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1.
Procedure followed for the re-evaluation process
This review report has been established as a result of the re-evaluation of daminozide, made in the context of the work programme for review of existing active substances provided for in Article 8(2) of Directive 91/414/EEC concerning the placing of plant protection products on the market, with a view to the possible inclusion of this substance in Annex I to the Directive.

Commission Regulation (EEC) No 3600/92(
) laying down the detailed rules for the implementation of the first stage of the programme of work referred to in Article 8(2) of Council Directive 91/414/EEC, as last amended by Regulation (EC) No 2266/2000(
), has laid down the detailed rules on the procedure according to which the re-evaluation has to be carried out. Daminozide is one of the 90 existing active substances covered by this Regulation.

In accordance with the provisions of Article 4 of Regulation (EEC) No 3600/92, Fine Agrochemicals Ltd on 15 February 1993 and Uniroyal Chemical on 15 July 1993 notified to the Commission of their wish to secure the inclusion of the active substance daminozide in Annex I to the Directive.
In accordance with the provisions of Article 5 of Regulation (EEC) No 3600/92, the Commission, by its Regulation (EEC) No 933/94(
), as last amended by Regulation (EC) No 2230/95(
), designated The Netherlands as rapporteur Member State to carry out the assessment of daminozide on the basis of the dossiers submitted by the notifiers. In the same Regulation, the Commission specified furthermore the deadline for the notifiers with regard to the submission to the rapporteur Member States of the dossiers required under Article 6(2) of Regulation (EEC) No 3600/92, as well as for other parties with regard to further technical and scientific information; for daminozide this deadline was 30 April 1995.

Only Uniroyal Chemical (now Crompton Europe Ltd) and Fine Agrochemicals Ltd submitted each in time a dossier to the rapporteur Member State which did not contain substantial data gaps, taking into account the supported uses. Therefore Crompton Europe and Fine Agrochemicals Ltd were considered to be main data submitters. 

In accordance with the provisions of Article 7(1) of Regulation (EEC) No 3600/92, The Netherlands submitted on 30 July 1999 to the Commission the report of its examination, hereafter referred to as the draft assessment report, including, as required, a recommendation concerning the possible inclusion of daminozide in Annex I to the Directive. Moreover, in accordance with the same provisions, the Commission and the Member States received also the summary dossier on daminozide from Crompton Europe Ltd and Fine Agrochemicals Ltd, on 18 November 1999.

In accordance with the provisions of Article 7(3) of Regulation (EEC) No 3600/92, the Commission forwarded for consultation the draft assessment report to all the Member States as well as to Crompton Europe Ltd and Fine Agrochemicals Ltd being main data submitters, on 20 September 1999.
The Commission organised an intensive consultation of technical experts from a certain number of Member States, to review the draft assessment report and the comments received thereon (peer review), in particular on each of the following disciplines:

-
identity and physical /chemical properties ;

-
fate and behaviour in the environment ;

-
ecotoxicology ;

-
mammalian toxicology ;

-
residues and analytical methods ;

-
regulatory questions.

The meetings for this consultation were organised on behalf of the Commission by the Pesticide Safety Directorate (PSD) in York, United Kingdom, from November 1999 to July 2000.

The report of the peer review (i.e. full report) was circulated, for further consultation, to Member States and the main data submitter on 15 June 2001 for comments and further clarification.
In accordance with the provisions of Article 7(3) of Regulation (EEC) No 3600/92, the dossier, the draft assessment report, the peer review report (i.e. full report) and the comments and clarifications on the remaining issues, received after the peer review were referred to the Standing Committee on the Food Chain and Animal Health, and specialised working groups of this Committee, for final examination, with participation of experts from all Member States. This final examination took place from November 2002 to December 2004, and was finalised in the meeting of the Standing Committee on 3 December 2004.

These documents were also submitted to EFSA’s Scientific Panel on Plant Health, Plant Protection Products and their Residues for separate consultation. The report of this Panel was formally adopted on 11 May 2004 (Question N° EFSA-Q-2003-120
).

The present review report contains the conclusions of the final examination; given the importance of the draft assessment report, the peer review report (i.e. full report) and the comments and clarifications submitted after the peer review as basic information for the final examination process, these documents are considered respectively as background documents A, B and C to this review report and are part of it.

2. 
Purposes of this review report
This review report, including the background documents and appendices thereto, has been developed and finalised in support of the Directive 2005/../EC concerning the inclusion of aminozide in Annex I to Directive 91/414/EEC, and to assist the Member States in decisions on individual plant protection products containing daminozide they have to take in accordance with the provisions of that Directive, and in particular the provisions of article 4(1) and the uniform principles laid down in Annex VI.

This review report provides also for the evaluation required under Section A.2.(b) of the above mentioned uniform principles, as well as under several specific sections of part B of these principles. In these sections it is provided that Member States, in evaluating applications and granting authorisations, shall take into account the information concerning the active substance in Annex II of the directive, submitted for the purpose of inclusion of the active substance in Annex I, as well as the result of the evaluation of those data. 

In accordance with the provisions of Article 7(6) of Regulation (EEC) No 3600/92, Member States will keep available or make available this review report for consultation by any interested parties or will make it available to them on their specific request. Moreover the Commission will send a copy of this review report (not including the background documents) to all operators having notified for this active substance under Article 4(1) of this Regulation.

The information in this review report is, at least partly, based on information which is confidential and/or protected under the provisions of Directive 91/414/EEC. It is therefore recommended that this review report would not be accepted to support any registration outside the context of Directive 91/414/EEC, e.g. in third countries, for which the applicant has not demonstrated to have regulatory access to the information on which this review report is based.

3.
Overall conclusion in the context of Directive 91/414/EEC

The overall conclusion from the evaluation is that it may be expected that plant protection products containing daminozide will fulfil the safety requirements laid down in Article 5(1)(a) and (b) of Directive 91/414/EEC. This conclusion is however subject to compliance with the particular requirements in sections 4, 5, 6 and 7 of this report, as well as to the implementation of the provisions of Article 4(1) and the uniform principles laid down in Annex VI of Directive 91/414/EEC, for each daminozide containing plant protection product for which Member States will grant or review the authorisation. 

Furthermore, these conclusions were reached within the framework of the uses which were proposed and supported by the main data submitter and mentioned in the list of uses supported by available data (attached as Appendix IV to this Review Report).

Extension of the use pattern beyond those described above will require an evaluation at Member State level in order to establish whether the proposed extensions of use can satisfy the requirements of Article 4(1) and of the uniform principles laid down in Annex VI of Directive 91/414/EEC. 

The review has identified several acceptable exposure scenarios for operators, workers and bystanders, which require however to be confirmed for each plant protection product in accordance with the relevant sections of the above mentioned uniform principles.

The review has also concluded that under the proposed and supported conditions of use there are no unacceptable effects on the environment, as provided for in Article 4 (1) (b) (iv) and (v) of Directive 91/414/EEC, provided that certain conditions are taken into account as detailed in section 6 of this report.

4.
Identity and Physical/chemical properties
The main identity and the physical/chemical properties of daminozide are given in Appendix I.

The minimum purity of the active substance shall be not less than 990 g/kg. No FAO specification has been established for this active substance. Details on the specification are given in Appendix I of this report. 

The review has established that for the active substance notified by the main data submitters Crompton Europe Ltd and Fine Agrochemicals Ltd. a maximum content of 2.0 mg/kg and 30 mg/kg has been determined for the manufacturing impurities N-nitrosodimethylamine and 1,1-dimethylhydrazide respectively.

5.
Endpoints and related information
In order to facilitate Member States, in granting or reviewing authorisations, to apply adequately the provisions of Article 4(1) of Directive 91/414/EEC and the uniform principles laid down in Annex VI of that Directive, the most important endpoints were identified during the re-evaluation process. These endpoints are listed in Appendix II.

6.
Particular conditions to be taken into account on short term basis by Member States in relation to the granting of authorisations of plant protection products containing daminozide

On the basis of the proposed and supported uses (as listed in Appendix IV), the following particular issues have been identified as requiring particular and short term attention from all Member States, in the framework of any authorisations to be granted, varied or withdrawn, as appropriate: 

- Only uses as growth regulator in non-edible crops may be authorised.

- Member States must pay particular attention to the safety of operators and workers after re-entry. Conditions of authorisation should include protective measures, where appropriate.
7.
List of studies to be generated
No further studies were identified which were at this stage considered necessary in relation to the inclusion of daminozide in Annex I under the current inclusion conditions.

Some endpoints however may require the generation or submission of additional studies to be submitted to the Member States in order to ensure authorisations for use under certain conditions. This may particularly be the case for uses other than application on ornamentals in greenhouses.

8.
Information on studies with claimed data protection

For information of any interested parties, Appendix III gives information about the studies for which the main data submitter has claimed data protection and which during the re-evaluation process were considered as essential with a view to annex I inclusion. This information is only given to facilitate the operation of the provisions of Article 13 of Directive 91/414/EEC in the Member States. It is based on the best information available to the Commission services at the time this review report was prepared; but it does not prejudice any rights or obligations of  Member States or operators with regard to its uses in the implementation of the provisions of Article 13 of the Directive 91/414/EEC neither does it commit the Commission.

9.
Updating of this review report

The technical information in this report may require to be updated from time to time in order to take account of technical and scientific developments as well as of the results of the examination of any information referred to the Commission in the framework of Articles 7, 10 or 11 of Directive 91/414/EEC. Such adaptations will be examined and finalised in the Standing Committee on the Food Chain and Animal Health, in connection with any amendment of the inclusion conditions for daminozide in Annex I of the Directive.

