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(D Daminozide: Evaluation Part | (Residue), 1989
(@ Daminozide: Evaluation Part 1l (Toxicology), 1991
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(D Daminozide (Alar): Draft Human Health Risk Assessment for Registration Review,
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@ Preliminary Ecological Risk Assessment for the Registration Review of Daminozide,
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(3 Daminozide proposed Interim Registration Review Decision Case Number 0032, June
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CAS & & 1596-84-5
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(L5540 e ORI Z65E) (Fna)

£22 RRCAWESF—U—F . FROoE LTHFI VY NEEF T8
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IUPAC/CAS% (#44)
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IUPAC/CAS4: (Fi44)
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Z DLDZFR
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X AF L RTV
NN-AF )Lk KT

(2) FHExIZRLE R DEE
Web of Science TOMiZE TIXRFAfixf 5 & 72 5 22 T B3 5 Uk 2 3£ 2-4 D448
T 4= REROTLEROK Y A% Fhi L7-, J-STAGE T A AZE kDO FER

IZI3F 25 DF—U— R&FH LT,

R 2-4 FERRL R DB T 5087 4 —/V F (Web of Science)

v MZxid 230

agriculture multidisciplinary
allergy

biochemistry molecular biology
cell biology

clinical neurology

critical care medicine
developmental biology
emergency medicine
endocrinology metabolism
environmental sciences
genetics heredity

immunology

medicine general internal
medicine research experimental
multidisciplinary sciences
neurosciences

oncology

pediatrics
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pharmacology pharmacy

physiology

public environmental occupational health
reproductive biology

toxicology
veterinary sciences
JEANEM) S OV PER ~ D IR agriculture multidisciplinary

agriculture dairy animal science
environmental sciences

food science technology
multidisciplinary sciences
pharmacology pharmacy

plant sciences

veterinary sciences

zoology

AT BR BB S OF

X
Bt

\Zxt9 B e | agriculture multidisciplinary
biochemistry molecular biology
biodiversity conservation
biology

cell biology
developmental biology
ecology

endocrinology metabolism
entomology
environmental sciences
environmental studies
fisheries

marine freshwater biology
microbiology
multidisciplinary sciences
neurosciences

ornithology

pharmacology pharmacy
plant sciences
reproductive biology
toxicology
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veterinary sciences
zoology

P
I
&
03
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soil science

water resources
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A— " OR"MEF" OR"HHH" OR"y— A=z br—L"
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J— R&2FEH L7z, 7238 J-STAGE TO HARZELEROMBZRITITE 2-7 OF—T— K

LT,

R 2-6 FHENRELHAEVEEFCHETHF—TU—F (KFE)

=3 N S a2

rat* OR mouse OR dog* OR rabbit* OR monkey* OR pig* OR
human OR hen* OR S.typhimurium OR E.coli

OREAT B H
P

EVEY N OB PEY) | crop* OR commodity OR feed* OR livestock* OR hen* OR cattle*
~DRE OR goat* OR pig* OR ruminant OR cow* OR poultry
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YR L | TF—% | EE H | RXERE A, B V% HIurE R
No. R 17
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=)
XAurayya AT
Journal of Toxicology and WZH 2 Yy Rae R
Effects of plant growth retardant . o rer pore 1y
o Environmental Health, Part A BeiE LT BR O il
15 daminozide (alar) on neuromuscular co- . N B
5-1-1 Dasetal | 2022 o - _ Volume 85, 2022 - Issue 22 M K OGRHIBE /) & AL L
118 ordination behavior in Drosophila
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il B AEM) TR\ = D
A LW ST,
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YA L B3R HiAR
EE MRE BEEA, B —VE s
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WBRIE DO AT oo K O | WEREN) O %
_ . . 8 Mo QM RREIR f8 M OVRE W IHR T D # i B oD
Bulletin of Experimental Biology .
. . HNY T = g I E S TR,
) Effect of Unsymmetrical | and Medicine (2022), (172) 297- | .
Nechaykina, _ _ RER S 2T KTB T DR E 08, 5
6-1-1 115 2022 | Dimethylhydrazine on Isolated | 300 o . )
etal. ZAXVRRIE . pHAE, R&EE., ZEMZ LI

