
SAFETY DATA SHEETS

This SDS packet was issued with item:
074575239

The safety data sheets (SDS) in this packet apply to one or more components included in the

items listed below. Items listed below may require one or more SDS. Please refer to invoice for

specific item number(s).

074575247



• 

Heraeus Kulzer 

Safety Data Sheet 
acc. to OSHA HCS 

Page 116 

Printing date 0511212015 Reviewed on 0511212015 

· Product identifier 

·Trade name: Flexitime Bite (base + cat} 
· Relevant identified uses of the substance or mixture and uses advised against 
No further relevant information available. 

· Application of the substance I the mixture dental bite registration material 

· Details of the supplier of the safety data sheet 
· Manufacturer/Supplier: 
Heraeus Kulzer GmbH 
Gruner Weg 11, D-63450 Hanau Tel.: 0800 4372522 

· Information department: 
Marc Henn 
Tel. +1 (574) 2995444 I Fax: +1 (574) 2912542 
e-mail: marc.henn@kulzer-dental.com 

· Emergency telephone number: 
Emergency CONTACT (24-Hour-Number) 
GBK/lnfotrac ID 105860: (domestic) 1800535 5053 or international (001) 352 323 3500 

Li 2ff~ii:i:f(S)Jt(f,p,t/ffi;.tfticfrf: , .. . . . . ··-·--·-·: _____________ · ~-'-"---~"'-'-
. Classification of the substance or mixture 
Care. 2 H351 Suspected of causing cancer. 
STOT RE 2 H373 May cause damage to organs through prolonged or repeated exposure. 

· Label elements 
· GHS label elements 

The product is classified and labeled according to the Globally Harmonized System (GHS). 
· Hazard pictograms 

~ 
GHS08 

· Signal word Warning 

· Hazard-determining components of labeling: 
Silanisiertes Quarzmehl 

· Hazard statements 
Suspected of causing cancer. 
May cause damage to organs through prolonged or repeated exposure. 

· Precautionary statements 
Do not breathe dust/fume/gas/mist/vapours/spray. 
Use personal protective equipment as required. 
IF exposed or concerned: Get medical advice/attention. 
Get medical advice/attention if you feel unwell. 
Store locked up. 
Dispose of contents/container in accordance with /ocallregional/nationa/linternationa/ 
regulations. 

· Classification system 
· NFPA ratings for USA (scale 0-4) 

Health= O 
Fire= 1 

V Reactivity = 0 

(Contd. on page 2} 
USA 

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



Safety Data Sheet 
acc. to ISO/DIS I 1014 

Page 5•i 

Prmti11g date / /.'081011 f!ers10111111mber ./ lfr1'iewt!d on 11108/lOl 1 

Trade name: I PS e. max CAD 

11 Ec:o/<1gi'"'' i11fur111atin11 

Toxicity 
· Aqualic toxicity: No further re/1t1•a111 J11formario11 a1•ailable. 
· PerrlrUnCI! and degradability Nu further relcv11111 i11formatfo11 a1·ailabk. 

Behavior in environmental sy.runu: 
Bioaccumu/a1ive potential No f11rthl!r relew1111 /11form111io11 01·aifable. 
Mob/lily in soil No further reli:vanr i11formation urni/able. 
Additional ecologicnJ lnformarion: 
General notes: Generally not ha::.arr/011.r for war er 
Re.rultS of PBT and vPvB asussmel/f 
PBT: Nut applicable. 

· vPvB: Nor applicable. 
· Othu odvuse effectS .Vo further nde1w11 i1tfon11alio11 a1•allabk 

13 Dispo.rnl nmsi1lemti<111.f 

WtJSte rrtalment methods 
Recommendrrtion: 
Take 10 011 approl'ed landfill or u wasn· i11cinerutwn plam. under co11dilio11.r appro1•1!d by the local 
authority. 

· Unclennerf pack11gings: 
· Recommendntian: Dispo.sul must be made accorrli11g to oflic1a/ regvlations. 

