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70 R TV T SRR O FER IR ORI AR D AR S

BRTHECA 12 0 BEEEEMERS IS B2 BRI (5 24 1)

& 8-1

JO/NEAHII TIEREE
(FURE SAITHA T URAB%AESH)

L BROBEICHWLN D BREFEOHE ()

BRIy
— {b¥4 R R
FanREHNLT 7 e V=3V HFNT )T e T 7=h CHs 660 g/kg L1 I
PR PR NH NH O
3 L4 H3C/ T T]/ \/\CH3
cr o)

BREFEO A
BRFEFO T 0 % 0V TIHBE Ok

T NE IV T IR O RFEFAR 2 KIZEMR L, C18 BT Ax MW TEEiRAs n~ M7
77 (HPLC) IZ& 0V T E=TAKKUOT & b= KV VOREAETHEEL . AR (UV)
B (BEIE 204 nm) (X0 e T VTR AR E OERET S, EEICITE
R EREE WD,



70 R TV T SRR O FER IR ORI AR D AR S

BRTHECA 12 0 BEEEEMERS IS B2 BRI (5 24 1)

Il 703N 7 HEERE O BRIRFAR DRI AR D FHEEE

1. HiE
TYARE T4 TH A AR ESLE

2. BRERSG DEAER

2.1 Bz T RE VT B
7 ne W=3-(Y AFNTI))7 wk” v v R R
22 —k4%& propamocarb hydrochloride (ISO)
2.3 fbF4
IUPAC 44 : propyl [3-(dimethylamino)propyl]carbamate hydrochloride
CAS 4 propyl N-[3-(dimethylamino)propyl]carbamate hydrochloride (1:1)

(CAS No. 25606-41-1)

24 a—F&EE  AEB066752
25 HFA. BEX HTE

SARsaE=V CoH>:CIN,0,
=

7

+
NH NH @)
H3C/ \/\/ T \/\CHS

cl e}

v 224.73



70 R TV T SRR O FER IR ORI AR D AR S
TMTAEG6 ] 12 B BEEERM TR RSB 2 BERAE S (5 24 )

3. HZhESG OMER] - {LERIHER

# 3-1 : BRI OB - AL

HERE A L (%) AR5 VRS Zrt
REIE 99.6 KT RFFik <1.7 x 103 Pa (25 °C) 3-1
- OECD 102
Ei ) s 46~69 °C -
i 99.6 BT 32
. N HIERRE
s 7K . -
Wh 99.6 DE 7R 1% (150 °CLIL- T4y fi) 3-2
OECD 113
Hh Az o > ety _
Bz EME 69.1 DSCIE 150 °CLA T TLE 3-3
89.2~93.5 % w/w (20 °C, pH 4 FEfER)
IS 99.6 75 A Ak 89.1~93.8 % w/w (20 °C, pH7 #&MEiK) | 3-2
89.6~94.6 % w/w (20 °C, pH 10 FEEK)
¥R NS H B i <1.0 x 10# g/L (20 °C)
- 99.6 77 A=Ak 3-2
} FLr 1.06 x 102 g/L (20 °C)
| A" -
s YA 0V >250 g/L (20 °C)
i3 g TR 99.6 | CIPAC MT 181 >250 g/L (20 °C) 3-4
AH ) —)b >250 g/L (20 °C)
HEl — F L 99.6 7 A Ak 4.80 g/L (20 °C) 3-2
filE e 45 i e
99.6 W E 9.63 (20 °C 3-2
(pKa) 2070
-0.979 (22°C. pH 4
1-F 2 & =)V IKE EARS ( pHY

99.6 |7IAARE HiE 136 (21°C, pH7) 32

(log Pow)
0.320 (21 °C. pH 10)

EEC Directi .
C Directive e

TN 53 fiRe: 98.4 95/36/EC . 3-5
(25°C, 29 HH. pH4, 7K1Y9)

OECDI111
EEC Directive St
" R 27 H
IR iR 98.4 95/36/EC (25°C. pH7 4;(6 fjv /. 300~400 nm)| 36
12 275 8147 & PR D :
TR R & W e EOAREL
(nm) (L mol'! em™)
R
s i
IR ATV 203 T 214
(UV/VIS) 99.6 v 32
AT RV
203 | 125 | 234
7V )M
217 | 132 | 261




70 R TV T SRR O FER IR ORI AR D AR S
TMTAEG6 ] 12 B BEEERM TR RSB 2 BERAE S (5 24 )

4. BIKREOMIHT

7 8E T VT BRI O RFEFAR DR AT I W BT o HTER. e NE DV T IR
RN g/kg PLEGA STV D RMIICHOWNT, BRI, MEROERM, kS KO
ITHEENERINTEY ., BENICRYThoT,

BEIRDOBIE IV BN D EIEFROMB OHTIC BN T, BRSNS OEFRED
A 7% 1003~1010 g/kg TdH - 7=,

5. ARG DEME

BRIy OEMEZ, B EEZERITB VT, BEF 5-2~5-27 X OBIFIR O BtERBR ki %
AWTLU T EBYFHishTWd (& 5-1),

AN ENRERBR OAE R, 7 a SE W L THRERIEIX T v MEAN TEHSOTRI S fu, B[]
BOBEIZEDWMIRT D7 &Y 87 7% E R &Sz, FITRPITESCIZHEE S 7,
RN TILR G, TS OVE IR 2 LR @ W o A 35RO B LTz, RO G B, C.
D, E, F, G, H, I, J, K, L, N, O, P XU'Q »#&H LTz,

BFEFMERBAE RN O e RNV THRBER G X DT, FITREEINE,
A B B NS E DN T D B ZERE TH -7, ik EE, B AME, BHHREIC X
LB AN, Btk O R IIRR D Do iz,

