
 

Product Safety Information Sheet 
 

According to the requirements in Article 32 of Regulation (EC) No. 1907/2006 
 

heat-shrinkable polyolefin products 
 

SECTION 1: Identification of the substance/mixture and of the company/undertaking 
 

1.1. Product identifier 
 

Product name 
 

: heat-shrinkable polyolefin products 
 

Synonyms 
 

: Extrusion Types: JSCR, SCTM, SSCT, JSCH, BBIT, BPTM, MWJS, TWJS, SPOE, FCSM, LVBS, LVBT, LVIT, MRSM, MRS, WCSF, 
CNTM, CRSM, CNSM, TCS2, LPSM, RRBB, HVCE-WA, MVLC, SCTM-N, BBIT-N, WCSM, BMTM, OBTF, MWTM, XCSM, 
CICM, ECIC, OLIC, BCIC, BCIS, AHIT, ATOX, CITM, HVOT, ICIC, OLIT, HVBT, ZBIT, ZCSM, HVCE, RFSM, CFSM, CBCM, ERIC, 
ERIH, ERIT, ECIH, CICM-N, HVIS, Transparent BCIC+BCIS, MVLC-FR, MVCC, MVFT; Molded Part Types: 102K, -L, -W/ 
402R, -W/ 502K, -R, -S, -W/ 102C/ 302A, -K/ 205A, -R, -W/ 200D/ 200S/ 207R/ 227R/ 208R/ 403R/ 706A/ 603W/ 903K/ 
601R, MCK-XX/ EPAM-XXXX/ HVBS/ HVCE, 101A/ 202A, -B, -D/ 203A/ 226A/ 403A/ 502A/ 602A/ 703A/ 803A/ 902A/ 
200A/ 301A/ 322A/ 342A/ 362A/ 381A/ 382A/ 422A/ 222A, -D 

 

Registration number REACH 
 

: Not applicable (article) 
 

Product type REACH 
 

: Article 
 

1.2. Relevant identified uses of the substance or mixture and uses advised against 
 

1.2.1 Relevant identified uses 
 

Heat shrinkable polymeric products 
 

Professional use 
 

1.2.2 Uses advised against 
 

No uses advised against known 
 

1.3. Details of the supplier of the Product Safety Information Sheet: 
 

Supplier of the safety data sheet 
 

TYCO ELECTRONICS Raychem GmbH - Energy Division 

Finsinger Feld 1 

85521 Ottobrunn, Germany 

☎ +49 89 608 90 

MSDSEnergy@te.com 
 

 

 

1.4. Emergency telephone number 
 

 

24h/24h (Telephone advice: English, French, German, Dutch) : 
 

 
 

+32 14 58 45 45 (BIG) 
 

 

 

SECTION 2: Hazards identification 
 

2.1. Classification of the substance or mixture 

 

 

Not classified as dangerous according to the criteria of Regulation (EC) No 1272/2008 
 

 

2.2. Label elements 

 

 

Labelling does not apply to articles 
 

 

2.3. Other hazards 
 

Heated product causes skin burns 
 

Heated product causes eye burns 
 

SECTION 3: Composition/information on ingredients 
 

 

In normal conditions of use, the components cannot be released because of the form in which the article or preparation is placed on the market 
Product Name  

REACH Registration No 
CAS No 
EC No 

Conc. (C) Classification according to CLP Note Remark M-factors and 
ATE 

SCTM-N [phthalato(2-)]dioxotrilead 69011-06-9 
273-688-5 

0 ≤ C ≤ 2.3 % Carc. 2; H351  
Repr. 1A; H360Df  
Lact. ; H362  
STOT RE 1; H372  
Acute Tox. 4; H332  
Acute Tox. 4; H302  
Aquatic Acute 1; H400  
Aquatic Chronic 1; H410  
Repr. 2; H361f: C≥2,5%, (CLP 
Annex VI (ATP 0)) 
STOT RE 2; H373: C≥0,5%, (CLP 
Annex VI (ATP 0)) 

(1)(4)(10) Constituent M: 10 (Acute, 
ECHA) 
M: 1 (Chronic, 
ECHA) 
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heat-shrinkable polyolefin products 
 

SCTM-N alkanes, C14-17, chloro 85535-85-9 
287-477-0 

0 ≤ C ≤ 0.2 % Lact. ; H362  
Aquatic Acute 1; H400  
Aquatic Chronic 1; H410  
EUH066 

(1)(2)(10)(4)(3) Constituent M: 100 (Acute, 
BIG) 
M: 10 (Chronic, 
BIG) 

ECIC 
ERIC 
ECIT 
ERIH 
ECIH 
ICIC 

orange lead  
01-2119517589-27 

1314-41-6 
215-235-6 

0 ≤ C ≤ 1.3 % Carc. 2; H351  
Repr. 1A; H360Df  
Lact. ; H362  
STOT RE 1; H372  
Acute Tox. 4; H332  
Acute Tox. 4; H302  
Aquatic Acute 1; H400  
Aquatic Chronic 1; H410  
STOT RE 1; H372: C≥0.5%, (ECHA) 
Repr. 2; H361f: C≥2.5%, (ECHA) 

