Produs de protectie a plantelor
Plant protection product

IMPORTANT:

Secretariatul Comisiei Nationale de Omologare a Produselor de Protectie a Plantelor (SCNOPPP) a
Tntocmit acest formular. Completarea acestui formular nu ofera nici un drept solicitantului
omologarii.

DISCLAIMER:

The Secretariat of the National Commission for Registration of plant Protection Products
(SNCRPPP) has taken all reasonable care in producing this information, but no rights can be
derived from this translated application form P

Va fi completat de catre SCNOPPP, nu de catre solicitantul omologarii.
For NCRPPP use only, not to be completed by the applicant

Numar cerere de omologare: Tip: Plata:
Application number: Type: Payment:

Solicitantul omologarii:
Applicant:

FORMULAR P (Produs de protectie a plantelor)
FORM P (Produs de protectie a plantelor)

CERERE DE OMOLOGARE A PRODUSULUI DE PROTECTIE A PLANTELOR
APPLICATION FOR AUTHORIZATION OF A PLANT PROTECTION PRODUCT

Partea 1: date referitoare la produsul de protectie a plantelor
Part 1: product document

Partea 1 se va transmite impreuna cu partea/partile 2 la:
Send this part 1 together with part/parts 2 to:

SECRETARIATUL COMISIEI NATIONALE DE OMOLOGARE A PRODUSELOR DE PROTECTIE
A PLANTELOR

Ministerul Agriculturii, Padurilor si Dezvoltarii Rurale

Bulevardul Carol nr.24, Sector 1, Bucuresti

Romania

Secretariat of the National Comission for Registration of Plant Protection Products

Ministry of Agriculture, Forests and Rural Development
24, Carol Blvr., Sector 1, Bucharest, Romania

Plata:
Tariful pentru primirea, inregistrarea si verificarea cererii de omologare si a integralitatii dosarelor
trebuie sa fie transferat la data depunerii documentatiei in contul RO95TREZ7005032XXX000305

deschis la DTCPMB pe numele Ministerului Agriculturii, Padurilor si Dezvoltarii Rurale.
Payment:

The application fee should, at the time of application, be transferred to DTCPMB, account number
ROY95TREZ7005032XXX000305, in the name of the Ministry of Agriculture, Forests and Rural Development.

Denumirea produsului de protectie a plantelor:
Product name:

Data depunerii documentatiei:
Date of application:

Signature of applicant:
Semnatura solicitantului omologairii:




Informatii generale
General Informations

00.

Tipul de cerere:
Type of application:

product

91/414/CEE)

cerere de omologare a produsului de protectie a plantelor
application for authorization of a plant protection product

cerere de prelungire a omologarii produsului de protectie a plantelor
application for prolongation of the authorization of a plant protection product

cerere de extindere a domeniului de utilizare al unui produs de

protectie a plantelor deja omologat
application for extension of the field of use of an authorized plant protection product

cerere privind modificari minore in compozitia unui produs de

protectie a plantelor deja omologat
application for a change in the composition of an authorised plant protection

cerere privind includerea unei substante active in Lista substantelor
active autorizate in Uniunea Europeana (Anexa 1 a Directivei

application for inclusion of an active substance in the List of active substances
authorized in European Union (Annex 1 of EU Directive 91/414/EEC)

Date privind produsul de protectie a plantelor
Data concerning the product

Scurta desciere a domeniului de utilizare vizat

(A se vedea de asemenea pct. 3.1)
Brief description of the intended use
(See also question 3.1)

Produsul este destinat pentru:
The product is intended for:

[] Utilizatori profesionali (agenti
economici autorizati)
Professional users (authorised
economic operators)

U Utilizatori privati
Non-professional users

H Utilizatori profesionali si privati
Professional and non-professional users

Tipul preparatului (cod de 2 litere)
Type of preparation (2 letter code)

Dimensiunea ambalajului
Packaging size

Este produsul pregatit pentru utilizare? Dal] Nu[j
Is the product ready for use? Yes No
Produsul este omologat in alte State Membre? Da[] Nul
Is the requested product authorized in other EU Yes No
Member States?
Daca da, mentionati Statul Membru, denumirea | ........ccccoii i
produsului gi numarul autorizatiei |
If so, state country, product name and authorization nUMber | ... ... ............cooiiiiiiiiiineeeenn.
Pana in prezent, in domeniul de utilizare vizat,
exista alte produse care contin aceeasi Da [J Nu [J
Yes No

substanta activa (aceleasi substante active)
omologate in




alte State Membre?

Insofar as the requested field of use is concerned,
are other products with the same active
substance(s)authorized in other EU Member States?

Daca da, mentionati Statul Membru, denumirea

(denumirile) produsului si domeniul de utilizare
If so, state country, product name(s) and field of use

Au fost cerute informatii privind efectuarea de
teste pe animale cu acest produs?

Daca da, care este numarul cererii?

Has a request for information concerning the execution of
animal tests been submitted for the product? If so, what is
the number of the request?

Da

Yes

Numarul cererii: ........
Request number:

O Mo

Au fost solicitate informatii de la Secretariatul
CNOPPP referitoare la aceasta cerere de
omologare?

Daca da, care este numarul

Secretariat acestei solicitari?

Has a request for advice been made to the Secretariat of
the Comision in support of this application? If so, what is
the number assigned by the Secretariat to the request?

dat de catre

Da|:|Nu

Yes no

]  Numarul cererii: ...
Request number:

Scrisoare de acces
Letter of acces

Exsta o scrisoare de acces pentru utilizarea

datelor referitoare la acest produs de catre terti?
Is there a Letter of Acces for use of data of third parties for
the product?

Numarul anexei: ...
Annex number:

NUD

Numele tertilor de la care a fost obtinuta

scrisoarea
Name of third parties from witch the Letter was obtained

Data scrisorii
Date of the Letter

1. Identitatea produsului
1. Identity of the product

Codul Descriere
studiului | Description
Study
question
code

Raspuns Observatii
Answer *

11

of the applicant

Nume, adresa, persoana de contact, numar de

telefon si de fax ale solicitantului omologarii
Name, adress, contact person, telephone and fax number

1.2.1

protectie a plantelor
Name and adress of the product manufacturer

Numele si adresa producatorului produsului de

1.2.2
(substantelor) active

substance(s)

Numele si adresa producétorului substantei

Name and address of the manufacturer of the active

1.2.3 Puritatea si informatii detaliate despre

impuritati

Statement of purity and detailed informations on impurities

1.3

used by the manufacturer of the product

Denumirea comerciala sau denumirea comerciala
propusa si codul de identificare folosit de

producatorul produsului de protectie a plantelor
Trade name or proposed trade name and identification code

1.4 Date asupra compozitiei produsului

Data on the compisition of the product

1.4.1 Compozitia completa (substanta




activa tehnica, substanta activa pura,
formulanti)

Complete composition (technical active
substance, pure active substance, formulants)

14.2

Certified limits of each component

14.3

Denumirile si codurile de identificare pentru
substanta activa
Names and codes identifying the active substance
Numere anexe:
Annex numbers:

1.4.3.1

Denumirea comuna ISO propusa sau acceptata
pentru substanta activa, precum si sinonime
ISO common name proposed or accepted for
active substances, and synonyms

Numere anexe:
Annex numbers:

1.4.3.2.

Existing CIPAC, EINECS and ELINCS numbers for
the active substance

144

Pentru fiecare formulant sau component din
formulanti: denumirea chimica, structura sau
formula structurala, numerele CAS, CIPAC,
EINECS si ELINCS existente, denumirea
comerciala, functia fiecarui formulant

For each formulant or component in the formulants: chemical
name, structure or structural formula, existing CAS, CIPAC,

EINECS and ELINCS numbers, trade name, specification of
the formulants, function of each formulant

1.4.5

Procesul de formulare
Formulation process
Numere anexa:
Annex numbers

1.5

Tipul de formulare
Type of formulation

1.6

Utilizare (de ex.: erbicid, fungicid)
Use (e.g.: herbicide, fungicide)

Proprietati fizico-chimice si tehnice ale
produsului de protectie a plantelor
Physico-chemical and technical properties of the product

21

Aspect, miros si culoare

Appearance, odour and colour

Descrierea starii fizice, mirosului si culorii
produsului

A description of the phydical state, odour and colour of the
product

Numere anexa:
Annex numbers

2.21

Proprietati explozive si oxidante
Explosivity and oxidizing
Determinarea proprietatilor explozive ale
produsului
Determination of the explosivity of the product
Numere anexa:
Annex numbers

222

Determinarea proprietatilor oxidative ale
produsului
Determination of the oxidizing proprerties of the product
Numere anexa
Annex numbers

2.3.1

Inflamabilitate si risc de incendiu
Flammability and fire hazard

Determinarea punctului de aprindere a produsului

formulat
Determination of the flash point of the product




Numere anexa:
Annex numbers

02.3.2

Determinarea punctului de inflamabilitate si riscului
de incendiu

Determination of the flammability and fire hazard

(such as flash point of liquids)

Numere anexa
Annex numbers

02.3.3

Determinarea temperaturii de auto-aprindere a

produsului formulat
Determination of the auto-flammability temperature of the
product
Numere anexa
Annex numbers

241

Aciditateal/alcalinitatea si valoarea pH-ului
Acidity/ alkalinityand pH value

Determinarea aciditatii sau alcalinitatii pentru
produse acide sau alcaline si valoarea pH-ului

Determination of the acidity or the alkalinity for acid or alkaline
products and pH value

Numere anexa
Annex numbers

242

Determinarea valorii pH-ului a 1% dilutie apoasa,

emulsie sau dispersie, dupa caz
Determination of the pH of a 1% aqueous dilution, emulsion or
dispersion, as appropriate
Numere anexa
Annex numbers

251

Viscozitatea si tensiunea de suprafata
Viscosity and surface tension

Determinarea vascozitatii cinematice pentru
preparatele destinate sa fie aplicate la volum ultra
redus
Determination of the kinematic viscosity for ULV formulations
Numere anexa
Annex numbers

252

Determinarea vascozitatii pentru lichidele non-
newtoniene
Determination of the viscosity for non-newtonian liquids
Numere anexa
Annex numbers

253

Determinarea tensiunii de suprafatd a produsului
Determination of the surface tension of the product
Numere anexa
Annex numbers

2.6.1

Densitatea relativa si densitatea vrac a
produsului
Relative or bulk density of the product
Determinarea densitatii relative a produsului
Determination of the relative density of the product
Numere anexa
Annex numbers

26.2

Determinarea densitatii vrac sau a densitatii
aparente a produsului
Determination of the bulk or tap density of the product
Numere anexa
Annex numbers

2.71

Stabilitatea si stabilitatea la depozitare
Stability and storage stability

Determinarea stabilitatii produsului dupa
depozitarea la 54°C timp de 14 zile

Determination of the stability after storage for 14 days at a
temperature of 54 degrees Celsius




Numere anexa
Annex numbers

272

Determinarea stabilitatii dupa depozitarea la alte
temperaturi si pentru alte durate de timp
Determination of the stability after storage for other periods at
other temperatures

Numere anexa
Annex numbers

273

Determinarea concentratiei minime de substanta
activa, dupa testul de stabilitate la caldura
Determination of the minimum amount of active substance
present after heat stability testing
Numere anexa
Annex numbers

274

Determinarea efectului temperaturilor scazute
asupra stabilitatii produsului
Determination of the effect of low temperatures on the stability
of the product
Numere anexa
Annex numbers

275

Determinarea duratei de viata in timpul depozitarii

la temperatura ambientala
Determination of the shelf life during storage at ambient
temperatures
Numere anexa
Annex numbers

276

Determinarea duratei de viata a produsului in luni
Determination of the shelf life of the product in months
Numere anexa
Annex numbers

2.8.1

Caracteristicile tehnice ale produsului
Technical characteristics of the product
Umectabilitatea
Wettability
Determinarea umectabilitatii produsului
Determination of the wettability of the product
Numere anexa
Annex numbers

282

Spuma persistenta
Persistent foaming
Determinarea spumei persistente a produsului
Determination of the persistence of foaming of the product
Numere anexa
Annex numbers

2.8.31

Suspensibilitatea produsului
Suspensibility of the product
Determinarea suspensibilitatii produselor
dispersabile in apa Determination of
the suspensibility for water dispersible products
Numere anexa
Annex numbers

2.8.3.2

Spontaneitatea dispersiei

Spontaneity of dispersion

Determinarea spontaneitatii si dispersiei in apa
pentru produsele dispersabile in apa

Determination of the spontaneity and dispersibility in water for
water dispersable products

Numere anexa
Annex numbers

2.8.4.

Stabilitatea dilutiei
Dilution stability
Determinarea stabilitatii dilutiei produsului
Determination of the dilution stability of products
Numere anexa




Annex numbers

2.8.51

Determinarea reziduurilor la cernere umeda/

Determinarea reziduurilor la cernere uscate

Wet sieve test/dry sieve test

Determinarea reziduurilor la cernere umeda pentru

pulberile de prafuit

Determination of wet sieve test for dustable powders
Numere anexa

Annex numbers

2.8.5.2

Determinarea reziduurilor la cernere umeda
pentru formularile dispersabile in apa
Determination of a wet sieve test for waterdispersible products
Numere anexa
Annex numbers

2.8.6.1

Distributia granulometrica, continutul de praf si
gradul de sfaramare
Particle size distribution, dust content of dust and attrition
behaviour
Determinarea distributiei granulometrice pentru
pulberi si
Determination of the particle size distribution for powders and
Numere anexa
Annex numbers

2.8.6.2

Determinarea distributiei granulometrice
formularilor granulate destinate unei aplicatii
directe si a formularilor granulate dispersabile in
apa
Determination of the nominal distribution for ready-to-use
granules and water-dispersible granules

Numere anexa

Annex numbers

2.8.6.3

Determinarea continutului de praf al produselor
granulate
Determination of the dust content of granular products
Numere anexa
Annex numbers

28.64

Determinarea dimensiunii particulelor de praf
Determination of the particle size of dust
Numere anexa
Annex numbers

2.8.6.5

Determinarea caracteristicilor de friabilitate si de
abraziune ale produselor granulare
Determination of the friability and attrition characteristics of
granular products
Numere anexa
Annex numbers

02.8.7.1

2872,
2.8.73

Determinarea stabilitatii emulsiei; a capacitatii

de emulsionare si a capacitatii de re-

emulsionare,

Emulsifiability, re-emulsifiability and emulsion stability

Determinarea stabilitatii emulsiei; a capacitatii de

emulsionare si a capacitatii de re-emulsionare a

formularilor emusionabile

Determination of the emulsifiability, re-emulsifiability and

emulsion stability of products which form emulsions
Numere anexa

Annex numbers

2.8.74,
28.75

Determinarea stabilitatii emulsiilor diluate gi a
produselor sub forma de emulsii
Determination of the stability of dilute emulsions and of
products that are already an emulsion
Numere anexa
Annex numbers