FRBR CHE LN EEERE L ORI RO 5 bi/MEIX, ~ 7 A& - 18 70 A RN
ANERBRQOMEIZ 1T D 12 mgkg (FEHE/HTHY . ZNERILE LA, PR — HERE
(ADD) 1XZ244%%0100 ThrRL72 0.12 mg/kg RH/H L RSN D, —FH, A XEHWZ 14
B E B OMEE I W C BERMEENHRE TE T, R/ EEEIT 39 mgke AHE/H Th
STz, F/NFEERTRO SN AORE R ORAMEN D, RIGBEMOR 2R E 3 L%
& L72%A . ADI X 0.13 mg/kg (RH/H L EH S, ZOfEIX~ 7 A% 2 18 720 A A
ANERBRQ D T B 2 RIS L7235A D 0.12 mg/kg R E & [FIF-EE TH Y (ADI % 0.12 mg/kg
RE/HERELTHLEMHITHRE SN DL EZLND, THHEDZ LD, BWEZESE
B, w7 AZ W2 18 22 A RN AMRERQOMEIZ 31T 2 MM & 12 mg/kg (KE/H %
RILE LT, 222250100 TR L 72 0.12 mg/kg K8/ H % ADI &% € L7=,

Flo, T ANEHNTEBEORER AR GEIZL D AL D REMED & 5 w25
LM E K O/ Nt R D 5 bR/ MEIZ, 7 v &R WS EERBROD 20 mg/ke
BETHST-IEND, ZTNERILE LT, 240535100 TR L7z 0.2 mgkg (KE % 2SR
& (ARD) EE L7z,

(URL : https://www.fsc.go.jp/fsciis/evaluationDocument/show/kya20240207013)

T RE VT SRR O IR AR 2 O 7o SRR B AR MR K O D3 AR
DGR E 2 5-1 1ITR7



70 R TV T SRR O FER IR ORI AR D AR S
TMTAEG6 ] 12 B BEEERM TR RSB 2 BERAE S (5 24 )

3 5-1 : ARGy O FEM R 0O fE A

Sk

W5 o
Ny (mg/ke A/ H) LDso X% LCso BN ER

BERR D
7w b
SRR R © >2000 mg/kg (REH
Lot. OP2

MR 67.3 %
GLP(& £} 5-4)

HERE 2000 LDso JER K OBET- 5] 72 L

SRR R T
7w b
SRR R - >2000 mg/kg (RH
Lot. OP2

MEE 67.3 %
GLP (&¥} 5-5)

HERE © 2000 LDso JER K OBET- 51 72 L

AW AN (=7 |#E-E : 5.01 mg/L
L) (5 i)
7wk WERE - >5.01 mg/L
SRR

Lot. OP2

HE 67.3 %
GLP(& ¥} 5-6)

4 W¢fi] LCso WEOWH, MEA KR OSLE

FET 7 L

B2 A Fat
(Buehler {5Z515)
FILE b
R R

Lot. OP2

MEE 67.3 %
GLP (& ¥} 5-7)

Efn

BRI L

TEIFIIRIS
(Ames)

=2 /LN

Lot. 2000, 31491
HLEE 67.0 %, 68.6 %
GLP (& ¥} 5-12,

13)

Salmonella typhimurium

TA1538 £)
Escherichia coli
(WP2 uvrd £)

(TA98. TA100, TA1535. TA1537,

T L— ME

S. typhimurium

50~5000 pg/7" L — k(+/-S9)

E. coli

D69~3460 ug/ 7 L — b (+/-S9)
@®@1000~5000 pg/7" L — b (+/-S9)

Gtk

Yo (R B
JRIERIR

Lot. 31491

WL 68.6 %
GLP (& ¥} 5-14)

b RIRAEIL Y 7 ER

D1000~5000 pg/mL(+/-S9 : 3 FEE L)

©@518~2760 ug/mL(-S9 : 24, 48 FEfHALER)
691~3460 pg/mL(+S9 : 3 FE[EALER)

(32000~4000 pg/mL(-S9 : 24 FEEALEE)
1000~5000 pg/mL(+S9 : 3 FE[HALHL)

(=3

N3

JREER R

Lot. 31491

HLE 68.6 %
GLP (& ¥} 5-15)

NMRI BR < 7 &
(B REFI)
(—BEMERER 5 UT)

69, 138, 276 mg/kg RE(HEIEIENIE L)

=345




70 R TV T SRR O FER IR ORI AR D AR S
TMTAEG6 ] 12 B BEEERM TR RSB 2 BERAE S (5 24 )

~YUR YU Tx— |y ARY UoNERRE (L5178Y D3~5000 pg/mL(+/-S9 : 3 KFHILLER)
~ TK TK+/-) ©33~2000 pg/mL(-S9 : 24 HE[E AL
Ji=2 JEREN 3~5000 pg/mL(+S9 : 3 B LLEH) b
Lot. 31491 =
HLE 68.6 %
GLP (& ¥} 5-16)
FEWEME R O At

p BhE NOAEL LOAEL B

A (ke (KT/H)  |(merke T/ B | (ke /) P
R Ak MERE © 0, 105, 840, 6720 : 690 o - 840 ppm LA I
~ A ppm i - 12 it - 95 M - RS INENHI (R G- 22 B L)
Ji= 2 /LN
Lot. 06446179  |KE": 0, 11, 84, 690 R AMEITRD o T,
M 71.2 % M2 0, 12, 95, 883
GLP (& ¥} 5-20)

6. R oEME
BEEOELEICHW SN D 7 a3 )V TR O BRI E R STV D RHITIE,
EBETREFEEEHET D RMDIERD SN o7,

7. BEFEEORZEME
EEROBLEICHW BN D 7 a8 VT R O B RR & BRI AV S T R R
WiZ., Z O N OEEZ i LR, RS ThoT-,



70 R TV T SRR O FER IR ORI AR D AR S

SFT4E6 H 12 H

BEEM SRR RS B 2 BRI 2 (55 24 )

P

oo _2\%% AHj,Hii REfaRR LS D&

%% WA [RBERR. mEEES TRHE
GLP &R (LERGE) | AROFE
BIEFROMBITR D FERES /e 0T R

2005 %*K?kfé%%?ﬁ% - BRRRPEL R E IR, MSATBOE N RMOK ETY #2224
it &2 —
RAFE
7' NE T VT SRR R R AR T O Ry OF R O OGHREICET 2% [TV A¥ T4