(1)(2)(4)(10) Constituent M: 10 (Acute, 
ECHA) 
M: 1 (Chronic, 
ECHA) 

BCIC 
BCIS 
OLIC 
RRBB 
HVCE-WA 

2-(2H-benzotriazol-2-yl)-4,6-
di-tert-pentylphenol 

25973-55-1 
247-384-8 

0 ≤ C ≤ 1 % STOT RE 2; H373  
Aquatic Chronic 4; H413  

(1)(3)(4)(11) Constituent  

 

(1) For H- and EUH-statements in full: see section 16 
(2) Substance with a Community workplace exposure limit 
(3) PBT- and/or vPvB-substance 
(4) Enumerated in candidate list of substances of very high concern (SVHC) for authorisation (Article 59 of Regulation (EC) No. 1907/2006) 
(10) Subject to restrictions of Annex XVII of Regulation (EC) No. 1907/2006 
(11) Enumerated in Annex XIV of Regulation (EC) No. 1907/2006: list of substances subject to authorisation 

 

 

SECTION 4: First aid measures 
 

4.1. Description of first aid measures 
 

General: 
 

If you feel unwell, seek medical advice.  
 

After inhalation: 
 

Remove the victim into fresh air. Respiratory problems: consult a doctor/medical service.  
 

After skin contact: 
 

In case of burns: Wash immediately with lots of water (15 minutes)/shower. Do not apply (chemical) neutralizing agents without medical advice. Remove 
clothing while washing. Do not tear off solidified product from the skin. Do not remove clothing if it sticks to the skin. Cover wounds with sterile bandage. 
Consult a doctor/medical service. If burned surface > 10%: take victim to hospital.  

 

After eye contact: 
 

In case of burns: Rinse immediately with plenty of water for 15 minutes. Remove contact lenses, if present and easy to do. Continue rinsing. Do not apply 
(chemical) neutralizing agents without medical advice. Take victim to an ophthalmologist if irritation persists.  

 

After ingestion: 
 

Rinse mouth with water. Do not apply (chemical) neutralizing agents without medical advice. Consult a doctor/medical service if you feel unwell.  

 

4.2. Most important symptoms and effects, both acute and delayed 
 

4.2.1 Acute symptoms 
 

After inhalation: 
 

ON OVERHEATING: Irritation of the respiratory tract. Dizziness. Headache. Nausea.  
 

 

After skin contact: 
 

If molten: burns.  
 

 

After eye contact: 
 

ON OVERHEATING: Irritation of the eye tissue. If molten: burns.  
 

 

After ingestion: 
 

No effects known.  
 

 

4.2.2 Delayed symptoms 
 

No effects known.  
 

 

4.3. Indication of any immediate medical attention and special treatment needed 
 

If applicable and available it will be listed below.  
 

SECTION 5: Firefighting measures 
 

5.1. Extinguishing media 
 

5.1.1 Suitable extinguishing media: 
 

Small fire: Quick-acting ABC powder extinguisher, Quick-acting BC powder extinguisher, Quick-acting class B foam extinguisher, Quick-acting CO2 
extinguisher. 

 

Major fire: Class B foam (not alcohol-resistant). 
 

5.1.2 Unsuitable extinguishing media: 
 

Small fire: Water (quick-acting extinguisher, reel); risk of puddle expansion. 
 

Major fire: Water; risk of puddle expansion. 
 

 

 

Reason for revision: 3 Publication date: 1997-04-02 
 

 

Date of revision: 2022-07-25 

Reference number: 04566E 
 

Revision number: 0701 
 

BIG number: 24496  2 / 10 
 



 

heat-shrinkable polyolefin products 
 

 

5.2. Special hazards arising from the substance or mixture 
 

On heating/burning: release of toxic and corrosive gases/vapours e.g.: nitrous vapours, sulphur oxides, carbon monoxide - carbon dioxide.  
 

5.3. Advice for firefighters 
 

5.3.1 Instructions: 
 

If exposed to fire cool the closed containers by spraying with water. Dilute toxic gases with water spray. Take account of toxic/corrosive precipitation water.  

 

5.3.2 Special protective equipment for fire-fighters: 
 

Gloves. Protective clothing. Heat/fire exposure: self-contained breathing apparatus.  
 

SECTION 6: Accidental release measures 
 

6.1. Personal precautions, protective equipment and emergency procedures 
 

No naked flames.  
 

6.1.1 Protective equipment for non-emergency personnel 
 

See section 8.2 
 

6.1.2 Protective equipment for emergency responders 
 

Gloves. Protective clothing. 
 

Suitable protective clothing 
 

See section 8.2 
 

6.2. Environmental precautions 
 

No data available 
 

6.3. Methods and material for containment and cleaning up 
 

If melted: allow liquid to solidify before taking it up. Start cleanup only if spill has cooled completely. Pick-up the material. Wash clothing and equipment after 
handling.  