/.I Tr1111sp11rt i11fi1rmt1tiu11 

UN-Numb tr 
DOT, ADR, ADN, JMDG, IA TA 

· UN proper shipping name 
· DOT, ADR, ADN, IMDG, IATA 

Transport hazard c/ass(e.r) 

· DOT, ADR, ADN, JMDG, IATA 
· Class 

· Packing group 
· DOT, ADR, IMDG, IATA 

· Environmental hazards: 
· Marine pollutnnJ: 

· Special precautions for user 

Transport ill bulk according 10A1111a JI of 

Vold 

Voit! 

Void 

No 

1\'01 applicable. 

MARPOL 73178 and the /BC Cude Not tipplicuble. 

UN "Motil!/ Regulntion ": 

Qbt.1ined l!Y G!Obi!I Solorv Management. www.i;loba l~olclyncl.com. (677) 663-7460 
Obtained by Global safety Management, www.globalsafclynet.com, (8n) 683-7460 

" ' (Conld or. ~b" 6J 

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



Heraeus Kulzer 

Safety Data Sheet 
acc. to OSHA HCS 

Mlts.i Cl cm1c.ills G'\Jl 'P 

Page 216 

Printing date 0511212015 Reviewed on 0511212015 

Trade name: Flexitime Bite (base + cat) 

· HMIS-Ratings (Scale 0-4) 

Health= *O 
1 Fire= 1 

REACTIVITY@] Reactivity= 0 

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

3 Com osition/informatiol) on ingredients 
· Chemical characterization: Mixtures 

(Contd. of page 1) 

·Description: . 
2-component bite registration material comprising base paste and matching catalyst paste for 
addition curing 

· Dangerous components: Void 

4 First-aid measures 
· Description of first aid measures 

· General information No special measures required. 
· After skin contact 
Immediately wash with water and soap and rinse thoroughly. 
Generally the product does not irritate the skin. 

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

· After swallowing 
Rinse out mouth and then drink plenty of water. 
Seek immediate medical advice. 

· 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 Fire-fighting meas_ur~s 
· Extinguishing media 

~-~---~~~----·--····--~-----------' 

· Suitable extinguishing agents 
C02, extinguishing powder or water spray. Fight larger fires with water spray or alcohol resistant 
foam. 
Use fire fighting measures that suit the environment. 

· Special hazards arising from the substance or mixture No further relevant information available, 
· Advice for firefighters 

· Protective equipment: No special measures required. 
· Additional information -

6 Accidental release measures 
· Personal precautions, protective equipment and emergency procedures Not required. 
· Environmental precautions: No special measures required. 
· Methods and material for containment and cleaning up: Pick up mechanically. 
· Reference to other sections 
See Section 13 for disposal information. 

(Contd. on page 3) 
USA 

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



Safety Data Sheet 
acc. to ISO/DIS 11014 

Page 617 

Printing date 1110812012 Version number .f Reviewed on 1110812011 

Trade name: JPS e.nwx CAD 

{Con!d ofp:ii;e 5) 

I 5 Reg11/11t11ry• i11ft1r11111tio11 

·Safety, health a11d environmental regulntionsllegislarion specific for the substance or mixture 

· Sara 

· Sectiott 355 (l!Xlremely hal)1rdous subsfattces): 

Substance Is not listed. 

· Section 313 (Specific toxic cflemlcal listings): 

S11bs1ance ls nol listed. 

· TSCA (Toxic Substances Control Act): 

Subsiance is not listed. 

· Proposition 65 

· Chemicals kn"wn to cause ca11cer: 

Substance is not /Isled. 

· Chemicnls known to cause reproductive lo:cicity for females: 

Substance is not listed. 

· Chemicnls known to cause reproductive toxicity for males: 

Substance is not listed. 

· Chemicals known to cause developmental toxicity: 

Substance is not listed. 

· Carcinogenic categories 

· EPA (Environmental Protection Agency) 

Substance is not listed. 

· TL V (Threslto/d Limit Value established by A CGJH) 

Substance is not listed. 

· NJOSH-Ca (National /nsritutefor OccupttJional Safety and Hea/tlz) 

Substance is not listed. 