2.1 (2022 |[EETVRE TA 7Y A = ARASH THA TR
HRNF (%)
PROPAMOCARB HYDROCHLORIDE DETERMINATION OF VAPOUR
PRESSURE TYRZ T4

3-1 1995 Safepharm Laboratories Limited. 722/015 YA T A
GLP, RAFE (%)
PROPAMOCARB HYDROCHLORIDE DETERMINATION OF GENERAL
PHYSICO-CHEMICAL PROPERTIES TIARZ T4

32 1995 Safepharm Laboratories Limited, 722/013 THA TR
GLP, RO (%)
SCREENING TEST FOR THERMAL STABILITY OF PROPLANT FURE S
(PROPAMOCARB HCL 722 G/L) R

3-3 |2002 INOTOX B. V.. 350663 TYA =LA
GLP, k4% (FF)

Solubility of propamocarb-HCL in organic solvents FYURE S

3.4 |2002 |Asgricultural Research Centre. 20528 TH A TR
GLP, KA (%)

IAQUEOUS HYDROLYSIS OF PROPAMOCARB HCL TIVAE T4

3-5 2003 NOTOX B. V., 350641 T A A
GLP, RA% ()
PHOTODEGRADATION OF “C-PROPAMOCARB HCL IN WATER TUVARE T4

3-6 2004 NOTOX B. V., 350652 T A A
GLP, RA% ()
DETERMINATION OF THE IR ABSORPTION SPECTRUM OF PROPLANT FURE F4
(PROPAMOCARB HCL 722 G/L)

372000 INOTOX B. V.. 308576 TYA =LA
GLP, K% )
DETERMINATION OF THE 'H NMR SPECTRUM OF PROPLANT FURE S4
(PROPAMOCARB HCL 722 G/L)

3-8 2000 INOTOX B. V.. 308598 TYA =LA
GLP, K% ()
DETERMINATION OF THE 3C NMR SPECTRUM OF PROPLANT FURE F4
(PROPAMOCARB HCL 722 G/L)

39 2002 \NOTOX B. V.. 348863 TYA =LA
GLP, A/ ()
DETERMINATION OF THE MASS SPECTRUM OF PROPLANT (Propamocarb FURE F4

210 oot |FCL 7220 St
NOTOX B. V., 308587
GLP, RAE ()

Material accounta_bility of Propamocarb hydrochloride (AE B066752) technical FURE o

4l 2015 concentrate mgtenal DY g
Bayer CropScience AG, PA15/092
GLP, K% ()

o1 s |[REEREE TEATAAT 3. KbEEEAS _

N




70 R TV T SRR O FER IR ORI AR D AR S

SFT4E6 H 12 H

BEEM SRR RS B 2 BRI 2 (55 24 )

(*C)-Propamocarb: Absorption, distribution, metabolism and excretion following oral| 7" J A% 7 A
5-2 2000 administration to the rat THA TR
GLP, ARA% ()
1 Z 4
(1*C)-Propamocarb: Identification of selected metabolites in the rat TIRS . 74
53 |2000 ! e
GLP, RAFE
()
PROPLANT (Propamocarb hydrochloride 722 g/ SL): ACUTE ORAL TOXICITY |7V AZ T4
5-4 1995 STUDY IN THE RAT - FIXED DOSE METHOD Ty A A
GLP, RA% (%)
PROPLANT (Propamocarb hydrochloride 722 g/l SL): ACUTE DERMAL TIVAZ T4
5-5 1995 TOXICITY (LIMIT TEST) IN THE RAT Ty A A
GLP, KA ()
PROPLANT (Propamocarb hydrochloride 722 g/l SL): ACUTE INHALATION TVARE TA
5-6 1995 TOXICITY STUDY FOUR-HOUR EXPOSURE (NOSE ONLY) IN THE RAT T AT A
GLP, KA ()
PROPLANT (Propamocarb hydrochloride 722 g/l SL): MODIFIED NINE- VY RE S
5.7 1995 INDUCTION BUEHLER DELAYED CONTACT HYPERSENSITIVITY STUDY JH LR
- IN THE GUINEA PIG -
GLP, k% (%)
PROPAMOCARB HCL 722 G/L: 90-DAY ORAL DIETARY TOXICITY STUDYIN |7V 2% Z A
5-8 2001 WISTAR RATS, FOLLOWED BY A 28-DAY RECOVERY PERIOD T AT A
GLP, KA ()
PROPAMOCARB HCL 722 G/L: 90-DAY ORAL DIETARY TOXICITY STUDYIN |7V 2% A
5-9 2001 MALE AND FEMALE BEAGLE DOGS Ty A A
GLP, KA ()
52-WEEK ORAL DIETARY TOXICITY STUDY WITH PROPLANT (Propamocarb |7~ V22 4
5-10 [2003 HCI 722 g/1) IN MALE AND FEMALE BEAGLE DOGS T AT A
GLP, RA% ()
PROPLANT (Propamocarb HC1 722 g/L): REPEATED DOSE (28-DAYS) DERMAL |7 V22 4
5-11 (2002 TOXICITY BY DAILY EXPOSURE IN THE RAT. Ty A A
GLP, ARA% ()
PROPAMOCARB HCI 722 g/1 SL: REVERSE MUTATION ASSAY “AMES TEST” |7 V22 74
5-12 1997 USING SALMONELLA TYPHIMURIUM Ty A A
GLP, RA% ()
EVALUATION OF THE MUTAGENIC ACTIVITY OF PROPLANT FYRE T4
513 12001 (PROPAMOCARB HCL 722 G/L) IN THE ESCHERICHIA COLI REVERSE e eI
B MUTATION ASSAY (WITH INDEPENDENT REPEAT) -
GLP, k% (%)
EVALUATION OF THE ABILITY OF PROPLANT (PROPAMOCARB HCL 722 FURE 4
514 12001 G/L) TO INDUCE CHROMOSOME ABERRATIONS IN CULTURED e e
B PERIPHERAL HUMAN LYMPHOCYTES e
GLP, A4y (FK)
MICRONUCLEUS TEST IN BONE MARROW CELLS OF THE MOUSE WITH TIVARZ T4
5-15 2001 PROPLANT (Propamocarb HCI 722 G/L) T A TR
GLP, RAHE (%)
EVALUATION OF THE MUTAGENIC ACTIVITY OF PROPLANT
(PROPAMOCARB HCL 722 G/L) IN AN IN VITRO MAMMALIAN CELLGENE |7 U X% A
5-16 (2001 MUTATION TEST WITH L5178 MOUSE LYMPHOMA CELLS (WITH A =0
INDEPENDENT REPEAT) )
GLP, RAFE
52-WEEK ORAL DIETARY TOXICITY STUDY WITH PROPLANT (Propamocarb |7 V22 4
517 [2002  |HCI 722 g/I) IN WISTAR RATS TH A TR
GLP, RAHE 3)
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SFT4E6 H 12 H