APPENDIX I
Identity, physical and chemical properties
daminozide
	Common name (ISO)
	DAMINOZIDE

	Chemical name (IUPAC)
	N-dimethylaminosuccinamic acid

	Chemical name (CA)
	Butanedioic acid mono(2.2-dimethylhydrazide)

	CIPAC No
	330

	CAS No
	1596-84-5 

	EEC No
	216-485-9

	FAO SPECIFICATION
	not established

	Minimum purity
	Not less than 990 g/kg

	Molecular formula
	C6H12N2O3

	Molecular mass
	160.2

	Structural formula
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Melting point
	156 0C -158.2 0C (99.4 %)

	Boiling point
	a boiling point cannot be determined for daminozide, because it decomposes in the temperature range of 142 - 145°C

	Appearance
	White or off-white powder (techn. a.s.)

	Relative density
	1.302 (99.9%)

	Vapour pressure
	< 1.27 x 10 –5 Pa at 21.6 0C/

1.5 x 10-6 Pa at 25 0C

	Henry's law constant
	1.43 x 10 -2 Pa.m3 mol -1

	Solubility in water
	pH -- : 180 g/l 

and 142 g/l

	Solubility in organic solvents
	n-Hexane < 20 mg/l; toluene <20 mg/l, dichloromethane 100 mg/l, Acetonitril 1.2 g/l:  Methanol: 50g/l; acetone:1.47 g/l; ethyl acetate: 0.27 g/l

	Partition co-efficient (log Pow)
	pH 5: log Pow= -1.4903

	
	pH 7 : log Pow = -1.5116

	
	pH 9 : log Pow = -1.4776

	Hydrolytic stability (DT50)
	pH 5 : 458.9 days

	
	pH 7 : stable

	
	pH 9 : stable

	Dissociation constant
	4.68 at 20 0C; 4.64 at 0C (different studies)

	Quantum yield of direct photo-transformation in water at ( >290 nm
	Not submitted because no absorption >290 nm

	Flammability
	not highly flammable

	Explosive properties
	not explosive

	UV/VIS absorption (max.)
	End absorption from about 200 nm, no absorption > 290 nm

	Photostability in water (DT50)
	Not required (DT 50=149 days)


APPENDIX II

END POINTS AND RELATED INFORMATION

daminozide
1 Toxicology and metabolism
	Absorption, distribution, excretion and metabolism in mammals

	Rate and extent of absorption:
	35% at a dose of 45 mg/kg bw/d, based on urinary and respiratory excretion



	Distribution:
	Widely and evenly distributed 

	Potential for accumulation:
	No evidence for accumulation

	Rate and extent of excretion:
	Via urine (31%), faeces (53%) and expired air (2%) within 48h

	Toxicologically significant compounds:
	Parent compound, UDMH and NDMA

	Metabolism in animals:
	Hydrolysis and oxidation

	
	

	Acute toxicity

	Rat LD50 oral:
	>5000 mg/kg bw 

	Rat LD50 dermal:
	>5000mg/kg bw (rabbit)

	Rat LC50 inhalation:
	>2.1 mg/l (4h, nose-only, dust)

	Skin irritation:
	Non-irritant

	Eye irritation:
	Non-irritant 

	Skin sensitization (test method used and result):
	Non-sensitizer (Buehler)

	
	

	Short term toxicity

	Target / critical effect:
	Decreased body weight

	Lowest relevant oral NOAEL / NOEL:
	80.5 mg/kg bw/d (3000 ppm);1-year dog study

	Lowest relevant dermal NOAEL / NOEL:
	No data available; not required

	Lowest relevant inhalation NOAEL / NOEL:
	No data available; not required

	
	

	Genotoxicity
	No genotoxic potential

	
	

	Long term toxicity and carcinogenicity

	Target / critical effect:
	Red blood cell effects and deposition of brown pigment in mice

	Lowest relevant NOAEL:
	45 mg/kg bw/d (300 ppm); 2-year mouse 

	Carcinogenicity:
	No carcinogenic effects observed at doses up to 500  mg/kg bw/d in rats; equivocal results in mice at 1500 mg/kg bw/d (highest doses tested)

	

	Reproductive toxicity

	Target / critical effect - Reproduction:
	No reproductive effect at the highest dose tested (500 mg/kg bw/d)

	Lowest relevant reproductive NOAEL / NOEL:
	>500 mg/kg bw/d (rat)

	Target / critical effect - Developmental toxicity:
	No developmental or teratogenic effects at highest dose tested.

	Lowest relevant developmental NOAEL / NOEL:
	> 300 mg/kg bw/d (rabbit)

	
	

	Delayed neurotoxicity
	No data available; not required

	
	

	Other toxicological studies
	See end points for UDMH

	
	

	Medical data
	Yearly medical surveillance of manufacturing plant personnel since 1970 showed no adverse effects.

	Summary
	

	
	Value
	Study
	Safety factor

	ADI:
	0.45 mg/kg bw/d 
	2-year mouse
	100

	AOEL systemic:
	0.16 mg/kg bw/d
	2 –year mouse


	100

35% absorption

	AOEL inhalation:
	No data available; not required

	AOEL dermal:
	No data available; not required

	ARfD (acute reference dose):
	Not applicable, not necessary 

	
	

	Dermal absorption
	13%

	
	

	End points for UDMH
Short term toxicity (Annex II 5.3)
Target/critical effect
Decreased bodyweight and accentuation of liver lobulation

Lowest relevant NOAEL
< 2 mg/kg bw/d  (90-day mouse)

Genotoxicity (Annex II 5.4)                           Based on weight of evidence: not genotoxic (PPR 2004).

Long term toxicity and carcinogenicity (Annex 5.5)
Target/critical effect
Neoplastic lesions in liver and lungs

Lowest relevant NOAEL
0.2 mg/kg bw/d (2-year mouse)

Carcinogenicity
Carcinogenic in liver and lungs

Medical data (Annex II 5.9)

Yearly medical surveillance of manufacturing plant personnel since 1970 showed no adverse effects.

Summary (Annex IIA, point 5.10)
Value
Study
Safety factor

ADI
                                                                        Not applicable, not necessary

AOEL
0.09 (g/kg bw/d
2-y rat
1.000

ARfD (acute reference dose)
                                     Not applicable, not necessary
Dermal absorption (Annex IIIA, point 7.3)

...............................................................................
10.7% at 0.116 μg/cm2

                                                                                         20.1% at 1.13 (g/cm2
                                                                                         24.5% at 12.5 (g/cm2
                                                                                     in vivo rat



	


2 Fate and behaviour in the environment

2.1 Fate and behaviour in soil

	Route of degradation
	

	Aerobic:
	

	Mineralization after 100 days:
	20-59% after 2-64 days (end)

	Non-extractable residues after 100 days:
	20-25% after 2-3 days (end)

	Major metabolites above 10 % of applied active substance: name and/or code
% of applied rate (range and maximum)
	formaldehyde 21% after 16 h (0.36 mg/kg); 0.02 mg/kg after 72 h.

	
	

	Supplemental studies
	

	Anaerobic:
	no relevant metabolites, CO2 20-17% after 15-60 days; bound residue 25-22% after 30-60 days (decrease due to faulty mass balance: methane formation) (flooded soil).

	
	

	Soil photolysis:
	no transformation by UV-light, further data not available, not considered necessary.

	
	

	Remarks:
	none


	Rate of degradation
	

	Laboratory studies
	

	DT50lab (20 °C, aerobic):
	DT50lab (20°C, aerobic): 0.6, <1, <1, <1, <1, 1 days (r2 >0.7)

	DT90lab (20 °C, aerobic):
	DT90lab (20°C, aerobic): 2-3 days (derived from DT50lab)

	DT50lab (10 °C, aerobic):
	DT50lab (10°C, aerobic): not available; <1 - 2 days derived by calculation from mean value DT50lab (20°C, aerobic).

	DT50lab (20 °C, anaerobic):
	DT50lab (20°C, anaerobic): 11 days (flooded soil)

	
	

	Field studies (country or region)
	

	DT50f from soil dissipation studies:
	DT50f: not determined

	DT90f from soil dissipation studies:
	DT90f: c. 7 days (USA)

	Soil accumulation studies:
	not relevant

	Soil residue studies:
	Not required

	
	

	Remarks:

e.g. effect of soil pH on degradation rate
	none


	Adsorption/desorption
	

	Kf / Koc:

Kd:

pH dependence:
	Koc 0, 0, 18, 19, 23, 47 l/kg

Kf  0, 0, 0.13, 0.10, 0.64, 0.14 l/kg

no (in relevant pH range)

	
	

	Mobility
	

	Laboratory studies:
	

	Column leaching:
	not available, not considered necessary.

	Aged residue leaching:
	2 days, leachate contained daminozide only (56% of applied radioactivity).

	
	

	Field studies:
	

	Lysimeter/Field leaching studies:
	not available, not required

	
	

	Remarks:
	none


2.2 Fate and behaviour in water

	Abiotic degradation
	

	Hydrolytic degradation:
	pH 5 no hydrolysis

	
	pH 7 no hydrolysis

	
	pH 9 no hydrolysis

	Major metabolites:
	none

	Photolytic degradation:
	Photolysis of daminozide is not an important route in the environment. DT50UV:149 days.