·OSHA-Ca (Occupational Safety & Health AdministrnJion) 

Subs1ance is not listed. 

·Product related ha.r.ard informations: 
The substance is not subjecr ra classiflcatfon according to 1he sources of lilerature known 10 us. 

· National regulations: 

· Other regulations, limitations and P.roltibilive regulations 
77ie producr is a medical device according to 1he £C-direclive 931421£.EC. 
This product is classified as a medical device under US and Canadian regulations and has been reviewed by 
the US Food and Dmg Adminis1ration and Health Canada. 

· Chemical safety assessment: A Chemical Safety Assess111en1 has not been carried out. 

16 Otl1e1· i1~/cmm1thm 
17iis informa1ion is based on our present knowledge. However. this shall not constilute a guarantee for any 
specific product features and shall nor establish a legally valid concractual relationship. 

· Abbrevia1ions and acronyms: 
RJD: R(g/emcm mtemarumal cor.ccmam I< trnruptJrl dcJ marchand/JtJ dungtrcus1•• par ch~mln d~frr (Rcgula1101u Co11cem1ng tht 
tn1trna11onol Tron.Jpori of Vcmgerow Got1tls b)· lloi/) 

Qbtal11ed bY Global Safetv Management. www.global•yn!ctvnct.com, (877Hl!l3-7460 
o.btamea by Global ::;afety Managllment, www.globa safdtynet.corn, (877) 683-7460 

(Contd. on~· 7) 
VSI\ 

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



Heraeus Kulzer 
Page 316 

Safety Data Sheet 
acc. to OSHA HCS 

Printing date 0511212015 Reviewed on 0511212015 

Trade name: Flexitime Bite {base + cat) 

(Contd. of page 2) 
See Section 8 for information on personal protection equipment. 

~-·.:t.7Haifdlin1i)a#):JJi$to~9·· ··f!:_·_·•··_L::< ''. ;.> .. >':,•Y :.'._. __ ._ .. _._ .• -._~>_··_·· · .: .·.:· : •-~·-·-•_.:_·_:_·_:_.·_~·_:_ . · " , · . ···771 .. . ...... . .... ..;'l;: . . . ........ - .... , ~ . . . - - . . ..... :"_.:.~.~ 

· Precautions for safe handling No special measures required. 
· 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: No special requirements. 
· Information about storage in one common storage facility: Not required. 
· Further information about storage conditions: None. 

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

H ls. EJtp()S.url!,'..!t;'1ntfoJslper~pn~l.P'9tection ·: .. ;.~L . . . _____ ___;· 1 
· 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 
The usual precautionary measures for handling chemicals should be followed. 

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

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

·For the permanent contact in work areas without heightened risk of injury (e.g. 
Laboratory) gloves made of the following material are suitable: 
PVC or PE gloves 

· Eye protection: Protective goggles are recommended. 
·Body protection: Light weight protective clothing 

· Information on basic physical and chemical properties 
· General Information 

·Appearance: 
·Form: Pasty 

I 

·Color: Different according to coloring 
·Odor: Odorless 

---·--·-··---·--·-·····-········-·········-··--·----·····---~----·-··--··--·---·-····-·-··-·-·--····-------··-··--··-··-··-······---·-·--···-·-····- ···--······--··-····-···-··-·-·--·-··-

· Change in condition 
· Melting point/Melting range: undetermined 
· Boiling point/Boiling range: undetermined 

· Flash point: > 130 °C (> 266 °F) 
·Auto igniting: Product is not selfigniting. 

