
SAFETY DATA SHEETS

This SDS packet was issued with item:
077108038

The safety data sheets (SDS) in this packet apply to the individual products listed below. Please

refer to invoice for specific item number(s).
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1 Identification of the substance/mixture and of the company/undertaking

· Product identifier

· Trade name: Heliomolar / Heliomolar HB

· Relevant identified uses of the substance or mixture and uses advised against
· Application of the substance / the preparation Light-curing resin-based dental restorative material

· Details of the supplier of the safety data sheet
· Manufacturer/Supplier:

Ivoclar Vivadent Inc.

175 Pineview Drive, Amherst, N.Y. 14228

USA

Tel. +1 800 533 6825

Fax +1 716 691 2285

Ivoclar Vivadent Inc.

2785 Skymark Avenue, Unit 1, Mississauga, Ontario L4W4Y3

CANADA

Tel. +1 800 263 8182

Fax +1 905 238 5711

· Information department: Quality Assurance / Regulatory Affairs

· Emergency telephone number:
24 Hour Emergency Assistance:

Emergency-Call USA - Infotrac: 1-800-535-5053

Emergency-Call Canada - Canutec: 1-613-996-6666

General MSDS Assistance:

US: 1-800-533-6825

Canada: 1-800-263-8182

2 Composition/information on ingredients

· Chemical characterization: Mixtures
· Description: Mixture of the substances listed below with nonhazardous additions.

· Dangerous components:

1565-94-2 Bis-GMA  H315; H319 10-25%

72869-86-4 urethane dimethacrylate  H319; H317; H402; H412 2.5-10%

6701-13-9 decamethylene dimethacrylate  H319; H317 2.5-10%

3 Hazards identification

· Classification of the substance or mixture

· Classification according to Directive 67/548/EEC or Directive 1999/45/EC

Irritant

Irritating to eyes. May cause sensitisation by skin contact.

· Classification system:
The classification was made according to the latest editions of international substances lists, and expanded

upon from company and literature data.

· Label elements

· Labelling according to EU guidelines:
Medical devices as defined in Directive 93/42/EEC and which are invasive or used in direct physical contact

with the human body, are exempted from the provisions of Dangerous Substance Directive 1999/45/EWG

usually if they are in the finished state and intended for the final user.
(Contd. on page 2)
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· Code letter and hazard designation of product:

Irritant

· Hazard-determining components of labelling:
urethane dimethacrylate

decamethylene dimethacrylate

· Risk phrases:
Irritating to eyes.

May cause sensitisation by skin contact.

· Safety phrases:
Avoid contact with skin.

In case of contact with eyes, rinse immediately with plenty of water and seek medical advice.

Wear suitable gloves.

This material and its container must be disposed of as hazardous waste.

· Classification system:
· NFPA ratings (scale 0 - 4)

1
0

0

Health = 1

Fire = 0

Reactivity = 0

· HMIS-ratings (scale 0 - 4)

  HEALTH

  FIRE

  REACTIVITY

1

0

0

Health = 1

Fire = 0

Reactivity = 0

· Other hazards
· Results of PBT and vPvB assessment
· PBT: Not applicable.

· vPvB: Not applicable.

4 First aid measures

· Description of first aid measures
· After inhalation:

Supply fresh air and to be sure call for a doctor.

In case of unconsciousness place patient stably in side position for transportation.

· After skin contact: Rinse with water.

· After eye contact:
Rinse opened eye for several minutes under running water. If symptoms persist, consult a doctor.

· After swallowing: If symptoms persist consult doctor.

· Information for doctor:
· Most important symptoms and effects, both acute and delayed No further relevant information available.

· Indication of any immediate medical attention and special treatment needed
No further relevant information available.

5 Firefighting measures

· Extinguishing media
· Suitable extinguishing agents:

CO2, extinguishing powder or water spray. Fight larger fires with water spray or alcohol resistant foam.