BEEM SRR RS B 2 BRI 2 (55 24 )

A TWO YEAR ORAL (DIETARY) COMBINED CHRONIC TOXICITY AND TIVAZ T4
5-18 |2001 ONCOGENICITY STUDY IN RATS WITH PROPLANT® TP AR
GLP, KAk (%)
18-MONTH ORAL DIETARY CARCINOGENICITY STUDY WITH PROPLANT |7 U X% A
5-19 {2003 (Propamocarb HCI 722 g/1) IN CD-1 MICE THh A A
GLP, KA (%)
1 =z =
Mouse dietary oncogenicity (18 months) study Propamocarb HCI liquid concentrate Rk . 71
5-20 1998 N THA R
GLP, RAE
(FR)
AN ORAL (GAVAGE) TWO-GENERATION REPRODUCTION TOXICITY TIVAZ T4
5-21 {2002 STUDY IN RATS WITH PROPLANT® T A A
GLP, KAk (%)
PROPLANT (Propamocarb HCI 722 g/1): EMBRYOTOXICITY AND Y 2E S
TERATOGENICITY STUDY BY DIETARY ADMINISTRATION IN FEMALE N
5-22 {2001 THA R
WISTAR RATS
GLP, A3 (#5)
PROPLANT (Propamocarb HCI 722 g/1): EMBRYOTOXICITY AND FURE S
TERATOGENICITY STUDY BY DIETARY ADMINISTRATION IN FEMALE T LR
323 12002 | AT BINO NZW RABBITS -
GLP, kA% ()
J =z 5
Acute Neurotoxicity Study after Single Oral Dosing of Rats with Propamocarb HCI ki . 74
5-24  |2002 N T AR
GLP, RAE
(5
Subchronic (13-week) Neurotoxicity Study with Propamocarb HCl in Rats: TVARZ T4
5-25 12002 Neurobehavioural Observations and Automated Motor Activity Assessment THA TR
GLP, Rui#k ()
o U R 7
TME-9911 04 RHEFE~ D BB B2 Bk ronr oA
5-26  |2003 N T AR
GLP, RnF
()
TuT T s (FulE AT O — 7 v RICET S 2 Bk T Ax T4
527 2008 | DIREEE SRV R PSR BN AR THA TR
RAFK (9]




70 R TV T SRR O FER IR ORI AR D AR S

BRTHECA 12 0 BEEEEMERS IS B2 BRI (5 24 1)

JO/NEHIITIERIE
(NA )Ly THA4 T O XAB%AEH)

L BROBEICHWLN D BREFEOHE ()

HRASY
— s b4 T BAIRE
A=Aty o 77t =3V AFVTI)YT T me WhvnT v CHs 690 g/kg LA I
BoN:30 EmaE NH NH _O
H3C/ ~N 7( \/\CH3
Cl 0
BEFED SHTE

BIRFURF O 7 a8 )V T IBEEE O 53 HTiE

TR VTR O BERIFIRE KICEER L, C18 BT A& AW CEEEIKZ o~ k7
77 (HPLC) I X0 7 =7 KKO7 & = MV LOREAR THEEL ., EARI (UV)
Ritgs R 204 nm) ([2X 0 T a eV TEBESRELEOERT 5, EEITITHH
XFREAEE VD,

-10 -
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BRTHECA 12 0 BEEEEMERS IS B2 BRI (5 24 1)

Il 70 3E N7 HEERE O BRIRFAR DRI AR D FHEEEE

1. HF
NAT)T Oy YA ARt

2. BRERSG DEARER

2.1 Bz T RE VT I
7 nt W=3-(Y FFNTI))7 uk” phvn v R R
22 —R4 propamocarb hydrochloride (ISO)
2.3 fbF4
IUPAC 44 : propyl [3-(dimethylamino)propyl]carbamate hydrochloride
CAS 4 propyl N-[3-(dimethylamino)propyl]carbamate hydrochloride (1:1)

(CAS No. 25606-41-1)

24 =—F&EE  AEB066752, SN 66752, ZK 66 752, PCH
25 7R #BEX TR

SARsaE=V CoH>:CIN,0,
G
i
+
HC/NHV/A\V/NHH/O\V/A\CH
3 3
cl 0
e 224.73

-11 -



70 R TV T SRR O FER IR ORI AR D AR S
TRMTAE6 ] 12 B BEEEREMFHRS RSB 2 BURAE S (5 24 D)

3. HZhESG OMER] - {LERIMER

# 3-1 : BRI OB - AL

B ﬁf BT R vep
OECD 104
REE . . . . -5 ° -
REE 97.7 . 3.8 x 10- Pa (20 °C) 3-1
i 100 EAHAE L 64.2 °C 3-2
HEAREE
o (7" 173 BV T IR OWBME D R D T & 33
i i <. RMEBELMTKRERIN L, e | T
HV 7R & L CRIE DR =)
BN ENE 97.7 DTA¥ 150 CE CTHAL — 7 1FTFBO 5N -72 | 3-1
OECD 105 .
7K 97.2 o5k >1000 g/L (20 °C) 3-4
" ~FHP <0.01 g/L (20 °C)
IS
- = 0.14 g/L (20 °C)
| SV P >626 g/L (20 °C)
100 75 A Ak 3-5
fie ;% TE R 560 g/L (20 °C)
AL ) =) >656 g/L (20 °C)
BEls—F L 4.34 g/L (20 °C)
fRREEER OECD 112
97.7 o 9.29 (20 °C 3-6
(pKa) W (20°C)
1-A 2 57—/ KGyBRE OECD 107 287 (22 OC‘ PH2)
(log Pov) 972 |5 o 5 -1.21(22°C. pH7) 3-7
0.67 (22°C. pH9)
N EPA161-1 o 0 N -
TN 53 fied: 99.4 EU EC.C7 ZZFE (50°C, 5., pH4, 5. 7K09) | 3-8
ML 0, 2
KA e 739 | 255 055 & 9] 161 B (27.6 °C, pH 7. 32.7w/m?, 19
300~400nm )
AN
R e, BERER U7 L U BED TS BT b TR
(UV/VIS) 97.2 |\ imu b qure i 1 3-10
AT NV e e