2.8.8.1

Capacitatea de scurgere, de golire si de
prafuire
Flowability, pourability and dustability
Determinarea capacitatii de scurgere a
preparatelor granulate
Determination of the flowability of granular products

Numere anexa

Annex numbers

2.8.8.2

Determinarea capacitatii de scurgere (inclusiv
reziduurile de clatire) a suspensiilor (de exemplu:
suspensii concentrate sau suspensii-emulsii)
Determination of the pourability (including rinsed residues) of
suspensions (e.g. suspension concentrates or suspo-
emulsions)

Numere anexa

Annex numbers

2.8.8.3

Determinarea capacitatii de prafuire a pulberilor de
prafuit, dupa o operatiune de depozitare
accelerata

Determination of the dustability of dustable powders following
accelerated storage

Numere anexa
Annex numbers

291

Compatibilitatea fizica si chimica
Physico-chemical compatibility
Determinarea compatibilitatii fizice in rezervorul de
amestecare
Determination of the physical compatibility of tank mixes
Numere anexa
Annex numbers

292

Determinarea compatibilitatii chimice in rezervorul
de amestecare
Determination of the chemical compatibility of tank mixes

Numere anexa
Annex numbers

Aderenta si distributia pe seminte
Adherence to and distribution to seeds
Determinarea aderentei si a distributiei pe seminte
Determination of the adherence and distribution to seeds
Numere anexa
Annex numbers

Miscibilitatea
Miscibility
Numere anexa
Annex numbers

212

Tensiunea dielectrica de descompunere
Dielectric breakdown voltage

Numere anexa
Annex numbers

213

Caracteristici privind coroziunea
Corosion characteristics

Numere anexa
Annex numbers

214

Materialul din care este confectionat recipientul
Container material

Numere anexa
Annex numbers

215

Alte studii/studii speciale
Other/special studies

Numere anexa
Annex numbers

Rezumat
Summary of the data




2.16

Rezumatul si evaluarea proprietatilor fizico-chimice
si tehnice ale produsului

Summary and evaluation of the physico-chemical and
technical proprerties of the product

Numere anexa
Annex numbers

Date referitoare la aplicare
Data on application

Domeniul de utilizare (cultura, localizare, utilizari
vizate)
Field of use (crop, location, intended uses)
Numere anexa
Annex numbers

3.2

Efecte asupra organismelor daunatoare
Effects on harmful organisms
Numere anexa
Annex numbers

3.3.1

Detalii privind utilizarile existente si preconizate
Details of existing and intended uses
Numere anexa
Annex numbers

3.3.2

Detalii despre organismele daunatoare impotriva

carora se asigura protectia
Details of harmful organisms against which protection is
afforded
Numere anexa
Annex numbers

3.4

Doza de aplicare pe unitate (ha, m?, m>, t) trataté,
exprimata in g sau kg de preparat si substanta
activa
Rate of application per unit (ha, m?, m’, tonne) treated, in terms
of g or kg of preparation and active substance
Numere anexa
Annex numbers

3.5

Concentratia de substanta activa in materialul

utilizat (de exemplu in produsul de pulverizare

diluat, momeli sau seminte tratate) in

g/l, g/kg, mg/kg sau g/t

Concentration of active substance in material used (e.g. diluted

spray, baits, treated seed)in g/, g/kg, mg/kg sau g/tonne
Numere anexa

Annex numbers

3.6

Descrierea metodei de aplicare, tipuluil de
echipament utilizat si a tipului si volumului de diluant
utilizat pe unitate de suprafata sau de volum

Description of the method of application, type of equipment
used and type and volume of diluent per unit of area or volume

Numere anexa
Annex numbers

3.7.1

Numarul maxim de aplicari si calendarul aplicarilor
Maximum number of applications and their timing
Numere anexa
Annex numbers

3.7.2

Pentru fiecare aplicare, etapele de dezvoltare ale
culturii sau plantele protejate

For each application, growth stages of the crop or plants to be
protected

Numere anexa
Annex numbers

3.7.3

Pentru fiecare aplicare, stadiile de dezvoltare ale

organismului daunator vizat
For each application, development stages of the harmful
organism concerned




Numere anexa
Annex numbers

3.74

Durata asigurata de protectie pentru fiecare aplicare
Duration of protection afforded by each application
Numere anexa
Annex numbers

3.7.5

Durata asigurata de protectie data de numarul
maxim de aplicari
Duration of protection afforded by the maximum number of
application
Numere anexa
Annex numbers

3.8.1

Timpul de pauza minim sau alte masuri de precautie
care trebuie luate intre ultima aplicare si semanatul
sau plantatul culturilor viitoare
Minimum waiting periods or other precautions between last
application and sowing or planting succeeding crops
Numere anexa
Annex numbers

3.8.2

Restrictii in alegerea culturilor succesive, daca
exista
Limitations on choice of succeeding crops, if any
Numere anexa
Annex numbers

3.9

Instructiuni de utilizare propuse sub forma tiparita

sau care vor fi tiparite pe eticheta
Proposed instructions for use as printed, or to be printed, on
labels
Numere anexa
Annex numbers

3.10

Alte studii/studii speciale
Other/special studies

Numere anexa
Annex numbers

Alte informatii privind produsul de protectie a

plantelor
Further data on the product

411

Ambalajul (tip, dimensiune), compatibilitatea
preparatului cu

materialele propuse din care este confectionat
ambalajul

Packaging (type of materials, size), suitability of the packaging
Descrierea detaliata a ambalajului, materiale, metoda
de fabricatie,

dimensiune, capacitate, dimensiunea deschiderii,
tipul de inchidere si sigilare

Detailed description of the packaging, materilas, production

method, size, capacity, size of the opening, types of closures and
seals

Numere anexa
Annex numbers

41.2

Pentru preparatele clasificate ca daunatoare potrivit
prevederilor Hotararii Guvernului nr.490/2002 pentru
aprobarea Normelor metodologice de aplicare a
Ordonantei de Urgenta a Guvernului nr. 200/2000
privind clasificarea, etichetarea si ambalarea
substantelor chimice periculoase, adaptarea
ambalajelor, inclusiv a dispozitivelor de inchidere,
trebuie sa fi fost testata conform metodelor ADR
adecvate (soliditate, impermeabilitate, rezistenta la

conditiile de transport si de manipulare normale)
For preparations classified as harmful according to Government

10




Decision 490/2002 for approval of Methodological norms for
appliance of Emergency Government Ordinance 200/2000 for
classifcation, labeling and packaging of dangerous chemical
substances, the suitability of the packaging, including closures,
should have been tested according to the relevant ADR methods
(strengh, leak proof, resistance to normal transport and handling)
Numere anexa
Annex numbers

41.3

Rezistenta materialului de ambalaj la continut,

conform monografiei GIFAP nr.17
Resistance of the packaging material to its contents according to
GIFAP Monograph no. 17

Numere anexa
Annex numbers

421

Metodele de curatare a echipamentului utilizat
pentru aplicare
Cleaning application equipment
Metode de curatare a echipamentului de aplicare si a
imbracamintii de protectie
Procedure for cleaning application equipment and protective
clothing

Numere anexa

Annex numbers

4.2.2b

Eficienta metodelor de curatare
Effectiveness of the cleaning procedures
Numere anexa
Annex numbers

4.3.

Perioade de asteptare
Waiting periods
Timpul de pauza pana la recoltare pentru utilizarile
vizate, sau perioadele de revenire sau perioadele de
asteptare, necesare pentru a reduce la maximum
prezenta reziduurilor in sau pe culturi, plante sau
produse vegetale, zone sau spatii tratate
Proposed pre-harvest intervals for intended uses, or re-entry
intervals or withholding periods to minimize rezidues in crops,
plants, plants products, treated areas or spaces

Numere anexa

Annex numbers

4.3.1

Timpul de pauza pana la recoltare (in zile) pentru
fiecare cultura relevanta
Pre-harvest interval (in days) for each relevant crop
Numere anexa
Annex numbers

43.2

Perioada de revenire (in zile) a septelului in zonele
de pasunat
Re-entry period (in days) for livestock, to areas to be grazed
Numere anexa
Annex numbers

433

Perioada de revenire (in ore sau in zile) pentru
oameni in culturile, cladirile sau spatiile tratate
Re-entry period (in hours or days) for man to crops, buildings or
spaces treated
Numere anexa
Annex numbers

434

Perioada de asteptare (in zile) inainte de utilizarea in
hrana animalelor
Withholding period (in days) for animal feeding stuffs
Numere anexa
Annex numbers

4.3.5

Perioada de asteptare (in zile) intre aplicarea
produsului de protectie a plantelor si manipularea

produselor tratate
Waiting period (in days) between application and handling treated

11




products
Numere anexa
Annex numbers

4.3.6

Perioada de asteptare (in zile) intre ultima aplicare si
insdmantarea sau plantarea culturilor viitoare
Waiting period (in days) between last application and sowing or
planting succeeding crop
Numere anexa
Annex numbers

43.7

Informatii cu privire la orice conditie specifica
agricola, fitosanitara sau de mediu
Information on any specific agricultural, plant health or
environmental condition
Informatii cu privire la orice conditie specifica
agricola, fitosanitara sau de mediu, in care poate sau
nu poate fi folosit preparatul
Information on any specific agricultural, plant health or
environmental conditions under which the preparation may or
may not be used

Numere anexa

Annex numbers

441,
442,
443,
44.4.

Precizarea riscurilor care pot aparea si metodele
recomandate, precautii si metode de manipulare
pentru minimizarea acestor riscuri

Statement of the risks arising and the recommended methods,
precautions and handling procedures to minimise those risks

Precautii in timpul depozitarii in magazie si la
utilizator, transport si incendiu
Precautions during warehouse and user level storage, transport
and fire
Numere anexa
Annex numbers

445,
446

Natura gi caracteristicile imbracamintii si ale
echipamentului de protectie propuse
Nature and characteristics of the protective clothing and
equipment proposed
Numere anexa
Annex numbers

4.47

Date privind evaluarea adaptarii si a eficientei
imbracamintii si a echipamentului de protectie in
conditii de utilizare realiste

Sufficient data to evaluate the suitability and affectiveness of the
protective clothing and equipment under realistic conditions of
use

Numere anexa
Annex numbers

448

Proceduri de minimizare a generarii de deseuri

Procedures to minimise the generation of waste
Numere anexa
Annex numbers

449

Informatii asupra produselor combustibile care pot fi

generate in caz de incendiu
Information on combustion products likely to be generated in the
event of fire
Numere anexa
Annex numbers

451,
45.2,
453,
454,
4.5.5

Masuri de urgenta in caz de accident

Emergency measures in case of accidents

Retinerea scurgerilor, decontaminarea terenurilor, a
vehiculelor si a cladirilor, eliminarea ambalajelor
deteriorate, a absorbantilor si a altor materiale,
protectia personalului de interventie si a
persoanelor aflate la fata locului , masuri de prim
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ajutor
Containment of spillages, decontamination of areas, vehicles and
buildings, disposal of damaged packaging, adsorbents and other
materials, protection of emergency workers and bystanders, first
aid measures
Numere anexa
Annex numbers

4.6.1

Proceduri de distrugere sau de decontaminare
utilizate in cazul scurgerilor accidentale
Procedure for destruction or decontamination for use in the event
of accidental spillages
Detalii despre procedurile propuse pentru cantitati
mici
Details of proposed procedures for small quantities

Numere anexa

Annex numbers

46.2

Evaluarea produselor rezultate din neutralizarea
cantitatilor mici
Evaluation of the neutralization products (small quantities)
Numere anexa
Annex numbers

46.3

Proceduri de eliminare a deseurilor neutralizate
(cantitati mici)
Procedures for disposal of neutralized waste (small quantities)
Numere anexa
Annex numbers

46.4

Detalii despre procedurile propuse pentru cantitati
mari
Details of proposed procedures for large quantities
Numere anexa
Annex numbers

4.6.5

Evaluarea produselor rezultate din neutralizarea
cantitatilor mari
Evaluation of the neutralization products (large quantities)
Numere anexa
Annex numbers

4.6.6

Proceduri de eliminare a deseurilor neutralizate
(cantitati mari)
Procedures for disposal of neutralized waste (large quantities)
Numere anexa
Annex numbers

4.7

Comportamentul pirolitic al substantei active in
conditii controlate la 800°C si continutul de dibenzo-p-
dioxine polihalogenate in produsele de piroliza
Pyrolitic behaviour of the active substance under controlled
conditions at 800°C and the content of polyhalogenated dibenzo-
p-dioxins in the products of pyrolysis

Numere anexa

Annex numbers

4.8.1

Instructiuni detaliate pentru eliminarea in conditii de
siguranta a produsului de protectie a plantelor si a
ambalajului acestuia
Detailed instructions for safe disposal of the plant protection
product and its packaging
Numere anexa
Annex numbers

48.2

Metode de eliminare a produsului, ambalajului si a
materialelor contaminate, altele decét incinerarea
controlata. Descrierea detaliata a acestor metode,
Date asupra stabilirii eficientei si a sigurantei lor
Methods other than controlled incineration for disposal of the
product, packaging and contaminated materials. Detailed
description of such methods, Data to establish their effectiveness
and safety

13




Numere anexa
Annex numbers

Metode de analiza
Analitycal methods

5.1.1

Prepararea probei
Samples of the preparation
Numere anexa
Annex numbers

5.1.2b

Standard analitic al substantei active pure
Analytical standards for pure active substance
Numere anexa
Annex numbers

Mostre de produs tehnic
Samples of the active substance as manufactured
Numere anexa
Annex numbers

Standarde analitice ale metabolitilor relevanti si ale
tuturor celorlalti componenti care se definesc ca
reziduuri

Analytical standards for relevant metabolites and other
components included In the residue definition

Numere anexa
Annex numbers

Mostre ale substantelor de referinta pentru
impuritatile relevante
Samples of reference substances for relevant impurities
Numere anexa
Annex numbers

5.2.1

Metode de determinarea a continutului de
substanta activa din produsul de protectie a
plantelor
Method for determination of the active substance content in the
product
Metode de determinarea a continutului de substanta
activd din produsul de protectie a plantelor
Method for determination of the active substance content in the
product

Numere anexa

Annex numbers

5.2.2

Pentru preparatele care contin mai mult de o
substanta activa, descrierea unei metode prin care se
poate determina fiecare substanta activa in prezenta
celorlalte

For preparations containing more than one active substance, a
description of a method capable of determining each in the
presence of the other

Numere anexa
Annex numbers

523

Aplicabilitatea metodelor CIPAC
Applicability of existing CIPAC methods
Numere anexa
Annex numbers

524

Metode de determinare a impuritatilor din produs
Method for determination of impurities in the product
Detalierea metodelor analitice pentru determinarea
impuritatilor relevante din produsul de protectie a
plantelor
Detailed analytical method for impurities in the plant protection
product

Numere anexa

Annex numbers
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525

Detalierea metodelor analitice pentru determinarea
co-formulantilor sau constituentilor formulantilor din
produsul de protectie a plantelor

Detailed analytical method for formulants or constituents of
formulants

Numere anexa
Annex numbers

5.3.1

Metode de analiza pentru determinarea
reziduurilor de pesticide

Analytical methods for residues

Descrierea metodelor de analiza pentru determinarea
reziduurilor (toate componentele incluse in definitia
reziduurilor propusa — vezi pct.8), pentru a permite
determinarea conformitatii cu limitele maxime de
reziduuri (MRL) sau pentru a determina reziduurile
dislocabile

Description of analytical methods for the determination of
residues (all components included in the residue definition

proposed (see point 8) to enable compliance with MRLs to be
determined or to determine dislodgeable residues

Numere anexa
Annex numbers

5.3.2

Stabilitatea la depozitare pentru solutiile de lucru in
metodologia de analiza

Storage stability of working solutions in analytical
methodology

Numere anexa
Annex numbers

54

Descrierea metodelor de analiza a solului pentru
determinarea compusului parinte si a metabolitilor
importanti din punct de vedere toxicologic,
ecotoxicologic si al mediului.