· Special hazards arising from the substance or mixture No further relevant information available.
(Contd. on page 3)
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· Advice for firefighters
· Protective equipment: No special measures required.

6 Accidental release measures

· Personal precautions, protective equipment and emergency procedures Not required.

· Environmental precautions: Do not allow to enter sewers/ surface or ground water.

· Methods and material for containment and cleaning up: Pick up mechanically.

· Reference to other sections
See Section 7 for information on safe handling.

See Section 8 for information on personal protection equipment.

See Section 13 for disposal information.

7 Handling and storage

· Handling:
· Precautions for safe handling

Only adequately trained personnel should handle this product.

For use in dentistry only.

· Information about protection against explosions and fires: No special measures required.

· Conditions for safe storage, including any incompatibilities
· Storage:
· Requirements to be met by storerooms and receptacles: Store only in the original receptacle.

· Information about storage in one common storage facility: Not required.

· Further information about storage conditions:
Protect from exposure to the light.

Protect from heat and direct sunlight.

Keep receptacle tightly sealed.

· Specific end use(s) No further relevant information available.

8 Exposure controls/personal protection

· Additional information about design of technical systems: No further data; see item 7.

· Control parameters
· Components with limit values that require monitoring at the workplace:

The product does not contain any relevant quantities of materials with critical values that have to be

monitored at the workplace.

· Additional information: The lists that were valid during the creation were used as basis.

· Exposure controls
· Personal protective equipment:
· General protective and hygienic measures:

Usual hygienic measures for dental practice.

Wash hands before breaks and at the end of work.

Avoid contact with the eyes and skin.

Keep away from foodstuffs, beverages and feed.

· Breathing equipment: Not required.

· Protection of hands:

Protective gloves

The glove material has to be impermeable and resistant to the product/ the substance/ the preparation.
(Contd. on page 4)
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Due to missing tests no recommendation to the glove material can be given for the product/ the preparation/

the chemical mixture.

Selection of the glove material on consideration of the penetration times, rates of diffusion and the

degradation

· Material of gloves
The selection of the suitable gloves does not only depend on the material, but also on further marks of quality

and varies from manufacturer to manufacturer. As the product is a preparation of several substances, the

resistance of the glove material can not be calculated in advance and has therefore to be checked prior to the

application.

· Penetration time of glove material
The exact break through time has to be found out by the manufacturer of the protective gloves and has to be

observed.

· Eye protection: Safety glasses

9 Physical and chemical properties

· Information on basic physical and chemical properties
· General Information
· Appearance:

Form: Pasty

Color: According to product specification

· Odor: Characteristic

· Odour threshold: Not determined.

· pH-value: Not determined.

· Change in condition
Melting point/Melting range: Undetermined.

Boiling point/Boiling range: Undetermined.

· Flash point: Not applicable.

· Auto igniting: Product is not selfigniting.

· Danger of explosion: Product does not present an explosion hazard.

· Explosion limits:
Lower: Not determined.

Upper: Not determined.

· Vapor pressure: Not determined.

· Density at 20°C (68°F): 1.81-1.90 g/cm³ (35-15.856 lbs/gal)

· Relative density Not determined.

· Vapour density Not determined.

· Evaporation rate Not determined.

· Solubility in / Miscibility with
Water: Nearly insoluble.

· Segregation coefficient (n-octonol/water): Not determined.

· Viscosity:
Dynamic: Not determined.

Kinematic: Not determined.

· Other information No further relevant information available.

10 Stability and reactivity

· Reactivity No further relevant information available.
(Contd. on page 5)
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· Chemical stability
Stable under normal handling and storage conditions.

Photoreactive (Danger of polymerization).

· Thermal decomposition / conditions to be avoided: No decomposition if used according to specifications.

· Possibility of hazardous reactions No dangerous reactions known.

· Conditions to avoid
Protect from exposure to the light.

Keep away from heat and direct sunlight.

· Incompatible materials: No further relevant information available.

