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SECTION 1 
 

APPLICANT 
 



Lonza GmbH 

Section 1 

Section 1 
Annex Point IIA. 1 

1.1 Name and Address 

DOC III-A 

DDACarbonate 

Applicant and Company Information 

-

April 2010 

Official 
use only 
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SECTION 2 
 

IDENTITY 



DDACarbonate April 2010 

Section 2 Identity 

Section 2 Official 

Annex Point IIA. 2 use only 

2.1 Common name Didecyldimethylammonium Carbonate I Bicarbonate 
proposed 0 1· acc.ep ted 
by ISO and 
synonyms 

-

2.2 Chemical name 

• 
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Section 2 
Annex Point IIA. 2 

2.3 Manufacturer' s 
development code 
number(s) 

2.4 CAS and EC 
numbers 

2.4.1 CAS number 

2.4.2 EC number 

2.4.3 Other substance 
No. 

2.5 Molecular and 
structural formula, 
molecula1· mass 

DDACarbonate April 2010 

-
894406-76-9 

None assigned yet, as DDACarbonate has been notified in the EU as a new 
chemical substance only in 2005. 

None assigned 

Official 
use only 

2.5.1 Molecular formula C23H49N0 3 and C4sH96N203 

2.5.2 Stmctural formula 

2.5.3 Molecular mass 

2.6 Method of 
manufacture 

DOC III-A 

MF according to CAS: C22fusN. 1/3 CH03. 1/3 C03 

387.6 (for Bicarbonate) and 713.3 (for Carbonate) 

Page 7of136 



Section 2 
Annex Point IIA. 2 

2 .6.1 Stability 
Infonnation 

DOC III-A 

DDACarbonate April 2010 

Official 
use only 

Page 8 of136 
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Section 2 Official 

Annex Point IIA. 2 use only 

------------------
2.7 Specification of 

purity 

2 .7. l T echnicaI grade 

2 .7.2 Concentrated AS 

DOC III-A Page 9of136 



2.8 Identity of impurities 
and additives 

DOC III-A 

DDACarbonate 

• 

April 2010 

-
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2.9 Origin of 
precursor(s) of the 
active substance 

2.10 Exposure data 

2 .10. l Human exposure 

2 .10.1. 1 Production 

2 .10.1.2 Intended use(s) 

2 .10.1.2 .1 Overview 

2 .10.1.2 .2 Use process 
descriptions 

-
DOC III-A Page 11 of 136 
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2. 10.1.2.3 Human 
(Occupational and 
consumer) exposure 

2 .10.1.2.4 Exposme 
assessment 

2 .10.1.2.5 Predicted 
occupational exposme 

2 .10 .2 Environmental 
exposme 

2. 10.2. l Production 

DOC III-A 

DDACarbonate April 2010 

-
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2.10.2.2 Intended uses(s) ..... 
2.10.2.2.1 Overview 

---
2.10.2.2.2 Usepattem 
exposw·e estimates 

-
2.10.2.2.3 Predicted 
enviromnental concentrations 

DOC III-A Page 14of136 



2.10.2.2.4 Determination of 
leaching rate 

Date 

Materials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

Date 

Materials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

DOC III-A 

DDACarbonate April 2010 

Evaluation by Competent Autho1·ities 

Use separate "evaluation boxes" to provide transparency as to the comments and 
views submitted 

EVALUATION BY RAPPORTEUR MEMBER STATE 

COMMENTS FROM 

Page 15of136 
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Section 2A 

Section 2A Official 

Annex Point IIA. 2 use only 

2.1 Common name 
propose,d or accepted -by ISO and synonyms 

2.2 Chemical (CAS) name 

2.3 Manufacture1"s 
development code -number (s) 

2.4 CAS and EC numbers 

2,4,l CAS number 

2,4,2 EC number 

2.4.3 Other substance No. -2.5 Mole,cula1· and 
structural fo1·mula, 
molecular mass 

2,5, 1 Molecular fon nula 

2,5,2 Strnctural formula 

2,5,3 Molecular mass 

DOC III-A Page 16 of136 



2.6 M ethod of 
manufacture 

DOC III-A 

DDACarbonate 

I -I 
• -I 

• --• --• --• -I 
• I 

• 

April 2010 

Page l7 of l 36 
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2.6.1 Stability 
Information 
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2. 7 Specification of pmity 