Description of methods for analysis of soil for parent compound

and metabolites of toxicological, ecotoxicological or
environmental concern.

Numere anexa
Annex numbers

5.5.

Descrierea metodelor de analiza pentru sediment
Description of methods for analysis of sediment

Numere anexa
Annex numbers

5.6

Descrierea metodelor de analiza a apei pentru
terminarea compusului parinte si a metabolitilor
importanti din punct de vedere toxicologic,
ecotoxicologic si al mediului.

Description of methods for analysis of water for parent
compound and metabolites of toxicological, ecotoxicological or
environmental concern.

Numere anexa
Annex numbers

5.7

Descrierea metodelor de analiza a aerului pentru
determinarea substantei active si a metabolitilor,
formati in timpul sau imediat dupa aplicare,
importanti din punct de vedere toxicologic,
ecotoxicologic si al mediului.

Description of methods for analysis of air for active substance

and metabolites, formed during or shortly after application, of
toxicological, ecotoxicological or environmental concern.

Numere anexa
Annex numbers

5.8

Metode de analiza pentru determinarea precursorului
si a metabolitilor prezenti in fluidele corpului si Tn
tesuturi organice, importanti din punct de vedere
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toxicologic, ecotoxicologic si
al mediului. Pentru fiecare metoda: Specificitatea
(folosind o metoda care pentru confirmare, dupa caz),
Repetabilitatea, Limita de determinare, Recuperarea
individuala si medie, deviatia standard globala si
deviatia standard relativa pentru fiecare nivel de
fortificare
Analytical methods for analysis for parent compound and
toxicologically, ecotoxicologically or environmentally significant
metabolites in body fluids and ttissues. For each method:
Specificity (using a confirmatory method, if appropriate),
Repeatability, Limit of determination, Individual and mean
recovery, overall standard deviation and relative standard
deviation at each fortification level

Numere anexa

Annex numbers

6. Date si informatii privind eficacitatea
Data and information on efficacy
Teste de eficacitate: laborator, camera de crestere
6.1.1 Efficacy trials: laboratory, growth chamber
Numere anexa | ... ...
Annex numbers
6.1.2 Teste de eficacitate: teste in camp sau sera, la
scara redusa
Efficacy trials: small scale field or greenhouse |
Numere anexa
Annex numbers
6.1.3 Teste de eficacitate: teste la scara larga
Efficacy trials: operational, large scale |
Numere anexa
Annex numbers
Efecte asupra recoltei si calitatii
Effects on yield and quality
6.1.4 Informatii despre efectele asupra recoltei
Data on effects on yield
Numere anexa
Annex numbers
6.1.4.1 | Efecte asupra calitatii plantelor sau produselor
vegetale
Effects on quality of plant or plant products
Numere anexa | ... ...
Annex numbers
6.1.4.2 | Efecte asupra proceselor de transformare
Effects on transformation processes
Numere anexa | ... ...
Annex numbers
6.1.4.3 | Efecte asupra cantitatii recoltei de plante tratate sau
asupra produselor vegetale tratate
Effects on the quantitative yield of treated plants or plant products | . ... ... ... ... ...
Numere anexa
Annex numbers
Efecte adverse
Adverse effects
6.2.1 Fitotoxicitatea fata de cultura gazda
Phytotoxicity to host crop
NUMmere anesd | s
Annex numbers
6.2.2 Efecte adverse asupra sanatatii animalelor gazda
Adverse effects on health of host animals
Numere anexa | ...
Annex numbers
6.2.3 Efecte adverse asupra locului aplicarii

(decolorare, coroziune)
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Adverse effects on site of application (discoloration, corrosion,
etc.)
Numere anexa
Annex numbers

6.2.4 Efecte asupra organismelor folositoare Effects on
beneficial organisms
Numere anexa | .. ...
Annex numbers
6.2.5 Incidenta asupra plantelor tratate sau asupra
produselor vegetale tratate si utilizate pentru inmultire
(seminte, butasi, stoloni, tuberculi)
Impact on treated plants or plant products used for propagation
(seeds, cuttings, shoots and tubers)
NUMmere anexd | 7
Annex numbers
6.2.6 Incidenta asupra culturilor succesive
Impact on succeeding crops
Numere anexa | .. ...
Annex numbers
6.2.7 Incidenta asupra altor plante, inclusiv asupra
culturilor limitrofe
Impact on other plants, including adjacent crops
Numere anexa | . ...
Annex numbers
6.2.8 Informatii privind posibila dezvoltare a rezistentei sau
rezistentei incrucisate
Information on the possible occurrence of the development of
resistance or cross-resistance
NUMere anexd | =
Annex numbers
6.4 Beneficii
Benefits
Numere anexa | ...
Annex numbers
6.5 Alte studii/studii speciale
Other/special studies
Numere anexa | . ...
Annex numbers
Rezumatul si evaluarea datelor furnizate la pct.
6.1-6.5
6.6 Summary and evaluationof 6.1-6.5 1
Numere anexa
Annex numbers
6.7 Lista facilitatilor de testare, inclusiv certificatele
corespunzatoare
List of test facilities including the corresponding certificates
Numere anexa | ...
Annex numbers
7. Studii de toxicitate si date si informatii privind
expunerea
Toxicological studies and exposure data and information
Toxicitatea acuta
Acute toxicity
711 Determinarea toxicitatii acute orale
Determination of the acute oral toxicity
Numere anexa
Annex numbers | -t
7.1.2 Determinarea toxicitatii acute dermale
Determination of the acute percutaneous toxicity
Numere anexa | ... ...
Annex numbers
7.1.3 Determinarea toxicitatii acute prin inhalare

Determination of the acute inhalation toxicity
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Numere anexa
Annex numbers

714 Determinarea iritarii pielii
Determination of skin irritation
Numere anexa | . ...
Annex numbers
7.1.5 Determinarea iritarii ochilor
Determination of eye irritation
Numere anexa | .. ...
Annex numbers
7.1.6 Determinarea sensibilizarii pielii
Determination of skin sensitization
Numere anexa | ...
Annex numbers
717 Studii complementare pentru combinatiile de produse
de protectie a plantelor (studiile care sunt mentionate
la pct.7.1.1 - 7.1.6)
Studies for combinations of plant protection products (tests as at
points 7.1.1-7.1.6)
NUMere anexd | =
Annex numbers
7.2 Studii de expunere pe termen scurt
Short-term exposure studies
Numere anexa | ... . ...
Annex numbers
Expunerea operatorului
Operator exposure
Estimarea expunerii operatorului presupunand ca
echipamentul de protectie nu este folosit
7.3.1 Estimation of operator exposure assuming personal protective
equipment is not used
NUMere anexs | -
Annex numbers
7.3.2 Estimarea expunerii operatorului presupunand ca
echipamentul de protectie este folosit
Estimation of operator exposure assuming personal protective
equipment is used
NUmere anexd | =
Annex numbers
7.3.3 Masurarea expunerii operatorului
Measurement of operator exposure
Numere anexa | . ...
Annex numbers
Expunerea persoanelor aflate la fata locului
Bystander exposure
Expunerea persoanelor aflate la fata locului
7.4.1 presupunand ca echipamentul de protectie nu este
folosit
Bystander exposure assuming personal protective equipment is
not used
NUMmere anexs | -
Annex numbers
7.4.2 Masurarea expunerii persoanelor aflate la fata locului
Measurement of bystander exposure
Numere anexa | . .. ...
Annex numbers
Expunerea lucratorilor (agricoli)
Worker exposure
7.5.1 Estimarea expunerii lucratorului presupunand ca

echipamentul de protectie nu este folosit
Estimation of worker exposure assuming personal protective
equipment is not used

Numere anexa
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Annex numbers

7.5.2. Estimarea expunerii lucratorului presupunand ca
echipamentul de protectie este folosit
Estimation of worker exposure assuming personal protective
equipment is used
NUmere anexd | =
Annex numbers
7.5.3 Estimarea expunerii lucratorului presupunand ca
echipamentul de protectie este folosit si utilizarea
datelor obtinute privind reziduurile dezabsorbabile Tn
conditiile de utilizare propuse
Estimation of worker exposure assuming personal protective
equipment is used and using data generated on dislodgeable
residues under proposed
conditions of use
NUMEre anexa | «reeeeerrrmmrrrrrrreeeesnnnnnns
Annex numbers
754 Masurarea expunerii lucratorului
Measurement of worker exposure
Numere anexa | . ...
Annex numbers
Absorbtia dermala
Dermal absorbtion
7.6.1 Determinarea absorbtiei dermale, studiu in vivo pe
sobolan
Determination of dermal absorption, in vivo in rats
Numere anexa
Annex numbers | T
7.6.2 Absorbtia dermala , studiu comparativ in vitro la
sobolan sila om
Comparative dermal absorbtion, in vitro using rat and human skin
Numere anexa | .. ...
Annex numbers
Reziduuri dislocabile
Dislodgeable residues
7.71 Reziduuri dislocabile — sistemul foliar
Dislodgeable residues — foliar
NUMere anexd | =
Annex numbers
7.7.2 Reziduuri dislocabile — sol
Dislodgeable residues — soil
Numere anexa | .. ...
Annex numbers
7.7.3 Reziduuri dislocabile — re-volatilizarea la suprafata in
spatii protejate
Dislodgeable residues — indoor surface re-volatilization
Numere anexa | ...
Annex numbers
7.8 Epidemiologie
Epidemiology
Numere anexa | ...
Annex numbers
Date privind substantele inactive
Data on formulants
Notificarea si fisa tehnica de securitate depuse in
7.91 conformitate cu OUG 200/2000, cu modificarile

ulterioare, aprobata prin L

451/2001, pentru fiecare formulant
Notification and safety data sheet submitted in the context of
Emergency Government Ordinance 200/2000, with further

19




modifications, approved by
Law 451/2001, for each formulant
Numere anexa
Annex numbers

7.9.2

Date toxicologice disponibile privind substantele
inactive
Available toxicological data relating to formulants
Numere anexa
Annex numbers

7.10

Domestic animal/livestosck safety
Siguranta animalelor domestice/animale de ferma
Numere anexa
Annex numbers

7.11

Alte studii/studii speciale
Other/special studies
Numere anexa
Annex numbers

Date privind metabolismul si reziduurile
Metabolism and residue data

Stabilitatea reziduurilor Tn timpul depozitarii mostrelor
Stability of residues during storage of samples
Numere anexa
Annex numbers

Stabilitatea reziduurilor Tn extracte din probe
Stability of residues in sample extracts
Numere anexa
Annex numbers

8.2

Determinarea metabolismului, distributiei $i exprimarii

reziduurilor Tn plante sau animale de ferma
Determination of metabolism, distribution and expression of
residues in plants or livestock
Numere anexa
Annex numbers

8.3

8.3.1

Teste suplimentare privind reziduurile (teste
supravegheate in camp) pentru culturi

sau produse vegetale folosite ca alimente sau
furaje, pentru care este propusa utilizarea — daca
nu este

posibila extrapolarea datelor furnizate in
contextul anexei 1 a Ordinului 421/809/687/2005,
sectiunea 6 pct. 6.3, de exemplu formulari
speciale, metode diferite de aplicare, culturi
suplimentare

Residue trials. Supplementary residue trials (supervised field
trials) for crops or plant products used as food or feed on which
use is proposed — if it is not possible to extrapolate from data
provided in the context of point 6.3 of Annex 1, section 6,

Common Order 421/809/687/2005, e.g. special formulations,
different application methods, additional crops

Utilizarea Tnaintea recoltarii la culturile majore
Pre-harvest use on major crops
Numere anexa
Annex numbers

8.3.2

Utilizarea Tnaintea recoltarii la culturile minore
Pre-harvest use on minor crops
Numere anexa
Annex numbers

8.3.3

Utilizarea dupa recoltare
Post-harvest uses
Numere anexa
Annex numbers
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8.4

Studii suplimentare de reziduuri privind nutritia
animala — daca nu este posibil sa se extrapoleze
pe baza datelor furnizate la

pct.6.4 al anexei 1 a Ordinului 421/809/687/2005 ,
de exemplu

utilizarea suplimentara la culturile furajere este
autorizata, determinéand ingerarea unei cantitati
mai mari de reziduuri de catre animale
Supplementary livestock feeding studies — if it is not possible to
extrapolate from the data provided in the context of point 6.4 of
Annex 1 - Common Order

421/809/687/2005, e.g. use on additional fodder crops is to be
authorised leading to an increased intake of residues by livestock

Numere anexa
Annex numbers

8.4.1

Pasari domestice ouatoare

Poultry
Numere anexa
Annex numbers

8.4.2

Rumegatoare in lactatie (capra si vaca)
Lactating ruminants (goat or cow)
Numere anexa
Annex numbers

8.4.3

Porcine
Pigs
Numere anexa
Annex numbers

8.4.4

Natura reziduurilor in pesti
Nature of residues in fish

Numere anexa
Annex numbers

8.5

8.5.1

Studii suplimentare privind efectelor prelucrarii
industriale si/sau ale prepararii in gospodarie
asupra nivelelor de reziduuri - daca nu este
posibil sa se extrapoleze pe baza

datelor obtinute la pct. 6.5 al anexei 1 a Ordinului
421/809/687/2005, de exemplu culturi pentru care
nu au fost depuse

datele pentru includerea substantei active in Lista
substantelor active autorizate in Uniunea
Europeana, sau

pentru amendarea conditiilor de includere
Supplementary studies on the effects of industrial processing
and/or house- hold preparations on residue levels — if it is not
possible to extrapolate from the data provided in the context of
point 6.5 of Annex 1 - Common Order 421/809/687/2005, e.g.
crops for which data were not submitted for inclusion

of the active substance in List of active substances authorised in

European Union (Annex 1), or to amend the conditions of
inclusion

Efectele prelucrarii industriale si/sau ale prepararii in
gospodarie asupra naturii reziduurilor
Effects of industrial processing and/or household preparation on
nature of rsidues
Numere anexa
Annex numbers