FHCE= XD T ENTWRY, TD7-
W, T SRR RIS KITTIBEN R
BEPERRTE 220,

18

Confidential




7. WAMTMHORE 2 BIT K4y al LHT LMY 2 bR ORI 2 FHE L7 # R
WEAEPERM O 2 BeFE T [X5ra) LOHIBT L 7@ SUIAAE LR d o T,

8. EFSA. USEPA. JMPR OFHEIZEB W TFHMAEEBIZHERENGIA I N TWBIEEIE. 5IH LB, 5IH I -FHMAE4A.

ITHEZEORFH

A L72 EFSA @ RAR IZEB W T 15 OB H STV, ZOW 8 RIZOWTIIYLEIK LR LW Th o 7729
WA OS 1 BB TlEA L) &R LT,

AR O 2 BEFET A & L7oiisC T EFSA OFHMEEIZI A STV D L& 8-1 1R Lz,

USEPA OFEMZIZSIH SN TV D 4 HD5a S OV IMPR ORMEEICSIH STV D 90 L& 8-1 [T~ LT,

# 81 WEAMF MO EE] & Lz#HCTEFSA OFHMEEIZFIH S TV ALK USEPA, JMPR OFHEEIZFIH SN TV B
3

YR | T—4 | EE HIREE LR E BEEEL, 5. N—VE | R E A
No. ER e | (BITHES)
(HHE
&)
8-1-1 15 Epsteinet | 1972 Detection of chemical mutagens by Toxicology and Applied Pharmacology | EFSA | Daminozide: Draft
al. the dominant lethal assay in the (1972) Vol.23, pp. 288-325 Renewal Assessment
mouse https://doi.org/10.1016/0041- Report, October 2018
008X(72)90192-5
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https://doi.org/10.1016/0041-008X(72)90192-5
https://doi.org/10.1016/0041-008X(72)90192-5

YR | T—4% | EE Hi AR (B BEEEL, 5 N—UE | R E S
No. TR B | (BITHES)
(RE
&)
8-1-2 15 Khraetal. | 1979 Teratologic assessment of maleic J. Environ Sci Health (1979) Vol. EFSA | Daminozide: Draft
hydrazide and daminozide, and B14(6), pp. 563-577 Renewal Assessment
formulations of ethoxyquin, https://doi.org/10.1080/036012379093 Report, October 2018
thiabendazole and Haled in rats 72151
8-1-3 15 Clietetal. | 1989 In vivo micronucleus test using mouse | Mutation Research/Environmental EFSA | Daminozide: Draft
hepatocytes Mutagenesis and Related Subjects, Renewal Assessment
216(6), 321-326 Report, October 2018
https://doi.org/10.1016/0165-
1161(89)90042-3
8-1-4 15 Sagelsdorf | 1988 DNA methylation in rat liver by Fundamental and Applied Toxicology, | EFSA | Daminozide: Draft
fetal daminozide, 1, 1-dimethylhydrazine, 11(4), 723-730 Renewal Assessment
and dimethylInitrosamine https://doi.org/10.1016/0272- Report, October 2018
0590(88)90135-2
8-1-5 118 Poirier et 1986 Comparative toxicity of methanol and | Bulletin of Environmental EFSA | Daminozide: Draft
al. N,N-dimethylformamide to freshwater | Contamination and Toxicology (1986) Renewal Assessment

fish and

invertebrates

Vol. 37, pp. 615-621
https://doi.org/10.1007/bf01607812

Report, October 2018
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https://doi.org/10.1080/03601237909372151
https://doi.org/10.1080/03601237909372151
https://doi.org/10.1016/0165-1161(89)90042-3
https://doi.org/10.1016/0165-1161(89)90042-3
https://doi.org/10.1016/0272-0590(88)90135-2
https://doi.org/10.1016/0272-0590(88)90135-2
https://doi.org/10.1007/bf01607812

YR | T—4% | EE Hi AR (B BEEEL, 5 N—UE | R E S
No. TR B | (BITHES)
(RE
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8-1-6 8 Dometal. | 2012 Discrepancies in the acute versus Chemosphere (2012) Vol. 87, pp. 742- | EFSA | Daminozide: Draft
chronic toxicity of compounds witha | 749 Renewal Assessment
designated narcotic mechanism https://doi.org/10.1016/j.chemosphere. Report, October 2018

2011.12.069

8-1-7 118 Cho et al. 2008 The ecotoxicity of ionic liquids and Ecotoxicology and Environmental EFSA | Daminozide: Draft
traditional organic solvents on Safety (2008) Vol. 71, pp. 166-171 Renewal Assessment
microalga Selenastrum capricornutum | https://doi.org/10.1016/j.ecoenv.2007.0 Report, October 2018

7.001

8-1-8 116 Allen, J.G. | 1980 Daminozide residues in sweet Pesticide Science, 11, 347-350 JMPR | Daminozide:
cherries, and their determination by https://doi.org/10.1002/ps.2780110309 Evaluation Part |
colorimetric and gas-liquid (Residue), 1989
chromatographic methods.