 

 

6.4. Reference to other sections 
 

See section 13.  
 

SECTION 7: Handling and storage 
 

 

7.1. Precautions for safe handling 
 

Keep away from naked flames/heat. Observe normal hygiene standards. Stop heating immediately if the product bubbles, chars or shows other signs of 
degradation. For products containing a thermochromic temperature indicator, discontinue heating after the color changes.  

 

7.2. Conditions for safe storage, including any incompatibilities 
 

7.2.1 Safe storage requirements: 
 

Store in a dry area. Keep only in the original container. Meet the legal requirements. 
 

7.2.2 Keep away from: 
 

Heat sources, oxidizing agents, (strong) acids, (strong) bases. 
 

7.2.3 Suitable packaging material: 
 

No data available 
 

 

7.2.4 Non suitable packaging material: 
 

No data available 
 

 

7.3. Specific end use(s) 
 

Refer to TE Connectivity product installation instructions.  
 

SECTION 8: Exposure controls/personal protection 
 

8.1. Control parameters 
 

8.1.1 Occupational exposure 
 

 

a) Occupational exposure limit values 
 

 

If limit values are applicable and available these will be listed below. 
 

 

 

b) National biological limit values 
 

If limit values are applicable and available these will be listed below. 
 

8.1.2 Sampling methods 
 

If applicable and available it will be listed below. 
 

8.1.3 Applicable limit values when using the substance or mixture as intended 
 

If limit values are applicable and available these will be listed below. 
 

8.1.4 Threshold values 
 

If applicable and available it will be listed below. 
 

8.1.5 Control banding 
 

 

If applicable and available it will be listed below. 
 

8.2. Exposure controls 

 

 

 

8.2.1 Appropriate engineering controls 
 

Keep away from naked flames/heat. Carry operations in the open/under local exhaust/ventilation or with respiratory protection.  
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heat-shrinkable polyolefin products 
 

 

8.2.2 Individual protection measures, such as personal protective equipment 
 

Observe normal hygiene standards. Do not eat, drink or smoke during work.  
 

a) Respiratory protection: 
 

On heating: full face mask.  
 

b) Hand protection: 
  

Insulated gloves. 
 

Materials Remark 
 

 

neoprene (chloroprene rubber) Good resistance 
 

 

PVC Good resistance 
 

 

c) Eye protection: 
 

Safety glasses.  
 

d) Skin protection: 
 

Protective clothing.  
 

8.2.3 Environmental exposure controls: 
 

See sections 6.2, 6.3 and 13 
 

SECTION 9: Physical and chemical properties 
 

9.1. Information on basic physical and chemical properties 
 

Physical form Solid in various shapes 
 

 

Odour Odourless 
 

 

Odour threshold Not applicable 
 

 

Colour Variable in colour, depending on the composition 
 

 

Particle size No data available 
 

 

Explosion limits Not applicable 
 

 

Flammability Not classified as flammable 
 

 

Log Kow Not applicable (article) 
 

 

Dynamic viscosity Not applicable 
 

 

Kinematic viscosity Not applicable 
 

 

Melting point No data available 
 

 

Boiling point Not applicable 
 

 

Relative vapour density Not applicable 
 

 

Vapour pressure No data available 
 

 

Solubility Water ; insoluble 
 

 

Relative density No data available 
 

 

Absolute density No data available (test not performed) 
 

 

Decomposition temperature No data available 
 

 

Auto-ignition temperature Not applicable 
 

 

Flash point Not applicable 
 

 

pH Not applicable 
 

 

9.2. Other information 
 

No data available 
 

SECTION 10: Stability and reactivity 
 

10.1. Reactivity 
 

No data available. 
 

10.2. Chemical stability 
 

Stable under normal conditions. 
 

10.3. Possibility of hazardous reactions 
 

No data available. 
 

10.4. Conditions to avoid 
 

Precautionary measures 
 

Keep away from naked flames/heat. 
 

10.5. Incompatible materials 
 

Oxidizing agents, (strong) acids, (strong) bases. 
 

10.6. Hazardous decomposition products 
 

On heating/burning: release of toxic and corrosive gases/vapours e.g.: nitrous vapours, sulphur oxides, carbon monoxide - carbon dioxide. 
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heat-shrinkable polyolefin products 
 

 

SECTION 11: Toxicological information 
 

11.1. Information on hazard classes as defined in Regulation (EC) No 1272/2008 
 

11.1.1 Test results 
 

 

Acute toxicity 
 

heat-shrinkable polyolefin products 
 

No (test)data available 
 

Corrosion/irritation 
 

heat-shrinkable polyolefin products 
 

No (test)data available 
 

Respiratory or skin sensitisation 
 

heat-shrinkable polyolefin products 
 

No (test)data available 
 

Specific target organ toxicity 
 

heat-shrinkable polyolefin products 
 

No (test)data available 
 

Mutagenicity (in vitro) 
 

heat-shrinkable polyolefin products 
 

No (test)data available 
 

Mutagenicity (in vivo) 
 

heat-shrinkable polyolefin products 
 

No (test)data available 
 

Carcinogenicity 
 

heat-shrinkable polyolefin products 
 

No (test)data available 
 

Reproductive toxicity 
 

heat-shrinkable polyolefin products 
 

No (test)data available 
 

Toxicity other effects 
 

heat-shrinkable polyolefin products 
 

Chronic effects from short and long-term exposure 
 

heat-shrinkable polyolefin products 
 

No effects known.  
 