-12 -




70 R TV T SRR O FER IR ORI AR D AR S
TMTAEG6 ] 12 B BEEERM TR RSB 2 BERAE S (5 24 )

4. BIKREOMIHT

7 8 T VT R O RFEFAR DR AT I W BT o HTER. e NE DV T IR
RN g/kg PLEGA STV D RMICHOWNT, BRI, MEROERM, kS KO
ITHEENHERINTEY ., BENICRYThoT,

BEIROBIE IV BN D BEIEFIROMB OHTIC BN T, BRSNS OEFRED
A 7% 998~1005 g/kg T - 7=,

5. ARG DEME
BRI DT, BAREZERITE W T, B 5-2~5-48 K OBIFE RO w1 B ks
ZHOWTUTOEBYFHichTWD (& 5-1),

AN ENRERBR DA R, 7 a SE W L THEERIEIX T v MEAN TEHSOITRI S fu, HA]
BOBEIZEDWMIERIT D7 &Y 87 7% E R Sz, FIZRPITESICHEE S 7,
RN TITR G, TS OVE IR |2 LR @ W A 35RO B LTz, IR RO G B, C.
D, E, F, G, H, I, J, K, L, N, O, P XU*'Q B&EDH LTz,

BFEFMERBAE RN S e RN VT HRBER G X DT, FITREEINE],
A B B NS E DI T D B ZERE TH -7, Mk EE, RBOAME, BHHREIC X
LB AN, Bt R O BRI Do iz,

KRB CHE LN WEERE L OBt EO 5 bi/MEIX, ~ 7 A& - 18 20 A RN
AINERBRQOMEZ 1T D 12 mgkg (FEHE/HTHY . ZNERILE LA, PR — HERE
(ADD) 3Z24%%0100 ThrRL72 0.12 mg/kg RH/H E RSN D, —FH, A XEZHWZ 14
B E R OMEE I W C BERMEENHRE TE T, R/ EEEIT 39 mgke AE/H Th
STz, B/NFEER TR SN AORE R ORAMEN D, RIGBEMOR 2R E 3 L%
& L72%A . ADI X 0.13 mg/kg (RH/H L HH S, ZOfEIX~ 7 A& W2 18 22 H A
ANERBRQ D B 2 RIS L7235A D 0.12 mg/kg RE & [FFEE TH Y  ADI % 0.12 mg/kg
RE/HERELTHLEMHITHE SN LD L EZLND, THHEDZ LD, BNEZESE
B, w7 AZ W2 18 2 A RN AMRERQOMEIZ 31T 2 MM & 12 mg/kg (KFE/H %
RILE LT, 222250100 TR L 72 0.12 mg/kg K8/ H % ADI &% € L7=,

Flo, T ANEHNTEBEORER AR GEIZL D AL D REMED & 5 w25
LM E K O/ Nt R D 5 bR/ MEIZ, 7 v &R WS EERBROD 20 mg/ke
BETHST-IEND, ZTNERILE LT, 240535100 TR L7z 0.2 mgkg (KE % 2SR
& (ARD) EE L7z,

(URL : https://www.fsc.go.jp/fsciis/evaluationDocument/show/kya20240207013)
7 NE T VT R O BRI R Z D e AR, BRI K O DS AR

DGR E 2 5-1 1ITR7

-13 -



70 R TV T SRR O FER IR ORI AR D AR S
BEEM SRR RS B 2 BRI 2 (55 24 )

SFT4E6 H 12 H

3 5-1 : ARGy O FEM R O s A

Akt
. Be5 R - S
R (mg/kg KT/ LDso X% LCso B X LT SEMR
2RO (B 2000, LDso 3498 mg/kg {EE LAk
Z v bk 2300, 2645, e BRI (e 5 1~2 FER %)
=2 S/5RLN 3042, 3498, H# : 2900 mg/kg A E M B ONO L, B SEIRIE S 8 EfiI#4)

GLP (& ¥} 5-13)

Lot. 3103278 4023 M : 2000 mg/kg (AE 3042 mg/kg RELL E
HLE 66.5 % HE* 2 1512, HE . STEES 8 FFHE)
(&#k5-9) 1739, 2000, 2000 mg/kg AE L
2300, 2645, e B3EBE T ARG 1~8 BFfEIf%). RIfMEE
3042, 3498 i BTG 1~2 Rl #2)
i - BRI (P 5 1~2 FEfE %)
1512 mg/kg RELL E
W - HREEENME T @G 1~8 %), Rk
LK OHAT IR (35 1 REf#I%)
HE - 2300 mg/kg RELL_ECTIETH
M : 1739 mg/kg RELL ETIETH
AR O |MERE 5000 LDso 5000 mg/kg A E :
7w b o EEMEIR T %G 1~2 B4 ) M ORI IR 4
JREER R W © >5000 mg/kg ARE (B 5- 2 Bl %)
Lot. AABA00269 W : SEER. LRSS 1~2 BRRIR). TEEIMIE T
M 67.2 % (Bt 1~2 WeRi %) & OV R (B - 2 15
GLP(& ¥} 5-10) %)
i AP
W ECHIH D
AR O (MERET 1300, LDso 2856 mg/kg AE LI
~ A 1690, 2197, R« S ORI R 2 RO e (B - 1 IREfH
JREER R 2856, 3713,  : 2650 mg/kg AR E %)
Lot. 3103278 4826 M - 2800 mg/kg IAE 2197 mg/kg IAELL E
MR 66.5 % M MR- 1 R RR)
(&8 5-11) 1690 mg/kg {RE L E
HE - TR S 1 FFETE)
1300 mg/kg RELL E
o BREENME T ARG 1~2 FE%). Rk
(B 51 BER2)
M EREEME T %S 1~3 Fif%), mAHoE
RS 1 ERE)
MERE : 1690 mg/kg AFELL | TIRL
SRRz (MERE - 5000 LDso FEIR B OBl 72 L
7k
KRR R © >5000 mg/kg (A
Lot. 3103278
ML 66.5 %
(&#}5-12)
SRR e (MERE 3000 LDso FEIR B OBl 72 L
7k
KRR MR © >3000 mg/kg (A
Lot. AABA00269
M 672 %
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70 R TV T SRR O FER IR ORI AR D AR S
BEEEM R R B D B2 B 2 (55 24 1))