. ··-·-·-··-···-····--·--·-·-·--·-·-··-····-·---····---··--·-··----··--·--

-

(Contd. on page 4) 
USA 

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



Safety Data Sheet 
nee. la ISO/DIS 11014 

Page 7 7 

Printing date ///08/lfJI 1 Version nr1mbtr ./ Rtvitlvtd on 11!08fl(J11 

TradenalM:lPS e.max CAD 

tCon1d or page 6) 
IC dO: lnttmt1notrt1I C1T1/ .·hionon O'Banr.c1t11111 
ADR· Jlcconl twopirn Siii' Ir rronsport JfJ ""''d1a11rlur1 datrfltrtusrJ Jlllr Ror,ilt tE11rop1an Agu1111rnl concrrrrzn~ IM lnlrrnalinnol 
Camo,r of Don,g1ra11s Goods by Ruud/ 
l.\IDG: /,,11rnall4Jnal .Wan11mr Codtf« Dang,•rum (iuorls 
IJOT: US Drptll'flntrtt o/Tra11spantlllon 
/dT.4: lnlt1T1t1lionol ,lir Transporl .lSJtJCiarian 
AC'Ci/11. AmtncGll Corr/rnrrcc o/Gortrnatt1rtnl lrulmrtial ll>rlt!tlists 
fJA"EC:S: Ellt'Opca11 /n,~1110'1' a/ Uulllf8 < ·otQlttttaal ( "hrm1cal Sr>1111anct:s 
CdS: C."htaucol .AbNrrz&IJ ~rtiu (ilmmru of 1~ .4mrncan Cl1111Ucal S«t,'J") 
NFP.A: -~~orral Fut ho11c11on .-lssonimon (lLt;..f) 
11.'rflS: lftr11rr/P11S .\lottnals ldtn!l/teatmn s,.,11111 tUSA1 

Obtained .bY Global SafclY.. MIH\i1Aern2(lt WWW.!llobab11fet\'l'let.com. (877) ~ 7480 
0bta1necft>yGIODal Safety Management, www.giobalsafefynet.com, (Bn) 683-7460 

Obtained by Global Safety Management, www.globalsafetynet.com, (877) 683-7460
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Printing date 0511212015 

Safety Data Sheet 
acc. to OSHA HCS 

Trade name: Flexitime Bite {base + cat) 

Heraeus Kulzer 
Page 416 

Reviewed on 0511212015 

(Contd. of page 3) 
--~~~~~~~~~~~~---~~~~~~~--

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

1--~-·D_e_n_s_ity=--a_t2_0~0c_~~6_8_0F)__:_:~~1_.4_-_1._6~g/i_c_m_3~(1_1_.6~8~.1~_3_5_lli_~~g_al~~~~~~~~~~·-
· Solubility in I Miscibility with 

· Water: Not miscible or difficult to mix 
· Other information No further relevant information available. 

· Possibility of hazardous reactions No dangerous reactions known 
· Conditions to avoid No further relevant information available. 
· Incompatible materials: No further relevant information available. 
· Hazardous decomposition products: none 

· Additional information: -

· Information on toxicological effects 
· Acute toxicity: 

· Primary irritant effect: 
·on the skin: No irritant effect. 
· on the eye: No irritating effect. 

·Sensitization: No sensitizing effects known. 

·~:·~ ·._!.{ ~~:.~:~: ... 

· Additional toxicological information: 
The product is not subject to classification according to the calculation method of the General EU 
Classification Guidelines for Preparations as issued in the latest version: 
When used and handled according to specifications, the product does not have any harmful 
effects according to our experience and the information provided to us. 

· Carcinogenic categories 
· /ARC (International Agency for Research on Cancer) 

13463-67-71 Titanium dioxide 13 
· NTP (National Toxicology Program) 

None of the ingredients is listed. 

· OSHA-Ca (Occupational Safety & Health Administration) 
None of the ingredients is listed. 

k1~,gr£9lqii!ca,l.~ijft;>.!:liliitli:J1', ........ ,:i, __ .: .......... · ............. -----~~-~~-'-'--'-~~~~---'--'-"·1 
·Toxicity 

· Aquatic toxicity: No further relevant information available. 
· Persistence and degradability No further relevant information available. 
· Sioaccumulative potential No further relevant information available. 
· Mobility in soil No further relevant information available. 
· Results of PST and vPvS assessment 

· PST: Not applicable. 
· vPvS: Not applicable. 