· Hazardous decomposition products: None under normal conditions of storage and use.

11 Toxicological information

· Information on toxicological effects
· Acute toxicity:
· Primary irritant effect:
· on the skin: No irritant effect.

· on the eye: Irritating effect.

· Sensitization: Sensitization possible through skin contact.

· Additional toxicological information:
The product shows the following dangers according to internally approved calculation methods for

preparations:

Irritant

12 Ecological information

· Toxicity
· Acquatic toxicity: No further relevant information available.

· Persistence and degradability No further relevant information available.

· Behavior in environmental systems:
· Bioaccumulative potential No further relevant information available.

· Mobility in soil No further relevant information available.

· Additional ecological information:
· General notes:

Water hazard class 1 (Self-assessment): slightly hazardous for water

Do not allow undiluted product or large quantities of it to reach ground water, water course or sewage

system.

· Results of PBT and vPvB assessment
· PBT: Not applicable.

· vPvB: Not applicable.

· Other adverse effects No further relevant information available.

13 Disposal considerations

· Waste treatment methods
· Recommendation:

Take to an approved landfill or a waste incineration plant, under conditions approved by the local authority.

· Uncleaned packagings:
· Recommendation: Disposal must be made according to official regulations.
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14 Transport information

· DOT regulations:
· Hazard class: - 

· Land transport ADR/RID  (cross-border):
· ADR/RID class: - 

· Maritime transport IMDG:
· IMDG Class: - 

· Marine pollutant: No

· Air transport ICAO-TI and IATA-DGR:
· ICAO/IATA Class: - 

· Special precautions for user Not applicable.

· Transport in bulk according to Annex II of MARPOL73/78 and the IBC Code Not applicable.

15 Regulatory information

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

· Sara

· Section 355 (extremely hazardous substances):

None of the ingredients is listed.

· Section 313 (Specific toxic chemical listings):

None of the ingredients is listed.

· TSCA (Toxic Substances Control Act):

All ingredients are listed.

· Proposition 65

· Chemicals known to cause cancer:

None of the ingredients is listed.

· Chemicals known to cause reproductive toxicity for females:

None of the ingredients is listed.

· Chemicals known to cause reproductive toxicity for males:

None of the ingredients is listed.

· Chemicals known to cause developmental toxicity:

None of the ingredients is listed.

· Carcinogenic categories

· EPA (Environmental Protection Agency)

None of the ingredients is listed.

· IARC (International Agency for Research on Cancer)

7631-86-9 silicon dioxide, chemically prepared 3 

· NTP (National Toxicology Program)

None of the ingredients is listed.

· TLV (Threshold Limit Value established by ACGIH)

13760-80-0 ytterbium trifluoride A4

· NIOSH-Ca (National Institute for Occupational Safety and Health)

None of the ingredients is listed.

· OSHA-Ca (Occupational Safety & Health Administration)

None of the ingredients is listed.

(Contd. on page 7)
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· Product related hazard informations:
Medical devices as defined in Directive 93/42/EEC and which are invasive or used in direct physical contact

with the human body, are exempted from the provisions of Dangerous Substance Directive 1999/45/EWG

usually if they are in the finished state and intended for the final user.

· Hazard symbols:

Irritant

· Hazard-determining components of labelling:
urethane dimethacrylate

decamethylene dimethacrylate

· Risk phrases:
Irritating to eyes.

May cause sensitisation by skin contact.

· Safety phrases:
Avoid contact with skin.

In case of contact with eyes, rinse immediately with plenty of water and seek medical advice.

Wear suitable gloves.

This material and its container must be disposed of as hazardous waste.

· National regulations:

· Other regulations, limitations and prohibitive regulations
The product is a medical device according to the EC-directive 93/42/EEC.

This product is classified as a medical device under US and Canadian regulations and has been reviewed by

the US Food and Drug Administration and Health Canada.

· Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

16 Other information

This information is based on our present knowledge. However, this shall not constitute a guarantee for any

specific product features and shall not establish a legally valid contractual relationship.
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Version 1111mher 6 

· Trade name: Heliomolar I Heliomolar HB 
· Relevant identified uses of the substance or mixture 11111/ uses advised against 
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· Application of the s11bstance I the prep11rution Light-c11ri11g resin-hased dental restorative material 

· Details of the supplier of tire safety dma sheet 
· M11n11fact11rer/S11pplier: 
/voclar Vivadenf inc. 
I 75 Pineview Drive, Amherst. N. )'. I 4228 
USA 
Tel. +J 800 533 6825 
Fax +/ 716 691 2285 

lvoc/ar Vivadent Inc. 
1-6600 Dixie Ruacf 
Mississauga, Ontario 
L5T 2Y2 
Canada 
Phone: + l 905 670 8499 
Fax: + I 905 6703102 

· Information depart111ent: Q11ality Ass11rance I Reg11/ato1J' Aj/air.1· 
· E111 ergency telephone 11111nber: 

24 Hour Emergency Assistance: 
Emergency-Call USA - Jnfotrac: J-800-535-5053 
Eme,gency-Call Canada - Ca11111ec: 1-6 I 3-996-6666 

General MSDS Assistance: 
US: l -800-533-6825 
Canada: I -800-263-8 I 82 

2 H":.ard(s) ide11tijicatio11 

· Classification of the s11bstance or mixture 

· Classification according to Directive 67/548/EEC or Directive 1999/45/EC 
Irritant 
i rritating to eyes. !vlay cause sensitisation by skin contact. 

· Classification system: 
The classtjication was made according lo the la1es1 editions of in ternational subslance.1· fisls, and expanded 
11ponfrom company and literature data. 

· Label elements 

· Labelling according to EU g11ide/i11es: 
Medical devices as defined in Directive 93/42/EEC a11cf 111/ric:11 are invasive or used in direct p hysical 
contact with tire l111111an body. are exemptedji·om rfr e provisio11s a/Dangerous Substance Direclive 1999/45/ 
EC usually tj' tfrey are in the f inished stale a11d i11te11dedfor the Jina/ user. 

· Code letter and hazard designation of product: 

(Con1d. on page 1) 
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Trade name: Heliomolar I Heliomolar HB 

· Hazard-determining co111pone11ts of labeling: 
urethane dimethac,:vlate 
decamethylene dimethacrylate 

· Risk phrases: 
Irritating to eyes. 
May cause sensitisation by skin contact. 

· S afety p hrases: 
Avoid contact with skin. 
In case of contact with eyes, rinse immediately with plenty of water and seek medical advice. 
Wear suitable gloves. 
This material and its container must be disposed of as hazardous waste. 

· Classification system: 
· NFPA ratings (scale O - 4) 

Health = 1 
Fire= 0 
Reactivity = 0 

· HMIS-rati11gs (scale O - 4) 

· Other hazards 

Health= I 
Fire= 0 
Reactivity = 0 

· Results of PBT anti vPvB assess111e11t 
· PBT: Not applicable. 
· vPvB: Not applicable. 

3 Co111positio11/i11for111"tio11 011 iugredie11ts 

· Chemical characterization: Mixtures 
· Description: Mixture of the substances listed below with 11011hazardous additions. 

· Dangerous components: 

1565-94-2 Bis-GMA 

72869-86-4 urethane dimethac,ylate 

6701-13-9 decamethylene dimetlwcrylate 

4 First-aid measures 

· Description of first aid measures 
· After i11halatio11: 
Supply fresh air and to be sure call jar a doctor. 
In case of unconsciousness place palient stably in side position for tramportation. 

· After skin contact: Rinse with water. 
· After eye contact: 

(Contd. of page I) 

10-25% 

2.5-10% 

2.5-10% 

Rinse opened eye for several minutes under 11111ning waler. if symptoms persist, consult a doctor. 
· After swallowing: {/symptoms persist consult doctor. 
· Infor111atio11 f or doctor: 
· M ost important symptoms mu/ effects, both acute and delayed No fur/her releJ1a111 information available. 