8-1-9 Il 6 Condittet | 1988 Gas chromatographic/mass J. Assoc. Offic. Anal. Chem., 71, 735- | JMPR | Daminozide:

al. spectrometric determination of 739 Evaluation Part |

daminozide in high protein food https://doi.org/10.1093/jaoac/71.4.735 (Residue), 1989
products.

8-1-10 | 116 Dicks. 1971 Determination of aminozide residues | Pesticide Science, 2, 176-178 JMPR | Daminozide:

J.W. in chrysanthemum tissues. https://doi.org/10.1002/ps.2780020411 Evaluation Part |

(Residue), 1989
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https://doi.org/10.1016/j.chemosphere.2011.12.069
https://doi.org/10.1016/j.chemosphere.2011.12.069
https://doi.org/10.1016/j.ecoenv.2007.07.001
https://doi.org/10.1016/j.ecoenv.2007.07.001
https://doi.org/10.1002/ps.2780110309
https://doi.org/10.1093/jaoac/71.4.735
https://doi.org/10.1002/ps.2780020411

YR | T—4% | EE Hi AR (B BEEEL, 5 N—UE | R E S
No. TR B | (BITHES)
(RE
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8-1-11 | 116 Edgerton 1967 Colorimetric determination of Alar J. Agric. Food Chem., 15, 812-813 JMPR | Daminozide:
etal. residues in apples. https://doi.org/10.1021/jf60153a021 Evaluation Part |
(Residue), 1989
8-1-12 | 116 Lynch, 1969 Method for determining Alar (B-995) | J. Sci. Food Agric., 20, 13-14 JMPR | Daminozide:
V.P. residues in apples. https://doi.org/10.1002/jsfa.274020010 Evaluation Part |
4 (Residue), 1989
8-1-13 | II6 Newsome, | 1988 An improved method for the Intern. J. Environ. Anal. Chem. 34, JMPR | Daminozide:
W.H. and determination of 155-166 Evaluation Part |
Collins, P. 1,1dimethylhydrazine in apple and https://doi.org/10.1080/030673188080 (Residue), 1989
cherry products 27412
8-1-14 | 116 Saxton et 1989 Results of a survey for the presence of | J. Agric. Food Chem., 37, 570-573 JMPR | Daminozide:
al. daminozide and unsymmetrical https://doi.org/10.1021/jf00086a065 Evaluation Part |
dimethylhydrazine in food. (Residue), 1989
8-1-15 | 116 Wright, D. | 1987 New method for the determination of | J. Assoc. Offic. Anal. Chem., 70, 718- | JMPR | Daminozide:
1,1-dimethylhydrazine residues in 720 Evaluation Part |
apples and peaches. https://doi.org/10.1093/jacac/70.4.718 (Residue), 1989
8-1-16 | 1155 Cabral et 1991 A rapid in vivo bioassay for the Tumori. 1991 Jun 30;77(3):185-8. JMPR | Daminozide:
al. carcinogenicity of pesticides. https://doi.org/10.1177/030089169107 Evaluation Part Il

700301

(Toxicology), 1991
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https://doi.org/10.1021/jf60153a021
https://doi.org/10.1002/jsfa.2740200104
https://doi.org/10.1002/jsfa.2740200104
https://doi.org/10.1080/03067318808027412
https://doi.org/10.1080/03067318808027412
https://doi.org/10.1021/jf00086a065
https://doi.org/10.1093/jaoac/70.4.718
https://doi.org/10.1177/030089169107700301
https://doi.org/10.1177/030089169107700301