· Other adverse effects No further relevant information available. 
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~USA 

(Contd. on page 5) 

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



Safety Data Sheet 
according to 29CFR1910/1200 and GHS Rev. 3 

Effective date : 10.12.2015 

Tufcrete Part A 

PNEC Predicted No-Effect Concentration (REACH). 
CFR Code of Federal Regulations (USA). 
SARA Superfund Amendments and Reauthorization Act (USA). 
RCRA Resource Conservation and Recovery Act (USA). 
TSCA Toxic Substances Control Act (USA). 
NPRI National Pollutant Release Inventory (Canada). 
DOT US Department of Transportation. 
IATA International Air Transport Association. 
GHS Globally Harmonized System of Classification and Labelling of Chemicals. 
ACGIH American Conference of Governmental Industrial Hygienists. 
CAS Chemical Abstracts Service (division of the American Chemical Society). 
NFPA National Fire Protection Association (USA). 
HMIS Hazardous Materials Identificat ion System (USA). 
WHMIS Workplace Hazardous Materials Information System (Canada). 
DNEL Derived No-Effect Level (REACH). 

Created by Global Safety Management, 1-813-435-5161 - www.GSMSDS.com 

Page 6 of 6 

Obtained by Global Safety Management, www.globalsafetynet.com, (877) 683-7460
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Printing date 0511212015 

Safety Data Sheet 
acc. to OSHA HCS 

Trade name: Flexitime Bite {base + cat) 

j::j~'Qj$pj:)~~Ji;~qfi~i~~(a#ob.S,.?:''' ' ' , .. <:;:' '; : r . 
· Waste treatment methods 

Heraeus Kulzer 
M1tsu: Ciwrrncais Group 

Page 516 

Reviewed on 0511212015 

(Contd. of page 4) 

· Recommendation Smaller quantities can be disposed of with household waste. 

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

{' •-•·Y» ,_.,,,, n ~: '• ~ • ., "" y<./,v~•-;.{.•,-,._.J..,_.,.,- ...... , •• ,,.._,,, ',,,,,,,, ,-,·,;.·., ,, 
':...::..~~-' -· -- -- - ''' 

·UN-Number 
·DOT, ADR, ADN, /MDG, IA TA Void 

· UN proper shipping name 
· DOT, ADR, ADN, IMDG, IA TA Void 

· Transport hazard class(es) 

·DOT, ADR, ADN, IMDG, IA TA 
·Class Void 

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

· Environmental hazards: 
· Marine pollutant: No 

· Special precautions for user Not applicable. 

· Transport in bulk according to Annex II of 
MARPOL73fl8 and the /BC Code Not applicable. 

· Transport/Additional information: -
·UN •Model Regulation•: -

ti~~i;B'f#9Ulli(f:l1*'.:tnl@tm•.t1c>11;·;;i;'.; ,, ::::::;:;;,,SJ.£~~ 1:.:t@::,,:: : . ' :, '.. '' '' . ':'.;::;:: "'' ;:A 
· Safety, health and environmental regulations/legislation specific for the substance or mixture 

· SARA Section 355 (extremely hazardous substances) 
None of the ingredients is listed. 

· TSCA (Toxic Substances Control Act) Medical devices are exempted from TSCA. 

· Cancerogenity categories 
· TL V (Threshold Limit Value established by ACGIH) 

13463-67-7 Titanium dioxide A4 
· GHS label elements 
The product is classified and labeled according to the Globally Harmonized System (GHS). 

· Hazard pictograms 

4> 
GHSOB 

· Signal word Warning 
(Contd. on page 6) .__ ____________________________________________________________________ ~USA 

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



Js~ Global Safety Management 
< > Making Compliance Easy and Affordable 

Authoring Intake Form 
If this product is not manufactured by your company, STOP. You should complete the Private Label 
Intake Form. 