(Contd. on page 3) 
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(Contd. of page 2) 
· I11dicatio11 of 1111y immediate medical atte11tio11 11ml special treatme11t needed 
No ji1rther releva111 information available. 

5 Fire-figltti11g measures 

· Exti11g11islzi11g media 
· Suitable exti11guislzi11g agents: 

CO2. extinguishing powder or water sprny. Fight larger }lres with water spray or alcohol resistant./onm. 
· Special lzazards arisi11g from t!te s11bst1111ce or mi.xture Noji1rther relevant information available. 
· Advice for firefiglzters 
· Protective equipment: No special measures required. 

6 Acdde11tal release mellsures 

· Personal preca11tio11s, protective equipment 1111d emergency procedures Nut required. 
· £1111iro11me11t11I precautions: Do not al/mv to enter sewers/ s111face or ground 1vater. 
· Methods n11d material for containment and cleaning up: Pick up mechanical(y. 
· Reference to other sections 
See Section 7/or injormatio11 Oil safe !za11d/i11g. 
See Section 8 Jar informatio11 011 personal protection eq11ipme11t. 
See Section 13 for disposal injor111atio11. 

7 Hm1dli11g and storage 

· Handling: 
· Precautions for safe lrnndling 

Only adequately trained p erso1111el should handle this product. 
For use in dentisoy only. 

· lllformation about protection against explosions mu/ fires: No sp ecia l measures required. 

· Conditions for safe storage, i11c/11di11g a11y incompatibilities 
· Storage: 
· Requirements to be met by storerooms and 1·eceptac/es: S1ore only i11 the urigi11al receptacle. 
· Juformatio11 about storage in one co111111011 storage facility: Not required. 
· Further i11for,natio11 about storage conditions: 

Protect ji-0111 expo.rnre to the light. 
Protecr from Ilea/ and di reel sunlig llt. 
Keep receptacle tightly sealed. 

· Specific end use(s) No ji.irllzer re/eva11/ information available. 

8 Exposure co11trolslperso11al protection 

· Atlditio11a/ information about design of technical .,yslems: No fur/her data; see item 7. 

· Co11/rol parameters 
· Components with limit values that require monitoring at the workplace: 

TIie product does 110 1 contain a11y relevant 1111antities of materials 111ith i:ritic:al values that have tu he 
monitored at the ll'orkplace. 

· Additio1111/ i11for111atio11: The lists that were valid d11ring the creation were used as basis. 
(Contd. on pagc 4) 
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· Exposure controls 
· Personal protective equipment: 
· General protective and hygienic: measures: 

Usual hygienic measures for dental practice. 
Wash hands before breaks and at the end of work. 
Avoid contact with the eyes and s/,.i11. 
Keep away from foodstuffs, beverages and feed. 

· Breathing equipment: Not required. 
· Protection of hands: 

0 hotecU,e glo"' 

Page 4/8 
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(Contd. of page 3) 

The glove material has to be impermeable a11d resistant to !he product/ the s11bsta11cel the preparation. 
Due to missing tests no recommendarion tu the glove ma/erial can be give11 for the product/ /he preparalionl 
the chemical mixture. 
Selection of the glove material on consideration of the pe11etration times, rates of difji1sion and the 
degradation 

· Material of gloves 
The selection of the suitable gloves does not on~v depend 011 the malerial, but also onjiffther marks of 
quality and varies from manufacturer to mamtfacturer. As the product is a preparation of several 
substances, the resistance of the glove material can not be calculated in adva11ce and has therefore to be 
checked prior to the application. 

· Penetration time of glove material 
The exact break through time has to be jound out by the mamt}acturer of the protective gloves and has to be 
observed. 