	Major metabolites:
	none

	
	

	Biological degradation
	

	Readily biodegradable:
	Yes

	Water/sediment study: 

DT50 water:

DT90 water:

DT50 whole system:

DT90 whole system:


Distribution in water / sediment systems (active substance)

Distribution in water / sediment systems

(metabolites)
	1 day (2 systems)

3.3 days

extrapolated from average DT50 values assuming first order exponential decay as 3.3·DT50
1 day (2 systems)

extrapolated from average DT50 values assuming first order exponential decay as 3.3·DT50

no daminozide in water after 6 days; 

maximum 6.7% in sediment at day 1 and quick decrease to 3.4% after 21 hours and 0.5% after 2 days

formaldehyde: water: max. 17% of AR after 7 days sediment: max 9.5% of AR after 7 days.

%formaldehyde during test period (water phase):



	
	time
	system A
	system B

	
	
0 h
	3.2
	6.4

	
	
7 h
	2.5
	4.3

	
	21 h
	9.0
	11.2

	
	48 h
	15.4
	12.6

	
	96 h
	14.4
	15.1

	
	168 h
	17.0
	13.8

	
	11 d
	nd
	nd

	
	21 d
	nd
	nd

	
	%formaldehyde during test period (sediment phase):

	
	time
	system A
	system B

	
	0 h
	0.2
	0.0

	
	7 h
	3.5
	0.3

	
	21 h
	2.3
	1.6

	
	48 h
	6.4
	6.3

	
	96 h
	6.5
	8.0

	
	168 h
	7.1
	9.5

	
	11 d
	nd
	nd

	
	21 d
	nd
	nd

	Accumulation in water and/or sediment:
	Not required

	
	

	Degradation in the saturated zone
	not available, not considered necessary

	
	

	Remarks:
	none


2.3 Fate and behaviour in air

	Volatility
	

	Vapour pressure:
	< 1.27 x 10 –5 Pa at 21.6 0C/

1.5 x 10-6 Pa at 25 0C

	Henry's law constant:
	1.43 x 10 -2 Pa.m3 mol -1

	
	

	Photolytic degradation
	

	Direct photolysis in air:
	not available

	Photochemical oxidative degradation in air

DT50:
	DT50: 6.05 h (Atkinson calculation); 0.5 d (12 h day; 1.5E6 OH/cm3)

	Volatilisation:
	from plant surfaces: not available

	
	from soil: not available

	
	P =< 1.27 x 10-5 at 21.6 °C; H = 1.43 x 10-2 Pa.m3mol-1 . Classified as slightly volatile (to air) and very slightly volatile from water.

	Remarks:
	none


3 Ecotoxicology
Terrestrial Vertebrates

	Acute toxicity to mammals:
	LD50 > 5000 mg/kg bw

	Acute toxicity to birds:
	LD50 >2250 mg/kg bw

	Dietary toxicity to birds:
	LC50 >10000 mg/kg fd

	Reproductive toxicity to birds:
	not available

	Long term toxicity to mammals:
	NOAEL = >500 mg/kg bw/d


Aquatic Organisms

	
	Species
	Time scale
	Toxicity (mg/ l)
	Endpoint

	Acute toxicity fish:
	Fish
	96h
	149
	LC50

	
	Fish
	96h
	62
	LC50

	Long term toxicity fish:
	Not required

	Bioaccumulation fish:
	Not relevant

	Acute toxicity invertebrate:
	Daphnid
	48h
	75.5
	EC50

	
	Daphnid
	24h*
	2
	LC50

	Chronic toxicity invertebrate:
	Not relevant 

	Acute toxicity algae:
	Algae
	96h
	>80
	EC50

	
	Algae
	24h*
	0.3
	LC50

	Chronic toxicity sediment dwelling organism:
	Insects
	96h*
	334
	LC50

	Acute toxicity aquatic plants: 
	Lemna
	7 d
	>127
	NOEC


	Formaldehyde
	Species
	Time scale
	Toxicity (mg/ l)
	Endpoint

	
	Fish
	96h
	1.84
	LC50

	
	Crustaceans
	96h
	0.43
	LC50

	
	Algae
	7d
	0.875
	NOEC

	
	Insects
	96h
	158
	LC50

	
	Molluscs
	96h
	38
	LC50

	
	Amphibian larvae
	72h
	8
	LC50


Honeybees
	Acute oral toxicity:
	>200 µg/bee

	Acute contact toxicity:
	>200 µg/bee


Other arthropod species

	Test species
	Stage
	Dose (kg as/ha)
	% Effects / Endpoints

	Typhlodromus pyri
	Adult
	8.5
	52/ total effect (mortality and reproduction)

	Typhlodromus pyri (extended study)
	Protonymph
	4.25

4.25

8.5

8.5
	5 / mortality

-13 / reproduction

0 / mortality

4/ reproduction

	Typhlodromus pyri (extended study)
	Protonymph
	7.5

3.75

1.0
	41 / total effect

14 / total effect

5 / total effect

	Aphidius rhopalosiphi
	Adult
	8.5
	12.5 / total effect (mortality and parasitism)

	Poecilus cupreus
	Adult
	8.5
	0 / total effect (mortality and consumption)

	Chrysoperla carnea
	Larvae
	8.5
	0 / total effect (mortality and reproduction)

	Aphidius rhopalosiphi
	Adult
	7.225
	12.5 / total effect (mortality and parasitism)

	Poecilus cupreus
	Adult
	7.225
	0 / total effect (mortality and consumption)

	Chrysoperla carnea
	Larvae
	7.225
	6 / total effect (mortality and reproduction

	Encarsia formosa
	Adult
	8.5
	82* / mortality

-2.2 / parasitism

	Orius laevigatus
	Adult
	8.5
	0 / mortality

3.6 / reproduction


*most likely caused by the sticky spray residue on the glass plates (false positive). It contradicts the harmless classification observed in the Tier 1 test with Aphidius rophalosiphi.
Earthworms

	Acute toxicity:
	LC50 >1000 mg/kg (10% o.m., no normalisation to 5% o.m. required).

	Reproductive toxicity:
	not available, not required


Soil micro-organisms
	Nitrogen mineralization:
	<25% (no) effect after 100 days at 4-20 kg formulation/ha

	Carbon mineralization:
	<25% (no) effect after 100 days at 4-20 kg formulation/ha


APPENDIX IIIA

daminozide
List of studies for which the main submitter has claimed data protection and which during the re-evaluation process were considered as essential for the evaluation with a view to Annex I inclusion.

B.1 Identity, B.2 Physical and chemical properties, B.3 Data on application and further information, B.4 Proposals for classification and labelling, B.5 Methods of analysis

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not
	Reports
 on previous use in granting national authorizations

	IIA 2.3.1/01
	Relyea, D. I.


	1993
	Estimation of Boiling Point, Vapor Pressure and Vapor Pressure-Temperature Relationship for B-nine

Uniroyal file No.:  A.1.1.30

Date: August 26, 1993

Not GLP, Unpublished

Submitted by CRO

	

	IIA 2.5.1/02
	Batorewicz, W.


	1992
	UV-Visible Spectra of Daminozide, N-Dimethyl​amino Succinamide and 1,1 Dimethylhydrazine

Uniroyal file No.:  A.1.1.27

Date:  August 26, 1992

GLP, Unpublished

Submitted by CRO
	

	IIA 2.9.1/01
	Lengen, M.
	1982
	Hydrolysis of Daminozide

Uniroyal file No.:  A.8.1.12

Date:  February 1982

Not GLP, Unpublished

Submitted by CRO
	

	IIA 2.9.2/02
	Wells, D.F.


	1995
	Determination of the Stability of Technical Grade  Daminozide

FAL file No.:  not available

Date:  April 1995

GLP, Unpublished

Submitted by FAL

	

	IIA 2.10/01
	Schocken, M. J.
	1999
	Gas-Phase Oxidation Rate and Half-life of Daminozide in the Troposphere

Uniroyal file no.: A.1.1.32

Date: April 16 1999

Not GLP, Unpublished
Submitted by CRO
	

	IIA 2.13/01
	Skewis, J. D.


	1994
	Thermal Explodability of B-nine Technical

Uniroyal file no.: A.1.1.28

GLP, Unpublished

Submitted by CRO
	

	IIA 2.2/2.14
	Lumsden, A. M.
	1999a
	Daminozide Technical: Determination of Relative Density (EEC A3) and Surface Tension (EEC A5).

Report no.: 666/020

GLP study, not published

date: 24-06-99

Submitted by CRO
	

	IIA 2.7
	Lumsden, A. M.
	1999b
	Daminozide Technical: Determination of Organic Solvents (EEC A6) 

Report no.: 666/021

GLP study, not published

date: 24-06-99

Submitted by CRO
	

	IIA 2.2/2.3
	Tremain, S. P.
	1999
	Daminozide Technical: Determination of Flammability, Explosive Properties and Oxidising Properties 

Report no.: 666/022

GLP study, not published

date: 05-07-99

Submitted by CRO
	

	IIA 2.10/2.11

2.13
	Jackson, W. A.


	1999a
	Determination of some physical and chemical properties of 333267

Report no.: HT99/197,

GLP study, not published

Date: 28-09-1999

Submitted by FAL
	

	IIA 2.2/ 2.6/2.7/2.112.14
	Thompson, A. K.
	1999a
	Physico chemical testing with daminozide,

Inveresk report: 17587,

GLP study, not published

Date: 10-10-1999

Submitted by FAL
	

	IIA 2.1
	Flack, I
	2000
	ALAR 85 SP - Relative self-ignition temperature.

