@TM RICBRTETS. ﬁf%@ﬁ%%%T%lo
EML L, DBRORFIRBRERE L BEOL, WETS.

114 BETZEH

(1) HEREHEE

@) HBIEELEE (ERLSE
(3) BRI B B B

(@) EEEC T BB

(5) BRI T 2%

(6) BIEEGLEOTGILE

(7) W%@*ﬁm =

115 Z Ot
$ﬁ%@%mm%LJ%%%%K%?%%@%E%M%%?4:yxﬁﬁAﬁ HERAFsTE

y&—n:ﬁxﬁn@%%ﬁééé@ﬁ&waﬁﬁﬁky&wﬁwﬁzC%E%EQM3M5)
%—f ?7‘\*
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2. HMBUHE
21 WERME
2.1.1 &

P092 « @ NJERIE

212 . OvFEE
GEKHK-NE

213 BitE
[E ST REE N B RS

214  BESEHE (KSOP/TSB/M002)
B (GFREE  1~10°C), X, BH (ZHRHN)

215 BREOEE
REATR, A7, TLFER %ﬂ?

2.2 1K
221 &R
TS AR EEE et IFREETE)

23 ®5H |

2.31 REAERUVIEE (KSOP/TSB/5001)

PR E R 5T, MT@$@1&@éauﬁéﬁé TRBL I %ﬁ%ﬁ/bbtmﬁﬁT
TITD.

(1) P092 « =/~ BRE % IEREIC RS 5.

(2) £HAEREVETOMZ, WHRWE L EREE5.

() BT, EBEERENZ, FIEEIEETD.

(4) pH ZHIZE L, T D.

24 HEREWY
241 B
B =0 A VN (Macaca fascicularis)

2.4.2 R
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243 EYEEROBEHR |
Y S WS BV BERRICECER SN TEY, ¥RT -/ BBETHD.

244 WAK
Ly R i = ﬂi[%ﬂ*‘?éb%%ﬁﬂ%%%@f

245 HHE
N hf LS EZFANE (£EFEE  NAFOVANNY)

24.6 & - BlMb ,

ESEY () OBRERFTEEMR Th 5 YR <, 30 B EoBMAREHEEE
DTHIE - BfkE 6 BRI BT, EERENRIFTH D Z L 2TER L8 2 KRB~
BT5. : '

247 BEHDH
i 3 5

248 RBETBRE : ‘

BB ER, REMREL LTCUTOREZHDIRETERY 2. BREVRESER,
2.8 ORI .

- —iRIREEEE (BR)

- ERE @EWMBER, BbiTH)

- BEBNE (BR)

| 249 BEREH
3~5 FRE

2410 BEBHAEE
2.0~4.5kg

2411 #Haolr

(1) =8

B ERHTA

@ BHT
EEIZ3BIZIRY 41T 5.

2.4.12 EMIOER (KSOP/ANH/1001, 6004)
BT ANEES (%b%é@ﬁ&‘;&“m@ﬁk%%) WEDITS. EEEEE, AhWEEE,
5112
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HBRMROMERS, r— Y EERUARBR TCOSGMEROHGEELHNTITY.
B0 — VIR E RS NERERE ER L TR B,

25 EINE
251 MHEE
FIAFABE (7323 =)

252 $IEIEE (KSOP/AMC/1001, 1002, 1003)
2521 RE ,
FFAHIE : 23.0~29.0°C

2522 HEMIBE
HREE  35.0~75.0%

2523 ¥R
10~30 | /Bf, F—NT7 Ly a7 —is

2.5.2.4 RBARRE
128583, B (7:00~19:00) &S4T
19:00 LI TH - CHIEEHO—IREBBELR FOFRBEENEEZITHOBRIIRIT T 5.

253 HEHEM (KSOP/AMC/3014)

12531 =Y

2T v L 2B —3 (680W X 608/658D X 770H mm, b % U B EAR RS AL)
&w\‘/“mﬁawﬁ’&é.( .

2.5.3.2 {AEHZR
25 L ABEEERS (b URSERESEH)
MR E R AKYET B, ‘

2.5.3.3 #KEE
CEERAKEE (b URSEREERAL)

2534 #E& - o
AT v ARG ZEE Q B, MR URESRMRAET)
RERERKETS.
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2535 TV vFALE (KSOP/MAN/9002)
B L0 DI, SRMTAEEATS.