8.5.2

Distribuirea reziduurilor in coaja/pulpa
Distribution of the residues in peel/pulp
Numere anexa
Annex numbers

8.5.3

Studii de bilant asupra unui grup restrans de procese

reprezentative
Balance studies on a core set of representative processes
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Numere anexa
Annex numbers

8.5.4

Studii pentru determinarea concentratiei si a factorilor
de dilutie. Ape potabile. Culturi irigate.
Follow-up studies to determine concentration or dilution factors.
Potable waters. Irrigated crops.
Numere anexa
Annex numbers

8.6

Studii suplimentare privind reziduurile in culturile

succesive reprezentative
Supplementary residues studies in representative succeeding
crops
Numere anexa
Annex numbers

8.71

Limitele maxime de reziduuri propuse si definitia
pentru reziduuri
Proposed MRL’s and residue definition
Definitia pentru reziduri propusa
Proposed residue definition
Numere anexa
Annex numbers

8.7.2

Limitele maxime de reziduuri propuse (MRL) si
justificarea acceptabilitatii limitelor propuse, inclusiv
detalii privind analiza statistica aplicata
Proposed Maximum Residue Levels (MRL’s) and justification of
the acceptability of the levels proposed, including details of the
statistical analyses used

Numere anexa

Annex numbers

8.8.1

Propuneri privind intervale de pauza sau perioade
de asteptare, si o justificare pentru fiecare
propunere

Proposed pre-harvest intervals, re-entry intervals or
withholding periods to minimise residues in crops, plants,
plant products, treated products, trated areas or spaces and
a justification for each proposal

Timpul de pauza (in zile) pentru fiecare cultura
relevanta
Pre-harvest interval (in days) for each relevant crop

Numere anexa
Annex numbers

8.8.2

erioada de revenire (in zile) a septelului in zonele de
pasunat
Re-entry period (in days) for livestock, to areas to be grazed

Numere anexa
Annex numbers

8.8.3

Perioada de revenire (in ore sau in zile) pentru

oameni in culturile, cladirile sau spatiile tratate
Re-entry period (in hours or days) for man to crops, buildings or
spaces treated
Numere anexa
Annex numbers

8.8.4

Perioada de asteptare (in zile) inainte de utilizarea in
hrana animalelor
Withholding period (in days) for animal feeding stuffs
Numere anexa
Annex numbers

8.8.5

Perioada de asteptare (in zile) intre ultima aplicare si

semanatul sau plantatul culturii de protejat
Waiting period (in days) between last application and sowing or
planting the crop to be protected

Numere anexa
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Annex numbers

8.8.6

Perioada de asteptare (in zile) intre aplicarea
produsului de protectie a plantelor si manipularea
produselor tratate
Waiting period (in days) between application and handling treated
products
Numere anexa
Annex numbers

8.8.7

Perioada de asteptare (in zile) intre ultima aplicare si

insamantarea sau plantarea culturilor succesive
Waiting period (in days) between last application and sowing or
planting succeeding crop
Numere anexa
Annex numbers

8.9

Alte studii/studii speciale
Other/special studies
Numere anexa
Annex numbers

8.10.1

Estimarea expunerii potentiale sau reale, prin
regimul alimentar sau prin alte mijloace

Estimation of the potential and actual exposure through diet and
other means

Calcularea TMDI (aportul zilnic maxim teoretic)
TMDI calculations
Numere anexa
Annex numbers

8.10.2

Calcularea NEDI (aportul zilnic national estimat )
NEDI calculations
Numere anexa
Annex numbers

8.1

Rezumatul si evaluarea comportarii reziduurilor
Summary and evaluation of residue behaviour
Numere anexa
Annex numbers

Transformarea si comportarea in mediu
Fate and behaviour in the environement

9.1.

Rata de degradare in sol — daca nu este posibila
extrapolarea datelor funizate pentru substanta
activa si metabolitii relevanti, produsii de
degradare si de reactie in contextul pct.7.1.1.1.2
al Anexei 1 a Ordinului
421/809/687/2005

Rate of degradation in soil — if it is not possible to extrapolate
from data provided for the active substance and relevant
metabolites, degradation and reaction products in the context of
point 7.1.1.1.2 of Annex 1 Order 421/809/687/2005

9.1.1

Degradarea in sol
Degradation in soil
Degradarea aeroba a preparatului in sol
Aerobic degradation of the preparation in soil
Numere anexa
Annex numbers

Degradarea anaeroba a preparatului in sol
Anaerobic degradation of the preparation in soil
Numere anexa
Annex numbers

9.2

Studii in camp
Field studies

9.2.1

Studii de disipare in sol pe 0 gama reprezentativa de

soluri-de regula 4 soluri
Soil dissipation studies on a range of representative soils —
normally 4 soils
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Numere anexa
Annex numbers

922 Studii de reziduuri in sol
Soil residues studies
Numere anexa | ... ...
Annex numbers
9.2.3 Studii de acumulare in sol pe doua tipuri relevante de
sol
Soil accumulation studies on 2 relevant soils
Numere anexa | ...
Annex numbers
9.3.1 Mobilitatea in sol
Mobility in soil
Determinarea mobilitatii produsului de protectie a
plantelor in sol — studii de percolare pe coloana
Determination of mobility of the plant protection product in soil —
column leaching studies
Numere anexa
ANNex NUmbers | «+-rreesremrereesmmneennnns
9.3.2 Studii lizimetrice
Lysimeter studies
Numere anexa | ...
Annex numbers
9.3.3 Studii de percolare in camp
Field leaching studies
Numere anexa | ... ...
Annex numbers
9.4 Concentratii previzibile in sol (PECs) pentru
substanta activa la doza maxima de aplicare
propusa si legate de numarul
maxim si dozele maxime de aplicare propuse,
pentru fiecare tip de sol relevant testat
Predicted environmental concentrations in soil (PECs) for the
active substance at the highest rate of aplication proposed and
relating to the
maximum number and highest rates of application proposed, for
each relevant soil tested
Numere anexa | «---eoeeeeeeeneieienenenenenn.
Annex numbers
9.4.1 Valoarea PEC initiala
Initial PECs value
Numere anexa | ...
Annex numbers
9.4.2 Valori PECs pe termen scurt — 24 ore, 2 zile si 4 zile
dupa ultima aplicare
Short-term PECs values — 24 hours, 2 days and 4 days after last
application
Numere anexa
Annex numbers | s
943 Valori PECs pe termen lung — 7, 28, 50 si 100 zile
dupa ultima aplicare
Short-term PECs values — 7, 28, 50 and 100 days after last
application
Numere anexa
Annex numbers | T
9.5 Concentratii previzibile in sol (PECs) pentru

metabolitii relevanti, produsii de degradare si de
reactie la doza maxima de
aplicare propusa si legate de numarul maxim si
dozele maxime de aplicare propuse, pentru
fiecare tip de

sol relevant testat

Predicted environmental concentrations in soil (PECs) for the
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9.5.1

relevant metabolites, degradation an reaction products at the
highest rate of aplication
proposed and relating to the maximum number and highest rates
of application proposed, for each relevant soil tested
Valoarea PEC initiala
Initial PECs value

Numere anexa

Annex numbers

9.5.2

Valori PECs pe termen scurt — 24 ore, 2 zile si 4 zile
dupa ultima aplicare
Short-term PECs values — 24 hours, 2 days and 4 days after last
application
Numere anexa
Annex numbers

9.56.3

Valori PECs pe termen lung — 7, 28, 50 si 100 zile
dupa ultima aplicare
Short-term PECs values — 7, 28, 50 and 100 days after last
application
Numere anexa
Annex numbers

9.6

Transformarea si comportarea in apa

Behaviour and fate in water

Concentratia previzibila in apa subterana
(PECasb) la doza

maxima de aplicare propusa si legate de umarul
maxim si dozele maxime de aplicare propuse,
pentru fiecare tip de sol relevant testat

Predicted environmental concentrations in groundwater (PECgw)

at the highest rate of application proposed and relating to the
maximum number and the highest rates of application proposed

Numere anexa
Annex numbers

9.6.1

Substanta activa
Active substance
Numere anexa
Annex numbers

9.6.2

Metaboliti relevanti, produsi de degradare gi de
reactie
Relevant metabolites, degradation and reaction products
Numere anexa
Annex numbers

9.6.3

Teste aditionale in camp
Additional field testing
Numere anexa
Annex numbers

9.6.4

Impactul asupra procedeelor de tratament al apei
Impact on water treatment procedures
Numere anexa
Annex numbers

9.7

9.7.1

Concentratia previzibila in apa de suprafata
(PECas) la doza maxima de aplicare propusa si
legate de numarul

maxim si dozele maxime de aplicare propuse,
pentru lacuri, iazuri, rauri, canale, fluvii, sisteme
de irigatii/drenaj si drenuri

Predicted environmental concentrations in surface water
(PECsw) for the active substance at the highest rate of
application proposed and relating

to the maximum number and highest rates of application
proposed, relevant to lakes, ponds, rivers, canals, streams,
irrigation/drainage canals and drains

Valorile PECas initiale pentru masele de apa
stagnante

Initial PECsw value for static water bodies
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Numere anexa:
Annex numbers

9.7.2

Valorile PECas initiale pentru masele de apa cu
scurgere lenta
Initial PECsw value for slow moving water bodies
Numere anexa:
Annex numbers

9.7.3

Valorile PECas pe termen scurt pentru masele de
apa stagnante: 24 de ore, 2 zile si 4 zile dupa ultima
aplicare

Short-term PECsw value for static water bodies: 24 hours, 2 days
and 4 days after last application

Numere anexa:
Annex numbers

9.7.4

Valorile PECas pe termen scurt pentru masele de
apa cu scurgere lenta: 24 de ore, 2 zile si 4 zile dupa
ultima aplicare

Short-term PECsw value for slow moving water bodies: 24 hours,
2 days and 4 days after last application

Numere anexa:
Annex numbers

9.7.5

Valorile PECas pe termen lung pentru masele de apa
stagnante: 7, 14, 21, 28 si 42 zile dupa ultima
aplicare

Short-term PECsw value for static water bodies: 7, 14, 21, 28 and
42 days after last application

Numere anexa:
Annex numbers

9.7.6

Valorile PECas pe termen lung pentru masele de apa
cu scurgere lenta: 7, 14, 21, 28 si 42 zile dupa ultima
aplicare

Short-term PECsw value for moving water bodies: 7, 14, 21, 28
and 42 days after last application

Numere anexa:
Annex numbers

9.8

9.8.1

Concentratia previzibila in apa de suprafata
(PECas) pentru metabolitii relevanti, produsii de
degradare si

de reactie la doza maxima de aplicare propusa si
legate de numarul maxim si dozele maxime de
aplicare propuse,

pentru lacuri, iazuri, rauri, canale, fluvii, sisteme
de irigatii/drenaj si drenuri

Predicted environmental concentrations in surface water
(PECsw) for the relevant metabolites, degradation and reaction
products at the highest rate of application proposed and relating
to the maximum number and highest rates of application

proposed, relevant to lakes, ponds, rivers, canals, streams,
irrigation/drainage canals and drains

Valorile PECas initiale pentru masele de apa
stagnante
Initial PECsw value for static water bodies
Numere anexa:
Annex numbers

9.8.2

Valorile PECas initiale pentru masele de apa cu
scurgere lenta
Initial PECsw value for slow moving water bodies
Numere anexa:
Annex numbers
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9.8.3

Valorile PECas pe termen scurt pentru masele de
apa stagnante: 24 de ore, 2 zile si 4 zile dupa ultima
aplicare

Short-term PECsw value for static water bodies: 24 hours, 2
days and 4 days after last application

Numere anexa:
Annex numbers

9.84

Valorile PECas pe termen scurt pentru masele de
apa cu scurgere lenta: 24 de ore, 2 zile si 4 zile dupa
ultima aplicare

Short-term PECsw value for slow moving water bodies: 24 hours,
2 days and 4 days after last application

Numere anexa:
Annex numbers

9.8.5

Valorile PECas pe termen lung pentru masele de apa
stagnante: 7, 14, 21, 28 si 42 zile dupa ultima
aplicare
Short-term PECsw value for static water bodies: 7, 14, 21, 28 and
42 days after last application
Numere anexa:
Annex numbers

9.8.6

Valorile PECas pe termen lung pentru masele de apa
cu scurgere lenta: 7, 14, 21, 28 si 42 zile dupa ultima
aplicare
Short-term PECsw value for moving water bodies: 7, 14, 21, 28
and 42 days after last application
Numere anexa:
Annex numbers

9.8.7

Teste suplimentare in camp
Ad(ditional field testing
Numere anexa:
Annex numbers

9.9

Transformarea si comportarea in aer Fate and
behaviour in air
Date asupra transformarii si comportarii in aer Data on
fate and behaviour in air
Numere anexa:
Annex numbers

10.

Studii ecotoxicologice
Ecotoxicological studies

10.1.1

Efecte asupra pasarilor
Effects on birds
Determinarea raportului toxicitate orala
acuta/expunere pentru pasari (TERa)
Determination of acute toxicity exposure ratio (TERa) for birds
Numere anexa:
Annex numbers

10.1.2

Determinarea raportului toxicitate pe termen
scurt/expunere pentru pasari (TERst)
Determination of short-term toxicity exposure ratio (TERst) for
birds
Numere anexa:
Annex numbers

10.1.3

Determinarea concentratiei in substanta activa
(mg/kg) pentru momeli
For baits, determination of active substance concentration in
the bait mg/kg
Numere anexa:
Annex numbers

10.1.4

in cazul pastilelor, granulelor, momelilor si a
semintelor tratate:
In case of pellets, granules, prills or treated seeds:
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10.1.41

Cantitatea de substanta activa in sau pe fiecare
pastila, granula, momeala si seminte tratate

Amount of active substance in or on each pellet, granule, prills
or treated seed

Numere anexa:
Annex numbers

10.1.4.2e

Proportia de DLs, pentru substanta activa in 100
particule si pe gram de particule
Proportion of the LD50 for the active substance in 100
particule si per gram of particles

Numere anexa:

Annex numbers

10.1.5

In cazul pastilelor, granulelor si momelilor,
marimea si forma acestora
In case of pellets, granules and prills, their size and shape
Numere anexa:
Annex numbers

10.1.6

Toxicitatea orala acuta a preparatului la cele mai
sensibile specii identificate in teste cu substanta
activa (Anexa 1 a

Ordinului 421/809/687/2005 pct.8.1.1. i 8.1.2.)

