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1. IDENTIFICATION OF THE SUBSTANCE / MIXTURE AND OF THE COMPANY / UNDERTAKING 

1.1 Product identifier 

Trade name: Anti dsDNA IgG 

Diametra Code: DKO095 
 

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

Components of an in vitro Medical-Diagnostic Device according to Directive (EC) 98/79/EC. 
 
Kit content (name and label reference):  
  
 Calibrators  DCE002/95(06-10)-0 

 Conjugate DCE002/9502-0  

 Sample Diluent DCE053-0 

 Coated Microplate  DCE002/9503-0 

 TMB Substrate DCE004-0 

 Stop Solution DCE005-0 

 Conc. Wash Solution DCE054-0 

 Negative Control DCE045/9501-0 

 Positive Control DCE045/9502-0 

 

 

1.3 Details of the supplier of the safety data sheet 

Dia.Metra S.r.l. www.diametra.com  

• Via Pozzuolo, 14 Tel. +39.0742.24.851 / +39.0742.32.04.53  
06038 Spello (PG), Italy Fax. +39.0742.31.61.97 

• Email: carlo.massini@idsplc.com 
 
1.4 Emergency telephone number 

+ 39 06-3054343 (Centro antiveleni - Policlinico Gemelli Roma) 
 
 

2. HAZARDS IDENTIFICATION 

2.1 Classification of the substance or mixture 

 

Component Classificatiom 

 Skin sensituzation, category 1  H317   

Full text of indicatione H e EUH: see 
section 16  

 

Conc. Wash Solution 

 

Coated Microplate   

This product is not classified as dangerous, according to the regulation (CE) 
1272/2008 

TMB Substrate 

Stop Solution 

Conjugate 

Calibrators 

Control 

 

 

mailto:massini@diametra.com
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2.2 Label elements 

 

 

 

 

 

Component                                                                    Label elements 

Conc. Wash 
Solution 

Labelling according to EC 

Regulation no. 1272/2008 

Hazard pictograms (CLP)  

  

:  

  

 [CLP]  

 

 GHS07       

Warning (CLP)  :  Attention  

Contains  :  A MIXTURE OF:  

5-CHLORO-2-METHYL-2H-ISOTHIAZOL-3-ONE 

[EC NO 247-500-7]  

AND 

2-METHYL-2H-ISOTHIAZOL-3-ONE [EC NO 220-239-6]  

Hazard Statements (CLP)  :  H317 - May cause an allergic skin reaction.  

Precautionary statements 

(CLP)  

:  P261 - Avoid breathing dust/fumes/gases/mist(s)  

vapors/aerosols.  

P280 - Wear protective gloves/clothing 

/eye protection/face protection/hearing protection.  

P321 - Specific treatment (see instructions  

additional first aid on this label).  

P333+P313 - In case of skin irritation or rash:  

Consult a doctor.  
P362+P364 – Remove all contaminated clothing 
and wash them before wearing them again.  

Coated 
Microplate 

 

 

The product is not subject to labelling according to Regulation (EC) No.  (EC) No. 1272/2008 

 
TMB 
Substrate 

Stop 
Solution 

Calibrators 

Conjugate 

Control 
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2.3 Other hazards 
None of the components contain PBT/vPvB substances ≥ 0.1% evaluated in accordance with Annex XIII of 
REACH.   

Mixtures do not contain substances included in the list established in accordance with Article 59(1) of REACH 
for possessing endocrine disrupting properties, or are not identified as having endocrine disrupting properties 
according to the criteria established by Delegated Regulation (EU)  

Commission Regulation (EC) No 2017/2100 or Commission Regulation (EU) 2018/605 in concentrations equal 
to or greater than 0,1 %  
 

3. COMPOSITION / INFORMATION ON INGREDIENTS 

3.1 Substances 

 

3.2 Mixtures 

 

Specific concentration limits:    

Name  Product identifier  Specific concentration limits (%)  

A MIXTURE OF: 5-CHLORO-2-
METHYL-2H- 
ISOTHIAZOL-3-ONE [EC NO 247-
500-7] AND 2METHYL-2H-
ISOTHIAZOL-3-ONE [EC NO 220-
239- 
6]  

CAS-No.: 55965-
84-9  
EC Index-No.: 613-
167-00-5  

(0,0015 ≤ C < 100) Skin Sens. 1, H317  
(0,06 ≤ C ≤ 0,6) Skin Irrit. 2, H315  
(0,06 ≤ C ≤ 0,6) Eye Irrit. 2, H319  
(0,6 ≤ C < 100) Skin Corr. 1B, H314  

 

Conc. Wash solution 

Name  Product identifier %  Classification according to 

Regulation (EC) No 1272/2008  

[CLP] 

