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PROALAN S A HYDROLYSED PROTEIN July 2017
Apphication for renswal

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

Active substance: HYDROLYSED PROTEIN

APPLICANT: PROALAN S.A.

Date: July 2017

PROALAN S.A i/a
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PROALANS A HYDROLYSED PROTEIN Iy 2017
Appication for renewal
L INFORMATION CONCERNING THE APPLICATION 3
11 Name and address of the applicant inchuding the name of the natural parson responsible
for the application and other obligations resulting from this RegUIBION: ... oo B

2. INFORMATION TO FACILITATE IDENTIFICATION Lot icommusmmntimmmsnsusnsmmmmmnrnsnssmomsrssssssmssssssmsibissisinss 3

2.1 Common name {propased or ISO-accepted) spacifying, where relevant, any variants
thereof such as salts, asters or amines manulsctured by the PEOTUCET i i i 3

2.2 Chemical name [FUPAL 3000 CAS NOM@NCIRIUIR] .00 ivevnrrisnsmmmsrssrmssssmsstsnssmmmmsssssss s s 4
2.3 CAS, CPAC and EC numbers (if avaiable) ..o - SRAAUL YIS X T beroeaabiad 4
2.4 Empirical and structural formula, molecular mass . DE . L C A o o) OSSN ETE

2.5  Specification of purity of the actwe substance in m which must be, whenever possible,
identical or already accepted as equivalent to the ong listed in the Aanex to Commission
Implementing Regulation (EU] RO SA0/200L ... mmmmiimmiimmmsismimsmssmmssn i iossassiions &

26  Cussification and labeling of the active substance in accordance with the pravisicns of
Regulation (EC] No 1272/2008 of the European, Parlament and of the Council {health and
CRTIEONETIONR CIIEREY o s syt 14 st Aot b cmront 364 Lt 400 S L4 SUUOAA0 S04 esd soymyoa g iunid bt -4

3.1 Listof new information imended 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 4

32 List of new studies intended to be submitted on vertebeate 3mmals ... @
33  Timetable of any new and ONGoINE STUMRS....... e SO,
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PROALAN 5.A,

HYDROLYSED PROTEWN
Application for renewal

1. INFORMATION CONCERNING THE APPLICATION

1.1

Name
Addre

L1l

112

July 2017

Nama and address of tha applicant Including the name of the natural person
responsble for the application and other abligations resulting from this Regulation:

of the applicant: PROALAN S.A.

3! Cami de Can Ninou, 16
0G403 - Granollers, Barcelona
SPAIN

(3] Telephone No.: +34(0)93 346 69 33
(b) Email address: comercal @proalan.es

(3) Contact:

EURION Consulting (consultam)

Les Glabarades

34270 - Cazevieille

FRANCE

Contact person. Frangois Velter

Telephone No.- «33(0)4 67 63 16 87

Email address: francois. velter@eurion consulting.com

{b) Alkernative contact:
PROALAN, 5.A

Carmy de Can Ninou, 16

08403 - Granollers, Barcelona
SPAN

Contact person: Marc Galiana
Tedephone No.- +34(0)93 846 69 38

Email addruss: marc galianaBproalan.es

2. INFORMATION TO FACILITATE IDENTIFICATION

21

PROALAN S.A

Proalan S.A. — 28/02/2018

Comman name {proposed or I50-accepted) specifysng. where relevant, any variants
thereof such as salts, esters or amines manufactured by the producer

Commaon name (150): Hydrolysed protein
Common name: Animal tissue hydrolysate

e
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PROALAN S A HYDROLYSED PROTEIN Juty 2017
Application for renewal

22  Chemical name (BUPAC and CAS nomendature)

IUPAC No.: Not applicable
CAS No.: Not applicable

23 CAS, QIPAC and EC numbers (f available)

CAS No.: Not applicable
CIPAC No.: 901
EC No.: Nat applicable

24 Empirical and structural formula, molecudar mass

Empirical and structural formufa: Not applcable
Molecudar weight: Lower than 3.000 Daltons

25  Specification of purity of the active substance in g/kg which must be, whenaver
passitle, identical or already accepted as aquivalent to the cne listed In the Annex to
Commission implamenting Regulation (EU) No 540/2011

Specification of purity of active substance: 35 % w/w

25 Classification and labeliing of the active substance in accordance with the provisions
of Regulation (EC| No 1272/2008 of the European, Parfiament and of the Councl
(health and erndronment effects)

The active sulistance Hydrolysed protein is not classified, No labelling is therefore requined

3. NEW INFORMATION

3.1 Ust of new Information intended to be submitted together with 3 justification
showing that they sre considered necessary, In accordance with Article 13(2) of
Reguiation (EC) No 1107/2009

Tha dossier supporting tha approval renawal will include the following new studies:
Chemical and physical characteristics of NORLAN AMPL, S Batch analysis
= An anabgtical method to analyse the active substance

3.2 List of new studies intendad to be submitted on vartebrate animals

No new data.

33 Timetable of any new and ongoing studies
New and angoing studies are expected to be completed by the end of February 2018
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