~rder Date: I 0/ Lo I d-0\S ~ // ~(o + 
ompany Name:Tt.1:f'<'o-. "\n~rna.-\'\1J\\..G..\ /it- Person Submitting Order: e l/ iv 

General Information 

©-Use my company preferences 

0 Sales Order Approval Required in Advance 

0 Purchase Order Number Required, PO# (if available): 

Order Information 

sos Labels 

@-North American GHS Only ci.f ndustrial Use (GHS) 

0 Global GHS SOS 0 Consumer Safety Commission (CSC) 

0 Extended Reach (EU) 0 Secondary Container 

0 Custom Format D Custom Label Typesetting 

0 Single Jurisdiction, specify: 0 Custom Label Design 

0 Expanded Shipping Information 0 Other: 

0 Certified for Turkey 

0 Previously Authored by GSM 0 Previously Authored by GSM 

Countries Sold to (g}_jisted below or 0 list attached): 

Canad°'-
Translation required (languages) (0 listed below or 0 list attached): 

Documentation Needed: 

~aw Material (M)SDS. (Check here 0 to have GSM contact the manufacturer for an updated 
version. Sourcing fees may apply.) 

IS-Previous Product (M)SDS 

0 Formula Disclosure Form 

0 Test Data 

0 Other: 

By submitting this form, you are acknowledging that you are authorized to make this purchase on behalf of the company, that you 
have received a copy of Global Safety Management's Terms of Service and that you accept these terms. 

10006 Cross Creek Blvd, Suite 440, Tampa, FL 33647 

www .gsmsds.com 

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



Printing date 0511212015 

Safety Data Sheet 
acc. to OSHA HCS 

Trade na-,,,e: Flexitime Bite (base + cat) 

· Hazard-determining components of labeling: 
Silanisiertes Quarzmeh/ 

· Hazard statements 
Suspected of causing cancer. 

Heraeus Kulzer 
Page 616 

Reviewed on 0511212015 

(Contd. of page 5) 

May cause damage to organs through prolonged or repeated exposure. 
· Precautionary statements 
Do not breathe dustlfumelgas/mistlvapours/spray. 
Use personal protective equipment as required. 
IF exposed or concerned: Get medical advice/attention. 
Get medical advice/attention if you feel unwell. 
Store locked up. 
Dispose of contents/container in accordance with local/regional/national/international 
regulations. 

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

lra~:,,~li~n~lotgrm~t191iJr1;:,:;;1:)'+;:~,:,-.\;::'<,+ ','.,' ,··, ,. , .~'>'.' 's:.,:~ w,,_;, , , ;,··"/:1 
These data are based on our present knowledge. However, they shall not constitute a guarantee for 
any specific product features and shall not establish a legally valid contractual relationship. 

· Date of preparation I last revision 0511212015 I -
· Abbreviations and acronyms: 
ADR: Accord europeen sur le transport des marchandises dangereuses par Route (European Agreement concerning 
the International Carriage of Dangerous Goods by Road) 
IMDG: International Maritime Code for Dangerous Goods 
DOT: US Department of Transportation 
IATA: International Air Transport Association 
ACGIH: American Conference of Governmental Industrial Hygienists 
EINECS: European Inventory of Existing Commercial Chemical Substances 
ELINCS: European List of Notified Chemical Substances 
GAS: Chemical Abstracts Service (division of the American Chemical Society) 
NFPA: National Fire Protection Association (USA) 
HMIS: Hazardous Materials Identification System (USA) 
Care. 2: Carcinogenicity, Hazard Category 2 
STOT RE 2: Specific target organ toxicity- Repeated exposure, Hazard Category 2 

· * Data compared to the previous version altered. 

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



JsL Global Safety Management 
< > Making Compliance Easy and A/fordable 

Section 1 
~Use my company preferences 

Manufacturer Su lier 

D Do Not Display on SOS or Label Display as D Manufacturer D Supplier 

Name: 

Address: d., 08'\ \ f\r~atex Rd Address: 

i \.co.m opn~s FrR-
17di 1 l9 \ 

Phone: 

rovide the contract number. 

erotiuct lmonnatibrt 
D Multiple Products (See Attached Product List Form} 

Trade Name -; f\, ·~ o 
re uired : I ~ie_ r'GU-+ ft 

Product Number 
re uired : none... 

synonyms:C "' . 
Qste'r \..J I \ 

Application of the substance I Mixture (product use): 

Other Identifier (ex. SAP#) 

Special Instructions: 