A MIXTURE OF: 5-CHLORO-2-

METHYL-2H- 

ISOTHIAZOL-3-ONE [EC NO 247-500-

7] AND 2METHYL-2H-ISOTHIAZOL-3-

ONE [EC NO 220-239- 

6]  

CAS Number: 55965-

84-9  

EU index number:  

613-167-00-5 

 

<0,06 

>0.0015  

Acute Tox. 3 (per via orale), 

H301  

Acute Tox. 3 (per via cutanea), 

H311  

Acute Tox. 3 (per 

inalazione), H331 Acute 

Tox. 2 (per inalazione: 

polvere, nebbia), H330 Skin 

Corr. 1A, H314  

Eye Dam. 1, H318  

Skin Sens. 1, H317  

Aquatic Acute 1, H400  

Aquatic Chronic 1, H410  
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Stop Solution 

Ingredient EC No CAS No Conc. (w/v) Reg. 1272/2008 

Sulphuric Acid 231-639-5 7664-93-9 < 1 % H314 

 

 

Calibrators - Control - Conjugate - TMB Substrate  

Ingredient EC No CAS No Conc. (%) Reg. 1272/2008 

A MIXTURE OF: 

5-CHLORO-2-

METHYL-2H- 

ISOTHIAZOL-3-

ONE [EC NO 

247-500-7] AND 

2METHYL-2H-

ISOTHIAZOL-3-

ONE [EC NO 

220-239- 

6] 

− 

CAS Number: 

55965-84-9  

EU index 

number:  

613-167-00-5 

 

< 0.0015 % 

Acute Tox. 3 (per via orale), H301  

Acute Tox. 3 (per via cutanea), H311  

Acute Tox. 3 (per inalazione), H331 
Acute Tox. 2 (per inalazione: polvere, 
nebbia), H330 Skin Corr. 1A, H314  

Eye Dam. 1, H318  

Skin Sens. 1, H317  

Aquatic Acute 1, H400  

Aquatic Chronic 1, H410 

 

4. FIRST AID MEASURES 

4.1 Description of first aid measures 

General advice:  no special measures required. Consult a physician in case of complaints. 

If inhaled:  supply fresh air. 

In case of skin contact:  wash with plenty amounts of water. 

In case of eye contact:  rinse opened eye for few minutes with water. 

If swallowed:  contact the nearest first aid. 

4.2 Most important symptoms and effects, both acute and delayed 
 

Component Main symptoms and effects, both acute and delayed. 
 

  Symptoms/effects in case of skin 
contact: May cause an allergic skin 
reaction 

 

Conc. Wash Solution 

 

Coated Microplate To the best of our knowledge, chemical, physical and toxicological properties 
have not been the subject of extensive studies TMB Substrate 

Stop Solution 

Calibrators 

Control 
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4.3 Indication of any immediate medical attention and special treatment needed 
Symptomatic treatment 

5. FIREFIGHTING MEASURES 

5.1 Extinguishing media 
Suitable extinguishing media : Water spray. Dry powder. Foam. Carbon dioxide. 

5.1 Special hazards derived from the substance or mixture. 
Hazardous combustion products in case of : Possible development of toxic fumes fire 

5.2 Recommendations for firefighters 

Protection during firefighting : Do not intervene without adequate protective equipment.   Autonomous 
insulating respirator. Complete protection of the body 

 

6. ACCIDENTAL RELEASE MEASURES 

6.1 Personal precautions, protective equipment and emergency procedures 
Use appropriate personal protective equipment. 

6.2 Environmental precautions 
Do not let product enter drains. Discharge into the environment must be avoided. 

6.3 Methods and material for containment and cleaning up 
Absorb with inert absorbent material and dispose of a waste (see section 13). 

6.4 Reference to other sections 
For disposal see section 13. 
 

7. HANDLING AND STORAGE 

7.1 Precautions for safe handling 
Use all reagents according to the Instruction For Use provided with the product. 

7.2 Conditions for safe storage, including any incompatibilities 
Store all reagents according to the Instruction For Use provided with the product. 

7.3 Specific end use(s) 
This product is intended for laboratori use by professional users only. 
 

8. EXPOSURE CONTROLS / PERSONAL PROTECTION 

8.1 Control parameters 

8.1.1 National occupational and biological exposure limit values 

No further information available 

8.1.2 Recommended monitoring procedures 

No further information available 

8.1.3 Formation of air contaminants 

No further information available 

8.1.4 DNEL e PNEC 

No further information available 
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8.1.5 Control band 

No further information available 

8.2 Exposure controls 

8.2.1 Suitable roadworthiness tests 

Appropriate roadworthiness tests:  

Ensure good ventilation of the workplace.  

8.2.2 Personal protective equipment  

Symbol(s) Personal Protective Equipment:  

  

8.2.2.1 Eye and face protection    

Eye / face protection: or mask cloials certified according to UNI EN 166 and subsequent updates, or other 
recognized international standards. 