2,5.4 WEEME (KSOP/AMC/3014)
188/ 47—y

255  #74 (KSOP/AMC/4002, 5001)
2.5.51 184F
FRERERE, CMK-2 (B2 L7 et

2.5.,5.2 #htEi%

HIFRAGEE (100g/H, 1 H 1 EIfREE)

wEHI, r“ﬁ’%>6+ YREE L Z L RER LD, KBEET S, ToMoMBIEFREIFIC
HBEEL, ﬁfz"bm\@ﬁnlﬂ%@w pEET 5. BEEA (ﬁﬁ—%&“%ﬁmﬁ) i#’ﬁﬁﬁb?ﬁﬁ
VY,

2,553 HEMEOHER .
AR OGN O OREETAFL, ERTLI2Y b @%%}gigé@x@%%g%gﬁg, R
MasR DEEBREFIEEZEOREILBELTWAL I L %ﬂiﬁmu\Té

2.5.6 frAK (KSOP/ANIC/4001, 5002)
2.5.6.1 & , |
5pm 7o )V F —RiB%, SEAMERRET L AGEK

2.5.6.2 #AKiE
H BER

2563 o .
BB ZENET TV T v 7 TRERER EHH 2 [El/ﬂi) ML, TOSFEIHER
Misk DIFERIEFIBE OEEICHE LT b\%’o L BERRT .

2.6 BEEERL

| . ~ = e PR my @0nER)

moowmeE o0y OO T
HE/XE ¥ (ugml) f
. Poizggﬁ/\ 40 . 40 1 (50101)
5 Pozzﬁ-ﬁg\ . s x 1 (50201)
3 po;zﬁ;%;;\ N 1 (50301)
7712
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261 BRERERUVZTOHRTEER

Bi%’x%%iﬁ?rﬁ FIRED BEE L EDHENDE 2 T 400 nmol/L & L, MERIEE & RMASHER TR
EORBEE R D DI, EPMIEPEERRS L 1000 nmolL k725 & 5 72 B CHRAE
%475 Z L2 L (40 pghkg, TABMAPYRE 615 ng/mL=1230 nmol/L). Z DfEEM D, EY
2AEBICOVWTIIRET 5.

2.7 %5 (KSOP/ANH/1005, 6009)
271 BERK
AR &

2.7.2 15 EEROBRIRER
T RERG AR R ICIET 5.

273 BEHRE
1mL/kg &7 5. ' ,
%@W@&@W%ﬁ,&ﬁﬁﬁ@ﬁbt@ﬁﬁ%d%f%ﬁ?é,

274  REE% - 4R
115 '

275 HBEAE *
T A AR=PFT ALY VRV 22~25G OEREHE AV, REBIRE D 5T,

28 B - REER :
SEFHICOWT, TROEBEZ®RETS.
HEBoERTE, 582810, RERZE1BETH.

2.8.1 —hE KR8 (KSOP/ANH/1002, 6005) .
UMBER»ORER 2 BETER, £%, S TEBRUIRIMEORE OFREURERE
eEET D BEAEZUTIORT.

BEB:  1H2@ (&ER, #5%ICK 1E)
BEEELSL 1B LE (GRRTD) |

EROBEFHLUSMNC—RREBOAESRBD SNIZEEIC b RERETS.
28.2 {AE (KSOP/ANH/1002, 6003)

DIFORER ORI (85 BIEREH) CEBEZNET 5. WECHETRRERNS.

8/12
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BWBER, BoOUH, &R E1R)

2.8.3 {EfiE (KSOP/ANH/6006)

EMBE R LRERECERAETS. : : |
WAL 5527EBR) OB BESHMIZREE CEANELERT L. BEENL 18D
Y DERE (55&, 23, 13, ®B) 2E5. : .

