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SHIMATARI VIOTIA 32009-6REECE
TEL:+30 22620 58670 FAX:+30 22620-58735

Emoiknista@ctenet.gr - htp://weww. phytophyl.gr

To: MINISTRY OF RURAL DEVELOPMENT & FOOD
GENERAL DIRECTORATE OF PLANT PRODUCE
DIRECTORATE OF PLANT PRODUCE PROTECTION
DEPARTMENT OF PESTICIDES
Address : 150, SYGROU Ave. 176 71 Kallithea, HELLAS
Tel : +30 210 9287242
Fax :+30 210 9212090
Attn.Mrs Pitarokoili
E-mail: syg081@minagric.gr
Shimatari 08/08/2016

Subject: Application for the renewal of active substance Hyrolysed protein according to
regulation 844/2012

According the Regulation EU 844/2012, an application for the renewal of an approval of an
active substance shall be submitted to the rapporteur Member State and to the co-rapporteur
Member State, no later than three years before the expiry of the approval. In the particular
case of Hydrolysed proteins the deadline for the submission of the application is 31/08/2016.

The three applicants supported the approval of Hydrolysed protein under reg. 1107/2009
1) BIOIBERICA
2) SICIT SPA
3) PHYTOPHYL —N.G. STAVRAKIS

Submit to you a joint application for renewal according to the model in annex of regulation
EU 844/2012.

For any further information do not hesitate to contact us.

Yours sincerely
Dr. Nick Stavrakis
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BIOIBERICA

LNsecT arrractanTs & Lnsect Traps
Email:nista@otenet.gr - http://www.phytophyl.gr

HYDROLYSED PROTEIN

APPLICATION FOR THE RENEWAL OF ACTIVE
SUBSTANCE ACCORDING TO REGULATION 844/2012

August 2016



HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

1. INFORMATION CONCERNING THE APPLICANT
1.1. Name and address of the applicant including the name of the natural person responsible

for the application and other obligations resulting from this Regulation:

Name of the applicant 1: SICIT 2000 S.p.A
Address of the applicant:

Via Arzignano 80

36072 Chiampo (VI), ltaly

1.1.1. (a) Telephone No.: +39 0444 45 946
(b) Email address: sicit2000@sicit2000.it

1.1.2. (a) Contact: Oreste Odelli
Address: as above
Telephone: as above
Email: oodelli@sicit2000.it

(b) Alternative Contact: Fabio Agnolon
Address: as above
Telephone: as above

Email: fagnolon@sicit2000.it
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HYDROLYSED PROTEIN

APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

Name of the applicant 2: BIOIBERICA, S.A.
Address of the applicant:

Headquarters:

Plaza Francesc Macia, 7, 8-B

08029 Barcelona

SPAIN

Facilities:

Ctra. N-Il Km. 680.6. Poligono Industrial “Mas Puigvert’
08389 Palafolls (Barcelona)

SPAIN

Name of the person responsible for the application:
Ms. Laura Vicente
Nutritional Affairs Manager

Regulatory Affairs Department

1.1.1. (a) Telephone No.
Headquarters: +34 93 490 49 08
Facilities: +34 93 765 03 90

(b) Email address: lvicente@bioiberica.com

1.1.2. (a) Contact

Ms. Laura Vicente

Nutritional Affairs Manager
Regulatory Affairs Department
+34 93 765 03 90
lvicente@pbioiberica.com

(b) Alternative Contact

Mr. Jaume Vinardell
Regulatory Affairs Director
+34 93 765 03 90

jvinardell@bioiberica.com
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

Name of the applicant 3: N. G. STAVRAKIS - PHYTOPHYL

Address of the applicant:
Office: Averof 16 10433-Athens Greece
Factory: Shimatari Viotia 32009 Greece

Name of the person responsible for the application:
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

2. INFORMATION TO FACILITATE IDENTIFICATION
APPLICANT 1: SICIT 2000 S.p.A

2.1. Common name (proposed or ISO-accepted) specifying, where relevant, any variants

thereof such as salts, esters or amines manufactured by the producer.
Common name (ISO): Hydrolyzed protein

Common name: Collagen protein hydrolysate

2.2. CHEMICAL NAME (IUPAC AND CAS NOMENCLATURE)
IUPAC No.: Not applicable.

CAS No.: Not applicable

2.3. CAS, CIPAC AND EC NUMBERS (IF AVAILABLE)
CAS No.: Not applicable.
CIPAC No.: Not applicable.

EC No.: Not applicable.

2.4, EMPIRICAL AND STRUCTURAL FORMULA, MOLECULAR MASS
Empirical and structural formula: Not applicable

Molecular Mass: average molecular weight 2200 Dalton.