 

8.2.2.2 Skin protection   

laboratory coats, certified accordingto UNI EN 374 and subsequent updates, or other recognized 
international standards. 

 

8.2.2.3 Respiratory protection 

In case of insufficient ventilation, use a suitable breathing apparatus.  

 

8.2.2.4 Thermal hazards 

No further information available 

 

8.2.2.5 Environmental exposure controls 

Do not disperse into the environment. 

  

 

9. PHYSICAL AND CHEMICAL PROPERTIES 

9.1 Information on basic physical and chemical properties 

 

Component a) Appearance b) Odour d) pH 

Calibrators liquid, blue odorless 7.4 

Controls liquid, blue odorless 7.4 

Conjugate liquid, red odorless 7.4 

Microplate solid, white odorless not applicable 

TMB Substrate liquid, colorless odorless 3.2 - 3.8 

Stop Solution liquid, colorless odorless < 1 

Sample Diluent liquid, blue odorless 7.4 

Conc. Wash Solution liquid, colorless odorless 7.4 
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For all components 

c) odour threshold no data available 

e) melting point / freezing point no data available 

f) initial boiling point and boiling range no data available 

g) flash point no data available 

h) evaporation rate no data available 

i) flammability (solid, gas) no data available 

j) upper/lower flammability or explosive limits no data available 

k) vapour pressure no data available 

l) vapour density no data available 

m) relative density no data available 

n) solubility(ies) no data available 

o) partition coefficient: n-octanol / water; no data available 

p) auto-ignition temperature no data available 

q) decomposition temperature no data available 

r) viscosity no data available 

s) explosive properties no data available 

t) oxidising properties no data available 

 

9.2 Other informations 
No other information available. 

 

10. STABILITY AND REACTIVITY 

10.1 Reactivity: no data available. 

10.2 Chemical stability: no data available. 

10.3 Possibility of hazardous reactions: no data available. 

10.4 Conditions to avoid 
For the functional stability and reactivity of "TMB Substrate" avoid its exposure to directed sunlight, metals or 
oxidants and do not freeze the solution. 

10.5 Incompatible materials: no data available. 

10.6 Hazardous decomposition products: no data available. 
 

11. TOXICOLOGICAL INFORMATION 

11.1 Information on toxicological effects 

a) acute toxicity no data available 

b) skin corrosion/irritation no data available 

c) serious eye damage / irritation no data available 

d) respiratory or skin sensitisation 

Conc. Wash solution 

May cause an allergic skin 

reaction.  

 

e) germ cell mutagenicity no data available 

f) carcinogenicity no data available 
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g) reproductive toxicity no data available 

h) STOT-single exposure no data available 

i) STOT-repeated exposure no data available 

j) aspiration hazard no data available 

 

Potential health effects 

Inhalation no data available 

Ingestion no data available 

Skin no data available 

Eyes no data available 

 
Signs and Symptoms of Exposure 
To the best of our knowledge, the chemical, physical and toxicological properties have not been thoroughly 
investigated. 

Additional Informations 
No one. 

 

12. ECOLOGICAL INFORMATION 

12.1 Tossicià 

Ecology - general  :  The product is not considered dangerous for aquatic life and does not 

cause long-term undesirable effects on the environment.  

Dangerous to the aquatic environment, 

short-term (acute)  

:  Not classified  

Dangerous to the aquatic environment, 

long-term (chronic)  

Not quickly degradable  

:  Not classified  
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12.2 Persistence and degradability: 

No data available. 

12.3 Bioaccumulation potential:     

Nodata available. 

12.4 Mobility in soil: 

No data available. 

12.5 Results of PBT and vPvB assessment    

No data available. 

12.6 Endocrine-disrupting properties  

No data available. 

12.7 Other adverse effects:      

No data available. 

 

13. DISPOSAL CONSIDERATIONS 

13.1 Waste treatment methods 
Reagents must be disposed of in accordance with local regulations. Do not disposed of in wastewater. If 

appropriate, contact a licensed disposal company. 

 

14. TRANSPORT INFORMATION 

The product is not under transport regulations. 