 

11.2. Information on other hazards 
 

No evidence of endocrine disrupting properties 
 

 

SECTION 12: Ecological information 
 

12.1. Toxicity 
 

heat-shrinkable polyolefin products 

 

 

No (test)data available 
 

 

 

12.2. Persistence and degradability 

 

 

 

Water 
 

 

Biodegradability in water: no data available 
 

 

12.3. Bioaccumulative potential 
 

heat-shrinkable polyolefin products 
 

 

Log Kow 
 

 

Method Remark Value Temperature Value determination 
 

 

 Not applicable (article)    
 

   

 

Conclusion 
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heat-shrinkable polyolefin products 
 

 

No bioaccumulation data available 
 

 

12.4. Mobility in soil 

 

 

 

No (test)data on mobility of the component(s) available 
 

 

12.5. Results of PBT and vPvB assessment 

 

 

Due to insufficient data no statement can be made whether the component(s) fulfil(s) the criteria of PBT and vPvB according to Annex XIII of Regulation 
(EC) No 1907/2006.  

 

 

12.6. Endocrine disrupting properties 

 

 

No evidence of endocrine disrupting properties 
 

  

 

12.7. Other adverse effects 

 
  

 

heat-shrinkable polyolefin products 
 

 

Greenhouse gases 
 

 

None of the known components is included in the list of fluorinated greenhouse gases (Regulation (EU) No 517/2014) 
 

 

Ozone-depleting potential (ODP) 
 

 

Not classified as dangerous for the ozone layer (Regulation (EC) No 1005/2009) 
 

 

SECTION 13: Disposal considerations 
 

 

13.1. Waste treatment methods 

 

 

13.1.1 Provisions relating to waste 
 

 

European Union 
 

Can be considered as non hazardous waste according to Directive 2008/98/EC, as amended by Regulation (EU) No 1357/2014 and Regulation (EU) No 
2017/997.  
Waste material code (Directive 2008/98/EC, Decision 2000/0532/EC).  
07 02 13 (wastes from the MFSU of plastics, synthetic rubber and man-made fibres: waste plastic). Depending on branch of industry and production 
process, also other waste codes may be applicable. 

 

13.1.2 Disposal methods 
 

 

Recycle/reuse. Remove to an authorized dump (Class II). Remove to an authorized incinerator equipped with an afterburner and a flue gas scrubber with 
energy recovery. Remove waste in accordance with local and/or national regulations. Do not discharge to wastewater treatment installation. 

 

13.1.3 Packaging/Container 
 

 

No data available 
 

SECTION 14: Transport information 
 

Road (ADR), Rail (RID), Inland waterways (ADN), Sea (IMDG/IMSBC), Air (ICAO-TI/IATA-DGR) 
 

14.1. UN number 
 

Transport Not subject 
 

 

14.2. UN proper shipping name 
 

 

14.3. Transport hazard class(es) 
 

 

Hazard identification number  
 

 

Class  
 

 

Classification code  
 

 

14.4. Packing group 
 

 

Packing group  
 

 

Labels  
 

 

14.5. Environmental hazards 
 

 

Environmentally hazardous substance mark no 
 

 

14.6. Special precautions for user 
 

 

Special provisions  
 

 

Limited quantities  
 

 

14.7. Maritime transport in bulk according to IMO instruments 
 

 

Annex II of MARPOL 73/78 Not applicable 
 

   

SECTION 15: Regulatory information 
 

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture 
 

 

 

European legislation: 
 

VOC content Directive 2010/75/EU 
  

 

VOC content Remark 
 

 

 No data available 
 

   

 

Prior informed consent (PIC) 
 

 

 Contains component(s) listed in Annex I of Regulation (EU) No 649/2012: Part 1 - List of chemicals subject to export notification procedure 
 

 

 

REACH Candidate list 
 

 

 Contains component(s) included in candidate list of substances of very high concern (SVHC) for authorisation (Article 59 of Regulation (EC) No 
1907/2006) 
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heat-shrinkable polyolefin products 
 

 

 

REACH Annex XIV - Authorisation 
 

 

 Contains component(s) included in Annex XIV of Regulation (EC) No 1907/2006: List of substances subject to authorisation 
 

 

 

REACH Annex XVII - Restriction 
 

 

 Contains component(s) subject to restrictions of Annex XVII of Regulation (EC) No 1907/2006: restrictions on the manufacture, placing on the market 
and use of certain dangerous substances, mixtures and articles. 

