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2- REGULATION 
EU 2019/1009 
▪ ANNEX I. Product Function Categories (PFCs)

▪ ANNEX II. Component Material Categories (CMCs)

▪ ANNEX III. Labelling requirements

▪ ANNEX IV. Conformity assessment procedures



Annex I:

Product Function Categories (PFCs)

The regulation defines the following seven product

function categories.

1. PFC 1. FERTILISER

2. PFC 2. LIMING MATERIAL

3. PFC 3. SOIL IMPROVER

4. PFC 4. GROWING MEDIUM

5. PFC 5. INHIBITOR

6. PFC 6. PLANT BIOSTIMULANT

7. PFC 7. FERTILISING PRODUCT BLEND

PLANT BIOSTIMULANT

A plant biostimulant shall be an EU fertilising product the

function of which is to stimulate plant nutrition processes

independently of the product’s nutrient content with the

sole aim of improving one or more of the following

characteristics of the plant or the plant rhizosphere:

a) nutrient use efficiency

b) tolerance to abiotic stress

c) Quality traits

d) availability of confined nutrients in the soil or rhizosphere



Annex II:
Component Material Categories (CMCs)

The law was published with 12 CMCs but 15 are available.

1. CMC 1: Virgin material substances and mixtures

2. CMC 2: Plants, plant parts or plant extracts

3. CMC 3: Compost.

4. CMC 4: Fresh crop digestate

5. CMC 5: Digestate other than fresh crop digestate

6. CMC 6: Food industry by-products

7. CMC 7: Micro-organisms

8. CMC 8: Nutrient polymers

9. CMC 9: Polymers other than nutrient polymers

10. CMC 10: Derived products within the meaning of

Regulation (EC) No 1069/2009

11. CMC 11: By-products within the meaning of Directive

2008/98/EC

12. CMC 12: Precipitated phosphate salts and derivatives

13. CMC 13: Thermal oxidation materials and their derivatives

14. CMC 14 Pyrolysis And Gasification Materials

15. CMC 15 : Recovered high purity materials



CMC extensions and studies
Source:  reported by DG GROW on 15 September 2026

CMC 10

Final adoption steps

Additional animal by-product derivatives

Processed frass, glycerine (Cat. 2 and 3), processed animal protein (Cat. 3), 

dicalcium and tricalcium phosphate, meat-and-bone meal (Cat. 2), 

hydrolysed protein (including from leather or textile industry residues), blood 

products (Cat. 3), horns, horn products, hooves and hoof products. Subject 

to the conditions of Regulation (EU) 2023/1605.

CMC 7

Technical study

AIT (Austrian Institute of Technology, Austria)

Study on the possible inclusion of new microbial strains in CMC 7.

New materials

and processes

NMI (Nutriënten Management Instituut, Netherlands)

Study on possible inclusion of new materials and processes. New CMC 

Numbers.

5



Some of the labelling requirements

1 A list of all ingredients whose content exceeds 5% w/w or w/v.

2 The name of the mineral, whether the ingredient is a substance or mixture.

3 All forms of nitrogen shall be named in inorganic fertilisers.

4 All labelling requirements for PFC 7 shall apply to all components of the mixture.

5 If the mixture contains one or more PFC 6, the concentration of each biostimulant must be indicated.

6 Organic-mineral fertilisers (liquid or solid) in which micronutrients (B, Co, Fe,Mn and Mo) are intentionally added, must be declared.

7 If the micronutrients are not added intentionally, it is not mandatory.

8 Cu and Zn must always be declared if they are added intentionally.

9 A chelating or complexing agent is declared with a pH range ensuring stability

10 Liquid inorganic macronutrient fertilisers must indicate whether it is presented in suspension or in solution.

Annex III: Labelling requirements



Annex III : Labelling examples



Annex IV: Conformity assessment
procedures

MODULE A MODULE A1 MODULE B+C MODULE D1

INTERNAL PRODUCTION 

CONTROL

INTERNAL PRODUCTION 

CONTROL PLUS 

SUPERVISED PRODUCT 

TESTING

EU-TYPE EXAMINATION (MODULE B) 

FOLLOWED BY CONFORMITY TO 

TYPE BASED ON INTERNAL 

PRODUCTION CONTROL (MODULE 

C) + EFFICACY TRIALS

QUALITY ASSURANCE 

OF THE PRODUCTION 

PROCESS

A NOTIFIED BODY FOR THE EVALUATION IS REQUIRED



Applicability of the modules



Notified bodies (15)
FRP 2019/1009
Each notified body has its own IT system and

certification procedure, but the dossier of technical

information is the same for all of them.

Notified bodies (11)
Module B
They are private companies, so there are important

differences between them:

1. Prices

2. Billing arrangements (upfront, annually,
etc.)

3. Different methodology after 5 years.
(certification expiration)

The choice of notified body should reflect your

budget and preferred working arrangements.



MODULE B+C 
Dossier Preparation



Module B+C – Dossier

The Module B dossier must include at least the following sections:

• Manufacturer Details

• Declaration of responsibility

• Declaration of conformity

• Product design

• MSDS (Both end product and raw materials)

• CMC and PFC classification

• Manufacturing process

• Label

• Risk assessment

• Certificate of analysis

• REACH compliance (Letters…)

• Efficacy trials



Commercial strategy 
Clone certificate



Clone strategy

If one company has one valid Biostimulant registration, under Regulation (EU) 2019/1009, it is
possible to reach an agreement with a third company to commercialize a CLONE.

A letter of access and the participation of the same notified body will be required.

• A new certificate will be issued under the name of the new company.
New manufacturer, New brand. (shown on the new label)

• The clone can be repacked but needs to be the same product as the original one.
No data available for the new product, only LoA.

• B2B business may increase the sales using the clone strategy.
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