Official Gazette RS, No. 28/2005 from 18 March 2005


On the basis of third paragraph of Article 4 of the Act on Plant Protection Products (Official Gazette of the Republic of Slovenia, no. 11/01) the Minister of Agriculture, Forestry and Food hereby issues

RULES

On additional standard phrases for risk and safety precautions for plant protection products 

Article 1

(1) These rules, in accordance with Commission Directive No. 2003/82/EC from 11 September 2003 amending Council Directive 91/414/EEC as regards standard phrases for special risk and safety precautions for plant protection products (OJ L No. 228 from 12.9.2003, p.11, and all amendments; here and after: Directive 2003/82/EC), establish additional standard phrases for risk and safety precautions and criteria for their use in labeling of plant protection products (here and after: PPP), which contain active substances, included in the list of active substances, authorized for placing on the market and use in EU Member States (here and after: the list), as determined in rules on active substances, included in the list and re-registration of PPP containing such substances.

(2) Additional standard phrases for special risk and safety precautions enable uniform labeling of PPP and use of uniform special risk mitigation measures at risk that might arise in use of PPP. 



Article 2

(1) Additional standard phrases for special risks for humans and the environment (RS phrases) are indicated in Annex 1as component of these rules. 

(2) Additional standard phrases for special safety precautions for human and environment protection (SP phrases) are indicated in Annex 2 as component of these rules. 

(3) Transitional harmonization period for certain active substances, already included in the list, is indicated in Annex 3 as component of these rules. 

Article 3

(1) In addition to standard phrases, provided in rules on classification, labeling and packaging of dangerous substances and preparations, PPP containing active substances, included in the list, have to be labeled with addition standard phrases for risk and safety precautions from Annex 1 an 2 of these rules. 

(2) Authorization holders or applicants for authorization, prolongation or modification of authorization of PPP containing active substances from Annex 3 of these rules, shall in deadline, provided in Annex 3, amend the labels and safety data sheets with additional standard phrases from Annex 1 and 2; they shall send a notification with documentation concerning these phrases to FURS. 

(3) For PPP containing two or more active substances, included in the list, for which different deadlines for re-registration or different deadlines in Annex 3 are indicated, the latest deadline shall be taken into consideration.

Article 4

In derogation of second paragraph of previous article, PPP containing active substances from Annex 3, which were already placed on the market and use before 30. July 2004, are allowed to remain on the shelves with old label until expiry date relevant to normal conditions of their storage. 

Article 5

With implementation of these rules, Rules on additional standard phrases for risk and safety precautions for PPP (Official Gazette, No. 31/04) cease to apply.

Article 6

These Rules shall come in force on the fifteenth day following the day of publication in the Official Gazette of the Republic of Slovenia.

No.: 327-02-104/2005

Ljubljana, 1.March 2005.

EVA: 2005-2311-0021

Marija Lukačič
      MAFF

Annex 1

Standard phrases for special risks for humans and the environment

This Annex indicates additional standard phrases for risk precautions, which shall be put on the label of PPP as supplement of the standard phrases, defined with rules on classification, labeling and packaging of dangerous substances and preparation. These provisions shall also be used for PPP containing microorganisms and viruses as active substances.

When dermal and respiratory sensitisation is in question, the labeling of PPP containing active substances from previous paragraph shall also reflect measures from rules, defining data requirements for evaluation and registration of active substances and PPP. 

1 Standard phrases for special  risks 

1.1 Special risk related to humans (RSh)

RSh 1
Strupeno v stiku z očmi.

RSh 2
Lahko povzroči preobčutljivost na svetlobo.

RSh 3
Stik s hlapi povzroča opekline kože in oči, stik s tekočino povzroča ozebline.

1.2 Special risk related to the environment (RSe)

No additional phrases.

2 Attribution crtieria for standard phrases for special risks

2.1 Attribution criteria for standard phrases for special risks related to humans
RSh 1

Strupeno v stiku z očmi.

This phrase shall be added on the label when the eye irritating test in accordance with point 7.1.5 of the Annex to rules defining data requirements for registration and evaluation of PPP clearly indicates systemic toxicity (e.g. related to cholinesteraze inhibition) or mortality of tested animals, as likely result of absorption of active substance through mucous membranes of the eye. The phrase shall be added also in case of evidence in humans for systemic toxicity after eye contact. 

In cases from previous paragraph eye protection shall be specified according to general provisions of Annex 2 of these rules. 

RSh 2

Lahko povzroči preobčutljivost na svetlobo.

This phrase shall be added on the label where there is clear evidence from experimental systems or documented human exposure that products show photosensitising effects. The phrase shall also be applied to products containing > 1 % (w/w) concentration of given active substance or formulation ingredient, which shows photosensitising effects in humans.