Acute oral toxicity of the preparation to the more sensitive of
the species identified in the tests with the active substance
(Annex 1 Order 421/809/687 /2005 point. 8.1.1 si 8.1.2)
Numere anexa:
Annex numbers

101.7

Teste controlate asupra pasarilor in captivitate si in
conditii de camp
Supervised bird tests in cages or under field conditions
Numere anexa:
Annex numbers

10.1.8

Determinarea apetentei pasarilor pentru momeli,
granule sau seminte tratate
Supervised bird tests in cages or under field conditions
Numere anexa:
Annex numbers

10.1.9

Determinarea efectelor de intoxicatie secundara
Determination of the effects of secondary poisoning
Numere anexa:
Annex numbers

10.2

Efecte asupra organismelor acvatice
Effects on aquatic organisms
Rapoartele de toxicitate/expunere asupra
organismelor acvatice
Toxicity exposure ratios for aquatic species
Numere anexa:
Annex numbers

Toxicitatea acuta pentru pesti, nevertebrate
acvatice si alge
Acute toxicity for fish, aquatic invertebrates and algae
Determinarea TERa si TER It pentru pesti
Determination of TERa and TER It for fish
Numere anexa:
Annex numbers

Determinarea TERa si TER It pentru Daphnia
Determination of TERa and TER It for Daphnia
Numere anexa:
Annex numbers

Determinarea TERa si TER It pentru speciile de

insecte acvatice
Determination of TERa and TER It for an aquatic insect
species

Numere anexa:
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Annex numbers

10.2.1.7,
10.2.1.8

Determinarea TERa si TER It pentru speciile de
crustacee acvatice
Determination of TERa and TER It for an aquatic crustacean
species
Numere anexa:
Annex numbers

10.2.1.9,
10.2.1.10

Determinarea TERa si TER It pentru speciile de
moluste gasteropode acvatice
Determination of TERa and TER It for an aquatic gastropod
mollusc species
Numere anexa:
Annex numbers

10.2.1.11

Determinarea TER It pentru alge
Determination of TER It for algae
Numere anexa:
Annex numbers

10.2.2

Determinarea toxicitatii acute (in mediu acvatic) a
preparatului
Determination of the acute toxicity (aquatic) of the preparation
Numere anexa:
Annex numbers

10.2.3

Studiu de microcosm si mezocosm
Microcosm or mesocosm study
Determinarea toxicitatii pentru organismele
acvatice intr-un studiu de microcosm si mezocosm
Determination of the toxicity for aquatic organisms in a
microcosm or mesocosm study

Numere anexa:

Annex numbers

10.2.4

Date privind reziduurile la pesti
Data on residues in fish
Date privind reziduurile la pesti
Data on residues in fish
Numere anexa:
Annex numbers

10.2.5

10.2.5.1

Date privind toxicitatea cronica la pesti
Chronic fish toxicity data

Toxicitatea cronica (expunere de 28 de zile) la
puietul de peste. Date analitice asupra
concentratiilor in mediul de testare
Chronic toxicity (28 day exposure) to juvenile fish. Analitical
data on concentrations in the test media

Numere anexa:
Annex numbers

10.2.5.2

Test de toxicitate la pestii aflati in primele etape
ale vietii. Date analitice asupra concentratiilor din
mediul de testare.

Fish early life stage toxicity test. Analytical data on
concentrations in the test media

Numere anexa:
Annex numbers

10.2.5.3

Test pe ciclul biologic al pestilor
Fish life cycle test
Numere anexa:
Annex numbers

10.2.6.1

Toxicitate cronica la nevertabratele acvatice
Chronic toxicity to aquatic invertebrates
Toxicitatea cronica la Daphnia magna (21 de zile)
Chronic toxicity in Daphnia magna (21- day)
Numere anexa:
Annex numbers
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10.2.6.2

Toxicitate cronica pentru speciile reprezentative de
insecte acvatice

Chronic toxicity for a reprezentative species for aquatic insects

Numere anexa:

Annex numbers

10.2.6.3

Toxicitate cronica pentru speciile reprezentative

pentru molustele gasteropode acvatice
Chronic toxicity for a reprezentative species of aquatic
gastropod mollusc
Numere anexa:
Annex numbers

10.2.7

Acumularea in organismele acvatice netinta
Accumulation in aquatic non-target organisms.
Numere anexa:
Annex numbers

10.3

Efecte asupra vertebratelor terestre altele decat
pasarile
Effects on terrestrial vertebratea other than birds
Determinarea efectelor asupra vertebratelor
terestre altele decat pasarile
Determination of the effects on terrestrial vertebrates other
than birds

Numere anexa:

Annex numbers

10.3.1.1

Raportul toxicitate acuta/expunere (TERa)
Acute toxicity exposure ratio (TERa)
Numere anexa:
Annex numbers

10.3.1.2

Raportul toxicitate pe termen scurt/expunere
(TERSst)
Short-term toxicity exposure ratio (TERst)
Numere anexa:
Annex numbers

10.3.1.3

Raportul toxicitate pe termen lung/expunere
(TERIt)
Long-term toxicity exposure ratio (TERIt)
Numere anexa:
Annex numbers

10.3.21

Toxicitate acuta orala a preparatului
Acute oral toxicity of the preparation
Numere anexa:
Annex numbers

10.3.2.2

Determinarea apetentei vertebratelor terestre

pentru momeli, granule sau seminte tratate
Determination of the acceptance of bait, granules or treated
seeds by terrestrial vertebrates
Numere anexa:
Annex numbers

10.3.2.3

Determinarea efectelor intoxicatiei secundare
Determination of the effects of secondary poisoning
Numere anexa:
Annex numbers

10.3.3

Teste supravegheate in captivitate sau teste in
camp sau alte studii adecvate
Supervised cage or field trials or other appropriate studies
Numere anexa:
Annex numbers

104

Efecte asupra albinelor
Effects on bees

10.4.11

Coeficientul de risc privind expunerea orald Quo

pentru albine
Determination of the oral exposure Quo for bees
Numere anexa:
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Annex numbers

10.4.1.2

Coeficientul de risc privind expunerea de contact
Qe pentru albine
Determination of the oral exposure Quc for bees
Numere anexa:
Annex numbers

10.4.21

Toxicitatea orala acuta a preparatului
Acute oral toxicity of the preparation
Numere anexa:
Annex numbers

10.4.2.2

Toxicitatea acuta de contact a preparatului
Acute contact toxicity of the preparation
Numere anexa:
Annex numbers

10.4.3

Efectul reziduurilor care raman pe culturi asupra
albinelor
Effects on bees of residues on crops
Numere anexa:
Annex numbers

10.4.4

Teste in captivitate pe albine
Cage tests with bees
Numere anexa:
Annex numbers

10.4.5

Teste in camp pe albine.
Field tests with bees.
Numere anexa:
Annex numbers

10.4.6

Investigarea efectelor speciale: toxicitate pentru
larve, efecte reziduale de lunga durata, efecte
dezorientante pentru albine

Investigation of special effects: larval toxicity, long residual
effects, disorienting effects on bees

Numere anexa:
Annex numbers

10.4.7

Teste in tunel pentru investigarea efectelor pe care
le au culegerea polenului din flori sau a nectarului
contaminat

Tunnel testing to investigate effects of feeding on
contaminated honey dew or flowers

Numere anexa:
Annex numbers

10.5.

Efecte asupra artropodelor, altele decat
albinele
Effects on atropods other than bees
Numere anexa:
Annex numbers

10.5.1a

Efecte asupra a doua specii sensibile deja testate,
folosind substrat artificial

Effects on the 2 most sensitive species already tested, using
artificial substrates

Numere anexa:
Annex numbers

10.5.1b

Efecte asupra a doua specii suplimentare,
relevante pentru utilizarile propuse ale
preparatului, folosind substrat artificial

Effects on 2 additional species relevant to the proposed uses
of the preparation, using artificial substrates

Numere anexa:
Annex numbers

10.5.2

Efecte asupra artopodelor terestre netinta (teste
extinse in laborator Effects on non-target terrestrial
arthropods in extended laboratory tests

Numere anexa:
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Annex numbers

10.5.3

Efecte asupra atropodelor terestre netinta (teste in
conditii seminaturale)
Effects on non-target terrestrial arthropods in semi-field tests
Numere anexa:
Annex numbers

10.5.4

Teste in camp pe artopode
Field tests on arthropods species
Numere anexa:
Annex numbers

10.6.1

Efecte asupra ramelor
Effects on earthworms
Rapoartele de toxicitate asupra ramelor, TERa si
TERIt
Toxicity exposure ratios for earthworms, TERa and TERIt
Numere anexa:
Annex numbers

10.6.2

Determinarea toxicitatii acute pentru rame
Determination of the acute toxicity for earthworms
Numere anexa:
Annex numbers

10.6.3

Teste privind efecte subletale la rame
Tests for sublethal effects on earthworms
Numere anexa:
Annex numbers

10.6.4

Studii in cdmp pentru réme
Field studies with earthworms
Numere anexa:
Annex numbers

10.6.5

Continutul de reziduuri al ramelor
Residue content of earthworms
Numere anexa:
Annex numbers

10.6.6

Efecte asupra altor macroorganisme netinta din
sol
Effects on other non-target macro-organisms in soil
Numere anexa:
Annex numbers

10.6.7

Date asupra efectului asupra descompunerii
materiei organice
Data on effects on organic matter breakdown
Numere anexa:
Annex numbers

10.7.1

Efecte asupra microorganismelor netinta din
sol
Effects on non-target micro-organisms in soil
Studii Tn laborator; efecte asupra
microorganismelor netintéd din sol exprimate prin
transformarea azotului si mineralizarea carbonului
Studies in the laboratory; effects on non-target micro-
orh’ganisms in the soil in terms of nitrogen transformation and
carbon mineralization

Numere anexa:

Annex numbers

10.7.2

Teste suplimentare pentru evaluarea efectelor
activitatii microbiene Tn conditii de laborator,sera
sau camp

Additional testing to evaluate the effect on microbial activity
under laboratory, glasshouse or field conditions

Numere anexa:
Annex numbers

10.8.1

Efecte asupra plantelor terestre netinta
Effects on non-target terrestrial plants
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Numere anexa:
Annex numbers

10.8.2

Efecte asupra plantelor acvatice netinta
Effects on non-target acquatic plants
Numere anexa:
Annex numbers

10.9.1

Rezumatul cercetarilor preliminare biologice
Summary preliminary bological research
Rezumatul datelor disponibile provenite din testele
folosite la evaluarea activitatii biologice si la
stabilirea dozei, care poate furniza informatii
asupra altor specii netinta (flora si fauna) Summary
of available data from preliminary tests used to assess
biological activity and dose range finding, which may provide
information on other non-target species (flora and fauna)
Numere anexa:
Annex numbers

10.9.2

Evaluarea critica in ceea ce priveste relevanta
datelor provenite din teste preliminare asupra
impactului potential asupra speciilor netinta
A critical assessment as to the relevance of the prelimary test
data to potential impact on non-target species

Numere anexa:

Annex numbers

10.10

Alte studii/studii speciale
Other/special studies
Numere anexa
Annex numbers

10.11

Rezumatul si evaluarea sectiunilor 9 si 10,
impreuna cu evaluarea detaliata si critica a datelor

pentru a include:
Summary and evaluation of paragraphs 9 and 10, together
with a detailed and critical asessement of the data to include:

10.11.1

Prevederea distributiei si a transformarii in mediu

si indicarea duratelor corespunzatoare
Predicted distribution and fate in the environement and the
time couses involved
Numere anexa
Annex numbers

10.11.2

Identificarea speciilor netinta care sunt expuse
unui risc, precum si prevederea amplorii expunerii
potentiale
Non-target species at risk and extent of potential exposure
Numere anexa
Annex numbers

10.11.3

Evaluarea riscurilor pe termen scurt si pe termen
lung pentru speciile netinta —
populatii, comunitati, procese — dupa caz:
Short and long term risks for non-target species, populations,
communities and processes
Numere anexa
Annex numbers

10.11.4

Riscurile de distrugere a pestilor sau de
mortalitate la vertebratele mari sau pradatorii
terestri

Risk of fish kills and fatalities in large vertebrates or terestrial
predators

Numere anexa
Annex numbers

10.11.5

Masuri de precautie necesare pentru a evita sau
reduce la minim contaminarea mediului si pentru a
asigura protectia speciilor netinta

Precautions necessary to avoid or minimize contamination of
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the environement and for the protection of non-target species
Numere anexa
Annex numbers

Informatii suplimentare

1. Further information
11.1 G R .
Informatii privind omologarea in alte tari
Information on authorization in other countries
11.2 Informatii asupra stabilirii limitelor maxime de
reziduuri (MRL) in alte tari
Information on established MRL’s in other countries
11.3 Propunere privind simbolurile de pericol, indicatii

de pericol, fraze de risc si fraze de prudenta
pentru masurile de siguranta

Proposed hazard symbol(s), danger indications standard
phrases concerning hazards and standard phrases
concerning safety

11.4 Propuneri pentru fraze de risc si fraze-tip pentru
masurile de siguranta in conformitate cu art.34
lit.(f) si (g) din Hotararea Guvernului nr.1559/2004

Proposals for risk and safety phrases in accordance with
article 34 (f) and (g) of the Government Decision 1559/2004

11.5 Eticheta propusa
Proposed label
11.6 Mostra de ambalaj propus

Specimens for proposed packaging

* daca este cazul, se specifica natura datelor depuse: studiu, rezumat, referinta la datele proprii
depuse anterior sau la datele unor parti terte

Substanta activa
Active substance

IMPORTANT:

Secretariatul Comisiei Nationale de Omologare a Produselor de Protectie a Plantelor (SCNOPPP) a
intocmit acest formular. Completarea acestui formular nu ofera nici un drept solicitantului
omologarii.

DISCLAIMER:

The Secretariat of the National Commission for Registration of Plant Protection Products (NCRPPP) has taken all
reasonable care in producing this information, but no rights can be derived from this translated application form P

Va fi completat de catre SCNOPPP, nu de catre solicitantul omologarii.
For SNCRPPP use only, not to be completed by the applicant

Numar cerere de omologare: Tip: Plata:
Application number: Type: Payment:

Solicitantul omologarii:
Applicant:
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FORMULAR P (Substanta activa)
FORM P (Active substance)

DATE PRIVIND SUBSTANTA ACTIVA
DATA CONCERNING THE ACTIVE SUBSTANCE

Partea 2: date referitoare la substanta activa
Part 2: substance document

Partea 2 se va transmite impreuna cu partea/partile 1 la:
Send this part 2 together with part/parts 1 to:

SECRETARIATUL TEHNIC AL COMISIEI NATIONALE DE OMOLOGARE A PRODUSELOR DE
PROTECTIE A PLANTELOR

Ministerul Agriculturii, Padurilor si Dezvoltarii Rurale

Bulevardul Carol nr.24, Sector 1, Bucuresti

Romania

TECHNICAL SECRETARIAT OF THE NATIONAL COMMISSION FOR REGISTRATION OF PLANT PROTECTION
PRODUCTS

Ministry of Agriculture, Forests and Rural Developement
24, Carol Blvr., Sector 1, Bucharest, Romania

Plata:

Tariful pentru primirea, inregistrarea si verificarea cererii de omologare si a integralitatii dosarelor
trebuie sa fie transferat la data depunerii documentatiei Tn contul ..................ccceee deschis la
Banca ... , pe numele Comisiei Nationale de Omologare a Produselor de Protectie
a Plantelor, Ministerul Agriculturii, Padurilor si Dezvoltarii Rurale, Bucuresti.