I , B V t w~ T u-f'l :\e.. \hx+ f:> 

10006 Cross Creek ls;vd, Suite 440, Tampa, FL 33647 
www.gsmsds.com 

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



 

Page 1/8
Safety Data Sheet
acc. to OSHA HCS

Printing date 06/03/2017 Reviewed on 06/03/2017

43.0.7

* 1 Identification
· Product identifier

· Trade name: Flexitime Bite (base + cat)
· Application of the substance / the mixture dental bite registration material

· Details of the supplier of the safety data sheet
· Manufacturer/Supplier:
Kulzer GmbH
Leipziger Straße 2, 63450 Hanau (Germany) Tel.: +49 (0)800 4372522

· Information department:
Tel. +1 (800) 431-1785  Fax: +1 (800) 522-1545
e-mail: customer.servicehkna@kulzer-dental.com

· Emergency telephone number:
Emergency CONTACT (24-Hour-Number)
GBK/Infotrac ID  105860: (domestic) 1 800 535 5053 or international (001) 352 323 3500

2 Hazard(s) identification
· Classification of the substance or mixture
Repr. 2 H361 Suspected of damaging fertility or the unborn child.

· Label elements
· GHS label elements
The product is classified and labeled according to the Globally Harmonized System (GHS).

· Hazard pictograms

GHS08

· Signal word Warning

· Hazard-determining components of labeling:
octamethylcyclotetrasiloxane

· Hazard statements
Suspected of damaging fertility or the unborn child.

· Precautionary statements
Wear protective gloves/protective clothing/eye protection/face protection.
Obtain special instructions before use.
Do not handle until all safety precautions have been read and understood.
IF exposed or concerned: Get medical advice/attention.
Store locked up.
Dispose of contents/container in accordance with local/regional/national/international regulations.

· Classification system
· NFPA ratings for USA (scale 0-4)

0
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0
Health = 0
Fire = 1
Reactivity = 0
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· HMIS-Ratings (Scale 0-4)

  HEALTH

  FIRE

  REACTIVITY

*0

1

0

Health = *0
Fire = 1
Reactivity = 0

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

3 Composition/information on ingredients
· Chemical characterization: Mixtures

· Description:
2-component bite registration material comprising base paste and matching catalyst paste for
addition curing

· Dangerous components:
556-67-2 octamethylcyclotetrasiloxane Flam. Liq. 3, H226; Repr. 2, H361 0-5%

· Additional information For the wording of the listed hazard phrases refer to section 16.

4 First-aid measures
· Description of first aid measures

· After inhalation Supply fresh air; consult doctor in case of complaints.
· After skin contact Immediately wash with water and soap and rinse thoroughly.
· After eye contact Rinse opened eye for several minutes under running water.
· After swallowing
Rinse out mouth and then drink plenty of water.
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 Fire-fighting measures
· Extinguishing media

· Suitable extinguishing agents
CO2, extinguishing powder or water spray. Fight larger fires with water spray or alcohol resistant
foam.
Use fire fighting measures that suit the environment.

· Special hazards arising from the substance or mixture
Formation of toxic gases is possible during heating or in case of fire.

· Advice for firefighters
· Protective equipment: No special measures required.
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· Additional information - 

6 Accidental release measures
· Personal precautions, protective equipment and emergency procedures Not required.
· Environmental precautions: No special measures required.
· 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
No special measures required.
Ensure good ventilation/exhaustion at the workplace.

· 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: No special requirements.
· Information about storage in one common storage facility: Not required.
· Further information about storage conditions: None.

· 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 Wash hands before breaks and at the end of work.
· Breathing equipment: Not required.
· Protection of hands:
Check protective gloves prior to each use for their proper condition.
recommended

· Material of gloves
(Contd. on page 4)
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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.

· For the permanent contact of a maximum of 15 minutes gloves made of the following
materials are suitable:
Butyl rubber, BR
Nitrile rubber, NBR

· Eye protection: Protective goggles are recommended.
· Body protection: Light weight protective clothing

9 Physical and chemical properties

· Information on basic physical and chemical properties
· General Information

· Appearance:
· Form: Pasty
· Color: Different according to coloring

· Odor: Odorless
· Odor threshold: Not determined.