2.5. SPECIFICATION OF PURITY OF THE ACTIVE SUBSTANCE IN g/Kg WHICH MUST BE,
WHENEVER POSSIBLE, IDENTICAL OR ALREADY ACCEPTED AS EQUIVALENT TO
THE ONE LISTED IN THE ANNEX TO COMMISSION IMPLEMENTING REGULATION
(EU) NO 540/2011.

Specification of purity of active substance: > 240 g/kg
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

2.6. CLASSIFICATION AND LABELLING OF THE ACTIVE SUBSTANCE IN ACCORDANCE
WITH THE PROVISIONS OF REGULATION (EC) NO 1272/2008 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL.

Not classified.

The label of the product Nutrel is enclosed below.
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

APPLICANT 2: BIOIBERICA, S.A.

3.1. Common name (proposed or |SO-accepted) specifying, where relevant, any variants

thereof such as salts, esters or amines manufactured by the producer.

HYDROLYSED PROTEIN, PROTEIN HYDROLYSATE

3.2. CHEMICAL NAME (IJUPAC AND CAS NOMENCLATURE)

Not applicable.

3.3. CAS, CIPAC AND EC NUMBERS (IF AVAILABLE)

Not applicable.

3.4. EMPIRICAL AND STRUCTURAL FORMULA, MOLECULAR MASS
Empirical and structural formula: Not applicable

Molecular Mass: < 10,000 Da.

3.5. SPECIFICATION OF PURITY OF THE ACTIVE SUBSTANCE IN g/Kg WHICH MUST BE,
WHENEVER POSSIBLE, IDENTICAL OR ALREADY ACCEPTED AS EQUIVALENT TO
THE ONE LISTED IN THE ANNEX TO COMMISSION IMPLEMENTING REGULATION
(EU) NO 540/2011.

Organoleptic Characteristics:  Dark brown liquid with characteristic odour of solutions

containing soluble organic matter.

pH: 45-6.0
Density: 1.18 = 1.24 g/ml
Hydrolysed protein: 2 35.0% wiw
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

3.6. CLASSIFICATION AND LABELLING OF THE ACTIVE SUBSTANCE IN ACCORDANCE
WITH THE PROVISIONS OF REGULATION (EC) NO 1272/2008 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL

Spanish Ministry of Agriculture performed the classification of the product BIOCEBO (35% w/w
hydrolysed protein), resulting a non-toxic product. Only the following sentences were

recommended:;

-  ENVIRONMENTAL CLASSIFICATION:
None

- AND HAZARD PICTOGRAM:
None

-  RISK PHRASES:

None

-  SAFETY RECOMMENDATIONS:
EUH 401: To avoid risks to human health and the environment, comply with the instructions

for use.

- RISK PREVENTION CONDITIONING. PACKAGING:
Rinse vigorously three times each package you use, pouring washing water to the tank
(sprayer). As established in Royal Decree 1416/2001, of 14 December, on packaging of
plant protection products, the label shall contain the following sentence: Give empty
containers or packaging waste to the collection points established by collective systems of
extended responsibility or directly to the point of sale where you would acquire if such

containers are put on the market through a system of deposit, refund and return.

Labeling of the product BIOCEBO (35% w/w hydrolysed protein) is enclosed hereafter:
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

APPLICANT 3: N. G. STAVRAKIS - PHYTOPHYL

2.1. Common name (proposed or 1SO-accepted) specifying, where relevant, any variants thereof

such as salts, esters or amines manufactured by the producer.
Common name (ISO): Hydrolysed proteins

Common name: Beet Molasses Urea Hydrolysate

2.2. CHEMICAL NAME (IUPAC AND CAS NOMENCLATURE)
IUPAC.: Not applicable.

CAS.. Not applicable

2.3. CAS, CIPAC AND EC NUMBERS (IF AVAILABLE)
CAS No.: Not applicable.
CIPAC No.: Not applicable.

EC No.: Not applicable.

2.4. EMPIRICAL AND STRUCTURAL FORMULA, MOLECULAR MASS
Empirical and structural formula: Not applicable

Molecular Mass: Not applicable

2.5. SPECIFICATION OF PURITY OF THE ACTIVE SUBSTANCE IN g/Kg WHICH MUST BE,
WHENEVER POSSIBLE, IDENTICAL OR ALREADY ACCEPTED AS EQUIVALENT TO
THE ONE LISTED IN THE ANNEX TO COMMISSION IMPLEMENTING REGULATION (EU)
NO 540/2011.

Minimum crude protein equivalent: 360g/kg (36%w/w) for hydrolysed proteins (beet

molasses urea hydrolysate)
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

2.6. CLASSIFICATION AND LABELLING OF THE ACTIVE SUBSTANCE IN ACCORDANCE
WITH THE PROVISIONS OF REGULATION (EC) NO 1272/2008 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL.

