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Farbstoffe 
Colorants 

Artikelnummer : 003113 
(article number) 

Artikel : Farbstoff Schwarz 

(article) black colourant 

Trägermaterial         : PP 
(basic material) 

Pigmentbasis : Carbon black 
(pigment base) 

Farbe     : Schwarz / black 
(colour) 

Schmelzindex : --- 
(melt-flow-rate) 

Lichtbeständigkeit        : ca. 8 (Lichtechtheit Blau Wollskala) 
(colour fastness) 

Migrationsbeständigkeit    : not tested* 
(migration resistance) 

Temperaturbeständigkeit [°C] : ca. 350° C 
(temperature resistance) 

Einfärbung [%] : 1 % 
(colorant content) 

*It is the responsibility of the food packer to verify that the final packaging complies with the overall and

specific migration limits as set out by the applicable legislation.
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Declaration of conformity 
 

Framework regulation (EC) No. 1935/2004 
 
Our supplier hereby confirm that the above-mentioned color preparation is suitable for the manufacture of 

materials and articles intended to come into contact with foodstuffs and which comply with regulation 

(EC) No. 1935/2004. The above-mentioned color preparation meets the following requirements: 

 
A system of traceability according Art. 2, Section (1) and Art. 17, Section (1),(2),(3) of regulation No. 

1935/2004 is given for our color preparations: 

  

- The lot-numbers of the raw materials used in each production lot are registered and stored within the  

productions dates by our supplier computer system.  

- For each product designation there exists only one formulation which, by this, can be assigned 

unambiguously.  

- In case of a change of a formulation there is a procedure in place which traces back the changes carried 

out and the raw materials involved.  

- It can be traced back in our supplier computer system which production lot had been shipped to which 

customer. 

 
The above mentioned color preparation is produced in conformity with the regulation (EC) No. 

2023/2006 (GMP), based on the existing DIN EN ISO 9001:2015 certification. 

 

 

Regulation (EU) No. 10/2011 
 
Our supplier hereby confirm that the raw materials (except colorants which are not regulated by 

regulation (EU) No. 10/2011) used in the above-mentioned color preparation comply with the regulation 

(EU) No. 10/2011 according to confirmations of the suppliers.  

 

Please note that the new amendment regulations (2016/1416 and 2017/752) on the specific migration 

limits for aluminum and for zinc shall apply from 14.09.2018, the new limit for nickel shall apply from 

19.05.2019.  

 

Accordingly, these requirements have not yet been considered in this declaration of conformity and will 

be included in due time.  

 

The above mentioned color preparation contains a carbon black pigment as part of the formulation. The 

carbon black pigment used in above mentioned color preparation is in compliance with the regulation 

(EU) No. 10/2011.  

 

Maximum Dosing Level for above mentioned color preparation allowed 16,6 % per weight according 

regulation (EU) No. 10/2011. 
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Substances with specific migration limits (SML values) according to regulation (EU) 

No. 10/2011 

 
No SML substances are included in the above mentioned color preparation. 

 

Migration: 
  

The materials supplied are not materials or articles in their finished state. It is the responsibility of 

the foodpacker to assure that the materials or articles intended to come into contact with food 

comply with the applicable restrictions under the conditions of use. 
 

 

Additives with a limitation in food ("dual use" additives)1) 

 
According to the information of our suppliers, the following dual use additives are contained in this 

formulation:  

 

- Sorbitan tristearate (CAS 26658-19-5)  

 
1) The above-mentioned products are dual use additives (DUA), because their chemical constitution is identical to an 

authorized food additive. It is important to note that the above-mentioned products are of technical grade and therefore are not 

fulfilling the standards/requirements of food additives. 

 

 

BfR Recommendation IX (colorants for coloring of plastics and other polymers for 

consumer goods) 

 
The colorant used in the above mentioned color preparation fulfills the purity requirements of heavy 

metals according to BfR Recommendation IX (last update 01.02.2015). 

 
Testing for non-migration of the color preparation components can only be performed on the 

finished article. This can only be certified by an appropriate test performed by the manufacturer of 

the final article. 