Payement:

The application fee should, at the time of application, be transferred to Bank ....... account number ................ccce..... , in the

name of National Comission for Registration of Plant Protection Products, Ministry of Agriculture, Forests and Rural
Developement, Bucharest.

Denumirea produsului de protectie a plantelor:
Product name:

Substanta activa
Active substance

Data depunerii documentatiei:
Date of application:

Semnatura solicitantului omologarii:
Signature of applicant:

Statutul substantei active in Uniunea

Europeana

EU status active substance

Substanta activa este deja inclusa in Lista Da[] Nu [
substantelor active autorizate pentru utilizare in yes no

Uniunea Europeana?
Is the active substance already included in Annex 1?

Daca nu, a fost depusa o cerere pentru Da] Nu [l
includerea substantei active in Lista substantelor | ves no
active autorizate pentru utilizare in Uniunea

Europeana?

If not, has an application for inclusion of the active
substance in Annex 1 been made?

In care Stat Membru a fost depusa pentru prima | Statul membru:
data cererea pentru includere?
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If so, in wich Member State has the application for inclusion
first been made?

A fost efectuata deja o verificare a integralitatii
dosarului in conformitate cu procedura
prevazuts la art. 162 din HG 1559/20047

Has a completness check of the dossier in compliance with
the procedure in Art. 16 Government Decision 1559/2004?

Da[ Nu [

yes no

Daca da, care Stat Membru a efectuat

Statul membru:

verificarea? Member State

If so, by which Member State?

Data si numarul deciziei Comisiei privind Data ............. Numarul ............
verificarea integralitatii. Date Number

Date and number decision Commission concerning

completeness check:

Disponibilitatea dosarului UE in Romania

Romania availability of EU dossier

A fost trimis un dosar complet in Romania? Da[] Nu[]

Has a complete dossier already been sent to Romania? yes no

Informatii generale

General informations

Continutul in substanta activa al produsului, | ......c.c....

exprimat in g/l sau %

Content of the active substance in the product in G/L or %

Natura efectului substantei active (fungicid, | ...

erbicid etc.)

Nature of the effect of the active substance (fungicide,

herbicide, etc)

A fost depusa o cerere pentru informatii privind Da[] Nu [ Numarul cererii .................
efectuarea de teste pe animale, pentru produsul yes no Request number
respectiv? Daca da, ce numar a primit cererea?

Has a request for information concerning the execution of

animal tests been submitted for the product? If so, which

number have the application?

Scrisoare de acces

Letter of access

Exista o scrisoare de acces pentru utilizarea Da[l] Nu [ Numarul Anexei: ...............
datelor partilor terte pentru substanta activa? yes no Annex number

Is there a Letter of Access for use of data of third parties for
the active substance?

Numele partii terte de la care a fost obtinuta

scrisoarea de acces
Na me of third parties from which the Letter is obtained

Data scrisorii de acces
Date of the letter

1 Identitatea substantei active
Identity of the active substance

Codul Descriere Raspuns Observatii*
studiului Description Reply
Study
question
code
1 Identitatea substantei active @ |

Identity of the active substance

1.1a Numele si adresa solicitantului omologarii
Name and adressof the applicant
Nume, adresa, numar de telefon si de fax
Name, adress, telephone and fax number of the applicant
Numerele anexelor: | """
Annex numbers:!
1.1b Numele persoanei de contact
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Name contact person
Numerele anexelor:
Annex numbers.!

1.2

Producatorul substantei active
Numele gi adresa producatorului substantei active

Manufacturer of the active substance
Name and address of the manufacturer of the active substance

Numerele anexelor:
Annex numbers!

1.3

Denumirea ISO sau denumirea ISO propusa si
sinonimul

Denumirea standard a substantei active pure
(denumirea ISO sau, daca este cazul, denumirea
ISO propusa)

ISO name or proposed ISO name and synonym

The standard name of the pure active substance should be
given (ISO name or, if applicable, proposed ISO name)

Numerele anexelor:
Annex numbers.!

1.4

Denumirea chimica a substantei active pure
Chemical name of the pure active substance

Numerele anexelor:
Annex numbers!

1.5

Alte denumiri ale substantei active
Alta denumire, daca exista, care sunt utilizate
pentru sintetizarea substantei active pure (numerele

de cod ale producatorului)
Other names active substance
Other names, if any, that are used for the pure active substance
development (code numbers of the manufacturer)
Numerele anexelor:

Annex numbers!

1.6

Numerele CAS, CIPAC, EINECS si ELINCS

existente
The existing CAS, CIPAC, EINECS and ELINCS numbers

Numerele anexelor:
Annex numbers:.

1.7

Formula structurala, formula moleculara si masa
moleculara ale substantei active

Numerele anexelor:
Structural formula, molecular formula and molecular mass of
the active substance

Annex numbers.!

Metoda de fabricatie a substantei active
Method of manufacturing of the active substance

Cantitatea de substanta tehnica pura (puritatea)
Continutul minim de substanta activa pura din
substanta activa tehnica, exprimata in g/kg
Amount (g/kg) of the pure technical substance (purity)
The minimum content in g/kg of pure active substance in the
technical active substance.

Numerele anexelor:

Annex numbers:

1.10.1

Identitatea izomerilor, impuritatilor, aditivilor
Identity of isomers, impurities, additives
Date privind izomerii i impuritatile
Data on isomers and impurities
Numerele anexelor:
Annex numbers:

Date privind impuritatile relevante din punct de
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1.10.2

1.10.3

vedere toxicologic si ecotoxicologic
Data on toxicologically and ecotoxicologically relevant
impurities
Numerele anexelor:
Annex numbers:
Date privind aditivii
Data on additives
Numerele anexelor:
Annex numbers:

Profilul analitic al loturilor
Profilul analitic al loturilor reprezentative
Analytical profile of batches
Analytical profile of representative batches
Numerele anexelor:
Annex numbers:

Proprietati fizico-chimice ale substantei active
Physical properties of the active substance

Date privind proprietatile fizico-chimice ale
substantei active Data on physical properties of the active
substance

Numerele anexelor
Annex numbers

2.11

Punctul de topire, punctul de fierbere sau
punctul de sublimare al substantei active pure
Determinarea punctului de topire (sau punctul de
solidificare) al substantei active pure
Melting point, boiling point, or sublimation point pure active
substance
Determination of the melting point (or solidification point) of the
pure active substance

Numerele anexelor:

Annex numbers:

Determinarea punctului de fierbere al substantei

active pure (daca este necesar)
Determination of the boiling point of the pure active substance
(if necessary)
Numerele anexelor:
Annex numbers:

2.13

Determinarea temperaturi la care are loc
descompunerea sau sublimarea in caz ca punctul
de topire sau punctul de fierbere nu pot fi
determinate datorita descompunerii sau sublimarii

Determination  of the
temperature at which decomposition or sublimation occurs in
case the melting point or boiling point cannot be determined
due to decomposition or sublimation

Numerele anexelor:
Annex numbers:

2.2

Densitatea relativa
Determinarea densitatii relative a substantei active

Numerele anexelor:
Relative density
Determination of the relative density of the active substance

Annex numbers:

2.31

Presiunea de vapori si volatilitatea

Determinarea presiunii de vapori a substantei active
pure

Vapour pressure and volatility

Determination of the vapour pressure of the pure active
substance

Numerele anexelor:
Annex numbers:
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2.32

Determinarea calculului volatilitatii (constanta Legii
lui Henry)

Determination of the calculation of the volatility (Henry’s Law
constant)

Numerele anexelor:
Annex numbers:

Aspect, stare fizica, miros si culoare
Appearance, physical state, odour and colour

O descriere a starii fizice si a culorii substantei
active pure si substantei active tehnice

A description of the physical state and the colour of the pure
and the technical active substance

Numerele anexelor:
Annex numbers:
O descriere a mirosului substantei active pure gi
substantei active tehnice

A description of the odour of the pure active substance and of
the technical active substance

Numerele anexelor:
Annex numbers:

Spectre de absorbtie
Absorption spectra
Date privind spectrele de absorbtie
Data on the absorption spectra
Numerele anexelor:
Annex numbers:

2.5.21

Spectre de absorbtie ale susbtantei active pure
Absorption spectra pure active substance
Determinarea spectrului in ultraviolet/vizibil
(UVIVIS)
Determination of the ultraviolet/visible light spectrum (UV/VIS)
Numerele anexelor:
Annex numbers:
Determinarea spectrului in infrarosu (IR)
Determination of the infrared spectrum (IR)
Numerele anexelor:
Annex numbers:
Determinarea spectrului de rezonanta magnetica
nucleara (RMN)
Determination of the Nuclear Magnetic Resonance (NMR)
Numerele anexelor:
Annex numbers:
Determinarea spectrului de masa (MS)
Determination of the mass spectrum (MS)
Numerele anexelor:
Annex numbers:

Puritatea optica, in cazul substantelor active cu
izomeri optici separati

Optical purity, in the case of active substances that are
separated optical isomers

Numerele anexelor:
Annex numbers:

Spectrele de absorbtie ale impuritatilor
Absorption spectra of impurities
Determinarea spectrelor de absorbtie ale
impuritatilor
Determination of the absorption spectra of impurities
Numerele anexelor:
Annex numbers:
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2.52.2

2.523

2.524

Determinarea spectrului in ultraviolet/vizibil
(UVIVIS)
Determination of the ultraviolet/visible light spectrum (UV/VIS)
Numerele anexelor:
Annex numbers:

Determinarea spectrului in infrarosu (IR)
Determination of the infrared spectrum (IR)
Numerele anexelor:
Annex numbers:

Determinarea spectrului de rezonanta magnetica
nucleara (RMN)
Determination of the Nuclear Magnetic Resonance (NMR)
Numerele anexelor:
Annex numbers:

Determinarea spectrului de masa (MS)
Determination of the mass spectrum (MS)
Numerele anexelor:
Annex numbers:

2.6

Solubilitatea in apa, inclusiv efectul pH-ului

Solubility in water, including effect of pH

Determinarea solubilitatii Tn apa a substantei active

purificate, inclusiv efectul pH-ului (4-10) asupra

solubilitatii

Determination of the solubility in water of the purified active

substance, including effect of pH (4-10) on solubility
Numerele anexelor:

Annex numbers:

2.7

Solubilitatea in solventi organici
Solubility in organic solvents
Determinarea solubilitatii in solventi organici la 15-
25°C
Determination of solubility in organic solvents at 15-25°C
Numerele anexelor:
Annex numbers.

2.8.1

2.82

Coeficientul de partitie (Kow) n-octanol/apa,
inclusiv influenta pH-ului (de la 4 la 10)
Partition coefficient (Kow) n-octanol-water including effect
of pH (4-10)
Determinarea coeficientului de partitie octanol/apa
(Kow) pentru substanta activa pura
Determination of the octanol-water partition coefficient (Kow) of
the pure active substance

Numerele anexelor:

Annex numbers:

Efectul pH-ului (4-10) asupra coeficientului de

partitie octanol/apa, daca substanta activa este un

acid sau o baza

The effect of pH (4-10) on the octanol-water partition

coefficient, in case the active substance is an acid or base
Numerele anexelor:

Annex numbers:!

2.91

Fotoliza, hidroliza, randamentul cuantic,
constanta de disociere

Photolysis, hydrolysis, quantum yield, dissociation
constant

Determinarea vitezei de hidroliza a substantei
active pure pentru valori ale pH-ului de 4, 7 si 9
Determination of the hydrolysis rate of the pure active
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2.92

2.93

2.94

substance for pH values of 4, 7 and 9
Numerele anexelor:
Annex numbers.
Determinarea transformarii fotochimice a substantei
active pure, de obicei marcate radioactiv, in lumina
artificiala si in conditii sterile
Determination of the photochemical transformation of the pure

active substance, usually radiolabelled, in artificial light and
under sterile conditions

Numerele anexelor:
Annex numbers:

Determinarea randamentului cuantic al transformarii

fotochimice in apa
Determination of the quantum yield of the photochemical
transformation in water

Numerele anexelor:
Annex numbers.

Determinarea constantei de disociere (pKa) (a
substantelor care se disociaza) a substantei active

pure
Determination of the dissociation constant (pKa) (of
dissociating substances), of the pure active substance

Numerele anexelor:
Annex numbers.

210

Stabilitatea in aer, degradarea fotochimica
Stability in air, photochemical degradation
Determinarea stabilitatii in aer, degradarea
fotochimica
Determination of the stability in air, photochemical degradation
Numerele anexelor:
Annex numbers:!

2111

211.2

Inflamabilitatea, inclusiv auto-inflamabilitatea
Flammability, including auto-flammability
Determinarea inflamabilitatii substantei active
Determination of flammability of the active substance
Numerele anexelor:
Annex numbers:
Determinarea auto-inflamabilitatii substantei active
Determination of the auto-flammability of the active substance
Numerele anexelor:
Annex numbers.

212

Punctul de aprindere
Flash point of the active substance
Determinarea punctului de aprindere al substantei
active
Determination of the flash point of the active substance
Numerele anexelor:
Annex numbers:

213

Proprietatile explozive ale substantei active
Explosive properties of the active substance
Determinarea proprietatilor explozive ale substantei
active

Determination of the explosive properties of the active
substance

Numerele anexelor:
Annex numbers:

214

Tensiunea de suprafata a substantei active
Surface tension of the active substance

Determinarea tensiunii de suprafata a substantei
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active
Determination of the surface tension of the active substance

Numerele anexelor:
Annex numbers:

215

Proprietatile oxidante ale substantei active
Oxidizing properties of the active substance

Determinarea proprietatilor oxidante ale substantei
active
Determination of the oxidizing properties of the active

Numerele anexelor:
Annex numbers:

substance .

Date suplimentare privind substanta activa
Further data on the active substance

Date suplimentare privind substanta activa
Further data on the active substance

Numerele anexelor:
Annex numbers:

3.1

Functia

Function

Care este functia substantei active?

(acaricid, fungicid etc.)

What is the function of the active substance? (acaricide, fungicide,
etc.)

Numerele anexelor:
Annex numbers:

3.2.1

3.2.2

Efectele asupra organismelor daunatoare
Effects on harmful organisms

Natura efectelor asupra organismelor daunatoare
Nature of effects on harmful organisms

Numerele anexelor:
Annex numbers:

Posibilitati de translocare (apoplastica etc.)
Translocation possibilities (apoplastic,etc.)

Numerele anexelor:
Annex numbers:

3.3

Domeniul de utilizare preconizat

Field of use envisaged

Utilizarea existenta sau propusa a produsului pe baza
substantei active

Existing and proposed use of the product on the basis of the active
substance

Numerele anexelor:
Annex numbers:

3.4.1

3.4.2

3.4.2

Organisme daunatoare combatute, cultura/produs
tratat

Harmful organisms controlled, crop/product treated
Produs care va fi tratat/protejat(cultura, plante sau produse
vegetale?