Two products containing hydrolysed protein as active substance (Beet Mollases Urea Hysrolysate)
have registered in Greece by N.G. Stavrakis — Phytophyl under the tradename ENTOMELA 50SL
& ENTOMELA 75SL according to 1107/2009. For any information needed, the two registration
reports of these products are presented on CIRCA site by the Greek Ministry.

We are giving you below the classification and labeling for these two products in accordance with
the EC Directive on dangerous preparations 1999/45/EC as amended and according to Regulation
(EC) No 1272/2008

GHS Pictogram:

GHS07

Signal word:

WARNING

Hazard statements (because of the use with insecticides on bait application):

H317 May cause an allergic skin reaction (Cat. 1)

EUH401 To avoid risks to human health and the environment, comply with the instructions for use.
Precautionary statements:

P102+405 Keep out of the reach of Children. Store locked up.

P270 Do not eat, drink or smoke when using this product.

P280 Wear protective gloves/protective clothing/eye protection/face protection.

P301+312 IF SWALLOWED: Call a POISON CENTER or doctor/physician if you feel unwell.
P302 + 352 IF ON SKIN: Wash with plenty of soap and water.

P333 + P313 If skin irritation or rash occurs: Get medical advice/attention

P305+351+ 338 IF IN EYES: Rinse cautiously with water for several minutes. Remove
P363 Wash contaminated clothing before reuse

P370+260 In case of fire: Do not breathe dust/fume/gas/mist/vapours/spray.
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

Other precautionary phrases because of the use with insecticide:

- Take all the necessary measures for the insecticide.
- Do not spray against the wind.
- After use wash with water and soap.

- Do not spill in watercourse or water irrigating systems.
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

3. NEW INFORMATION
APPLICANT 1: SICIT 2000 S.p.A

3.1. LIST OF NEW INFORMATION INTENDED TO BE SUBMITTED TOGETHER WITH A
JUSTIFICATION SHOWING THAT THEY ARE CONSIDERED NECESSARY, IN
ACCORDANCE WITH ARTICLE 15(2) OF REGULATION (EC) NO 1107/2009.

Chemical and physical characteristics of NUTREL, 5 Batch Analysis.

3.2. LIST OF NEW STUDIES INTENDED TO BE SUBMITTED ON VERTEBRATE ANIMALS

Not applicable.

3.3. TIMETABLE OF ANY NEW AND ONGOING STUDIES.
Not applicable.

APPLICANT 2: BIOIBERICA, S.A.

3.1. List of new information intended to be submitted together with a justification showing that
they are considered necessary, in accordance with Article 15(2) of Regulation (EC) No
1107/2009.

No new information is intended to be submitted but in case any additional information or
studies are considered to be necessary for renewal of the active substance, the three

Applicants of this form are committed to submit it on time.

3.2. LIST OF NEW STUDIES INTENDED TO BE SUBMITTED ON VERTEBRATE ANIMALS

Not applicable.

3.3. TIMETABLE OF ANY NEW AND ONGOING STUDIES
Not applicable.
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

APPLICANT 3: “PHYTOPHYL”-N.G. STAVRAKIS

3.1. List of new information intended to be submitted together with a justification showing that
they are considered necessary, in accordance with Article 15(2) of Regulation (EC) No
1107/2009.

Two products containing hydrolysed protein as active substance (Beet Mollases Urea
Hysrolysate) have registered in Greece by N.G. Stavrakis — Phytophyl under the tradename
ENTOMELA 50SL & ENTOMELA 75SL according to 1107/2009.

In registration reports of them we have submitted data about:

1. Specifications and origin for the components.

2. Method for urea and hydrolysed protein content determination in beet molasses urea
hydrolysates.

3. Physicochemical data (Persistent Foaming, Viscosity, Dilution stability, Surface tension
Physical Compatibility).
Shelf life.
Storage stability.
Efficacy.

All these data have been presented on CIRCA site by the Greek Ministry and could be used as

supporting data if needed about the renewal of the active substance

No new information is intended to be submitted about the active substance but in case any
additional information or studies are considered to be necessary for renewal of the active

substance, we are committed to submit it on time.

3.2. LIST OF NEW STUDIES INTENDED TO BE SUBMITTED ON VERTEBRATE ANIMALS

Not applicable.

3.3. TIMETABLE OF ANY NEW AND ONGOQING STUDIES.
Not applicable.
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HYDROLYSED PROTEIN
APPLICATION FOR THE RENEWAL OF ACTIVE SUBSTANCE

All three applicants confirm that the above information submitted included in the application is

correct.

Date: August 5™ 2016

/ 2N ¥4
¥ PYAW J AV |
A / EPENT AP L IV L,
s AR A = YOI LR A~ *
= ——
= o

SICIT 2000°S.p.A. BIOIBERICA, S.A.
Oreste Odelli Laura Vicente
General Manager Nutritional Affairs Manager
Regulatory Affairs
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