YR | T—4% | EE Hi AR (B BEEEL, 5 N—UE | R E S
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8-1-17 | 116 Brewerton | 1972 Dimas (‘alar’) residues in apples and | New Zealand Journal of Agricultural us Preliminary
etal. Chinese gooseberries (Actinidia Research, 15:2, 388-394. EPA Ecological Risk
chinensis Planch) https://doi.org/10.1080/00288233.1972 Assessment for the
10421267 Registration Review
of Daminozide,
December 2014
8-1-18 | 116 Kvien et 1989 Effect of Soil and Foliar Daminozide | Journal of Agricultural and Food us Preliminary
al. Applications on Residue Levels in Chemistry 37: 200-203. EPA Ecological Risk
Peanut. https://doi.org/10.1021/JF00085A045 Assessment for the
Registration Review
of Daminozide,
December 2014
8-1-19 | - Rademach | 2000 Growth retardants: effects on Annual Review of Plant Physiology us Preliminary
er W. gibberellin biosynthesis and other and Plant Molecular Biology 51:501- EPA Ecological Risk

metabolic pathways.

531.
https://doi.org/10.1146/annurev.arplant
.51.1.501

Assessment for the
Registration Review
of Daminozide,

December 2014
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https://doi.org/10.1080/00288233.1972.10421267
https://doi.org/10.1080/00288233.1972.10421267
https://doi.org/10.1021/JF00085A045
https://doi.org/10.1146/annurev.arplant.51.1.501
https://doi.org/10.1146/annurev.arplant.51.1.501
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(RE
&)
8-1-20 | 118.2 Raimondo | 2007 Determinants of variability in acute to | Environ. Toxicol. Chem. 26:2019- us Preliminary
et al. chronic toxicity ratios for aquatic 2023. EPA Ecological Risk

invertebrates and fish.

https://doi.org/10.1897/07-069R.1

Assessment for the
Registration Review
of Daminozide,

December 2014

9. BREREORMBREENOICE D TRANRL2DER (FEREICET D b DL
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FRRA SR O R i
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https://doi.org/10.1897/07-069R.1

#£ 91 REBREORMMEREZETMICBV TRITHRE 25 CHR (RFEHIRICET 5 b DLIS

RE
Ko=x| in
e/ BT (mg/kg | NOAEL |LOAEL |Klimisc
Tx—FN |[AR EED i wR | RE TDF| | vivo(®) FHE O BA & OEAHEICET 5
No. Xk EEL e hEXE| /  |ha—
2% ¢ BB (5] S| R HofX| vwa) LF
HoEE mg/kg # | NOEL | LOEL | K
i3 in vitro
HE/R)
BRI D ANTFIC S ORI, #%
BREh) D Rl K O FRARHE S OY
Research Institute
REVEHR T DY E D3T3 U
of Hygiene,
F—va FERIATVAR
Effect of Bulletin of Occupational
Dol W
Unsymmetrical Experimental Nechay |Pathology and 102 1073,
10.1007/s10 ex vivo RBR S AT KT DR
6-1-1 |Dimethylhydrazine on |Biology and |2022 |kina, et [Human FEP | R - — 10%, 10, — — —
517-022- (rat) DZEE), Pl LA, pH
Isolated Heart and Medicine, al.  |Ecology, 105 M
05380-y B, B&EE, ZEMRET+
Lymphatic Vessels (172) 297-300 Kuzmolovsky,
IZE=Z Y T ENTHRN,
Leningrad region,
DD, TILHARBRERIC
Russia
FE TR R B bR T &
AR
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hith=+
Ko=x| in
e/ BT (mg/kg | NOAEL |LOAEL |Klimisc
Ty —FN | DR EED &t R | K& TDF| | vivo(B FHED B L DA MEICET 5
No. R EEL #TODF| wEXZ| / |ha—
4% 5 FriEHEEE E# SEF | KR HoF| BE) 1B
FROEE mg/kg # | NOEL | LOEL N
pii in vitro
#=/A)
Laboratories of ATELTE, BRL. B5RR
Environmental B, AERE, EREGEHER
Toxicology and HA RTA L TEDDFEICHE
Toxicology https://doi.or
Detection of chemical Carcinogenesis, LTV,
and Applied 9/10.1016/0 O
mutagens by the Epstein |Children's Cancer BIRF in vivo (25, 63 BRI L DR K OV AN L
8-1-1 Pharmacology |1972 041- JiZ | (EFSA - - - -
dominant lethal assay etal. |Research {3 (mouse)|mg/kg XTI,
(1972) Vol .23, 008X(72)90 2018)
in the mouse Foundation, Inc., -UDMH 22\ T 2 AED AT
pp. 288-325 192-5
Boston, RIS STV D,
Massachusetts W) 2R B R TR G- ST
02115 USA Wy (IEERER S
Teratologic assessment SRERT A ORI &
Bureau of
of maleic hydrazide ALTUVRUY,
J. Environ Sci Chemical Safety, |https://doi.or
and daminozide, and O 300, 600, BREHIM., RAEEE SR A
Health (1979) Khra et |New Research 0/10.1080/0 | ¥4 7 in vivo 1000
8-1-2 |formulations of 1979 JF# | (EFSA — 1000 — — |FIA L TEDDIFIEITHERL
Vol. B14(6), al. |Centre, Tunney's [3601237909 | % (rat) mg/kg
ethoxyquin, 2018) mg/kg TR,
pp. 563-577 Pasture, K1A 372151
thiabendazole and B OB SN ST
OL2, Canada
Haled in rats |AYZNAN
26