Report Huntingdon Life Sciences, U.K. no. ALAR 10.002

GLP study, not published

Submitted by CRO
	

	IIA 4.2.1/01


	Riggs, A. S.
	1994
	Preliminary analysis of technical B-nine

Generated by: Uniroyal research laboratory

Submitted by: Uniroyal Chemical Ltd

Date 05-06-1994

In accordance with GLP, excluding the analysis for 1.1-Dimethylhydrazide which were carried out under ISO 9002 

Unpublished

Submitted by CRO
	

	IIA 4.2.1
	Riggs, A.S.
	2000
	Preliminary analysis of B-Nine technical

Report Uniroyal Chemical Co., Guelph, Ontario, Canada

No. GRL-11641, 28 July 2000

GLP study, not published

Submitted by CRO
	

	IIA 4.2
	White, G.A
	1999 a
	Analytical Method M485: High Performance Liquid Chromatographic Determination of Damonozide in technical Material and formulations,  date: 04-10-1999

Submitted by FAL
	

	IIA 4.2
	White, G.A
	1999b
	Validation of Analytical Method M485,

GLP study,

Date: 22-10-1999

Submitted by FAL
	

	IIA 4.2
	Smith, J. S. C.
	1999a
	Analytical Method M487, Determination of unsymmetrical dimethylhydrazine and N-nitroso dimethylamine by Gas Chromatography,

Submitted by: Fine Agrochemical Ltd, date 14-10-1999.
	

	IIA 4.2
	 Smith, J. S. C.
	1999b
	Validation of Analytical method M487

Submitted by: Fine Agrochemical Ltd , GLP study, not published

date 27-10-1999
	

	IIA 4.2.4
	 Bacher, R
	2000
	Development and validation of an analytical method for the determination of daminozide in air.

Report PRTL Europe, Ulm, Germany, no. 99159, 28 March 2000

GLP study, not published

Submitted by CRO
	

	IIA 2.1
	Riggs, A.S.
	2003
	The boiling point of daminozide

Report Crompton Co. Research Laboratories Ontario, Canada No.GRL-12029

AL - 62

GLP, Unpublished

Submitted by CRO
	

	IIA 2.3
	Tremain, S.P.
	2001
	Determination of vapour pressure

Project no.: 666/059

Date : December 5, 2001

GLP, Unpublished

Submitted by CRO
	

	IIA 2.15
	Comb, A..L.
	2001a
	Daminozide (technical) oxidising properties,

Report no.: FNA102/014401,

Date: December 17, 2001

GLP, Unpublished

Submitted by FAL
	

	IIA 2.15
	Flack,I
	2001a
	Daminozide (technical) oxidising properties,

Report no.: FNA102/014401,

Date: April 25, 2001

GLP, Unpublished

Submitted by CRO
	

	IIA 4.2
	White, G.A
	1999 a
	Analytical Method M485: High Performance Liquid Chromatographic Determination of Damonozide in technical Material and formulations,  date: 04-10-1999

GLP, Unpublished

Submitted by CRO
	

	IIA 4.2
	White, G.A
	1999b
	Validation of Analytical Method M485,

Date: 22-10-1999

GLP, Unpublished

Submitted by CRO
	

	IIA 4.2
	Smith, J. S. C.
	1999a
	Analytical Method M487, Determination of unsymmetrical dimethylhydrazine and N-nitroso dimethylamine by Gas Chromatography, 

Submitted by: Fine Agrochemical Ltd, date 14-10-1999.

GLP, Unpublished
	

	IIA 4.2
	 Smith, J. S. C.
	1999b
	Validation of Analytical method M487

Submitted by: Fine Agrochemical Ltd, 

date 27-10-1999

GLP, Unpublished
	

	IIA 4.3.1
	Xu, A.X.
	2001
	Analytical method for determining UDMH in soil.

Report Uniroyal Chemical CO. Incl., USA, no. 2000-087

Date: 21 November 2001

GLP, Unpublished

Submitted by CRO
	

	IIA 4.3.2
	Meeuwsen, M.C.T.J.
	2001
	Validation of the determination of daminozide in drinking water, no.V3455

Date: 9 March 2001

GLP, Unpublished

Submitted by CRO
	

	IIA 4.3.3
	Bacher,R
	2000
	Development and Validation of an Analytical method for the Determination of Daminozide in Air,

UCC study no. 99159

GLP, Unpublished

Submitted by CRO
	

	IIA 4.3.1
	Hull, L.B.
	2001
	Analytical method for the determination of daminozide in water by stable isotope dilution, no.2000-137

Date: 1 September 2001 

GLP, unpublished

Submitted by CRO
	

	IIA 4.2.2/01
	Parsons, A.H.
	2002
	Validation of Analytical Method M523 “Gas chromatographic determination of residues of daminozide in soil”

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J13923/C

Date: 25 may 2002

GLP

Unpublished
	

	IIA 4.2.2/02
	Parsons, A.H.
	2002
	Validation of Analytical Method M524 “Gas chromatographic determination of residues of unsymmetrical dimethylhydrazine in soil”

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J14139

Date: 25 June 2002

GLP

Unpublished
	

	IIA 4.2.3
	Parsons, A.H.
	2002
	Validation of Analytical Method M522 “Gas chromatographic determination of residues of daminozide in water”

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J13923/B

Date: 7 October 2002

GLP

Unpublished
	

	IIA 4.2.4/01
	Parsons, A.H.
	2002
	Validation of Analytical Method M521 “Gas chromatographic determination of residues of daminozide in air monitoring tubes”

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J13923/A

Date: 15 April 2002

GLP

Unpublished
	

	IIA 4.2.4/02
	Parsons, A.H.
	2002
	Determination od the capacity of the sampling tubes used for the determination of daminozide in air (breakthrough test)

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J14277

Date: 21 October 2002

GLP

Unpublished
	


B.6 Toxicology and metabolism

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not
	Reports on previous use in granting national authorizations

	IIA 5.1.1/03
	Fathulla, R.N
	1999
	Pharmocokinetics, bilary excretion, mass balance, and tissue distribution of [14C-methyl-]-daminozide following a single oral dose in male rats.

Report Covance Laboratories inc., USA Project No. 6111-160 (Uniroyal 99097): 22 December 1999

GLP, Unpublished

Submitted by CRO
	

	IIA 5.6.1/01
	Bailey, G.

Irvine, L.
	1994
	Oral (gavage) Rat Two-Generation Reproductive Toxicity Study

Generated by:  Toxicol Laboratories Ltd.

Submitted by:  Fine Agrochemicals Ltd.

FAL file No.:  none referenced

Date:  September 16, 1994

GLP, Unpublished


	

	IIA 5.4/01
	Cardona, R.A.
	1991
	Assessment of the Mutagenic Potential of Daminozide and Its By-Product 1,1-Dimethylhydrazine (UDMH)

Generated by:  not applicable

Submitted by:  Uniroyal Chemical

Uniroyal file No.:  A.7.6.20

Date:  February 14, 1991

Not GLP, Unpublished

Submitted by CRO
	

	IIA 5.2.1/02
	Cerven, D.R.
	1994
	Single Dose Oral Toxicity in Rats

Generated by:  MB Research Laboratories, Inc.

Submitted by:  Uniroyal Chemical

Uniroyal file No.:  A.7.1.11

Date:  June 21, 1994

GLP, Unpublished

Submitted by CRO
	

	IIA 5.2.2/03
	Cerven, D.R.
	1994
	Acute Dermal Toxicity in Rabbits

Generated by:  MB Research Laboratories, Inc.

Submitted by:  Uniroyal Chemical

Uniroyal file No.:  A.7.1.12

Date:  June 21, 1994

GLP, Unpublished

Submitted by CRO
	

	IIA 5.2.5/02
	Cerven, D.R.
	1994
	Primary Eye Irritation and/or Corrosion in Rabbits

Generated by:  MB Research Laboratories, Inc.

Submitted by:  Uniroyal Chemical

Uniroyal file No.:  A.7.1.14

Date:  June 21, 1994

GLP, Unpublished

Submitted by CRO
	

	IIA 5.2.3/02
	Hoffman, G.M.
	1994
	An Acute (4 Hour) Inhalation Toxicity Study of Alar Technical in the Rat Via Nose Only Exposure

Generated by:  Pharmaco LSR, Inc.

Submitted by:  Uniroyal Chemical

Uniroyal file No.:  A.7.1.15

Date:  June 23, 1994

GLP, Unpublished

Submitted by CRO
	

	IIA 5.2.6/02
	Hoffman, G.M.
	1994
	Closed Patch Repeated Insult Dermal Sensitization Study of Alar Technical in Guinea Pigs (Buehler Method)

Generated by:  Pharmaco LSR Inc.

Submitted by:  Uniroyal Chemical

Uniroyal file No.:  A.7.1.16

Date:  June 23, 1994

GLP, Unpublished

Submitted by CRO
	

	IIA 5.6.2/02
	Irvine, L.F.H.
	1993
	Daminozide Oral (gavage) Rat Developmental Toxicity (Teratogenicity)

Generated by:  Toxicol Laboratories Ltd.

Submitted by:  Fine Agrochemicals Ltd.

FAL file No.:  none referenced

Date:  October 8, 1993

GLP, Unpublished


	

	IIA 5.2.4/02
	Kieffer, L.
	1994
	Primary Dermal Irritation in Albino Rabbits

Generated by:  MB Research Laboratories, Inc.

Submitted by:  Uniroyal Chemical

Uniroyal file No.:  A.7.1.13

Date:  June 21, 1994

GLP, Unpublished

Submitted by CRO
	

	IIA 5.1/01
	Slauter, R.W.

Coleman, D.P. Jeffcoat, A.R
	1993a
	Dermal Absorption of Daminozide in Rats Over 24 H at Four Dose Levels

Generated by:  Research Triangle Institute

Submitted by:  Fine Agrochemicals Ltd.