  

  

Designation of the substance, of the group of 
substances or of the mixture 

Conditions of restriction 
 

 

· alkanes, C14-17, chloro Liquid substances or mixtures fulfilling the 
criteria for any of the following hazard classes 
or categories set out in Annex I to Regulation 
(EC) No 1272/2008: 
(a) hazard classes 2.1 to 2.4, 2.6 and 2.7, 2.8 
types A and B, 2.9, 2.10, 2.12, 2.13 categories 1 
and 2, 2.14 categories 1 and 2, 2.15 types A to 
F; 
(b) hazard classes 3.1 to 3.6, 3.7 adverse effects 
on sexual function and fertility or on 
development, 3.8 effects other than narcotic 
effects, 3.9 and 3.10; 
(c) hazard class 4.1; 
(d) hazard class 5.1. 

1. Shall not be used in:  
— ornamental articles intended to produce light or colour effects by means of different 
phases, for example in ornamental lamps and ashtrays,  
— tricks and jokes,  
— games for one or more participants, or any article intended to be used as such, even with 
ornamental aspects, 
2. Articles not complying with paragraph 1 shall not be placed on the market. 
3. Shall not be placed on the market if they contain a colouring agent, unless required for 
fiscal reasons, or perfume, or both, if they:  
— can be used as fuel in decorative oil lamps for supply to the general public, and,  
— present an aspiration hazard and are labelled with H304, 
4. Decorative oil lamps for supply to the general public shall not be placed on the market 
unless they conform to the European Standard on Decorative oil lamps (EN 14059) adopted 
by the European Committee for Standardisation (CEN). 
5. Without prejudice to the implementation of other Community provisions relating to the 
classification, packaging and labelling of dangerous substances and mixtures, suppliers shall 
ensure, before the placing on the market, that the following requirements are met:  
a) lamp oils, labelled with H304, intended for supply to the general public are visibly, legibly 
and indelibly marked as follows: “Keep lamps filled with this liquid out of the reach of 
children”; and, by 1 December 2010, “Just a sip of lamp oil — or even sucking the wick of 
lamps — may lead to life- threatening lung damage”;  
b) grill lighter fluids, labelled with H304, intended for supply to the general public are legibly 
and indelibly marked by 1 December 2010 as follows: “Just a sip of grill lighter may lead to life 
threatening lung damage”;  
c) lamp oils and grill lighters, labelled with H304, intended for supply to the general public are 
packaged in black opaque containers not exceeding 1 litre by 1 December 2010. 

 

  

 

· [phthalato(2-)]dioxotrilead 
· orange lead 

Substances which are classified as reproductive 
toxicant category 1A or 1B in Part 3 of Annex VI 
to Regulation (EC) No 1272/2008 and are listed 
in Appendix 5 or Appendix 6, respectively. 

Without prejudice to the other parts of this Annex the following shall apply to entries 28 to 
30: 
1. Shall not be placed on the market, or used, 
— as substances, 
— as constituents of other substances, or, 
— in mixtures,  
for supply to the general public when the individual concentration in the substance or 
mixture is equal to or greater than: 
— either the relevant specific concentration limit specified in Part 3 of Annex VI to Regulation 
(EC) No 1272/2008, or, 
— the relevant generic concentration limit specified in Part 3 of Annex I of Regulation (EC) No 
1272/2008. 
Without prejudice to the implementation of other Community provisions relating to the 
classification, packaging and labelling of substances and mixtures, suppliers shall ensure 
before the placing on the market that the packaging of such substances and mixtures is 
marked visibly, legibly and indelibly as follows: “Restricted to professional users”. 
2. By way of derogation, paragraph 1 shall not apply to:  
(a) medicinal or veterinary products as defined by Directive 2001/82/EC and Directive 
2001/83/EC;  
(b) cosmetic products as defined by Directive 76/768/EEC;  
(c) the following fuels and oil products:  
— motor fuels which are covered by Directive 98/70/EC,  
— mineral oil products intended for use as fuel in mobile or fixed combustion plants,  
— fuels sold in closed systems (e.g. liquid gas bottles);  
(d) artists’ paints covered by Regulation (EC) No 1272/2008;  
(e) the substances listed in Appendix 11, column 1, for the applications or uses listed in 
Appendix 11, column 2. Where a date is specified in column 2 of Appendix 11, the derogation 
shall apply until the said date; 
(f) devices covered by Regulation (EU) 2017/745. 