 

 

Azo pigments / azo dyes 
 

The above mentioned color preparation does not contain any azo pigments respectively azo dyes as part 

of the formulation. 
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Primary aromatic amines (PAA) 

 
Primary aromatic amines (short: PAA) classified as carcinogenic class 1A and 1B according to CLP-

regulation (EC)1272/2008 are not intentionally added during the production process in the above-

mentioned color preparation. 

  

Due to the used colorant, the presence or the forming of PAA during the processing can be excluded. 

However, they can be present in the above-mentioned color preparation in traces. 

 

Testing for non-migration of PAA can only be performed on the finished article. This can only be 

certified by an appropriate test conducted by the manufacturer of the final article.  

 

Our supplier would like to point out that he does not analyze his color preparations for the content 

of PAA. 
 

 

Resolution AP(89)I 

 
The colorant used in the above mentioned color preparation fulfills the purity requirements of Resolution 

AP(89)I. 

 

 

FDA approval: 

 
Maximum dosage level 

 

For the above-mentioned color preparation, according to FDA (CFR Title 21), a maximum dosage of  

16,6 %, calculated on the finished part, must be observed. 

 

The used raw materials comply, according to the suppliers’ certification and as far as applicable to the 

supplied materials respectively their components, with the requirements of FDA (CFR Title 21 and/or 

FCN) with the following restrictions:  

 

- CFR Title 21 § 178.3297 - colorants for polymers  

- CFR Title 21 § 178.3400 - emulsifiers and/or surface active agents  

 

 

Further relevant legislations 

 

Packaging Directive 94/62/EC 

 
The provisions of Directive 94/62/EC (amendments 2004/12/EC and 2005/20/EC included) regarding 

heavy metals content are fulfilled. 
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SVHC substances according to the REACH-Regulation 

 
The legal requirements according to Regulation (EC) No. 1907/2006 (REACH) are fulfilled by the above 

mentioned color preparation. No substances of very high concern within the meaning of Regulation (EC) 

No. 1907/2006 are contained above 0.1% weight by weight (w/w) (Article 33) as listed in the „Candidate 

List of Substances of Very High Concern” (SVHC-Candidate List, from 07.07.2017). 

 

 

Directive (EU) 2015/863 (RoHS III) 

 
Our supplier hereby certify that the components of the formulation (raw material supplied to us) in the 

above mentioned color preparation do not exceed the permissible maximum limits of the substances lead 

(0,1%), cadmium (0,01%), mercury (0,1%) and chromium(VI) (0,1%), polybrominated biphenyles (PBB) 

(0,1%) and polybrominated diphenyl ethers (PBDE) (0,1%) as well as bis(2-ethylhexyl) phthalate 

(DEHP) (0,1%), butyl benzyl phthalate (BBP) (0,1%), dibutyl phthalate (DBP) (0,1%) and diisobutyl 

phthalate (DIBP) (0,1%) according to annex II of the directive (EU) 2015/863 (RoHS, amending annex II 

to directive 2011/65/EU). 

 

Because the above mentioned substances are not used as part of the formulation for the preparation of our 

supplier masterbatches it must be assumed that these maximum values will not be exceeded in our 

supplier masterbatches too. 

 

 

Regulation (EC) No. 1895/2005 
 
Our supplier can confirm that the used raw materials of the above mentioned color preparation do not 

contain epoxy derivatives according to regulation (EC) No. 1895/2005. 

 

 

California Proposition 65 (last updated on 07. July 2017) 

 
Our supplier certify that the above color preparation does not contain any of the substances listed in the 

California Proposition 65 list, last updated on 07. July 2017, as a formula component: 
 

STATE OF CALIFORNIA 

ENVIRONMENTAL PROTECTION AGENCY 

OFFICE OF ENVIRONMENTAL HEALTH HAZARD ASSESSMENT 

SAFE DRINKING WATER AND TOXIC ENFORCEMENT ACT OF 1986 

CHEMICALS KNOWN TO THE STATE TO CAUSE CANCER OR REPRODUCTIVE TOXICITY 

July 7, 2017 
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Non food contact regulatories 

 
The provisions of following directives were fulfilled 

 

 
 
Our supplier would like to point out, that he do not get any information from his suppliers regarding the 

content of chromium (VI), and organotin compounds. Therefore, he unfortunately cannot include 

chromium (VI), and organotin compounds in his declaration of conformity for EN 71-3 2013 “Safety of 

Toys”. 