· Eye protection: Safety glasses 

9 Physical mu/ d1e111ic(t/ prope,ties 

· Information 011 basic physical and chemical properties 
· General Information 
· Appearance: 

Form: 
Color: 

· Odor: 
· Odour threshold: 

· pH-value: 

· Clumge in condition 
Melting poi11t/Me/ti11g range: 
Boiling point/Boiling range: 

· Flash point: 

· A uto igniting: 

· Danger of explosion: 

· Explosion limits: 
lower: 
Upper: 

· Vapor pressure: 

Pasty 
According to product speciflc:alion 
Characteristic 
Not determined. 

Not determined. 

Undetem1ined. 
Undetermined. 

Not applicable. 

Product is not selflgniling. 

Product does not present an explosion hazard. 

Nol determined. 
Not determined. 

Not determined. 

( Contd. on page 5) 
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· Density ut 20 °C (68 °F): 
· Relative density 
· Vapour density 
· Evaporation rate 

· Solubility in I Miscibility 111ith 
1-Jlater: 

1.81-1.90 g/cm3 (15.104-15.856 lbs/gal) 
Not determined. 
Nol de/ermined. 
Not determined. 

Nearly insoluble. 

· Partition coefficient (n-octnno// 111nter): Nol determined. 

· Viscosity: 
Dynamic: 
Kinematic: 

· Other information 

IO Stllbility am/ rellctivity 

Not de/ermined. 
Not de/ermined. 
No jiir1her relevant infor111n1io11 available. 

· Reactivity No furlher relevant i1!furmatiu11 available. 
· Chemical stability 
Stable imder 11or111al handling and storage co11ditio11s. 
Photoreactive (Danger of po~vmerization). 

Page 5/8 
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(Cc1111d. of page 4\ 

· Thermal decomposition I conditions to be avoided: No decomposition if used according to specifications. 
· Po~·sibifity of /wzardous reaction.v No dangerous reaction.1· known. 
· Co11tlitio11s to avoid 

Protect ji-om expos11re to the light. 
Keep away from heat and direct s11nligh1. 

· Incompatible materials: No Jiirther relevanl i1!forma1io11 available. 
· Hazardous deco111positio11 products: None 1111der nvr111al conditions of storage and use. 

11 Toxicological i11fonm1tioll 

· lnformatio11 011 toxicological effects 
· Acute toxicity: 
· Primary irritant effect: 
· on the skin: No irritant effect. 
· on the eye: Irritating effect. 
· Sensitization: Sensitization possible //,rough skin conlad. 
· Additional toxicological i11formntio11: 

The product shows the follo wing dangers according to i111emnlly approved calculation methods for 

preparations: 
Irritant 

· Carcinogenic categories 

· /ARC (/11tematiom1/ Agency for Research 011 Cancer) 

7631-86-9 silicon dioxide, chemically prepared 

· NTP (National Toxicology Program) 

None of the ingredients is listed. 
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12 Ecological information 

· Toxicity 
· Aquatic toxicity: Nu fi1rther relevant infurmatiun available. 
· Persistence and degradability No Ji1rther relevant information available. 
· Behavior i11 environmental systems: 
· Bioaccumulative potential N0Ji1rther relevant information available. 
· Mobility i11 soil No further relevant in.formation available. 
· Additional ecological information: 
· General notes: 

Water hazard class 1 (Selfassessment): slightly hazardous for water 
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Do not allow undiluted product or large q11a11tities of it to reach ground water, water course or sewage 
system. 

· Results of PBT am/ vPvB assessment 
· PBT: Not applicable. 
· vPvB: Not applicable. 
· Other adverse effects No fu rther relevant information available. 

13 Disposal co11sideratio11s 

· Waste treatment m ethods 
· Recommendation: 

Take to an approved landfill or a wasle incineration plan/, under conditions approved by the local 
authority. 

· U11clea11ed packagings: 
· Recomme11datio11: Disposal must be made according to official regulations. 