SFT4E6 H 12 H

MR B

~ A

KRR

Lot. 3103278

HLE 66.5 %
(&E} 5-14)

HERE 3000

LDso

MEHE © >3000 mg/kg R E

FER B OSECHI 72 L

BER A FEE
(=7

7 vk

KRR

Lot. AABA00269

ML 672 %

GLP(& ¥} 5-15)

MR - 3.37 mg/L
(T2 ER)

4 [RfE LCso

HERE - >3.37 mg/L

FEREHE N, #EBOWY . ML, MBS A RO
K OVHRJE P A €

FECHIR L

AR A
(=7 u )

Z v b

-2 SIRLN

Lot. 6446179

HLE 712 %

GLP(& ¥} 5-16)

HERE - 3.94 mg/L
(BT 2ER)

4 [§fE LCso

HEHE = >3.94 mg/L

e vEIR, PR OLE), WEOWY . HEMLD
M FE
W RO . HEN L ONLE

FELCHI7a L

B T e
A

Ji- 2 /RN

Lot. 320072-75
ML 68.8 %
(&EL5-17)

P72 L

Bz e
A
JRIERIR

Lot. AABA00269
MEE 67.2 %
GLP(& ¥} 5-18)

IR 72 L

AR
A

Ji- 2 /RN

Lot. 320072-75

ML 68.8 %
(&#}5-19)

IR 72 L

ARSI
A

;=2 SO

Lot. 320072-75
MEE 68.8 %
GLP (& ¥} 5-20)

FIREE 72 L

AR sl

A
JRIERIR

Lot. AABA00269
MEE 67.2 %
GLP (¥} 5-21)

72 L
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BEEEM R R B D B2 B 2 (55 24 1))

SFT4E6 H 12 H

B2 B A
(Maximization %)
Ty R
SRR

Lot. 6446179
ME 712 %

GLP (& ¥} 5-22)

55O BEREMEDNGED D LT

]

B2 B AN
(LLNA )

~ A
SRR

Lot. AABA00921
ML 66.1 %
GLP (& ¥} 5-23)

BRI
1EIFZEIREE |Salmonella typhimurium 7'L— Mk
(Ames) (TA98. TA100. TAI1535., TA1537. |D@15~5000 ug/7" L — b (+/-S9)
SR BRI A TA1538 ) Bt
Lot. 320072-75  |Escherichia coli -
i 68.8 % (WP2 uvrd £)
GLP (&} 5-30)
IRIEIRIEE  |Salmonella typhimurium TrA v FaX—va ik
(Ames) (TA98, TA100. TA1535, TA1537, |5~5000 pg/~ L — k(+/-S9)
Ji=2 PN TA1538 ¥) o
Lot. 3103278 |Escherichia coli -
MEE 66.5 % (WP2 uvrd ¥F)
(&#}5-31)
Yoo R B bt hRRE LY > SBR 110~1100 pug/mL (-S9)
SRR 470~4700 pg/mL (+S9)
Lot. 320072-75 (24 IRF[EALER) R
HEE 68.8 %
GLP (&%} 5-32)
IME CFLP ¥ 7 A(1 11 H) 1[I E : 1250, 2500, 5000 mg/kg RE
SRR ICR~v7 22 [ER) (24 FEE IR C 2 [E5RHIR 0 & 5. Ao b 24
Lot. 271001B (- REH ) IRE [ 72 L A AR L) ek
FE 69.9 % (—BEMERES 5 PT) 2[alH : 2500 mg/kg A -
(&®} 5-33) (24 FFEHRR T 2 [ERREHR D &5, Bk s
12, 24, 36 KN 48 BeE#% I EEAERY)
~ A YT~ A ) oNEME (L5178Y TK+-)|D125~2500 pg/mL (+/-S9 : 3 K ALER)
—=< TK @100~2500 pg/mL (-S9 : 24 I LLER)
FRFEIT A 500~4000 pg/mL (+S9 : 3 B[ LER) B
Lot. 6446179 ®100~2000 mg/mL (-S9 : 24 FEHELER) =
MEE 71.2 %
GLP (& ¥} 5-39)
EPEESE ICR/SIM ~ 7 A 2000, 4000, 8000 ppm
Ji- 2 /RN (—REHE 20 ) (KK T 8 5
Lot. 271001B Faik
MEE 69.9 %
(&#} 5-35)
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70 R TV T SRR O FER IR ORI AR D AR S
TMTAEG6 ] 12 B BEEERM TR RSB 2 BERAE S (5 24 )

FEWEME R O At
- P& NOAEL LOAEL N
R (mg/kg AE/H)  |(mg/ke R/ H)|(mg/kg K8/ H) P
FEM HERE - 0, 105, 840, | : 690 M - 840 ppm L\ 1=
~ A 6720 ppm i - 12 I ;95 ME - (REHSINENHI (R - 22 38 LIE)
Ji- 2 /RN
Lot. 6446179 M0, 11, 84, 690 FEBAMETRD Do Tz,
FE 712 % M2 0, 12, 95, 883
GLP (&%} 5-38)

T EREEIE AORHREE

6. Rty DEME
ERROBLEICHW OIS 7 a8 D)V T IR O BIRFURPIZE R/ STV A R IZIE,
EETREEEEZHET D RMITRD S oz,

7. BREFREORIEMSE

BEROBEGEICHW SN D 7 1 R )V TR O B R FR & FERBRIC AWV S B ER
Wix, ZOMBEK O FEEZ LR, F%ETH o7,

-17 -



70 R TV T SRR O FER IR ORI AR D AR S

SFT4E6 H 12 H

BEEM SRR RS B 2 BRI 2 (55 24 )

A A
oo FE, mE GRBIERR LIS OHH)
%% WEE B, REEE S fRHE

GLP i &Rp (MEERGE) | ARDOFE

EHFUROMBICR 2 FEREE S e LT ERE

5005 J%*/Wk%%‘%ﬁ% c REJREL SRR, MIATBUE N BMOKEEE 2428

it 2 —

RAF

T NE NN TR ORy ORE R O OB RICET WG EH | fTVhnyT Ty
21 2022 |[PSATAY Y T A T AR R " !