FAL file No.:  none referenced

Date:  October 19, 1993a

GLP, Unpublished


	

	IIA 5.1/02
	Slauter, R.W.

Coleman, D.P. Jeffcoat, A.R.
	1993b
	Metabolism and Excretion of Daminozide in Male Rats at a Single Oral Dose Level

Generated by:  Research Triangle Institute

Submitted by:  Fine Agrochemicals Ltd.

FAL file No.:  none referenced

Date:  October 28, 1993b

GLP, Unpublished


	

	IIA 5.8.3/02
	Stankowski, L.F

Tunman, W
	1987
	CHO/HPRT Mammalian Cell Forward Gene Mutation Assay

Generated by:  Pharmakon Research International, Inc.

Submitted by:  Uniroyal Chemical

Uniroyal file No.:  A.7.6.8

Date:  January 16, 1987

GLP, Unpublished

Submitted by CRO
	

	IIA 5


	Dykstra AC
	2001
	Letter to CTB, subject: ALAR 85 SP/daminozide – EU commitments, ALAR 64SP – 8589N. Reference 880/ada/let/106/2001, 23 May 2001.

Not GLP, Unpublished.

Submitted by CRO
	

	IIA 5.1


	Fathulla, RN
	1999
	Pharmacokinetics, biliary excretion, mass balance, and tissue distribution of [14C-methyl]-daminozide following a single oral dose on male rats. Covance Laboratories Inc: 6111-160 (Uniroyal 99097)

GLP, Unpublished.

Submitted by CRO
	

	IIA 5/IIIA 7.2


	Jagt KE van der, Ravensberg JC, de Wolf JM, Links IHM
	2002
	Dislodgeable foliar residue determination of daminozide, UDMH and NDMA, and air monitoring of UDMH, NDMA and formaldehyde, following indoor treatment of ornamental plants with ALAR 64 SP, TNO Report V3876.

Submitted by CRO
	

	IIA 5.8


	Rivendell Consulting Ltd.
	2001a
	Evaluation of the available toxicokinetic and toxicodynamic data for the Daminozide metabolite UDMH. On behalf of Fine Agrochemicals Ltd., June 2001. 

Not GLP, Unpublished.

Submitted by FAL
	

	IIA 5


	Rivendell Consulting Ltd.
	2001b
	Daminozide, information as required in Doc. SANCO/3042/99 rev. 0-3 (06.09.00). On behalf of Fine Agrochemicals Ltd., 21 December 2001.

Not GLP, Unpublished.

Submitted by FAL
	

	IIA 5.4


	Story DL, Cardona RA
	2001
	Daminozide: 1,1-dimethyl hydrazine genotoxicity & mechnaism of action. Report No. 880/17/2001, June 28, 2001.

GLP, Unpublished.

Submitted by CRO
	

	IIA 5.4

	Gudi, R.

Krsmanovic, L.
	2003
	In vivo micronucleus and chromosome aberration assay in mouse bone marrow

cells. Test article: B-Nine technical

BioReliance study no. AA72HH.123108.BTL; 22 May 2003

GLP

Not published

Submitted by CRO
	


B.7 Residue data

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not
	Reports on previous use in granting national authorizations

	None
	
	
	
	


B.8 Environmental fate and behaviour

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not
	Reports on previous use in granting national authorizations

	IIA 2.9.1/01
	Lengen, M.
	1982
	Hydrolysis of Daminozide

Generated by: Uniroyal Chemical

Submitted by: Uniroyal Chemical

Uniroyal file No. A.8.1.12

Date: February 1982

Not GLP, Unpublished

Submitted by CRO
	

	IIA 7.1.1.1.1/06
	Yu, W.
	1993
	Characterization of Volatiles from Daminozide Aerobic Soil Metabolism

Generated by: Uniroyal Chemical

Submitted by: Uniroyal Chemical

Uniroyal file No. not provided

Date: November 4, 1993

GLP, Unpublished

Submitted by CRO
	

	IIA 7.1.1.1.1/07
	Yu, W.

Kobryn, K.
	1993
	Daminozide Aerobic Soil Metabolism

Generated by: Uniroyal Chemical

Submitted by: Uniroyal Chemical

Uniroyal file No. A.8.1.21

Date: March 3, 1993

GLP, Unpublished

Submitted by CRO
	

	IIA 7.1.1.2.2/01
	Beeching, A.
	1987
	Determination of Adsorption Isotherms for Daminozide on Two Soils

Generated by:  Resource Consultants Cambridge Ltd.

Submitted by:  Fine Agrochemicals Limited

FAL file No.  (not provided)

Date:  June 6, 1987

Not GLP, Published

	

	IIA, 7.2.1.3.2/01
	De Vette, H.Q.M.  and C. van Es
	2002
	A study on the degradation of [14C] daminozide in two water/sediment systems.

TNO studynumber 01-2482/01, 2002
GLP, Unpublished.

Submitted by CRO
	


B.9 Ecotoxicology

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not
	Reports on previous use in granting national authorizations

	IIA 8.2.1.1/01
	Abram, F.
	1987
	The Toxicity of Daminozide to Rainbow Trout

Generated by:  Cross and Bevan Water Services

Submitted by:  Fine Agrochemicals Limited

File No.:  FAL 2

Date:  June 4, 1987

Not GLP, Unpublished


	

	IIA 8.2.6/01
	Abram, F.
	1987
	The Toxicity of Daminozide to a Green Alga

Generated By:  Cross and Bevan Water Services

Submitted By:  Fine Agrochemicals Limited

File No.:  FAL 4

Date:  June 4, 1987

Not GLP, Unpublished


	

	IIA 8.1.1.2/01
	Campbell, S.

Lynn, S.
	1992
	Alar Technical:  An Acute Oral Toxicity Study with the Mallard

Generated By:  Wildlife International, Ltd.

Submitted By:  Uniroyal Chemical

File No.: A.7.4.2.9  

Date:  July 31, 1992

GLP, Unpublished

Submitted by CRO
	

	IIA 8.3.1.1/01
	Davies, L.
	1987
	Report on a Laboratory Investigation into the Toxicity of Daminozide to Honey Bees (Apis mellifera)

Generated by:  Trent Polytechnic

Submitted by:  Fine Agrochemicals Limited

File No.:  FAL 5

Date:  August 1987

Not GLP, Unpublished


	

	IIA 8.2.4/03
	Lintott, D.
	1992
	Alar Technical:  Acute Toxicity to the Water Flea, Daphnia magna, Under Flow-through Test Conditions

Generated By:  Toxikon Environmental Sciences

Submitted By:  Uniroyal Chemical

File No.:  A.7.4.1.8

Date:  July 29, 1992

GLP, Unpublished

Submitted by CRO
	

	IIA 8.4.1/01
	Wyness, L.
	1995
	Daminozide:  Acute toxicity to the Earthworm Eisenia foetida

Generated by:  Hazleton Europe

Submitted by:  Fine Agrochemicals Limited

File No.:  FAL 6

Date:  May 1995 (final)

GLP, Unpublished


	

	IIA 8.2.1.1/01
	Abram, F.
	1987a
	The Toxicity of Daminozide to Rainbow Trout

Generated by:  Cross and Bevan Water Services

Submitted by:  Fine Agrochemicals Limited

File No.:  FAL 2

Date:  June 4, 1987

Not GLP, Unpublished


	

	IIA 8.2.6/01
	Abram, F.
	1987c
	The Toxicity of Daminozide to a Green Alga

Generated By:  Cross and Bevan Water Services

Submitted By:  Fine Agrochemicals Limited

File No.:  FAL 4

Date:  June 4, 1987

Not GLP, Unpublished


	

	IIA 8.3.1.1/01
	Davies, L.
	1987
	Report on a Laboratory Investigation into the Toxicity of Daminozide to Honey Bees (Apis mellifera)

Generated by:  Trent Polytechnic

Submitted by:  Fine Agrochemicals Limited

File No.:  FAL 5

Date:  August 1987

Not GLP, Unpublished


	

	IIA 8.4.1/01
	Wyness, L.
	1995
	Daminozide:  Acute toxicity to the Earthworm Eisenia foetida

Generated by:  Hazleton Europe

Submitted by:  Fine Agrochemicals Limited

File No.:  FAL 6

Date:  May 1995 (final)

GLP, Unpublished


	

	IIA 8.2.8/01
	Palmer et al.
	2001
	A 7-days toxicity test with duck weed (Lemna gibba G3)

Report Wildlife International, U.S.A. No. 117A-119, 15 November 2001.
GLP, Unpublished.

Submitted by CRO
	

	IIA 8.3.2/01
	Harwood et al.
	2000
	A laboratory evaluation of the side effects of daminozide on the predatory mite Typhlodromus pyri.

Inveresk Research Scotland

Inveresk Report Number 18099
GLP, Unpublished.

Submitted by FAL
	

	IIA 8.3.2/02
	Harwood et al.
	2000
	A laboratory evaluation of the side effects of Dazide 85 on the predatory mite Typhlodromus pyri.

Inveresk Research Scotland

Inveresk Report Number 18133
GLP, Unpublished.

Submitted by FAL
	

	IIA 8.2.3/03
	Taruza
	2001
	An extended laboratory test to determine the effect of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the predatory mite Typhlodromus pyri (Acari; Phytoseiidae).

Report Mambo-Tox Ltd. UK, no. UNI-01-1; 24 April 2001

GLP, Unpublished.

Submitted by CRO
	

	IIA 8.2.3/04
	Halsall
	2000
	A laboratory test to determine the effect of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the whitefly parasitoid Encarsia formosa Gahan (Hymenoptera, Aphelinidae).

