Authorization of commercial PPPs and evaluation of human and
environmental risks during 2015-2017
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Pesticide used in agricultural sector could potentially impacts in the ecosystem and consequently human and animal health. At European level, legislation such as Regulation (EU) N.
1107/2009 lays down the rules for the authorization of plant protection products in commercial form and for their placing on the market, use and control within the Community.
This Regulation should also lay down harmonised rules for the placing on the market of plant protection products, including the rules on the mutual recognition of authorizations
and on parallel trade.

The provisions governing authorization must ensure a high standard of protection. In particular, when granting authorizations of plant protection products, the objective of protect-
ing human and animal health and the environment should take priority over the objective of improving plant production.

Therefore, before plant protection products placed on the market, that they present a clear benefit for plant production and do not have any harmful effect on human or animal
health, including that of vulnerable groups, or any unacceptable effects on the environment. During 2015-2017, according to the collaboration between Italian Ministry of Health and
National Institute of Health, the risk assessment performed for 173 plant protection products. According to the EU Regulation N. 1107/2009, the products evaluated for the chemical,
environmental, human aspects (operator, worker, residential, bystander), consumers and efficacy aspects. For the authorization several procedure were follow according to the rule
for First Authorization where Italy is Rapporteur Member State (RMS); Mutual Recognition; Re-Registration for that Italy is Rapporteur Member State (RMS); Authorization for
that Italy is Concern Member State (Co-RMS); Authorization renewal art. 43 that Italy is zonal Rapporteur Member State (ZRMS); Extension of Use; Extension of Use other Rap-
porteur Member State (RMS); Re-Registration with national procedure; Re-Registration with zonal procedure; Re-Registration with national procedure in voluntary work sharing.
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In the Table 1 are reported for each procedure, the number of
plant protection products and the active substance.

Procedure Number Plant Active substance
Protection Product
First Authorization where Ltaly n33 Dimethomorph Tribasic Copper Sulfate. Cyazofamid. Imazamox .
is RMS Mert Cymoxani I. Folpet. Fosetyl-Al. Acido Giberellico.
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ron-Metil Sodium, Mesosulfuron Metil. NAD. CI

DODECADIENYL ACETATO. Deltametrina. Pyraflufen-Ethyl.
Buprofezin. Ethephon 48% SL. Cipermetrina. Terbuthylazine
Mesotrione. Fluroxypyr. Thyfensulfuron Methyl. Fluazinam.
Todosulfuron-Methy-Sodium. Thi —Metil. Mefenpir-
+ ne+Difen . Bifenox 480 g/L. Procloraz.

Mutual Recognition neé6a | McPA. bDeltametrina. bif . Gly Te. M.
Cymoxanil. Azoxystrobin. Folpet. Fosefyl AluminumsFolpet.
Slypho. e. Fenpropidin. Penconazole. Mint oil. Clopyralid. pure
Metrafenone and 1.2-Benzisotiazo 1-3(2H)-one.
thomorph. Valifenalate, CU. Cyprodinil. Tebuconazole.
nmerac. Kresoxim-Methyl. Difeconazole. 1-
| Mertilciclopropene
n 2 Metam Sodium. Spirotetramat

Authorization renewa 1art.as nz
that Italy is zonal Rapporteur
| Member State (zRMS) |
Extension o f use n7 Bifenazate. Pure Pyriproxyfen. Flazasulforon e Glyphosate.
| | Ametoctradin Dimethomorph. Metribuzin. Fludioxonil
Extension of use other nz Boscalid. Piraclostrobin. Trichoderma. Asperellum. T34
Member S

Re Registration witl h national 1 n26 | Diflufenican Chilortoluron. 6-Benziladenina. 6-

S R et o ———————— Better training for safer food BTSF. Authorization of Plant Protection
AR Wi ravienar | nie [ Fiiomdiriron e, Sibereiiic Acid Miram. Cyazotasmid. Diodion | Products (course type 1) Agostino Santomauro, 20-24 may 2013 - Bu-
e dapest, Hungary

In the Table 2 are reported the number of plant protection pro-
ducts and for each the phytoiatric action and the crops.

MNumber Flant Protection Product Phytoiatric action Crop=

| &3 plant protection product Fungicide

| 50 plant protection product Herbicide

| 11 plant protection product Tnsectic e

| T30 plant protection product Plant Growth Regulator

4 plant proftection product
1 plant protection product

1 plant protection product

| @ plant protection product Molluscicide

articholke, celery, fennel, carrots, red
i chard. topinambur. floral crops.
4 plant profection product Seoil Fumigant= v
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dapest, Hungary
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During the period 2015-2017, 173 plant protection products with dif-

64 PP Mutual Recogrition 2 99 e aeistraion ot Ty i S ferent phytoiatric action were evaluated. As reported in the table 1
o R and 2 the products are evaluated for a large combination crops/
a5 11 4 substances.
The evaluation and finalization of the authorization was performed
Fungicide Herbicide Tnsceticide according to the conclusion of risk assessment for the environment,
Plot Grouth Regulators m Insecticide [ human health and agronomic efficacy.
Member State (RMS) 26 PPP Re-Registration with national procedure oo e Regitraton with zonel procecire
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