Product to be treated/protected (crops, plants or plant products)

Numerele anexelor:
Annex numbers:

Date privind organismele daunatoare care sunt
combatute
Data on harmful organisms against which protection is afforded

Numerele anexelor:
Annex numbers:

Date privind efectele tratamentului (de ex. reducerea
lungimii tulpinii)
Data on effects of treatment (e.g. stem length reduction, etc.)
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Numerele anexelor:
Annex numbers:

3.5.1

3.5.2

3.56.3

Modul de actiune
Mode of action
Modul de actiune biochimic/biologic al substantei active
Biochemical/biological mode of action of the active substance
Numerele anexelor:
Annex numbers:

Metaboliti activi in masura in care actiunea se bazeaza
pe acesti metaboliti
Active metabolites insofar as the action is based on these metabolites
Numerele anexelor:
Annex numbers:

Stabilitatea metabolitilor si calea de degradare
Stability of metabolites and degradation route
Numerele anexelor:
Annex numbers:

3.6

Rezistenta
Resistance
Date privind aparitia sau posibila aparitie a rezistentei,
strategii de management
Data on the occurrence or the possible occurrence of resistance,
management strategies

Numerele anexelor:

Annex numbers:

3.7

Metode si masuri de precautie recomandate privind
manipularea/depozitareal/transportul/

incendiul
Recommended methods and precautions
handling/storage/transport/fire

Descrierea masurilor de reducere a riscului in timpul
manipularii, depozitarii, transportului sau in caz de
incendiu. Fisa tehnica de securitate.

Description of risk mitigation measures during handling, storage,
transport or fire. Safety datasheet.

Numerele anexelor:
Annex numbers:

3.8.1

3.8.1

Metode de distrugere sau decontaminare
Methods for destruction or decontamination
Conditiile in care trebuie sa aiba loc incinerarea
Conditions under which controlled incineration should take place
Numerele anexelor:
Annex numbers:

Daca exista, alte metode pentru eliminarea substantei
active, materialelor de ambalare si materialelor
contaminate

Other methods, if any, to dispose of the active substance, packaging
materials and contaminated materials

Numerele anexelor:
Annex numbers:

3.9

Masuri de urgenta in caz de accident
Statement of emergency measures in case of accidents
Numerele anexelor:
Annex numbers:

Metodele de analiza
Analytical methods

Date privind metodele de analiza
Data on analytical methods
Numerele anexelor:
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Annex numbers:

41

Standarde analitice si probe
Analytical standards and samples

Numerele anexelor:
Annex numbers:

421

422

423

4.2.3.1

4232

4233

4234

Metode de analiza pentru substanta activa
Analytical methods for the active substance
Metode de analiza pentru determinarea continutului in
substata activa tehnica
Analytical methods for the determination of the content of the active
substance as manufactured

Numerele anexelor:

Annex numbers:!

Metode de analiza pentru impuritati

Analytical methods for impurities

Metode de analiza pentru determinarea impuritatilor
semnificative si/sau relevante si a aditivilor

Analytical methods for determination of significant an/or relevant
impurities and additives as manufactured

Numerele anexelor:

Annex numbers:!

Specificitate, linearitate, acuratete, repetabilitate

Specificity, linearity, accuracy, repetability

Specificitatea metodelor prevazute la pct. 4.2.1 si 4.2.2

The specificity of the methods given under 4.2.1 and 4.2.2
Numerele anexelor:

Annex numbers:

Linearitatea metodelor prevazute la pct. 4.2.1 si 4.2.2
The linearity of the methods given under 4.2.1 and 4.2.2
Numerele anexelor:

Annex numbers:

Determinarea acuratetei metodelor prevazute la pct. 4.2.1
si4.2.2

Determination of the accuracy of the methods given under 4.2.1 and
4.2.2

Numerele anexelor:

Annex numbers:

Determinarea repetabilitatii metodelor prevazute la pct.
42151422

Determination of the repetability of the methods given under 4.2.1 and
4.2.2

Numerele anexelor:

Annex numbers.

4.3

Metode de analiza pentru reziduuri
Analytical methods for residues
Date privind metodele de analiza pentru reziduuri
Data on the analytical methods for residues
Numerele anexelor:

Annex numbers:

4.3.

4.4

Metode de analiza pentru determinarea reziduurilor in

plante, produse vegetale, alimente si nutreturi
Analytical methods for determination of residues in plants, plant
products, foodstuffs and animal feedingstuffs

Numerele anexelor:

Annex numbers:!

Metoda de analiza pentru determinarea reziduurilor in sol
An analytical method for the determination of residues in soil

Numerele anexelor:

44




4.5

4.6

4.7

Annex numbers:

Metoda de analiza pentru determinarea reziduurilor in
apa potabila si apa de suprafata

An analytical method for determination of residues in drinking water

and surface water

Numerele anexelor:
Annex numbers:
Metoda de analiza pentru determinarea reziduurilor in aer

An analytical method for determination of residues in air

Numerele anexelor:

Annex numbers: .....................

Metoda de analiza pentru determinarea reziduurilor in
fluidele si tesuturile corporale

An analytical method for determination of residues in body fluids and

tissue

Numerele anexelor:
Annex numbers:

4.8

Rezumatul metodelor de analiza
Summary of the analytical methods

Numerele anexelor:
Annex numbers:

a

Studii toxicologice si de metabolism
Toxicological and metabolism studies

Date privind studiile toxicologice si de

metabolism
Data on toxicological and metabolism studies

Numerele anexelor:
Annex numbers:.

Metabolism si cinetica la animale
Metabolism and kinetics in test animals

Studii de absorbtie, distributie, excretie si
metabolism la mamifere

Studies on absorption, distribution, excretion and metabolism in
mammals

Toxicitate acuta
Acute toxicity

Date privind toxicitatea acuta
Data on the acute toxicity

Determinarea toxicitatii acute orale la sobolan
Determination of the acute oral toxicity

Determinarea toxicitatii acute dermale la sobolan
Determination of the acute percutaneous toxicity

Determinarea toxicitatii acute prin inhalare la

sobolan
Determination of the acute percutaneous toxicity

Determinarea iritarii dermale la iepure
Determination of skin irritation

Numerele anexelor:
Annex numbers!

Numerele anexelor:
Annex numbers:

Numerele anexelor:
Annex numbers:

Numerele anexelor:
Annex numbers:.

Numerele anexelor:
Annex numbers:.

Numerele anexelor:

45




Annex numbers:!
Determinarea iritarii oculare la iepure
Determination of eye irritation
Numerele anexelor:
Annex numbers!
Determinarea sensibilizarii pielii la cobai
Determination of skin sensitization
Numerele anexelor:
Annex numbers:

Studii de toxicitate pe termen scurt
Short-term toxicity studies
Date privind studiile de toxicitate pe termen scurt
Data on short-term toxicity studies
Numerele anexelor:
Annex numbers.

Studiu efectuat pe o perioada de 28 zile, prin
administrare orala
Study over 28 days with oral administration
Numerele anexelor:
Annex numbers:.

Studiu efectuat pe o perioada de 90 zile, prin
administrare orala (la sobolan)
Study over 90 days with oral administration (rat)
Numerele anexelor:
Annex numbers:

Studiu efectuat pe o perioada de 90 zile, prin
administrare orala (a 2-a specie)
Study over 90 days with oral administration (2" animal)
Numerele anexelor:
Annex numbers:

Studiu efectuat pe o perioada de 1-2 ani, prin
administrare orala (la céine)
Study over 1-2 years with oral administration (dog)
Numerele anexelor:
Annex numbers:
Alte cai de administrare
Other administration routes
Studiu de 28 zile prin administrare inhalatorie
Study over 28 days with inhalatory administration
Numerele anexelor:
Annex numbers:

Studiu de 90 zile prin administrare prin inhalare
Study over 90 days with inhalatory administration
Numerele anexelor:
Annex numbers:
Studiu de 28 zile prin administrare dermala
Study over 28 days with dermal administration

Numerele anexelor:
Annex numbers
Studiu de 90 zile prin administrare dermala
Study over 90 days with dermal administration
Numerele anexelor:
Annex numbers.

5.4

Testarea genotoxicitatii
Genotoxicity testing

Date privind testarea genotoxicitatii
Data on genotoxicity testing
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5.4.1f

5.4.2a

5.4.2b

Numerele anexelor:
Annex numbers:
Studii in vitro
In vitro studies
Studiul in vitro pe Salmonella typhimurium - metoda
mutatiei inverse/regresive In vitro study Salmonella
typhimurium reverse mutation assay
Numerele anexelor:
Annex numbers:
Studiu in vitro pe Escherichia coli - metoda mutatiei
reversate
In vitro study: Escherichia coli reverse mutation assay
Numerele anexelor:
Annex numbers:

Studiu in vitro: testul de mutatie genica in celulele
de mamifere
In vitro study: gene mutation test in mammalian cells
Numerele anexelor:
Annex numbers.
Studiu in vitro: Saccharomyces cerevisiae - testul
de mutatie genica
In vitro study: Saccharomyces cerevisiae gene mutation test
Numerele anexelor:
Annex numbers.
Studiu in vitro: test citogenetic in vitro pe celule de
mamifere
In vitro study: in vitro mammalian cytogenetic test
Numerele anexelor:
Annex numbers.
Studiu in vitro: schimbului de cromatide surori in
vitro in celule de mamifere

In vitro study: in vitro sister chromatid exchange assay in
mammalian cells

Numerele anexelor:
Annex numbers:
Studiu in vitro: Saccharomyces cerevisiae metoda
recombinarii mitotice
In vitro study: Saccharomyces cerevisiae mitotic recombination
assay
Numerele anexelor:
Annex numbers:

Studiu in vitro: alterarea si repararea ADN/
sinteza neprogramata de ADN in celulele de
mamifere in vitro

In vitro study: DNA damage and repair / Unscheduled DNA
Synthesis in mammalian cells in vitro

Numerele anexelor:
Annex numbers:
In vivo (celule somatice)
In vivo (body cells)
In vivo (celule somatice): testul micronucleilor /n vivo
(body cells): micronucleus test
Numerele anexelor:

Annex numbers:!

In vivo (celule somatice): testul citogenetic in vivo al

maduvei osoase la mamifere
In vivo (body cells): in vivo mammalian bone marrow
cytogenetic test

Numerele anexelor:
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5.4.2c

5.4.2d

5.4.2e

5. 4.2f

5.4.3a

5.4.3b

5.5.1a

55.2

5.5.3

5.54

Annex numbers:!

In vivo (celule somatice): testul spot la soarece
In vivo (body cells): mouse spot test
Numerele anexelor:

Annex numbers!

In vivo (celule somatice): testul in vivo - sinteza
neprogramata de ADN in celulele hepatice la
mamifere

In vivo (body cells): Unscheduled DNA Synthesis (UDS) test
with mammalian liver cells in vivo

Numerele anexelor:

Annex numbers!

In vivo (celule somatice): metoda translocarii

ereditare la soarece
In vivo (body cells): mouse heritable translocation assay
Numerele anexelor:

Annex numbers!

In vivo (celule somatice): testul genei letale recesive

sexuale la Drosophila melanogaster
In vivo (body cells): sex-linked recessive lethal test in
Drosophila melanogaster

Numerele anexelor:

Annex numbers.!

In vivo (celule reproductive)

In vivo (reproductive cells)

In vivo (celule reproductive): testul genei letale

dominante la rozatoare

In vivo (reproductive cells): rodent dominant lethal test
Numerele anexelor:

Annex numbers.!

In vivo (celule reproductive): testul aberatiei

cromozomiale spermatogenice la mamifere
In vivo (reproductive cells): mammalian spermatogonial
chromosome aberration test

Numerele anexelor:

Annex numbers:!

Toxicitatea prin expunerea pe termen lung /
carcinogenicitate

Toxicity long-term exposure / carcinogenicity
Toxicitatea orala pe termen lung (2 ani) la sobolan
(poate fi combinata cu studiu pe termen lung si
studiu de carcinogenicitate)

Long-term (2 years) oral toxicity in rats (can be combined long-
term and carcinogenity study)

Numerele anexelor:

Annex numbers!

Studiu de carcinogenitate la sobolan (poate fi
combinata cu studiu pe termen lung si studiu de
carcinogenicitate)
Carcinogenicity study in rats (can be a combined long-term and
carcinogenicity study)
Numerele anexelor:
Annex numbers
Studiu de carcinogenitate la soarece
Carcinogenicity study in mice
Numerele anexelor:
Annex numbers

Mecanismul de actiune si alte date

Mechanism of action action and supporting data
Numerele anexelor:
Annex numbers
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.6.1

.6.2

. 8.1

. 8.2a

.8.2b

.8.2¢

Toxicitatea asupra reproducerii
Reproductive toxicity
Date privind toxicitatea asupra reproduceri
Data on reproductive toxicity
Numerele anexelor:

Annex numbers:!

Studiu de teratogenicitate
Teratogenicity study

Numerele anexelor:

Annex numbers.!

Studiu de teratotogenicitate
Developmental toxicity study
Numerele anexelor:

Annex numbers:

Studii de neurotoxicitate intarziata
Delayed neurotoxicity studies
Studiu de neurotoxicitate intarziata
Study into delayed neurotoxicity
Numerele anexelor:

Annex numbers.!

Alte studii toxicologice
Other toxicological studies

Studiu de toxicitate a metabolitilor prevazut in
Anexa nr. 1 la Ordinul comun MAPDR nr. 421/2005,
MS nr. 809/2005 si MMGA nr. 687/2005, partea A,
pct. (vii) din Introducerea la pct. 5: “Studii
toxicologice si de metabolism”

Study into the toxicity of metabolites as referred to under point

VIl of the Introduction to point 5 from Annex 1 to the joint Order
421/809/687/2005, Part A.

Numerele anexelor:

Annex numbers:!

Studiu suplimentar privind inhibitia colinesterazei
Supplementary study into cholinesterase inhibition
Numerele anexelor:

Annex numbers:!

Studiu suplimentar privind anomaliile ochiului ( ex.

cataracta)

Supplementary study into eye aberrations (cataract)
Numerele anexelor:

Annex numbers:!

Studiu suplimentar privind anomaliile celulelor
sangvine
Supplementary study into blood aberrations

Numerele anexelor:

Annex numbers:

Date medicale
Medical data

Numerele anexelor:

Annex numbers.!

.91

.9.2

Date privind supravegherea medicala a personalului

implicat in procesul de fabricatie
Data on the medicinal surveillance on manufacturing personnel

Numerele anexelor:

Annex numbers.!

Observatia directa, de. ex. cazurile de intoxicatii
Direct observation, e.q. clinical cases and poisoning
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5.9.3a

5.9.3b

5.9.5a

5.9.5b

5.9.5¢

incidents

Observatii privind expunerea populatiei
Observations on exposure of the general population

Studii epidemiologice
Epidemiological research

Diagnosticul intoxicatiei (determinarea substantei
active, metabolitilor), simptome specifice otravirii,
teste clinice

Diagnosis of poisoning (determination of the active substance,
metabolites), specific poisoning symptoms, clinical tests

Tratamentul propus: masuri de prim ajutor
Proposed treatment: first aid measures

Tratamentul propus: antidoturi
Proposed treatment: antidotes

Tratamentul propus: tratament medical
Proposed treatment: medical treatment

Efecte previzibile ale intoxicatiei
Expected effects of poisoning

Numerele anexelor:
Annex numbers:

Numerele anexelor:
Annex numbers:.