Report Mambo-Tox Ltd. UK, no. UNI-00-2; 8 December 2000

GLP, Unpublished.

Submitted by CRO
	

	IIA 8.2.3/05
	Vinall
	2000
	A laboratory test to determine the effect of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the predatory bug Orius laevigatus.

Report Mambo-Tox Ltd. UK, no. UNI-00-3; 8 December 2000

GLP, Unpublished.

Submitted by CRO
	

	IIA 8.6/01
	Lengen
	2001
	Review of the effects of daminozide on non-target fauna and flora.

Report Uniroyal Chemical Co., Inc., Middlebury, CT, U.S.A., December 2001

Non GLP, Unpublished.

Submitted by CRO
	


APPENDIX IIIB

daminozide
List of studies which were submitted during the evaluation process and were not cited in the draft assessment report:

B.1 Identity, B.2 Physical and chemical properties, B.3 Data on application and further information, B.4 Proposals for classification and labelling, B.5 Methods of analysis

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	IIA 2.10/01
	Schocken, M. J.
	1999
	Gas-Phase Oxidation Rate and Half-life of Daminozide in the Troposphere

Uniroyal file no.: A.1.1.32

Date: April 16 1999

Not GLP, Unpublished
Submitted by CRO

	IIA 2.2/2.14
	Lumsden, A. M.
	1999a
	Daminozide Technical: Determination of Relative Density (EEC A3) and Surface Tension (EEC A5).

Report no.: 666/020

GLP study, not published

date: 24-06-99

Submitted by CRO

	IIA 2.7
	Lumsden, A. M.
	1999b
	Daminozide Technical: Determination of Organic Solvents (EEC A6) 

Report no.: 666/021

GLP study, not published

date: 24-06-99

Submitted by CRO

	IIA 2.2/2.3
	Tremain, S. P.
	1999
	Daminozide Technical: Determination of Flammability, Explosive Properties and Oxidising Properties 

Report no.: 666/022

GLP study, not published

date: 05-07-99

Submitted by CRO

	IIA 2.10/2.11

2.13
	Jackson, W. A.


	1999a
	Determination of some physical and chemical properties of 333267

Report no.: HT99/197,

GLP study, not published

Date: 28-09-1999

Submitted by FAL

	IIIA 2.3
	Jackson, W. A.


	1999b
	Determination of the flammability and auto-flammability characteristics of 333199

Report no.: HT99/196,

GLP study, not published

Date: 28-09-1999

Submitted by FAL

	IIA 2.2/ 2.6/2.7/2.112.14
	Thompson, A. K.
	1999a
	Physico chemical testing with daminozide,

Inveresk report: 17587,

GLP study, not published

Date: 10-10-1999

Submitted by FAL

	IIA 2.1
	Flack, I
	2000
	ALAR 85 SP - Relative self-ignition temperature.

Report Huntingdon Life Sciences, U.K. no. ALAR 10.002

GLP study, not published

Submitted by CRO

	IIA 4.2.1
	Riggs, A.S.
	2000
	Preliminary analysis of B-Nine technical

Report Uniroyal Chemical Co., Guelph, Ontario, Canada

No. GRL-11641, 28 July 2000

GLP study, not published

Submitted by CRO

	IIA 4.2
	White, G.A
	1999 a
	Analytical Method M485: High Performance Liquid Chromatographic Determination of Damonozide in technical Material and formulations,  date: 04-10-1999

Submitted by FAL

	IIA 4.2
	White, G.A
	1999b
	Validation of Analytical Method M485,

GLP study,

Date: 22-10-1999

Submitted by FAL

	IIA 4.2
	Smith, J. S. C.
	1999a
	Analytical Method M487, Determination of unsymmetrical dimethylhydrazine and N-nitroso dimethylamine by Gas Chromatography, 

Submitted by: Fine Agrochemical Ltd, date 14-10-1999.

	IIA 4.2
	Smith, J. S. C.
	1999b
	Validation of Analytical method M487

Submitted by: Fine Agrochemical Ltd , GLP study, not published

date 27-10-1999

	IIA 4.2.4
	Bacher, R
	2000
	Development and validation of an analytical method for the determination of daminozide in air.

Report PRTL Europe, Ulm, Germany, no. 99159, 28 March 2000

GLP study, not published

Submitted by CRO

	IIA 4.2.1
	Conditt, M.K. & Baumgardner, J.R.
	1988
	Gas chromatographic/mass spectrometric determination of daminozide in high protein food products.

J. Assoc. Off. Anal. Chem., Vol.71, No.4 (1988)

Not GLP, Published



	IIA 2.1
	Riggs, A.S.
	2003
	The boiling point of daminozide

Report Crompton Co. Research Laboratories Ontario, Canada No.GRL-12029

AL - 62

GLP, Unpublished

Submitted by CRO

	IIA 2.3
	Tremain, S.P.
	2001
	Determination of vapour pressure

Project no.: 666/059

Date : December 5, 2001

GLP, Unpublished

Submitted by CRO

	IIA 2.2/ 2.6/2.7/2.112.14
	Thompson, A. K.
	1999a
	Physico chemical testing with daminozide,

Inveresk report: 17587,

Date: 10-10-1999

GLP, Unpublished

Submitted by FAL

	IIA 2.15
	Comb, A..L.
	2001a
	Daminozide (technical) oxidising properties,

Report no.: FNA102/014401,

Date: December 17, 2001

GLP, Unpublished

Submitted by FAL

	IIA 2.15
	Flack,I
	2001a
	Daminozide (technical) oxidising properties,

Report no.: FNA102/014401,

Date: April 25, 2001

GLP, Unpublished

Submitted by CRO

	IIIA 2.2
	Comb, A..L.
	2001b
	Daminozide (Dazide 85) oxidising properties,

Report no.: FNA103/014403,

Date: December 17, 2001

GLP, Unpublished

Submitted by FAL

	IIIA 2.7
	Sydney, P.
	2001
	Dazide 85, Wettability and pH determination (after storage for 35 months),

Report no.: FNA099/013329,

Date: July 19, 2001

GLP, Unpublished

Submitted by FAL

	IIIA 2.2.5/2.4/2.72.8/
	Thompson, A. K.
	1999b
	Determination of the Physico-chemical Properties of Dazide 85,

Inveresk report: 17578,

Date: 10-10-1999

GLP, Unpublished

Submitted by FAL

	IIA 3.2.2
	Luckwill, L.C, & Silva, J.M.
	1979
	The effects of daminozide and gibberellic acid on flower initiation, growth and fruiting of apple cv Golden Delicious. J. Hort. Sci. 54, 217-223. 
Not GLP, Published

	IIA 3.2.2
	Menhenett, R. 
	1980
	Evidence that daminozide, but not Two Other Growth Retardants,Modifies the Fate of Applied Gibberellin A9 in Chrysanthemum morifolium Ramat. J. Exp.Bot. 31. 1631-1642. 
Not GLP, Published

	IIA 3.2.2/ 3.5
	Domir, S.C. & Brown G.K.
	1978
	Distribution and Metabolic Fate of [14C]-daminozide injected into silver maple and American sycamore seedlings. Pestic. Sci. 9, 27-32. 
Not GLP, Published

	IIA 3.5
	Brown, R., Kawaide, H., Yang, Y.Y., Rademacher, W. & Kamiya, Y.


	1997
	Daminozide and prohexadione have similar modes of action as inhibitors of the late stages of gibberellin metabolism. Physiologia Plantarum 101: 309-313. 
Not GLP, Published

	IIA 3.5
	Dannals, L. E., Puhl, J.R. & Kucharcyzk N 
	1974
	Dissipation and degradation of Alar®  in  soils  under  greenhouse  conditions.  Archives of environmental contamination and toxicology, Vol. 2, No. 3, 213-221. 
Not GLP, Published

	IIA 3.5
	Domir, S.C.
	1980
	Fate of [14C]-Daminozide and [14C]-Maleic Hydrazide in American Eims (Ulmus americanaL.). Pestic. Sci. 11, 418-422. 
Not GLP, Published

	IIA 3.5
	Griggs, DL., Hedden, P., Temple-Smith, K.E. & Rademacher, W.
	1991
	Phytochemistry, Vol. 30, No. 8, pp. 2513-2517, 1991. 
Not GLP, Published

	IIA 3.5
	Kamiya Y., Nakayama I. & Kobayashi M.
	1992
	Useful probes to study the biosynthesis of gibberellins. Progress in Plant Growth Regulation, 555-565. 1992. 
Not GLP, Published

	IIA 3.5
	Nakayama, I., Miyazawa, T,, Kobayashi, M., Kamiya, Y., Abe, H. & Sakurai, A.
	1990a
	Effects of a new plant growth regulator prohexadione calcium (BX-112) on shoot elongation caused by exogenously applied gibberellins in rice (Oryza sativa L.) seedlings. 1990. Plant cell physiol. 31(2): 195-200 (1990). 
Not GLP, Published

	IIA 3.5
	Nakayama, I., Kamiya, Y., Kobayashi, M., Abe, H. & Sakurai, A.
	1990b
	Effects of a new plant growth regulator, prohexadione, on the biosynthesis of gibberellins in cell-free systems derived from immature seeds. Plant Cell Physiol. 31: 1183-1190. 
Not GLP, Published

	IIA 3.5
	Royal Society of Chemistry
	1998
	Metabolic Pathways of Agrochemicals, Part One, Herbicides and Plant Growth Regulators, 781-783. 
Not GLP, Published

	IIA 4.2
	White, G.A
	1999 a
	Analytical Method M485: High Performance Liquid Chromatographic Determination of Damonozide in technical Material and formulations,  date: 04-10-1999

GLP, Unpublished

Submitted by FAL

	IIA 4.2
	White, G.A
	1999b
	Validation of Analytical Method M485,

Date: 22-10-1999

GLP, Unpublished

Submitted by FAL

	IIA 4.2
	Smith, J. S. C.
	1999a
	Analytical Method M487, Determination of unsymmetrical dimethylhydrazine and N-nitroso dimethylamine by Gas Chromatography, 

Submitted by: Fine Agrochemical Ltd, date 14-10-1999.