 

  

 

· [phthalato(2-)]dioxotrilead Lead and its compounds 1. Shall not be placed on the market or used in any individual part of jewellery articles if the 
concentration of lead (expressed as metal) in such a part is equal to or greater than 0,05 % by 
weight. 
2. For the purposes of paragraph 1:  
(i) "jewellery articles" shall include jewellery and imitation jewellery articles and hair 
accessories, including:  
(a) bracelets, necklaces and rings;  
(b) piercing jewellery;  
(c) wrist watches and wrist-wear;  
(d) brooches and cufflinks;  
(ii) "any individual part" shall include the materials from which the jewellery is made, as well 
as the individual components of the jewellery articles. 
3. Paragraph 1 shall also apply to individual parts when placed on the market or used for 
jewellery-making. 
4. By way of derogation, paragraph 1 shall not apply to:  
(a) crystal glass as defined in Annex I (categories 1, 2, 3 and 4) to Council Directive 
69/493/EEC (*);  
(b) internal components of watch timepieces inaccessible to consumers;  
(c) non-synthetic or reconstructed precious and semiprecious stones (CN code 7103, as  
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  established by Regulation (EEC) No 2658/87), unless they have been treated with lead or its 
compounds or mixtures containing these substances;  
(d) enamels, defined as vitrifiable mixtures resulting from the fusion, vitrification or sintering 
of minerals melted at a temperature of at least 500 °C. (*) OJ L 326, 29.12.1969, p. 36. 
5. By way of derogation, paragraph 1 shall not apply to jewellery articles placed on the 
market for the first time before 9 October 2013 and jewellery articles produced before 10 
December 1961. 
6. By 9 October 2017, the Commission shall re-evaluate paragraphs 1 to 5 of this entry in the 
light of new scientific information, including the availability of alternatives and the migration 
of lead from the articles referred to in paragraph 1 and, if appropriate, modify this entry 
accordingly. 
7. Shall not be placed on the market or used in articles supplied to the general public, if the 
concentration of lead (expressed as metal) in those articles or accessible parts thereof is 
equal to or greater than 0,05 % by weight, and those articles or accessible parts thereof may, 
during normal or reasonably foreseeable conditions of use, be placed in the mouth by 
children.  
That limit shall not apply where it can be demonstrated that the rate of lead release from 
such an article or any such accessible part of an article, whether coated or uncoated, does not 
exceed 0,05 μg/cm2 per hour (equivalent to 0,05 μg/g/h), and, for coated articles, that the 
coating is sufficient to ensure that this release rate is not exceeded for a period of at least two 
years of normal or reasonably foreseeable conditions of use of the article. 
For the purposes of this paragraph, it is considered that an article or accessible part of an 
article may be placed in the mouth by children if it is smaller than 5 cm in one dimension or 
has a detachable or protruding part of that size. 
8. By way of derogation, paragraph 7 shall not apply to:  
(a) jewellery articles covered by paragraph 1;  
(b) crystal glass as defined in Annex I (categories 1, 2, 3 and 4) to Directive 69/493/EEC;  
(c) non-synthetic or reconstructed precious and semi-precious stones (CN code 7103 as 
established by Regulation (EEC) No 2658/87) unless they have been treated with lead or its 
compounds or mixtures containing these substances; 
(d) enamels, defined as vitrifiable mixtures resulting from the fusion, vitrification or sintering 
of mineral melted at a temperature of at least 500 °C;  
(e) keys and locks, including padlocks;  
(f) musical instruments;  
(g) articles and parts of articles comprising brass alloys, if the concentration of lead 
(expressed as metal) in the brass alloy does not exceed 0,5 % by weight;  
(h) the tips of writing instruments;  
(i) religious articles;  
(j) portable zinc-carbon batteries and button cell batteries;  
(k) articles within the scope of:  
(i) Directive 94/62/EC;  
(ii) Regulation (EC) No 1935/2004;  
(iii) Directive 2009/48/EC of the European Parliament and of the Council (*);  
(iv) Directive 2011/65/EU of the European Parliament and of the Council (**) 
9. By 1 July 2019, the Commission shall re-evaluate paragraphs 7 and 8(e), (f), (i) and (j) of this 
entry in the light of new scientific information, including the availability of alternatives and 
the migration of lead from the articles referred to in paragraph 7, including the requirement 
on coating integrity, and, if appropriate, modify this entry accordingly. 
10. By way of derogation paragraph 7 shall not apply to articles placed on the market for the 
first time before 1 June 2016. 
(*) Directive 2009/48/EC of the European Parliament and of the Council of 18 June 2009 on 
the safety of toys (OJ L 170, 30.6.2009, p. 1).  
(**) Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on 
the restriction of the use of certain hazardous substances in electrical and electronic 
equipment (OJ L 174, 1.7.2011, p. 88). 
11. Doing either of the following acts after 15 February 2023 in or within 100 metres of 
wetlands is prohibited: 
(a) discharging gunshot containing a concentration of lead (expressed as metal) equal to or 
greater than 1 % by weight; 
(b) carrying any such gunshot where this occurs while out wetland shooting or as part of 
going wetland shooting. 
For the purposes of the first subparagraph: 
(a) “within 100 metres of wetlands” means within 100 metres outward from any outer 
boundary point of a wetland; 
(b) “wetland shooting” means shooting in or within 100 metres of wetlands; 
(c) if a person is found carrying gunshot in or within 100 metres of wetlands while out 
shooting or as part of going shooting, the shooting concerned shall be presumed to be 
wetland shooting unless that person can demonstrate that it was some other type of 
shooting. 
The restriction laid down in the first subparagraph shall not apply in a Member State if that 
Member State notifies the Commission in accordance with paragraph 12 that it intends to 
make use of the option granted by that paragraph. 
12. If at least 20 % in total of the territory, excluding the territorial waters, of a Member State 
are wetlands, that Member State may, in place of the restriction laid down in the first 
subparagraph of paragraph 11, prohibit the following acts throughout the whole of its 
territory from 15 February 2024: 
(a) the placing on the market of gunshot containing a concentration of lead (expressed as 
metal) equal to or greater than 1 % by weight; 
(b) the discharging of any such gunshot; 
(c) carrying any such gunshot while out shooting or as part of going shooting. 
Any Member State intending to make use of the option granted by the first subparagraph 
shall notify the Commission of this intention by 15 August 2021. The Member State shall  
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  communicate the text of the national measures adopted by it to the Commission without 
delay and in any event by 15 August 2023. The Commission shall make publicly available 
without delay any such notices of intention and texts of national measures received by it. 
13. For the purposes of paragraphs 11 and 12: 
(a) “wetlands” means areas of marsh, fen, peatland or water, whether natural or artificial, 
permanent or temporary, with water that is static or flowing, fresh, brackish or salt, including 
areas of marine water the depth of which at low tide does not exceed 6 metres; 
(b) “gunshot” means pellets used or intended for use in a single charge or cartridge in a 
shotgun; 
(c) “shotgun” means a smooth-bore gun, excluding airguns; 
(d) “shooting” means any shooting with a shotgun; 
(e) “carrying” means any carrying on the person or carrying or transporting by any other 
means; 
(f) in determining whether a person found with gunshot is carrying gunshot “as part of going 
shooting”: 
(i) regard shall be had to all the circumstances of the case; 
(ii) the person found with the gunshot need not necessarily be the same person as the person 
shooting. 
14. Member States may maintain national provisions for protection of the environment or 
human health in force on 15 February 2021 and restricting lead in gunshot more severely 
than provided for in paragraph 11. 
The Member State shall communicate the text of those national provisions to the 
Commission without delay. The Commission shall make publicly available without delay any 
such texts of national provisions received by it. 