Confidential




Jiik=+
Ko=x| in
iy e ] (mg/kg | NOAEL |LOAEL |Klimisc
Tx—FN | AR EED ik R | R T®DF| | vivo(®) MR BR & DEEMHEICET 3
No. Xk EEL EHTO5| wEXZ| / |ha—
4% 5 FriEHEEE E# SEF | KR HoF| BE) 1B
HoEE mg/kg # | NOEL | LOEL | K
pii in vitro
&/A)
Département de
Mutation Toxicologie, “HA RTA U TEDDHRRT
Research/Envi Centre de =N
https://doi.or
ronmental Recherches de R E ORAE D3 FEH ST
In vivo micronucleus 0/10.1016/0 O
Mutagenesis Cliet et |Vitry, Rhone- BiRH in vivo |14, 28, 56 UNZRYY,
8-1-3 [test using mouse 1989 165- JiZ | (EFSA — — — —
and Related al. |Poulenc Santé, 13 g (mouse) |mg/kg BN OB RIS ST
hepatocytes 1161(89)900 2018)
Subjects, Quai Jules AN
42-3
216(6), 321- Guesde, 94403 SEE) R B TS ST
326 Vitry-sur-Seine, Wi (IERERNEE)
France
Institute of “HA RTA L TEDDHRRT
DNA methylation in Toxicology, XY =N
Fundamental https://doi.or
rat liver by Swiss Federal v k37 ‘B OB RN ST
and Applied Sagelsd 9/10.1016/0 O
daminozide, 1, 1- Institute of BRTE in vivo |mg/kg AV 3N
8-1-4 Toxicology, [1988| orff et 272- % | (EFSA - - — -
dimethylhydrazine, Technology CH- P (rat) [UDMH : SHEHEROMRAT 3 S HE X T
11(4), 723- al. 0590(88)901 2018)
and 8603 0.2,2,20 AR
730 35-2
dimethylnitrosamine Schwerzenbach, mg/kg AV MIOWT L A&
Switzerland DI THRERD N TN D,
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Jick=q
Ko=x| in
iy e ] (mg/kg | NOAEL |LOAEL |Klimisc
Py —Fn |[ARK EED &3k W | K T®DF| | vivo(®) D B E OBEAHICET B
No. R4 EEL #HFTOH kEXE| / |ha—
A% ¢ =01 & SE | B Ho% | B 58
HoEE mg/kg # | NOEL | LOEL | K
pii in vitro
H/R)
First Department
BT VA OFITRE SN
of Pathology,
TR,
Nagoya City
ARAPID IN VIVO ARBRIZH W8 O s IR R
University https://doi.or XY
BIOASSA Y FOR O OB S OFMITRE E T
Tumori, 77: Cabral {Medical School, 1|g/10.1177/0 | 3825 A invivo | v K :
8-1-16 |THE 1991 JE | (JMPR - - — —  |WRu,
185-188, 1991 etal. |Kawasumi, 3008916910 | 4 (rat) |10000
CARCINOGENICITY 1991) Rk OYE BRI E D L T DI
Mizuho-cha, 7700301 ppm
OF PESTICIDES HEEIN TV,
Mizuho-ku,
23 )Ty RIZonT 1 gD
Nagoya 467,
HCRBNEmRESNTND,
Japan
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