RAFK (*R)

THE TEMPERATURE DEPENDENCE OF THE VAPOR PRESSURE OF

PROPAMOCARB-HC1 (ZK 66752) N ATV T AT
3-1 1990 Schering AG, 90/064 1)

GLP, RAFK

PROPAMOCARB HYDROCHLORIDE - MELTING POINT N ATy T TV
3-2 1990 Schering AG, 90/134

RAEK ()

TR NE VTR OB I DN T . .
33 (2002 |SA T E Y FHA T ARRASHE N ATV RYT YA A

PAT 3]

AE B066752 WATER SOLUBILITY in the pH range 1.6 - 9.6 N ATy T TV
3-4 2001 Aventis CropScience GmbH, PA01/009

GLP, KAK ()

PROPAMOCARB HYDROCHLORIDE — SOLUBILITY IN ORGANIC

SOLVENTS N ATV ry T AT A
3-5 1990 Schering AG, 90/101 1)

RAFK

THE ACID DISSOCIATION CONSTANT OF ZK 66 752 (PROPAMOCARB-HC1) N ATy T TV
3-6 1991 Schering AG, 90/197

RAEK ()

AE B066752 PARTITION COEFFICIENT N-OCTANOL/WATER (Flask-shaking

Method) N AZVIeY T ALY A
3-7 12001 Aventis CropScience GmbH, PA01/010 )

GLP, RAFK

Hydrolysis of ['“C]Propamocarb at pH 4,5,7 and 9 . o
3-8 2001 P}II“RL yWest, Inc.. 882pW P ATV AT

GLP, KAH )

7S T LT R DK T C D I PR RO
3.9 1994 |[WFEAVE NFRER SRR FEAT. IET 93-5018 y

o &

SPECTRAL DATA (UV / VIS, IR, MS, 'H-NMR, *C-NMR) AND MOLAR

EXTINCTION COEFFICIENT INVESZETYAR VEVYS
3-10 11999 Hoechst Schering AgrEvo GmbH, PA99/029 ()

GLP, RAFE

Material accountability of Propamocarb hydrochloride (AE B066752) technical
41 2015 concentrate mgterlal (TK) N ATV 7" ALY A

Bayer CropScience AG, PA15/091 ()

GLP, RAi#
s.1 |boos BEGFHNE e ILT B3R, BREEZEES i

N
59 1994 Propamocarb-HCI: Clearance of a single oral dose from rat tissues N AWy T ALY A

GLP, KA (¥R
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SFT4E6 H 12 H

BEEM SRR RS B 2 BRI 2 (55 24 )

['4C]-Propamocarb Hydrochloride: Toxicokinetic studies in the rat

N ATV YT AT A

3997 G, kg (¥K)
PROPAMOCARB-HCI: ABSORPTION, DISTRIBUTION AND ELIMINATION IN
5.4 1994 THE RAT FOLLOWING SINGLE AND REPEATED ORAL DOSING AND N ATy 7" ALY A
) SINGLE INTRAVENOUS DOSING ()
GLP, RAF
PHARMACOKINETICS OF PROPAMOCARB HYDROCHLORIDE ON SINGLE N ATV ryT AT
5-5 1979 AND REPEATED ORAL ADMINISTRATION OF 0.5 mg/kg IN RATS
RAF (%)
5.6 1994 Propamocarb hydrochloride: Metabolism in the rat N AZV YT YT A
i GLP, RAFK )
5.7 1984 Metabolic pathway of Propamocarb Hydrochloride in the Rat N ATy 7" AT A
) ERATS ()
PROPAMOCARB HYDROCHLORIDE: METABOLISM IN RATS N ATV T AT A
5-8 1982 e
FR/ATS ()
59 |08 |PreviewrN®Z b & o 7o R AR N ATV YT FATYR
HRNF (¥R
510 12001 ACUTE ORAL TOXICITY IN RATS N ATy 7" A1) A
i GLP, RAF (¥K)
511 |iogp  [Previeur NO~ ¥ A % AT R 0w N ALV T ALY R
ENATS ()
5.2 |98  |Previeur NO T v b AT B B R N ATV YT FALY A
RAFK ()
513 oot ACUTE DERMAL TOXICITY IN RATS N AZVIeY T AT A
- GLP, Ra#% ()
514 |1981 |Previeur N R A T AR R AR N ATV B YT FATIR
HRNF (¥R
PREVICUR-N (AE B06675200 SL67 A2 - EXP 10382 A): ACUTE INHALATION N ATy T AT
5-15 {2001 TOXICITY (NOSE ONLY) STUDY IN THE RAT bk
GLP, K% ()
Propamocarb HCL 71.2% w/v liquid concentrate - Code: AE B066752 00 TK72 A1 | . foW Iy T A
5-16 1998 (CQ 684) - Rat acute (4-hour) inhalation toxicity e
GLP, RA% (%)
PRIMARY SKIN IRRITATION FOLLOWING A SINGLE 4-HOUR OCCLUSIVE N ATV YT AT
5-17 [1983 APPLICATION WITH PREVICUR N IN THE RABBIT
RAFK ()
518 12001 ACUTE DERMAL IRRITATION IN RABBITS N ATV YT ATV A
i GLP, RAF (¥F)
PRIMARY EYE IRRITATION AFTER SINGLE APPLICATION WITH PREVICUR N ATy T TR
5-19 |1983 N IN THE RABBIT
RAF (K)
PRIMARY EYE IRRITATION STUDY WITH PREVICUR N (0.33% IN N ATy T VA
5-20 |1985 PHYSIOLOGICAL SALINE) IN RABBITS e
GLP, K% (%)
521 2001 ACUTE EYE IRRITATION IN RABBITS N ATV T ALY
i GLP, RAF (¥F)
Guinea pig skin sensitisation study (Magnusson & Kligman Method) - propamocarb | fny 7 Ty
5-22 11999 hydrochloride liquid concentrate 71.2 % w/w - Code: AE B066752 00 TK72 A1l "
GLP, RA% )
AE B066752 00 SL67 A2 (PREVICUR N) - EVALUATION OF POTENTIAL
523 12005 DERMAL SENSITIZATION IN THE LOCAL LYMPH NODE ASSAY IN THE N ATy 7" A1) A