Personal protective measures should be specified in these cases, as outlined in the general provisions of Annex 2 of these rules.
RSh 3
Stik s hlapi povzroča opekline kože in oči, stik s tekočino povzroča ozebline.

The phrase shall be added on the label of PPP being formulated as liquefied gas, where appropriate.

Personal protective measures should be specified in these cases, as outlined in the general provisions of Annex 2 of these rules.

In cases where PPP is labeled with phrase R34 or R35 according to Rules concerning classification, labeling and packaging of dangerous preparations, the phrase RSh 3 shall not be used.
2.2 Attribution criteria for standard phrases for special risks related to the environment
No additional phrases.

Annex 2

Standard phrases for safety precautions for the protection of humans and the environment

This Annex indicates additional standard phrases for safety precautions, which shall be put on the label of PPP as supplement of the standard phrases, defined with rules on classification, labeling and packaging of dangerous substances and preparation. These provisions shall also be used for PPP containing microorganisms and viruses as active substances.

When dermal and respiratory sensitisation is in question, the labeling of PPP containing active substances from previous paragraph shall also reflect measures from rules, defining data requirements for evaluation and registration of active substances and PPP. 

1 General provisions

All PPP shall be labeled with following phrase, supplemented with appropriate text in brackets: 

 SP 1
S sredstvom ali njegovo embalažo ne onesnaževati vode. (Naprav za nanašanje ne čistiti ali izplakovati v bližini površinskih voda/ Preprečiti onesnaženje preko drenažnih in odtočnih jarkov na kmetijskih zemljiščih in cestah). 

2
Specific safety precautions

2.1 Safety precautions for operators (SPo)

2.1.1
General provisions

a) Supplement suitable personal protective equipment for operators and specific elements of this equipment (e.g. coveralls, apron, gloves, sturdy shoes, rubber boots, face protection, face shield, tightly fitting glasses, hat, hood or respirator of a specified type) may be identified beside prescribed standard phrases applicable according to the rules on classification, labeling and packaging of dangerous substances and preparation. 
b) Further tasks may be identified which require particular protective equipment, such as

mixing, loading or handling the undiluted product, applying or spraying the diluted product, handling recently treated materials like plants or soil or entering recently treated areas. 
c) Specific requirements for engineering controls may be added, such as:

-
a closed transfer system must be used when transferring the pesticide from the product container to the spray tank,

-
the operator must work within a closed cabin (with an air conditioning/air filtration system) during spraying, 

-
engineering controls may replace personal protective equipment if they provide an equal or higher standard of protection.

2.1.2
Specific provisions

SPo 1
Ob stiku s kožo odstraniti sredstvo s suho krpo in sprati kožo z obilo vode.

SPo 2
Po uporabi oprati vso zaščitno obleko.

SPo 3
Po zažigu sredstva ne vdihavati dima in takoj zapustiti tretirano območje.

SPo 4
Embalažo odpreti na prostem in v suhih razmerah.

SPo 5
Pred ponovnim vstopom temeljito zračiti tretirane površine / rastlinjake  /določi se čas/ dokler se nanešeno sredstvo ne posuši 

2.2 Safety precautions related to the environment (SPe)

SPe 1
Zaradi zaščite podtalnice/talnih organizmov ne uporabljati tega ali drugih sredstev, ki vsebujejo (navede se aktivno snov ali skupino aktivnih snovi) več kot (navede se časovno obdobje ali število tretiranj)


SPe 2
Zaradi zaščite podtalnice/vodnih organizmov ne uporabljati na (navede se tip tal ali druge posebne razmere) tleh 

SPe 3
Zaradi zaščite vodnih organizmov/neciljnih rastlin/neciljnih členonožcev/žuželk upoštevati netretiran varnostni pas (navede se razdaljo) do nekmetijske površine / vodne površine.

SPe 4
Zaradi zaščite vodnih organizmov / neciljnih rastlin ne uporabljati na neprepustnih površinah kot so asfalt, beton, tlak, železniški tiri in drugih površinah, kjer je velika nevarnost odtekanja.

SPe 5
Zaradi zaščite ptic / divjih vrst sesalcev je treba sredstvo popolnoma vdelati v tla; zagotoviti, da je sredstvo v celoti vdelano v tla tudi na koncih vrst 

SPe 6
Zaradi zaščite ptic / divjih vrst sesalcev odstraniti razsuto sredstvo

SPe 7
Ne tretirati v času valjenja ptic.

SPe 8
Nevarno za čebele/ Zaradi zaščite čebel in drugih žuželk opraševalcev ne tretirati rastlin med cvetenjem/ Ne tretirati v času paše čebel / Med tretiranjem in  (navede se časovno obdobje) po tretiranju odstraniti ali pokriti čebelje panje / Ne tretirati v prisotnosti cvetočega plevela / Odstraniti plevel pred cvetenjem / Ne tretirati pred (navede se časovno obdobje).
2.3 Safety precautions related to good agricultural practice

SPa 1
Zaradi preprečevanja nastanka odpornosti ne uporabljati tega ali drugih sredstev, ki vsebujejo (navede se aktivno snov ali skupino aktivnih snovi) več kot (navede se časovno obdobje ali število tretiranj).