 

  

 

· [phthalato(2-)]dioxotrilead 
· orange lead 

The substances listed in column 1 of the Table 
in Appendix 12 

1. Shall not be placed on the market after 1 November 2020 in any of the following: 
(a) clothing or related accessories; 
(b) textiles other than clothing which, under normal or reasonably foreseeable conditions of 
use, come into contact with human skin to an extent similar to clothing; 
(c) footwear; 
if the clothing, related accessory, textile other than clothing or footwear is for use by 
consumers and the substance is present in a concentration, measured in homogeneous 
material, equal to or greater than that specified for that substance in Appendix 12. 
2. By way of derogation, in relation to the placing on the market of formaldehyde [CAS No 50-
00-0] in jackets, coats or upholstery, the relevant concentration for the purposes of 
paragraph 1 shall be 300 mg/kg during the period between 1 November 2020 and 1 
November 2023. The concentration specified in Appendix 12 shall apply thereafter. 
3. Paragraph 1 shall not apply to: 
(a) clothing, related accessories or footwear, or parts of clothing, related accessories or 
footwear, made exclusively of natural leather, fur or hide; 
(b) non-textile fasteners and non-textile decorative attachments; 
(c) second-hand clothing, related accessories, textiles other than clothing or footwear 
(d) wall-to-wall carpets and textile floor coverings for indoor use, rugs and runners. 
4. Paragraph 1 shall not apply to clothing, related accessories, textiles other than clothing, or 
footwear within the scope of Regulation (EU) 2016/425 of the European Parliament and of 
the Council (*) or Regulation (EU) 2017/745 of the European Parliament and of the Council 
(**). 
5. Paragraph 1(b) shall not apply to disposable textiles. ‘Disposable textiles’ means textiles 
that are designed to be used only once or for a limited time and are not intended for 
subsequent use for the same or a similar purpose. 
6. Paragraphs 1 and 2 shall apply without prejudice to the application of any stricter 
restrictions set out in this Annex or in other applicable Union legislation. 
7. The Commission shall review the exemption in paragraph 3(d) and, if appropriate, modify 
that point accordingly. 
(*) Regulation (EU) 2016/425 of the European Parliament and of the Council of of 9 March 
2016 on personal protective equipment and repealing Council Directive 89/686/EEC (OJ L 81, 
31.3.2016, p. 51). 
(**) Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 
on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and 
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC 
(OJ L 117, 5.5.2017, p. 1). 