MOUSE
GLP, RAFE

(%)
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RAT DIETARY 90-DAY TOXICITY RANGE FINDING STUDY

N ATV YT AT A

324 198 IGLp, ks ()
PREVICUR N: THREE MONTH SUB-CHRONIC ORAL TOXICITY STUDY IN N ATV T TR
5-25 |1982  |[RATS
g ()
506 SUB-CHRONIC (90-DAY) FEEDING STUDY WITH ZK 17.296 IN DOGS N ATy T FATYA
- 1977 |enge (%)
527 24-MONTH ORAL (FEEDING) STUDY WITH PREVICUR N IN BEAGLE DOGS | fz)/uy7” $4xv%
A 28-Day Inhalation Toxicity Study of Propamocarb Hydrochloride in Sprague W ATV 9T
5-28 2014 Dawley Rats
GLP, F/ ()
PREVICUR N (PROPAMOCARB HCI) - RAT 21-DAY DERMAL REPEAT DOSE WALV T LY
529 [1992  (STUDY e
RABFK (%)
Technlca.l propamocarb hydrochloride: Microbial metabolic activation test to assess WALy T LY
5-30 (1987 mutagenic potential
GLP, /A% ()
531 |1os1 Previcur N O 2 F 72 28 B R MERRER N ATV uy T AT A
- Rk )
TECHNICAL PROPAMOCARB HYDROCHLORIDE (PREVICUR N):
METAPHASE CHROMOSOME ANALYSIS OF HUMAN LYMPHOCYTES N ATV YT FALYA
>-32|1987  |CULTURED IN VITRO %)
GLP, RAFR
533 MICRONUCLEUS TEST ON CP 604 (SN 66 752, PREVICUR N) N ATV YT FALA
231980 gk ()
PROPAMOCARB HYDROCHLORIDE LIQUID CONCENTRATE, 780 g/L - Code:
AE B066752 00 7K72 A101 - IN VITRO MAMMALIAN CELL MUTATUIN TEST | AZW/uy7” #4124
>-34 12001 |wITH MOUSE LYMPHOMA CELLS ()
GLP, RAFR
5.35 DOMINANT LETHAL STUDY OF PREVICUR N N ALV YT FATYA
35 1979 gk ()
Propamocarb Hydrochloride Liquid Concentrate - Code: AE B066752 00 TK72 A101 | . . \
: S Lo N ALVIBYT ALY R
5-36 1998 - Rat combined chronic toxicity and ongenicity (dietary) .
GLP, RAR ()
PREVICUR N (SN 66 752): TOXICITY AND POTENTIAL TUMORIGENICITY IN N ATy T TR
5.37 |1983  |[DIETARY ADMINISTRATION TO RATS FOR 104 WEEKS /
g ()
18 Mouse dietary oncogenicity (18 months) study-Propamocarb HCI liquid concentrate | AZh/uy7” $41%
38 11998 IGrp. ks ()
PREVICUR N (SN 66 752): POTENTIAL TUMORIGENICITY TO MICE IN N ATV IRy T AT
5-39 1983 DIETARY ADMINISTRATION FOR 104 WEEKS 7
ok )
PROPAMOCARB HYDROCHLORIDE LIQUID CONCENTRATE, 780 g/l CODE:
AE B066752 00 TK72 A101 — RAT DIETARY TWO-GENERATION N AT YT FATYA
>-40 |1998  |REPRODUCTIVE TOXICITY STUDY %)
GLP, Rk
PREVICUR N (CP604): EMBRYOTOXICITY INCLUDING TERATOGENICITY
STUDY IN RATS AFTER DAILY INTRAGASTRICAL ADMINISTRATION FROM | {xjv )y 7" x4
41 |1981  IDAY 6 TO DAY 19 OF GESTATION )
GLP, Rk
PREVICUR N (CP 604): EMBRYOTOXICITY INCLUDING TERATOGENICITY
STUDY IN RABBITS AFTER DAILY INTRAGASTRICAL ADMINISTRATION N ATy T TR
5-42 {1981 FROM DAY 6 TO DAY 18 OF GESTATION FROM DAY 6TO DAY 18 OF /

GESTATION
GLP, RAFK

(¥F)
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PREVICUR N SL: RAT ACUTE ORAL NEUROTOXICITY STUDY

N ATV YT AT A

49 GLp, ks (%)

PREVICUR N SL: RAT SUBCHRONIC (3-MONTH) DIETARY RS
5.44 |1993  |NEUROTOXICITY STUDY

GLP, RAF ()

PROPAMOCARB HYDROCHLORIDE - 28-DAY IMMUNOTOXICITY STUDY IN| =0
5.45 |2011  |THE FEMALE SPRAGUE-DAWLEY RAT BY DIETARY ADMINISTRATION

GLP, RAF ()

T RE NIRRT L E 7 — L N) O— BRI NALVI YT FATYA
546 (1983 |Gpg )

PREVICUR N (SN 66 752): ASSESSMENT OF WHOLE BLOOD AND BRAIN

CHOLINESTERASE ACTIVITIES IN RATS AFTER 11 DAYS OF TREtreatment by | z)/ny7" ${z./2
3-47 11978 |ORAL GAVAGE ()

AT S

INFLUENCE OF SN 66 752 UPON THE ACETYL-CHOLINESTERASE
548 liogy [ACTIVITY N VITRO (DOG AND RAT) AND IN VIVO (DOG) AFTER SINGLE | {2757 #4/4

ORAL ADMINISTRATION
RAFE

(*K)
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