GLP, Unpublished

	IIA 4.2
	 Smith, J. S. C.
	1999b
	Validation of Analytical method M487

Submitted by: Fine Agrochemical Ltd , 

date 27-10-1999

GLP, Unpublished

	IIA 4.3.1
	Xu, A.X.
	2001
	Analytical method for determining UDMH in soil.

Report Uniroyal Chemical CO. Incl., USA, no. 2000-087

Date: 21 November 2001

GLP, Unpublished

Submitted by CRO

	IIA 4.3.2
	Meeuwsen, M.C.T.J.
	2001
	Validation of the determination of daminozide in drinking water, no.V3455

Date: 9 March 2001

GLP, Unpublished

Submitted by CRO

	IIA 4.3.3
	Bacher,R
	2000
	Development and Validation of an Analytical method for the Determination of Daminozide in Air,

UCC study no. 99159

GLP, Unpublished

Submitted by CRO

	IIA 4.2.2/01
	Parsons, A.H.
	2002
	Validation of Analytical Method M523 “Gas chromatographic determination of residues of daminozide in soil”

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J13923/C

Date: 25 may 2002

GLP

Unpublished

	IIA 4.2.2/02
	Parsons, A.H.
	2002
	Validation of Analytical Method M524 “Gas chromatographic determination of residues of unsymmetrical dimethylhydrazine in soil”

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J14139

Date: 25 June 2002

GLP

Unpublished

	IIA 4.2.3
	Parsons, A.H.
	2002
	Validation of Analytical Method M522 “Gas chromatographic determination of residues of daminozide in water”

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J13923/B

Date: 7 October 2002

GLP

Unpublished

	IIA 4.2.4/01
	Parsons, A.H.
	2002
	Validation of Analytical Method M521 “Gas chromatographic determination of residues of daminozide in air monitoring tubes”

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J13923/A

Date: 15 April 2002

GLP

Unpublished

	IIA 4.2.4/02
	Parsons, A.H.
	2002
	Determination od the capacity of the sampling tubes used for the determination of daminozide in air (breakthrough test)

Generated by: GC laboratories Ltd.

Submitted by: Fine Agrochemicals 

Report No. J14277

Date: 21 October 2002

GLP

Unpublished


B.6 Toxicology and metabolism

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	IIA 5.1.1/03
	Fathulla, R.N.
	1999
	Pharmocokinetics, bilary excretion, mass balance, and tissue distribution of [14C-methyl-]-daminozide following a single oral dose in male rats.

Report Covance Laboratories inc., USA Project No. 6111-160 (Uniroyal 99097): 22 December 1999

GLP, Unpublished

Submitted by CRO

	IIA 5.5
	Cabral, R., Hakoi, K., Hassegawa, R & Ito, N.
	1995
	Lack of carcinogenicity of daminozide, alone or in combination with its contaminant 1,1-dimethylhydrazine, in a medium-term bioassay.

Teratogenesis, Carcinogenesis and, Mutagenesis 15:307-312 (1995).

Not GLP, Published



	IIA 5.5
	Hastings, C.E., Cardona, R.A., Frith, D.E. & Carlborg, F.W.
	1989
	The effect of extra histopathology sectioning on lung tumor incidence in CD-1 mice.

Toxicologist, 9:206 (1989)

Not GLP, Published



	IIA 5.9
	Lander, F. & Ronne, M.
	1995
	Frequency of sister chrmatid exchange and hematological effects in pesticide-exposed greenhouse workers.

Scandinavian Journal of Work Environment & Health, 21(4), 1995

Not GLP, Published



	IIA 5.4
	Benning V, Brault D, Duvinage C, Thybaud V, Melcion C
	1994
	Validation of the in vivo CD1 mouse splenocyte micronucleus test. Mutagenesis 9(3):199-204.
Not GLP, Published.

	IIA 5.8


	Cardona RA
	2001
	Discussion of the genotoxicity/carcinogenicity of UDMH. Pposition paper, Uniroyal Chemical, December 2001.

Not GLP, Unpublished.

Submitted by CRO

	IIA 5


	Dykstra AC
	2001
	Letter to CTB, subject: ALAR 85 SP/daminozide – EU commitments, ALAR 64SP – 8589N. Reference 880/ada/let/106/2001, 23 May 2001.

Not GLP, Unpublished.

Submitted by CRO

	IIA 5.1


	Fathulla, RN
	1999
	Pharmacokinetics, biliary excretion, mass balance, and tissue distribution of [14C-methyl]-daminozide following a single oral dose on male rats. Covance Laboratories Inc: 6111-160 (Uniroyal 99097)

GLP, Unpublished.

Submitted by CRO

	IIA 5/IIIA 7.2


	Jagt KE van der, Ravensberg JC, de Wolf JM, Links IHM
	2002
	Dislodgeable foliar residue determination of daminozide, UDMH and NDMA, and air monitoring of UDMH, NDMA and formaldehyde, following indoor treatment of ornamental plants with ALAR 64 SP, TNO Report V3876.

Submitted by CRO

	IIA 5.8


	Maronpot RR, Harada T, Murthy ASK, Boorman GA
	1989
	Documenting foci of hepatocellular alteration in two-year carcinogenicity studies: current practices of the National Toxicology Program. Toxicologic Pathology, 17(4):675-684.

Not GLP, Published.

	IIA 5.8


	Rivendell Consulting Ltd.
	2001a
	Evaluation of the available toxicokinetic and toxicodynamic data for the Daminozide metabolite UDMH. On behalf of Fine Agrochemicals Ltd., June 2001. 

Not GLP, Unpublished.

Submitted by FAL

	IIA 5


	Rivendell Consulting Ltd.
	2001b
	Daminozide, information as required in Doc. SANCO/3042/99 rev. 0-3 (06.09.00). On behalf of Fine Agrochemicals Ltd., 21 December 2001.

Not GLP, Unpublished.

Submitted by FAL

	IIA 5.4


	Story DL, Cardona RA
	2001
	Daminozide: 1,1-dimethyl hydrazine genotoxicity & mechnaism of action. Report No. 880/17/2001, June 28, 2001.

GLP, Unpublished.

Submitted by CRO

	IIA 5.4


	Sasaki YF, Saga A, Akasaka M, et al.
	1998
	Organ-specific genotoxicity of the potent rodent colon carcinogen 1,2-dimethylhydrazine and three hydrazine derivatives: difference between intraperitoneal and oral administration, Mutat Res 415:1-12

Not GLP, Published.

	IIA 5.8


	TNO
	2001
	Assessment of the statements of Rivendell and Uniroyal Chemical Company (UCC) on genotoxicity and mode of action underlying carcinogenicity of UDMH, Oktober 2001.

Not GLP, Unpublished.

	IIA 5.8


	Williams GM
	1989
	The significance of chemically-induced hepatoocellular altered foci in rat liver and application to carcinogen detection. Toxicologic Pathology, 17(4):663--674.

Not GLP, Published.

	IIA 5.4

	Gudi, R.

Krsmanovic, L.
	2003
	In vivo micronucleus and chromosome aberration assay in mouse bone marrow

cells. Test article: B-Nine technical

BioReliance study no. AA72HH.123108.BTL; 22 May 2003

GLP

Not published

Submitted by CRO


B.7 Residue data

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	None.
	
	
	


B.8 Environmental fate and behaviour

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	IIA, 7.2.1.3.2/01
	De Vette, H.Q.M.  and C. van Es
	2002
	A study on the degradation of [14C] daminozide in two water/sediment systems.

TNO studynumber 01-2482/01, 2002
GLP, Unpublished.

Submitted by CRO


B.9 Ecotoxicology

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	III 10.5/IIA 8.3.2/01
	Vinall, S
	1999
	A laboratory test to determine the effects of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the predatory mite, Typhlodromus pyri.

Report Agrochemical Evaluation Unit, U.K.: report number UNI-99-8/ALAR 51.001 of 16 June 1999

GLP, Unpublished

Submitted by CRO

	III 10.5/IIA 8.3.2/02
	Baxter, I
	1999
	A laboratory test to determine the effects of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the parasitic wasp, Aphidius rhopalosiphi.

Report Agrochemical Evaluation Unit, U.K.: report number UNI-99-9/ALAR 51.002 of 9 August 1999

GLP, Unpublished

Submitted by CRO

	III 10.5/IIA 8.3.2/03
	Baxter, I
	1999
	A laboratory test to determine the effects of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the ground beetle, Poecilius cupreus.

Report Agrochemical Evaluation Unit, U.K.: report number UNI-99-10/ALAR 51.003 of 24 June 1999

GLP, Unpublished

Submitted by CRO

	III 10.5/IIA 8.3.2/04
	Barton, R
	1999
	A laboratory test to determine the effects of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the green lacewing, Chrysopera carnea.