 

  

  

 

· alkanes, C14-17, chloro Substances falling within one or more of the 
following points: 
(a) substances classified as any of the following 
in Part 3 of Annex VI to Regulation 
(EC) No 1272/2008: 
— carcinogen category 1A, 1B or 2, or germ cell 
mutagen category 1A, 1B or 
2, but excluding any such substances classified 
due to effects only following 
exposure by inhalation 
— reproductive toxicant category 1A, 1B or 2 
but excluding any such substances classified 
due to effects only following exposure by 
inhalation 
— skin sensitiser category 1, 1A or 1B 
— skin corrosive category 1, 1A, 1B or 1C or 
skin irritant category 2 
— serious eye damage category 1 or eye 
irritant category 2 
(b) substances listed in Annex II to Regulation 
(EC) No 1223/2009 of the European Parliament 
and of the Council 
(c) substances listed in Annex IV to Regulation 
(EC) No 1223/2009 for which a condition is 
specified in at least one of the  

Mixtures for tattooing purposes are subject to the restrictions of Regulation (EU) 2020/2081 
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 columns g, h and i of the table in that Annex (d) 
substances listed in Appendix 13 to this Annex. 
The ancillary requirements in paragraphs 7 and 
8 of column 2 of this entry apply to all 
mixtures for use for tattooing purposes, 
whether or not they contain a substance falling 
within points (a) to (d) of this column of this 
entry. 

 
 

 

15.2. Chemical safety assessment 
 

 

No chemical safety assessment is required.  
 

SECTION 16: Other information 
 

Full text of any H- and EUH-statements referred to under section 3: 
 

H302   Harmful if swallowed. 
H332   Harmful if inhaled. 
H351   Suspected of causing cancer. 
H351   Suspected of causing cancer if swallowed. 
H360Df   May damage the unborn child. Suspected of damaging fertility. 
H362   May cause harm to breast-fed children. 
H372   Causes damage to organs (blood, central nervous system, kidneys) through prolonged or repeated exposure if swallowed. 
H372   Causes damage to organs (blood, central nervous system, kidneys) through prolonged or repeated exposure if inhaled. 
H373   May cause damage to organs (liver, kidneys) through prolonged or repeated exposure if swallowed. 
H400   Very toxic to aquatic life. 
H410   Very toxic to aquatic life with long lasting effects. 
H413   May cause long lasting harmful effects to aquatic life. 
EUH066   Repeated exposure may cause skin dryness or cracking. 

 

 

(*) INTERNAL CLASSIFICATION BY BIG 
 

ADI Acceptable daily intake 
 

AOEL Acceptable operator exposure level 
 

ATE Acute Toxicity Estimate 
 

CLP (EU-GHS) Classification, labelling and packaging (Globally Harmonised System in Europe) 
 

DMEL Derived Minimal Effect Level 
 

DNEL Derived No Effect Level 
 

EC50 Effect Concentration 50 % 
 

ErC50 EC50 in terms of reduction of growth rate 
 

LC50 Lethal Concentration 50 % 
 

LD50 Lethal Dose 50 % 
 

NOAEC/NOAEL No Observed Adverse Effect Concentration/No Observed Adverse Effect Level 
 

NOEC/NOEL No Observed Effect Concentration/No Observed Effect Level 
 

OECD Organisation for Economic Co-operation and Development 
 

PBT Persistent, Bioaccumulative & Toxic 
 

PNEC Predicted No Effect Concentration 
 

STP Sludge Treatment Process 
 

vPvB very Persistent & very Bioaccumulative 
 

 

The information in this Product Safety Information Sheet informs on the properties of certain substances, preparations or mixtures incorporated in the article. 
The Product Safety Information Sheet offers no quality specification for the substances/preparations/mixtures in question. Compliance with the instructions 
in this Product Safety Information Sheet does not release the user from the obligation to take all measures dictated by common sense, regulations, the 
guidelines of the manufacturer and recommendations or which are necessary and/or useful based on the real applicable circumstances. The Product Safety 
Information Sheet constitutes merely of guidelines and recommendations. The information in this Product Safety Information Sheet is based on data and 
samples provided to BIG. The sheet was written to the best of our ability and according to the state of knowledge at that time. New Product Safety 
Information Sheets are written from time to time. Only the most recent versions may be used. Unless indicated otherwise word for word on the Product 
Safety Information Sheet, the information does not apply to other, even similar products. BIG does not guarantee the accuracy or exhaustiveness of the 
information provided and cannot be held liable for any changes by third parties. This Product Safety Information Sheet is only to be used within the European 
Union, Switzerland, Iceland, Norway and Liechtenstein. Any use outside of this area is at your own risk. Use of this Product Safety Information Sheet is subject 
to the licence and liability limiting conditions as stated in the agreement between BIG and the manufacturer of this product or when this is failing the general 
conditions of BIG. All intellectual property rights to this sheet are the property of BIG and its distribution and reproduction are limited. Consult the mentioned 
agreement/conditions for details. 
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