14.1 UN number: no data available 

14.2 UN proper shipping name: no data available 

14.3 Transport hazard class(es): no data available 

14.4 Packing group: no data available 

14.5 Environmental hazards: no data available 

14.6 Special precautions for user: no data available 

14.7 Transport in bulk according to Annex II of MARPOL 73/78 and the IBC Code: no data available 

15. REGULATORY INFORMATION 

15.1 Health, safety and environmental laws and regulations specific to the substance or mixture 

 

15.1.1.1  EU rules:  

 

Annex XVII of REACH (List of restrictions)  

Does not contain any substances listed in Annex XVII of REACH (restriction conditions)  

Annex XIV of REACH (List of authorisations)  

Does not contain any substances listed in Annex XIV of REACH (list of authorisations)  

REACH Candidate List (SVHC)  

Does not contain any substances listed in the REACH Candidate List  

PIC Regulation (subject to informed consent)  
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Does not contain any substances listed in the PIC list (Regulation (EU Regulation 649/2012 concerning the 
export and import of hazardous chemicals)  

POP Regulation (Persistent Organic Pollutants)  

It does not contain substances listed in the POP list (Regulation EU 2019/1021 on persistent organic pollutants)  

Regulation on ozone depletion (EU 1005/2009)  

It does not contain any substances listed in the Ozone-depleting List (Regulation (EU Regulation 1005/2009 on 
substances that deplete the 

Regulation on explosives precursors (EU 2019/1148) 

It does not contain any substances listed in the list of explosives precursors (Regulation (EU Regulation 
2019/1148 on the placing on the market and use of explosives precursors)  

Regulation on drug precursors (EC 273/2004)  

Does not contain substances listed in the list of drug precursors (Regulation (EC) No 273/2004 on the 
manufacture and placing on the market of certain substances used in the illicit manufacture of narcotic drugs 
and psychotropic substances) 

 

15.2 Chemical safety assessment. 

A chemical safety assessment has not been carried out for this product. 

 
 

16. OTHER INFORMATION 

Abbreviations and acronyms:  

IMDG  International Maritime Dangerous Goods Code  

CL50  Median lethal concentration of test individuals  

DL50  Median lethal dose resulting in death of 50% of test individuals  

LOAEL  Lowest level at which an adverse effect is observed  

NOAEC  Concentration with no observed adverse effects  

NOAEL  No adverse effect dose observed  

NOEC  Concentration with no observed effect  

OECD  Organisation for Economic Co-operation and Development  

OIL  Occupational Exposure Limit  

PBT  Persistent, bioaccumulative and toxic substance  

PNEC  Unaffected concentrations foreseeable  

RID  Regulations on the international transport of dangerous goods by rail  

SDS  Safety Data Sheet  

STP  Wastewater treatment plant  

ThOD  Theoretical oxygen demand (BThO)  
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TLM  Median tolerance limit  

COV  Volatile Organic Compounds  

CAS Number  Numero CAS (Chemical Abstract Service)  

N.A.S.  Not otherwise specified  

vPvB  Very persistent and very bioaccumulative  

AND  Endocrine-disrupting properties  

 

Full text of hazard statements H and EUH:  

Acute Tox. 2 (for 

inhalation: dust,  

fog)  

Acute toxicity (by inhalation: dust, mist) Category 2  

Acute Tox. 3 (by 

inhalation)  

Acute toxicity (by inhalation), category 3  

Acute Tox. 3 

(dermal route)  

Acute (dermal toxicity) category 3  

Acute Tox. 3 

(orally)  

Acute (oral) toxicity category 3  

Aquatic Acute 1  Hazardous to the aquatic environment – Acute hazard, category 1  

Aquatic Chronic 

1  

Hazardous to the aquatic environment – Chronic hazard, category 1  

Eye Dam. 1  Serious eye damage/eye irritation, category 1  

Eye Irrit. 2  Serious eye injury/eye irritation, category 2  

H301  Toxic if swallowed.  

H311  Toxic by contact with skin.  

H314  It causes severe skin burns and severe eye damage.  

H315  Causes skin irritation.  

H317  May cause an allergic skin reaction.  

Full text of hazard statements H and EUH:  

H318  Causes serious eye damage.  

H319  Causes severe eye irritation.  

H330  Lethal if inhaled.  

H331  Toxic if inhaled.  
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H400  Very toxic to aquatic organisms.  

H410  Very toxic to aquatic organisms with long-lasting effects.  

Skin Corr. 1A  Skin corrosion/irritation, category 1, subcategory 1A  

Skin Corr. 1B  Skin corrosion/irritation, category 1, subcategory 1B  

Skin Irrit. 2  Skin corrosion/irritation, category 2  

Skin Sens. 1  Skin sensitisation, category 1  

 

 

• Changing against the last version:  

• Rev. 2: updating to Regulation (CE) n. 1907/2006, Regulation (EC) n. 453/2010, and according to 

Regulation (EC) n. 1272/2008 (CLP). 

• Rev. 3: change in Headquarter address 

• Rev. 4: Updating according to Regulation (EC) n. 1907/2006 (REACH) Adjusted proclin concentration 

and realative CLP for the wash solution. 

 

 

• Note: 

The information in this document is believed to be accurate and represents the best information currently available 

to us. However, this shall not constitute a guarantee for any specific product features and shall not establish a 

legally valid contractual relationship. 

 