14 Transport infor111"tio11 

· UN-Number 
· DOT, ADR, ADN, IMDG, IATA Void 

· UN proper shipping 11ame 
· DOT, ADR, AlJN, JMDG, JATA Void 

· Transport hazard class(es) 

· DOT, ADR, ADN, IMDG, IATA 
· Class Void 

· Packing group 
· DOT, ADR, lMDG, IATA Void 

· E11viro11111e11tal hazards: 
· Marine pollutant: No 

· Special preca11tio11s for user Nol applicable. 

· Transport i11 hulk ,1ccording to A1111e.x /I of 
MARPOL 73/78 and the IBC Code Not applicable. 

USA 

(Contd. on page 7) 

Obtained by Global Safety Management,  
www.globalsafetynet.com, (877) 683-7460



-

Printing date 09119/20 I 3 

Safety Data Sheet 
acc. to OSHA HCS 

Version 1111111ber 6 

Trade name: Heliomolar I Heliomolar HB 

15 Reg11/atmy i11for111atio11 

Page 7/8 

Reviell'ed 011 09/ /9/2013 

(Contd. of page 6) 

· Safety, health and en viro11111 emal reg11/atio11s/legislntion specific ji1r the substance or mixture 

· Sara 

· Sectiu11 355 (extremely hazrmlvus substances): 

None u./tl,e ingredients is /isled. 

· Section 313 (Specific toxic chemical listings): 

None of the ingredients is listed. 

· TSCA (Toxic S11bstances Control Act): 

All ingredients are listed. 

· Proposition 65 

· Chemicals k11oll'11 to ca11se c1111cer: 

None of the ingredients is listed. 

· Chemicals lmull'n to ca11se reprud11ctive wxicity for f emales: 

None of /he ingredients is listed. 

· Chemicals /01011•11 to ca11se reproductive toxicity for males: 

None of the ingredients is listed. 

· Chemicals /mo wn to cause developm ental toxicity: 

None uf /he ingredients is listed. 

· Carcinogenic categories 

· EPA (Environmental Protection Agency) 

None of tire ingredients is listed. 

· TL V (Threslruld Limit Value estublislretl by ACGIH) 

13760-80-0 y ((erbi11m trijl11oride 

· NIOSH-Ca (National Instit11te fur Occ11patio11al Safe()' 11111/ H ealth) 

None of !he ingredients is /isled. 

· OSHA-Ca (Occupational Safety & Health A dmi11istratio11) 

None of the ingredients is listed. 

· Product related hazard infurnwtions: 

A4 

Medical devices as defined in Directive 93/42/EEC and 1vhiclt are invasive or used in direct physical 
contact with tire lr11man body. are exempted Ji'om the provisions of Dangero11s Substance Directive 1999145/ 
EC usually (/' !hey are in the fl11islted state and intended for rite ji11al 11~·er. 

· Hazard symbols: 

[X] lni/Onl 

· Hazard-determining compo11e111s of labeling: 
urethane dimethac,ylare 
decamethylene dimerhac,ylme 

· Risk plm1ses: 
frrilating lo eyes. 
May cause sensitisation by skin contact. 
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· Safety phrases: 
Avoid contact with skin. 
In case of contact with eyes, rinse immediately with plenty of water and seek medical advice. 
Wear suitable gloves. 
This material and its container must be disposed of as hazardous waste. 

· National reg11latio11s: 
· Other regulations, li111itatio11s and prohibitive regulations 

The product is a medical device according to the Directive 93/42/EEC. 

(Contd. of p~gc 7) 

This product is classified as a medical device under US and Canadian regulations and has been reviewed by 
the US Food and Drug Administration and Health Canada. 

· Chemical safety assessment: A Chemical Safety Assessment has not heen carried 0111. 

16 Other information 
This information is based on our present knowledge. However, this shall not constitute a guarantee for any 
specific product fealllres and sha/l 11ot establish a legally valid contractual relationship. 

USA 

Obtained by Global Safety Management,  
www.globalsafetynet.com, (877) 683-7460