 

 

Substances of animal origin (BSE/TSE) 
 

Our supplier can confirm that the used raw materials of the above mentioned color preparation do not 

contain any raw materials of animal origin (BSE/TSE). 

 

 

Conflict Minerals 

 
Our supplier hereby confirm that the a.m. color preparation does not contain one of the following 

chemical elements (“conflict minerals”) as part of the formulation:  

 

- Tantalum (Ta)  

- Gold (Au)  

- Tin (Sn)  

- Tungsten (W)  

 
Ubiquitous traces of above-mentioned substances in the above mentioned color preparation cannot 

be excluded. 

Our supplier would like to point out that he does not analyze his color preparations for the content 

of the substances mentioned in this declaration of conformity. 
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Absence of substances 
 

The above-mentioned color preparation does not contain any of the following substances as a formulation 

component: 

 

- Ozone depleting substances (1005/2009 / EC) 

- Heavy Metals 

 
Ubiquitous traces of above-mentioned substances in the above mentioned color preparation cannot 

be excluded. 

 

Our supplier would like to point out that he does not analyze his color preparations for the content 

of the substances mentioned in this declaration of conformity. 

 

 

ICH Q3D 
 

Our supplier does not test its color formulations for the content of the metals listed in the directive. 

However, it can preclude the presence of the metals of Classes 1 and 2B due to their formulation, since 

these substances are not used in their company, whereby it can not exclude traces in its raw materials. 

 

 

 

 

 

 

Ausschluss 

 
Die KISICO GmbH führt keine Untersuchungen zur Bestimmung 

 

• Alle zukünftigen Veränderungen des Produktes durch hinzugefügte Substanzen 

• von Veränderungen des Produktes während der Verarbeitung (NIAS) 

• des Migrationsverhalten des fertigen Produktes (Extraktions-Tests gem. den gültigen 

   Bestimmungen) und des organoleptische Verhalten von verpackten Lebensmitteln. 

 

Diese sind, wie in den entsprechenden Regularien vorgesehen, am Endartikel vorzunehmen und müssen 

vom Verpacker/Inverkehrbringer gegebenenfalls durchgeführt werden. 

Alle Angaben basieren auf den Analysen und Informationen unserer Lieferanten! 
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Exclusion 

 
The KISICO GmbH does not carry out investigations to  

 

• any future modification of the product whatever the nature of the added substances 

• any processing likely to alter the product (NIAS) 

• any checking of the inert nature of the finished product (extraction test according to 

   the current regulations) and the non-modification of the organoleptic behaviour of the 

   packed foodstuffs. 

  

 

These are, how in the suitable regulations intended, to carry out in the final article and if necessary has to 

be done by the packager. 
 

All information is based on the analyses and information of our suppliers! 

 

 

 

Zusätzliche Informationen 
 

Sämtliche Angaben beruhen auf den Analysen und Angaben unserer Vorlieferanten und basieren auf 

unserem aktuellen Wissensstand. Die Spezifikation stellt keine Garantie über die Eigenschaften des 

Produktes dar. Es liegt in der Verantwortlichkeit des Verpackers, dass die Produkte den Anforderungen 

der beabsichtigten Anwendung entsprechen. Bei Änderung einer der o.g. Richtlinien verliert die 

Spezifikation ihre Gültigkeit.     

 
 

 

Disclaimer 

 

To the best of our knowledge, the information contained herein is accurate and reliable as of the 

date of publication, however we do not assume any liability whatsoever for the accuracy and 

completeness of such information. 

We make no warranties which extend beyond the description contained herein. Nothing herein 

shall constitute any warranty of merchantability or fitness for a particular purpose.  

It is the customer’s responsibility to inspect and test our products in order to satisfy itself as to the 

suitability of the products for the customer’s particular purpose. The customer is responsible for 

the appropriate, safe and legal use, processing and handling of our products. 

No liability can be accepted in respect of the use of our products in conjunction with other 

materials. The information contain herein relates exclusively to our products when not used in 

conjunction with any third party materials.  

Any change to an above-mentioned regulation will result in the specification losing its validity.   
 