2.4 Safety precautions for rodenticides

SPr 1
Vabe je treba nastaviti varno, tako da je tveganje zaužitja za druge živali minimalno. Zavarovati  vabe tako, da jih glodavci ne morejo raznesti 

SPr 2
Tretirano območje je treba v času tretiranja označiti. Navesti je treba nevarnost zastrupitve (neposredne ali posredne) z antikoagulanti in ustrezne antidote. 

SPr 3
Poginule glodace je treba  odstraniti s tretiranega območja sproti, vsak dan v času tretiranja, vendar ne v zabojnike za odpadke ali odlagališča smeti 

3 Attribution criteria for standard phrases for specific safety precautions
3.1 Introduction: 

Plant-protection products are only authorised for specified uses, which are acceptable on the basis of an assessment according to the uniform principles laid down in rules defining uniform principles for evaluation and registration of plant protection products.

Specific safety precautions shall reflect the results of assessments from previous paragraph and shall be applied in particular in those cases where risk-mitigation measures are necessary to prevent unacceptable effects. 

3.2 Attribution criteria for standard phrases for safety precautions for operators
SPo 1


Ob stiku s kožo odstraniti sredstvo s suho krpo in sprati kožo z obilo vode.

The phrase shall be assigned for plant-protection products containing ingredients which may react violently with water, such as aluminium phosphide.

SPo 2

Po uporabi oprati vso zaščitno obleko.

The phrase is recommended when protective clothing is required to protect operators. It is obligatory for all plant protection products classified as T or T+.

SPo 3


Po zažigu sredstva ne vdihavati dima in takoj zapustiti tretirano območje.

The phrase may be assigned to plant-protection products used for fumigation in cases where the use of a respiratory mask is not warranted.

SPo 4


Embalažo odpreti na prostem in v suhih razmerah.

The phrase shall be assigned to plant-protection products containing active substances which may react violently with water or damp air, such as aluminium phosphide, or which may cause spontaneous combustion, such as (alkylenebis-) dithiocarbamates. This phrase may also be assigned to volatile products classified with R20, 23 or 26. Expert judgement must be applied in individual cases, to assess whether the properties of the preparation and the packaging are such as to cause harm to the operator. 

SPo 5


Pred ponovnim vstopom temeljito zračiti tretirane površine / rastlinjake  /določi se čas/ dokler se nanešeno sredstvo ne posuši.

The phrase may be assigned to plant-protection products used in greenhouses or other confined spaces, such as stores.
3.3 Attribution criteria for standard phrases for safety precautions related to the environment
SPe 1


Zaradi zaščite podtalnice/talnih organizmov ne uporabljati tega ali drugih sredstev, ki vsebujejo (navede se aktivno snov ali skupino aktivnih snovi) več kot (navede se časovno obdobje ali število tretiranj).


The phrase shall be assigned to plant-protection products for which an evaluation according to the rules on uniform principles shows for one or more of the labelled uses that risk-mitigation measures are necessary to avoid accumulation in soil, effects on earthworms or other soil-dwelling organisms or soil microflora and/or contamination of groundwater.
SPe 2

Zaradi zaščite podtalnice/vodnih organizmov ne uporabljati na (navede se tip tal ali druge posebne razmere) tleh.

The phrase may be assigned as a risk-mitigation measure to avoid any potential contamination of groundwater or surface water under vulnerable conditions (e.g. associated to soil type, topography or for drained soils), if an evaluation according to the uniform principles shows for one or more of the labelled uses that risk-mitigation measures are necessary to avoid unacceptable effects.

SPe 3


Zaradi zaščite vodnih organizmov/neciljnih rastlin/neciljnih členonožcev/žuželk upoštevati netretiran varnostni pas (navede se razdaljo) do nekmetijske površine / vodne površine.

The phrase shall be assigned to protect non-target plants, non-target arthropods and/or aquatic organisms, if an evaluation according to the rules on uniform principles shows for one or more of the labelled uses that risk-mitigation measures are necessary to avoid unacceptable effects.

SPe 4


Zaradi zaščite vodnih organizmov / neciljnih rastlin ne uporabljati na neprepustnih površinah kot so asfalt, beton, tlak, železniški tiri in drugih površinah, kjer je velika nevarnost odtekanja.

Depending on the use pattern of the plant-protection product, the phrase may be assigned to mitigate the risk of run-off in order to protect aquatic organisms or non-target plants.