Numerele anexelor:
Annex numbers:.

Numerele anexelor:
Annex numbers.

Numerele anexelor:
Annex numbers:!

Numerele anexelor:
Annex numbers:.

Numerele anexelor:
Annex numbers:.

Numerele anexelor:
Annex numbers.!

5.10

Rezumatul datelor toxicologice

Summary of the toxicological data

Rezumatul toxicitatii la mamifere si evaluarea
globala

Summary of mammalian toxicity and global evaluation

Numerele anexelor:
Annex numbers!

Metabolism si reziduuri
Metabolism and residues

Date privind reziduurile in/pe produse tratate,

alimente sau furaje
Data on residues in/on treated products, food and feed

Numerele anexelor:
Annex numbers!

6.1.

Stabilitatea la depozitare

Storage stability

Date privind stabilitatea la depozitare
Data on storage stability

Numerele anexelor:
Annex numbers:.

6.2.1

Metabolismul si cinetica in plante

Metabolism and kinetics in plants

Determinarea metabolismului, distributiei i
exprimarii reziduurilor in plante

Determination of metabolism, distribution and expression of
residues in plants

Numerele anexelor:
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Annex numbers.

Metabolismul si cinetica in animalele de ferma
Metabolism and kinetics in livestock

Determinarea metabolismului, distributiei i
exprimarii reziduurilor la animale de ferma
Determination of metabolism, distribution and expression of
residues in livestock

Numerele anexelor:
Annex numbers:.

Experimente cu reziduuri
Residue trials

Teste privind reziduurile
Residue tests

Numerele anexelor:
Annex numbers.!

Studii de nutritie animala
Feeding studies livestock

Numerele anexelor:
Annex numbers!

Efectele procesarii/prepararii

Effects of processing /preparation

Efectele prelucrarii industriale si/sau ale
preparatelor casnice

Effects of industrial processing and/or household preparations

Numerele anexelor:
Annex numbers!

Efecte asupra naturii chimice a reziduurilor
Effect on the chemical nature of the residue

Numerele anexelor:
Annex numbers:.

Efecte asupra nivelurilor de reziduuri
Effect on residue levels

Numerele anexelor:
Annex numbers:.

Reziduuri in culturi succesive

Residues in succeeding crops

Determinarea reziduurilor in culturi succesive
Determination of residues in succeeding crops

Numerele anexelor:
Annex numbers.

LMA propusa si definitia reziduurilor
Proposed MRL’s and residue definition

Nivelurile maxime de reziduuri propuse (LMA) si
definitia reziduurilor

Proposed maximum residue levels (MRL’s) and residue
definition

Numerele anexelor:
Annex numbers:.

Intervale propuse

Proposed intervals

Perioade de asteptare pana la recoltare propuse
pentru domeniile de utilizare preconizate sau
intervalelor de retinere - perioade de depozitare in
cazul aplicarilor dupa recoltare

Proposed waiting periods until harvest for intended fields of
use, or witholding intervals — storage periods in case of post-
harvest applications

Numerele anexelor:
Annex numbers.

6.9

Estimarea expunerii potentiale / expunerea reala
Estimation potential / actual exposure
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Estimarea expunerii potentiale sau reale prin dieta
sau prin alte cai
Estimation of potential and actual exposure through diet and

other means
Numerele anexelor:
Anmex numbers. | T
6.10 Rezumatul si evaluarea comportarii reziduurilor

Summary and evaluation of the residue behaviour

Numerele anexelor:
Annex numbers!

7 Transformarea si comportarea in mediu
Fate and behaviour in the environment
7 Date privind comportarea in mediu

Data on fate and behaviour in the environment

Numerele anexelor:
Annex numbers:

Comportarea in sol

Fate and behaviour in soil

Date privind comportarea in sol
Data on behaviour in soil

Calea de transformare + viteza de transformare
in sol
Transformation route + transformation rate in soil

Calea si viteza de degradare in sol
Route and rate of degradation in soil

7.1. Calea de transformare in sol
Transformation route in soil
Date privind degradarea in sol
Data on the degradation in soil

Numerele anexelor:
Annex numbers:

711 Determinarea degradarii aerobe in sol
Determination of the aerobic degradation in the soil

Numerele anexelor:
Annex numbers:

7.1.1a Studii suplimentare

Supplementary studies

Cercetari suplimentare privind transformarea in sol
Supplementary research into transformation in soil

Numerele anexelor:
Annex numbers:

71.2 Determinarea vitezei de degradare anaeroba in sol
Determination of the anaerobic degradation rate in soil

Numerele anexelor:
Annex numbers:

7.1.3 Determinarea fotolizei in sol
Determination of photolysis in soil

Numerele anexelor:
Annex numbers:

7.2 Viteza de degradare in sol
Degradation rate in the soil

Date privind degradarea in sol
Data on degradation in the soil

Numerele anexelor:
Annex numbers:.

7.2. Studii de laborator

Laboratory studies
Studii de laborator privind degradarea in sol
Laboratory studies into degradation in soil

Numerele anexelor:
Annex numbers:
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7.21

Determinarea degradarii aerobe in sol
Determination of the aerobic degradation in soil
Numerele anexelor:
Annex numbers:

722 Determinarea vitezei de degradare anaeroba in sol
Determination of the anaerobic degradation in soil
Numerele anexelor:
Annex numbers. | <
Studii in camp
Field studies
7.3 Studii Tn cdmp privind degradarea in sol
Field studies into degradation in soil
Numerele anexelor:
Anmex numbers. |
7.3.1 Studii de disipare in sol
Soil dissipation studies
Numerele anexelor: | ...
Annex numbers:
7.3.2 Studii de reziduuri in sol
Soil residues studies
Numerele anexelor | =
Annex numbers:
733 Studii de acumulare in sol
Soil accumulation studies
Numerele anexelor: |~ eermeeeees
Annex numbers.
7.4 Mobilitatea in sol
Mobility in soil
Date privind mobilitatea in sol
Data on mobility in soil
Numerele anexelor:
A numberss | 1T
741, Adsorbtie si desorbtie
7.4.2 Adsorption and desorption
Determinarea adsorbtiei si desorbtiei in sol
Determination of adsorption and desorption in soil
Numerele anexelor:
Annex nombars | T
7.4.3, Studii de levigare sau spalare pe coloana
7.4.4 Column leaching studies
Numerele anexelor: | ...
Annex numbers:
Studii de percolare pe coloana a reziduurilor
745 invechite
Column studies with aged residues
Numerele anexelor: | =
Annex numbers:
Studiu lizimetric
7.4.6 Lysimeter study N I
umerele anexelor:
Annex numbers:
Studii de percolare in camp
Field leaching studies
74.7 Numerele anexelor: | ==« reemeremeennens
Annex numbers.
Comportarea in apa si in aer
Fate and behaviour in water and air
Calea si viteza de degradare in sisteme acvatice
Degradation rate and route in acquatic systems
7.5 Determinarea degradarii prin hidroliza in apa

Determination of the hydrolytic degradation in water
Numerele anexelor:
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Annex numbers:

7.6 Determinarea degradarii fotochimice in apa
Determination of the photochemical degradation in water
Numerele anexelor: | ...
Annex numbers:
Degradarea biologica
Biological degradation
7.7 Determinarea biodegradabilitatii usoare in apa
Determination of the “ready biodegradability” in water
Numerele anexelor: | . ...
Annex numbers:
7.8 Determinarea vitezei de degradare si a caii de
transformare in sistemul apa/sediment
Determination of the degradation rate and transformation route
in water/sediment systems
Numerele anexelor: | ===t reeeeees
Annex numbers:
7.9 Degradarea in zona saturata
Degradation in the saturated zone
Numerele anexelor: | ... ...
Annex numbers:
7.10 Viteza si calea de degradare in aer
Degradation rate and route in air
Numerele anexelor: | ...
Annex numbers:
7.1 Definitia reziduurilor
Residue definition
Numerele anexelor: | ...
Annex numbers:
712 Date privind monitorizarea
Monitoring data
Numerele anexelor: | ...
Annex numbers:
8 Cercetari ecotoxicologice
Ecotoxicological research
8 Date privind studiile ecotoxicologice
Data on ecotoxicological studies
Numerele anexelor: | ... ..
Annex numbers.
Efecte asupra pasarilor
Effects on birds
8.1 Date privind efectele asupra pasarilor
Data on the effects on birds
Numerele anexelor:
Ao numberss | 71
8.1.1 Determinarea toxicitatii acute orale pentru pasari
Determination of the acute oral toxicity for birds
Numerele anexelor: | ... ...
Annex numbers:
Determinarea toxicitatii pe termen scurt; studii de
8.1.2 nutritie la pasari
Determination of the short-term toxicity; dietary studies for birds
Numerele anexelor: |~
Annex numbers:
Determinarea toxicitatii subcronice gi a toxicitatii
813 pentru reproducere la pasari
Determination of the subchronic toxicity and reproduction
toxicity for birds
Numerele anexelor: ....................
Annex numbers:
8.2 Efectele asupra organismelor acvatice
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Effects on aquatic organisms
Date privind efectele asupra organismelor acvatice
Data on effects on aquatic organisms
Numerele anexelor:
Annex numbers.

8.2.1

Toxicitatea acuta la pesti
Acute toxicity to fish
Determinarea toxicitatii acute la pesti
Determination of the acute toxicity for fish
Numerele anexelor:
Annex numbers:

8.2.2

Toxicitatea cronica la pesti
Chronic toxicity to fish
Determinarea toxicitatii cronice la pesti
Determination of the chronic toxicity for fish
Numerele anexelor:
Annex numbers.

8.2.3

Determinarea toxicitatii cronice la puietul de peste
Determination of the chronic toxicity for juvenile fish
Numerele anexelor:
Annex numbers.

8.2. 4a

8.2.4b

8.2.5a

8.2.5b

Determinarea toxicitatii la pesti in primele etape de
dezvoltare
Determination of the toxicity for fish in an early life stage
Numerele anexelor:
Annex numbers:
Date analitice asupra concentratiilor din mediul de
testare
Analitycal data on concentrations in the test media
Numerele anexelor:
Annex numbers
Determinarea efectului asupra ciclului biologic al
pestilor
Determination of the effect on the cycle of fish
Numerele anexelor:
Annex numbers:
Date analitice asupra concentratiilor din mediul de
testare
Analitycal data on concentrations in the test media
Numerele anexelor:
Annex numbers

8.2.6

Bioacumularea in peste
Bioconcentration in fish
Numerele anexelor:
Annex numbers:

8.3.1

Toxicitatea acuta la nevertebratele acvatice
Acute toxicity to acquatic invertebrates

Determinarea toxicitatii acute la organismele
acvatice nevertebrate

Determination of the acute toxicity for the invertebrate aquatic
organisms

Numerele anexelor:
Annex numbers:.

8.3.2

Toxicitatea cronica la nevertebratele acvatice
Chronic toxicity to acquatic invertebrates

Determinarea toxicitatii cronice la organismele
acvatice nevertebrate

Determination of the chronic toxicity for the invertebrate aquatic
organisms

Numerele anexelor:
Annex numbers:

8.4

Efecte asupra cresterii algelor
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Effects on algal growth

Numerele anexelor:
Annex numbers:

8.5

Efecte asupra organismelor vii din sedimente
Effects on sediment dwelling organisms

Numerele anexelor:
Annex numbers:

8.6

Efectele asupra plantelor acvatice
Effects on aquatic plants

Numerele anexelor:
Annex numbers:

Efectele asupra artropodelor
Effects on arthropods

8.7

Efectele asupra albinelor
Effects on bees

Numerele anexelor:
Annex numbers:!

8.7.1,
8.7.2

8.7.3.

Determinarea toxicitatii acute la albine
Determination of the acute toxicity for bees

Numerele anexelor:
Annex numbers:

Studii de nutritie la puietul de albine
Feeding studies with bee brood

Numerele anexelor:
Annex numbers:

8.8

Artropode, altele decat albinele
Arthropods other than beeds

Determinarea efectelor (mortalitate si efecte
subletale) la speciile selectate de artropode

Determination of the effects (mortality and sublethal effects) on
selected arthropod species

Numerele anexelor:
Annex numbers:

8.9

8.9.1

8.9.2

Efecte asupra ramelor
Effects on earthworms

Numerele anexelor:
Annex numbers:

Determinarea toxicitatii acute la rame
Determination of the acute toxicity for earthworms

Numerele anexelor:
Annex numbers:.

Determinarea efectelor subletale la rame
Determination of sublethal effects on earthworms

Numerele anexelor:
Annex numbers:

8.10

Efectele asupra microorganismelor netinta din
sol

Effects on soil non-target micro-organisms

Date privind efectele asupra microorganismelor din
sol, Tn ceea ce priveste fixarea azotului si

mineralizarea carbonului
Data on the effects on micro-organisms in the soil in terms of
nitrogen fixation and carbon mineralization

Numerele anexelor:
Annex numbers:!

8.1

Efectele asupra altor organisme netinta
(flora/fauna)

Effects on other non-target organisms (flora/fauna)

Date privind efectele asupra altor organisme netinta
(flora/fauna) care pot fi supuse riscului

Data on the effects on other non-target organisms (flora/fauna)
that may be at risk
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Numerele anexelor:
Annex numbers:

8.12

Efectele asupra metodelor biologice de tratare a
apelor uzate
Effects on biological sewage treatment methods
Numerele anexelor:
Annex numbers:

8.13

Rezumatul datelor ecotoxicologice
Summary environmental data

Rezumatul si evaluarea partilor 7 si 8
Summary and evaluation of parts 7 and 8

Numerele anexelor:
Annex numbers:

Clasificarea si etichetarea substantei active
Classification and labelling of the active substance

9a,b,c,d

Propunere (inclusiv justificare) pentru clasificarea si
etichetarea substantei active in conformitate cu
Hotararea de Guvern nr.490/2002 pentru aprobarea
Normelor metodologice de aplicare a Ordonantei de
Urgentd a  Guvernului  nr.200/2000  privind
clasificarea, etichetarea gi ambalarea substantelor
chimice periculoase

- simboluri de pericol;

- indicatii de pericol;

- fraze derisc;

- fraze de prudenta .
Proposal (including justification) for the classification and labelling
of the active substance in accordance with Government
Emergency Ordinance 200/2000 for classification, labeling and
packaging of the dangerous chemical preparations

- hazard symbol(s)

- indications of danger

- risk phrases
- safety phrases concerning safety

Numerele anexelor:
Annex numbers!

* daca este cazul, se specifica natura datelor depuse: studiu, rezumat, referinta la datele proprii

depuse anterior sau la datele unor parti terte
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