· pH-value: Not determined.

· Change in condition
· Melting point/Melting range: undetermined
· Boiling point/Boiling range: 315 °C (599 °F)

· Flash point: 131 °C (268 °F)

· Flammability (solid, gaseous) Not applicable.

· Ignition temperature: > 460 °C (> 860 °F)

· Decomposition temperature: Not determined.

· 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: Not determined
· Relative density Not determined.
· Vapor density Not determined.
· Evaporation rate Not determined.
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· Solubility in / Miscibility with
· Water: Not miscible or difficult to mix

· Partition coefficient (n-octanol/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.
· Possibility of hazardous reactions No dangerous reactions known
· Conditions to avoid No further relevant information available.
· Incompatible materials: No further relevant information available.
· Hazardous decomposition products: none
· Additional information: - 

11 Toxicological information
· Information on toxicological effects

· Acute toxicity:
· LD/LC50 values that are relevant for classification:

Polydimethylsiloxan mit Vinylgruppen
Oral LD50 > 5000 mg/kg (rat)
Dermal LD50 >10000 mg/kg (rabbit)
Polydimethylsiloxan
Oral LD50 > 5000 mg/kg (rat)

· Primary irritant effect:
· on the skin: Based on available data, the classification criteria are not met.
· on the eye: Based on available data, the classification criteria are not met.

· Sensitization: Based on available data, the classification criteria are not met.
· Additional toxicological information:

· Carcinogenic categories
· IARC (International Agency for Research on Cancer)

None of the ingredients is listed.

· NTP (National Toxicology Program)
None of the ingredients is listed.

· OSHA-Ca (Occupational Safety & Health Administration)
None of the ingredients is listed.

 USA 
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12 Ecological information
· Toxicity

· Aquatic 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.

· 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
Must not be disposed of together with household garbage. Do not allow product to reach sewage
system.

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

14 Transport information

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

· UN proper shipping name
· DOT, ADR, ADN, IMDG, IATA Void

· Transport hazard class(es)

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

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

· Environmental hazards:
· Marine pollutant: No

· Special precautions for user Not applicable.

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

· Transport/Additional information: - 

· UN "Model Regulation": Void
 USA 
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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.

· TSCA (Toxic Substances Control Act)
None of the ingredients is listed.
Medical devices are exempted from TSCA.

· Cancerogenity categories
· TLV (Threshold Limit Value established by ACGIH)

None of the ingredients is listed.
· GHS label elements
The product is classified and labeled according to the Globally Harmonized System (GHS).

· Hazard pictograms

GHS08

· Signal word Warning

· Hazard-determining components of labeling:
octamethylcyclotetrasiloxane

· Hazard statements
Suspected of damaging fertility or the unborn child.

· Precautionary statements
Wear protective gloves/protective clothing/eye protection/face protection.
Obtain special instructions before use.
Do not handle until all safety precautions have been read and understood.
IF exposed or concerned: Get medical advice/attention.
Store locked up.
Dispose of contents/container in accordance with local/regional/national/international regulations.

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

16 Other information
These data are based on our present knowledge. However, they shall not constitute a guarantee for any
specific product features and shall not establish a legally valid contractual relationship.

· Relevant phrases
H226 Flammable liquid and vapor.
H361 Suspected of damaging fertility or the unborn child.

· Date of preparation / last revision 06/03/2017 / 2
· Abbreviations and acronyms:

ADR: Accord européen sur le transport des marchandises dangereuses par Route (European Agreement concerning the
International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
DOT: US Department of Transportation
IATA: International Air Transport Association
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ACGIH: American Conference of Governmental Industrial Hygienists
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
NFPA: National Fire Protection Association (USA)
HMIS: Hazardous Materials Identification System (USA)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
OSHA: Occupational Safety & Health
TLV: Threshold Limit Value
PEL: Permissible Exposure Limit
REL: Recommended Exposure Limit
Flam. Liq. 3: Flammable liquids – Category 3
Repr. 2: Reproductive toxicity – Category 2

· * Data compared to the previous version altered.   
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