Report Agrochemical Evaluation Unit, U.K.: report number UNI-99-11/ALAR 51.004 of 7 July 1999

GLP, Unpublished

Submitted by CRO

	IIA 8.2.8/01
	Palmer et al.
	2001
	A 7-days toxicity test with duck weed (Lemna gibba G3)

Report Wildlife International, U.S.A. No. 117A-119, 15 November 2001.
GLP, Unpublished.

Submitted by CRO

	IIA 8.3.2/01
	Harwood et al.
	2000
	A laboratory evaluation of the side effects of daminozide on the predatory mite Typhlodromus pyri.

Inveresk Research Scotland

Inveresk Report Number 18099
GLP, Unpublished.

Submitted by FAL

	IIA 8.3.2/02
	Harwood et al.
	2000
	A laboratory evaluation of the side effects of Dazide 85 on the predatory mite Typhlodromus pyri.

Inveresk Research Scotland

Inveresk Report Number 18133
GLP, Unpublished.

Submitted by FAL

	IIA 8.2.3/03
	Taruza
	2001
	An extended laboratory test to determine the effect of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the predatory mite Typhlodromus pyri (Acari; Phytoseiidae).

Report Mambo-Tox Ltd. UK, no. UNI-01-1; 24 April 2001

GLP, Unpublished.

Submitted by CRO

	IIA 8.2.3/04
	Halsall
	2000
	A laboratory test to determine the effect of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the whitefly parasitoid Encarsia formosa Gahan (Hymenoptera, Aphelinidae).

Report Mambo-Tox Ltd. UK, no. UNI-00-2; 8 December 2000

GLP, Unpublished.

Submitted by CRO

	IIA 8.2.3/05
	Vinall
	2000
	A laboratory test to determine the effect of ALAR 85 SP (an 850 g/kg water-soluble powder formulation of daminozide) on the predatory bug Orius laevigatus.

Report Mambo-Tox Ltd. UK, no. UNI-00-3; 8 December 2000

GLP, Unpublished.

Submitted by CRO

	IIA 8.6/01
	Lengen
	2001
	Review of the effects of daminozide on non-target fauna and flora.

Report Uniroyal Chemical Co., Inc., Middlebury, CT, U.S.A., December 2001

Non GLP, Unpublished.

Submitted by CRO


APPENDIX IV
List of uses supported by available data

DAminozide
	Crop 
and/or situation
(a)
	Member

State

or

Country
	Product

name
	F

G

or

I

(b)
	Pests or

Group of pests

controlled
(c)
	Formulation
	Application
	Application rate 
per treatment
	PHI
(days)

(l)
	Remarks:
(m)

	
	
	
	
	
	Type

(d-f)
	Conc.

of as

(i)
	method

kind

(f-h)
	growth

stage & season

(j)
	number

min   max

(k)
	interval between applications (min)
	kg as/hl

min   max
	water l/ha

min   max
	kg as/ha

min   max
	
	

	flowers, ornamentals
	France
	Alar 85
	G
	growth regulation
	SP
	850g/kg
	spray on foliage
	variable * 
	1 or 2
	
	0,106-0,425
	1000-2000
	1.06-8.5
	n.a.
	application timing dependant upon species and variety

	potchrysanthemum
	United Kingdom, Ireland

Belgium, France, Netherlands, United Kingdom
	B-Nine

Dazide 85
	G

G


	growth regulation

growth regulation
	WP

SP
	850 g/kg

850 g/kg
	compressed air or power sprayers

overall
	when the breaks are 15-25 mm long.
	2

2-3
	10-14

10
	T1:0,2125 

T2: 0,10625

0,2125
	1000-1500 in the winter (T1) and 1500-2000 in the summer (T2)
	T1: 2.125-3.1875

T2: 1.594-2.125
	n.a.
	T1 first application

T2 second application

	standard chrysan-themum
	United Kingdom, Ireland

Belgium, France, Netherlands, United Kingdom
	B-Nine

Dazide 85
	G

G
	growth regulation

growth regulation
	WP

SP
	850 g/kg

850 g/kg


	compressed air or power sprayers

overall
	2-3 days before disbudding.
	2-3

2 
	7-10

14
	1 x 0,425 

   or

2 x 0,2125

0,2125
	1000-15000
	4.25-6.375
	n.a.


	

	spray chrysanthemums
	United Kingdom, Ireland

Belgium, France, Netherlands, United Kingdom
	B-Nine

Dazide 85
	G

G


	growth regulation

growth regulation
	WP

SP
	850 g/kg

850 g/kg


	compressed air or power sprayers

overall
	2 weeks after the start of short days
	1

2
	14
	0,0531

0,051-0,106
	1000-1500

1000-2000
	0.531-0797
	n.a.
	

	bedding

plants
	United Kingdom, Ireland

Belgium, France, Netherlands, United Kingdom
	B-Nine

Dazide 85
	G

G


	growth regulation

growth regulation
	WP

SP
	850 g/kg

850 g/kg


	compressed air or power sprayers

overall
	from 2 weeks after pricking out
	1

1
	
	0,255

0,2125
	1000

1000-2000
	2.55
	n.a.
	Aster, Stock, Phlox, Zinnia, Petunia, Marigold, Salvia, Anthirrhinum, Mesembryanthemum

	Azaleas
	United Kingdom, Ireland

Belgium, France, Netherlands, United Kingdom
	B-Nine

Dazide 85
	G

G
	growth regulation

growth regulation
	WP

SP
	850 g/kg

850 g/kg
	compressed air or power sprayers

overall
	when the new growth is 25-50 mm.long
	2

1
	7
	1 x 0,2125

or 

2 x 0,1275

0,2125
	1000-2000

1000-2000
	2.125-4.25
	n.a.
	

	Hydrangeas
	United Kingdom, Ireland

Belgium, France, Netherlands, United Kingdom
	B-Nine

Dazide 85


	G

G
	growth regulation

growth regulation
	WP

SP
	850 g/kg

850 g/kg
	compressed air or power sprayers

overall
	when the new growth is 25-50 mm.long
	2

1
	7
	1 x 0,2125

or 

2 x 0,1275

0,2125
	1000-1500

1000-2000
	2.16-3.83
	n.a.
	

	Ornamentals; e.g. Chrysan-themum,

azalea, forsythia, bedding plants, potplants
	Netherlands
	Alar 64 SP
	G
	inhibition of internodal elongation
	SP
	640 g/kg
	high volume foliar spray
	varies per species
	1-3
	
	0,1-0,25
	1000
	1-2.5
	n.a.
	

	Ageratum, nemesia
	Belgium, France, Netherlands, United Kingdom
	Dazide 85


	G
	growth regulation
	SP
	850 g/kg
	overall
	
	1
	
	0,2125
	1000-2000
	
	n.a.
	

	Calceolaria, Campanula, Dahlia, Gloxinia, Impatiens, Kalanchoë
	Belgium, France, Netherlands, United Kingdom
	Dazide 85


	G
	growth regulation
	SP
	850 g/kg
	overall
	
	1
	
	0,106-0,2125
	1000-2000
	
	n.a.
	

	ornamentals and bedding plants
	Denmark
	Alar 85
	G
	growth regulator
	SP
	850 g/kg
	spraying to runoff,

overall
	from 2 weeks after transplanting to just before flowering
	1-5
	
	0,085-0,34

or

0,255-0,51
	500-1500
	0.425-7.8
	n.a.
	must not be used for edible crops.

	Flowers and ornamentals
	Italy
	Alar 85
	G
	growth regulator
	SP
	850 g/kg
	plant application
	pre-flowering
	2-3
	min 24 hour in glass-house
	0,17-0,25
	400-600 suggests spraying
	0,7 -1,5

id.
	n.a.
	

	ornamentals
	Greece
	Alar 85
	G
	growth regulator
	SP
	850 g/kg
	spraying
	growing plants
	1-2
	
	0.21-0.64 (2 applications at 0.13 only)
	1000-1500
	2.1-9.6
	50 days
	

	ornamentals and cutflowers
	Spain, Portugal
	Alar 85
	G
	growth retardant and flower induction
	SP
	850 g/kg
	high volume spray
	medium stage
	2-3
	
	0.13-0.64 (2 applications at 0.13 only)
	1000-1500
	0. 0.12-9.6
	n.a.
	


	Remarks:
	(a)

(b)
(c)
(d)
(e)
(f)
(g)
(h)
	For crops, the EU and Codex classifications (both) should be used; where relevant, the use situation should be described (e.g. fumigation of a structure)
Outdoor or field use (F), glasshouse application (G) or indoor application (I)
e.g. biting and suckling insects, soil born insects, foliar fungi, weeds
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
GCPF Codes - GIFAP Technical Monograph No 2, 1989
All abbreviations used must be explained
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between
the plants - type of equipment used must be indicated
	
	(i)
(j)


(k)

(l)
(m)

	g/kg or g/l
Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
The minimum and maximum number of application possible under practical conditions of use must be provided
PHI - minimum pre-harvest interval
Remarks may include: Extent of use/economic importance/restrictions


� OJ No L 366, 15.12.1992, p.10.


� OJ No L 259, 13.10.2000, p.27.


� OJ No L 107, 28.04.1994, p.8.


� OJ No L 225, 22.09.1995, p.1.


� Opinion of the Scientific Panel on Plant Health, Plant Protection Products and their Residues on a request from the Commission related to the evaluation of daminozide in the context of Council Directive 91/414//EEC


� Entries are based on information received from the Notifier(s) and in certain cases Member States. Neither the Commission nor


   the Member States are responsible for the completeness or validity of this information received.


� Submitted by Crompton Europe Ltd (formerly Uniroyal Chemical)


� submitted by Fine Agrochemicals Ltd