SPe 5


Zaradi zaščite ptic / divjih vrst sesalcev je treba sredstvo popolnoma vdelati v tla; zagotoviti, da je sredstvo v celoti vdelano v tla tudi na koncih vrst 

The phrase shall be assigned to plant-protection products, such as granules or pellets, which must be incorporated to protect birds or wild mammals.
SPe 6


Zaradi zaščite ptic / divjih vrst sesalcev odstraniti razsuto sredstvo

The phrase shall be assigned to plant-protection products, such as granules or pellets, to avoid uptake by birds or wild mammals. It is recommended for all solid formulations, which are used undiluted.

SPe 7


Ne tretirati v času valjenja ptic.

The phrase shall be assigned when an evaluation according to the rules on uniform principles of evaluation and registration of PPP shows that for one or more of the labelled uses such a mitigation measure is necessary.

SPe 8


Nevarno za čebele/ Zaradi zaščite čebel in drugih žuželk opraševalcev ne tretirati rastlin med cvetenjem/ Ne tretirati v času paše čebel / Med tretiranjem in  (navede se časovno obdobje) po tretiranju odstraniti ali pokriti čebelje panje / Ne tretirati v prisotnosti cvetočega plevela / Odstraniti plevel pred cvetenjem / Ne tretirati pred (navede se časovno obdobje).
The phrase shall be assigned in cases,  for which an evaluation according to the rules on uniform principles for evaluation and registraton of plant protection products shows for one or more of the labelled uses that risk-mitigation measures must be applied to protect bees or other pollinating insects. Appropriate phrasing shall be selected with regard to the manner of use of PPP.  

3.4
Attribution criteria for standard phrases for safety precautions for good agricultural pratcice
SPa 1


Zaradi preprečevanja nastanka odpornosti ne uporabljati tega ali drugih sredstev, ki vsebujejo (navede se aktivno snov ali skupino aktivnih snovi) več kot (navede se časovno obdobje ali število tretiranj).
The phrase shall be assigned when such a restriction appears necessary to limit the risk of development of resistance.
3.5 Attribution criteria for standard phrases for safety precautions for rodenticides
SPr 1
Vabe je treba nastaviti varno, tako da je tveganje zaužitja za druge živali minimalno. Zavarovati  vabe tako, da jih glodavci ne morejo raznesti 

To ensure compliance of operators the phrase should appear prominently on the label, so that misuse is excluded. 
SPr 2
Tretirano območje je treba v času tretiranja označiti. Navesti je treba nevarnost zastrupitve (neposredne ali posredne) z antikoagulanti in ustrezne antidote. 

The phrase should appear prominently on the label, so that accidental poisoning is excluded.
SPr 3
Poginule glodavce je treba  odstraniti s tretiranega območja sproti, vsak dan v času tretiranja, vendar ne v zabojnike za odpadke ali odlagališča smeti 

To avoid secondary poisoning of animals the phrase shall be assigned to all rodenticides  containing anticoagulants as active substances. 
Annex 3

List of active substances for which with transitional period apply

	No.
	aktivna snov
	Implementation deadline

	1. 
	2,4-D


	1.10.2006

	2. 
	2,4-DB


	31.12.2007

	3. 
	Amitrole


	1.1.2006

	4. 
	Bentazone


	1.8.2005

	5. 
	Beta-cyfluthrin


	31.12.2007

	6. 
	Cyfluthrin


	31.12.2007

	7. 
	Deltamethrin


	31.10.2007

	8. 
	Diquat


	1.1.2006

	9. 
	Esfenvalerate


	1.8.2005

	10. 
	Etofumesate


	28.2.2007

	11. 
	Fenamidone


	31.3.2005

	12. 
	Gliphosate


	1.7.2006

	13. 
	Iprodione


	31.12.2007

	14. 
	Isoxaflutol


	31.3.2005

	15. 
	Isoproturone


	1.1.2007

	16. 
	Carfentrazone ethyl


	31.3.2005

	17. 
	Lambda-cyhalohtrin


	1.1.2006

	18. 
	Linuron


	31.12.2007

	19. 
	Maleic hydrazide


	31.12.2007

	20. 
	Mecoprop


	31.5.2008

	21. 
	Mecoprop-P


	31.5.2008

	22. 
	Metsulfuron-methyl


	1.7.2005

	23. 
	Mesotrione
	31.3.2005

	24. 
	Pendimethalin


	31.12.2007

	25. 
	Piridate


	1.1.2006

	26. 
	Propiconazole


	31.5.2008

	27. 
	Propineb


	31.3.2008

	28. 
	Propizamide


	31.3.2008

	29. 
	Thiabendazole


	1.1.2006

	30. 
	Thifensulfuron-methyl


	1.7.2006

	31. 
	Triasulfuron


	1.8.2005

	32. 
	Trifloxystrobin


	31.3.2005
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