29 MBEHERUVKEHREDLOEYEERRE (KSOP/ANL/3001)
2,91  EOEUPKEIEREOEE (KSOP/ANH/006, 1012, 6011; KSOP/ANL/1001;
KSOP/CLI1201, 1202)
R OUUTO@Y Rl L, M (PK BIEFED %2455,
(1) ks :
BE4 545, 2, 4, 8, 245/
() HEIHE |
FiiE #0.5mL,/ A
MBI : BRI R IR U RTEREAR
PRl ~sSU Y (PR U LK) (/S Y TR IS TR
BERERS: RNV Tovrry (PP) #@Fa—7
PR U7z iy, SMBE B ICERARIIAN TRET 5.
(3) MmMEFERREUEEEE ' ~
TR Ui g 23 008 L CEASICEEE S, BONBHIRLEESLHITY .
BILSME . #910000Xg, 34y, #94°C ‘
RERSE . pPH#lFo—7
BAfpdett : BODBER, EBIC RS A7 A AR
T D%, $-80°C (GFAEBH : -60°C LLF) THRAF

29.2 [NEHEEORER (KSOPIANHIGO’IZ, 6018; KSOP/ANL/1001)
BN LT O@ED FEEL L, Hi‘z’ﬁé%?& GRIERED %2155,

EHEEE

5% 2~4 BRRIC | ERORE51% 24 FFRE

RERRGRERM

BEE: . 1lmL

BEERL : FARZ =T U U A (TR, HEZEREGREH) OFIRRE
B KD RERTC, HERBEEZRIC XY BT 5.

ERES . RYForLy (PP) BFo—7

RFESME . R USRI, EbICERERICAN IS A 74 A THRAT S, D%,

| #9-80°C (FFA%EMHE : ~60°C LLIF) TRETS. \ :

9/12
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2.9.3  MEH R OIS TR ORI '
vt B OGS SET R o P092 B ERIESE BREAES  B130426) DFIEICTE,
WERBIET .

210 HEFHBRE
2101 BREXNZHBE - HE
TRICHE, EHBRORELRTTY.

= EE . Frf B TR
(1) D O -
) Ui/ El TE O w1l
: R O il
f5 e O -
(3) Hafg 1O - ]
(4) Bl O - O
(5) R[E O - :
6) MiIREX O -
o & O -
(8) 'iE O - -
© 7 O - .
(10) + 815 O - -0
(11) Z=p% , _ O - - O
(12) EIfE - A= IRE O - - 0
(13) /% O - - O
(14) %% O - O
(15) Efm o- _
(16) MER B BT O il -
" BT O il -
‘ =N O | - -
(17) Fi/REgs : O - - O
(18) Bl o O - .
(19) B : O - 0
(20) RERE O~ .
1) TERF 10 - -
(22) FARMY LRz /ME O il -
L O mifal
(4) REEE/EBE O el
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B #Hf& BT FE R E
(25) fag /e wE O - ..
(26) P /2L | T 1O -
(27) ERER/ARIEER ‘ © 1l -

- (28) FIR | O mfal .-
(29) At ‘ , 1O - -
(30) &6 GEub, Huws, BEER|O - T
(31) REDAR Jing= O - - -
(32) 9RE O w1l .-
(33) & O - .-
(34) & | o- I -
(35) B K hE 8B O Hl ..
(36) HeF iz (@ =7 | I N
(37) TOMARHEF OBEME O - -
O B, BERE, - RENEAELIMEDRKRIEL

2102 REMRHBRE (KSOPIANHI'IOOQ 6012; PAT/2001, 2006, 2101) ,
54 24 KSR O BT RETE IR EUA T 10, IREEIRE O 255 B RA B i U T &25E étf
HiT 5. S BERIR R U;ot BAHHWNIET LEEE S REBCERT 5.

2.10.3 JREHESEKRE (KSOP/PAT/1001, 2102, 3003, 3005, 3006, 3104, 3201,
' 3206, 3301, 3401, 3501, 4001)

SEWD 2.10.1 THIR L7-8RE @ EZEE L, 10vol %Y VEBRBE RV~ ) VECTEEL,

CRETD, L, RERRUEMRIES CRY VIR TEER, 10 vol %Y VEREE RV Y

VIRTHRFT A, BUEWICOWTIE, WTNORE - ML 10 vol %V VBEE AL <

VR TCIRTET . R

LD 2.10.1 EICR L2 - n‘ET&LOb\T BEICIDA bRV Y e o4 DR
FAZIER L CEBRT 5. ' '

11/12
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3. HREEEBRARGEN

)

RE: YRR ORAETO P02 BERERR (217 BIEHIRAE SR
) |

RBREE . B130597

RPELE

oz ® 7 AR K B BRS A

K- Bz
ZECFEAT 4 = AKRA R
RIBEXEEFEAE AR 2 —
e MERrseEs

12112
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