2.8 Identity of impurities 
and additives 

2.8.1 Common name and 
function 

2.8.2 IUPAC name 

2.8.3 CASNo 

2.8.4 EC No.: EINECS 

2.8.5 Other 

2.8.6 Molecular formula 

2.8.7 Structural formula 

2.8.8 Molecular mass 

2.8.9 Concentration of the 
impurity or additive 

2.9 Origin ofprecursor(s) 
of the active substance 

DOC III-A 

DDACarbonate April 2010 

Page 20 of 136 
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I 
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I 

I 

I 
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-
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SECTION 3 
 

PHYSICAL AND CHEMICAL 
PROPERTIES 

 



DDACarbonate April 2010 

Section 3 Physical and chemical properties 

Section 3.1.1 Melting point 
Annex Point IIA 3.1.1 

1. REFERENCE Official 
use only 

1.1 Reference (2004) 
- DETERMINATION OF GENERAL PHYSICO-CHEMICAL 
PROPERTIES. Safepharm Laboratories Ltd, SPL Project Number ; 
102/459. (unpublished). 

Reference No.: LR 3909 

1.2 Data pi-otection • 
1.2. l Data O\¥ner 

1.2.2 Criteria for data 
protection 

2. GUIDELINES AND QUALITY ASSURANCE 

2.1 G uideline study Yes 

Annex V of Directive 67/548/EEC 

2004 

2.2. GLP Yes 
(only where 
required) 

2.3 Deviations No 

3. MATERIALS AND METHODS 

3.1 Test material 

3.1.l Lot/Batch munber 

3.1.2 Specification 

3.1.3 Description 

3.1.4 Purity 

3.1.5 Stability 

3.2 Method 

4. RESULTS 

4.1 Results 

4.2 Disc.ussion 

Page 26 of 136 
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Section 3.1.1 Melting point 
Annex Point IIA 3.1.1 

5. APPLICANT'S SUMMARY AND CO NCLUSION 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion Mean melting range 332 to 354 ± 0.5 K 

Mean melting to 59 to 81 °C 

5.3.1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTE UR MEMBE R STATE 

Date 

Materials and Methods 

Results and discussion 

Conclusion 

Reliability 

Accep tability 

Rema1·ks 

COMMENTS FROM 

Date 

Materials and Methods 

Page 27 of 136 
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Section 3.1.1 
Annex Point IIA 3.1.1 

Melting point 

 

 

Results and discussion  

Conclusion  

Reliability  

Acceptability  



Section 3.1.2 
Annex Point IIA 3.1.2 

1.1 Reference 

1.2 Data protec.tion 

1.2. l Data. owner 

1.2.2 Criteria. for data 
protection 

2.1 

2.2. 

2.3 

Guideline study 

GLP 
(only where 
1·equired) 

Deviations 

3.1 Test matei-ial 

3 .1.1 Lot/Batch number 

3.1.2 Specification 

3 .1. 3 Description 

3.1.4 Purity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discussion 

DDACarbonate 

Boiling point 

1. REFERENCE 

April 2010 

Official 
use only 

---(2004) __________ _ 

- DETERMINATION OF GENERAL PHYSICO-CHEMICAL 
PROPERTIES. Safephann Laboratories Ltd, SPL Project Number; 
102/459. (unpublished). 

Reference No.: LR 3909 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

Annex V of Directive 67/548/EEC 

2004 

Yes 

No 

3. MATERIALS AND METH ODS 

• 
4. RESULTS 

Page 29 of 136 
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Section 3.1.2 Boiling point 
Annex Point IIA 3.1.2 

5. APPLICANT'S SUMMARY AND CONCLUSION 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion The test material and/or its individual components have been detemlined 
to boil over the range of381 to 519 K at 102.14 to 103.62 kPa. 

5.3.1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Autho1•ities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Matelials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

COMMENTS FROM 

Page 30 of 136 
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Section 3.1.2 Boiling point 
Annex Point IIA 3.1.2 

Date 

Mate1·ials and Methods 

Results and discussion 

Condusion 

Reliability 

Acceptability 

Page 31 of 136 



Section 3.1.3 
Annex Point IIA 3.1.3 

1.1 Refer ence 

1.2 Data protection 

1.2. l Data owner 

1.2 .2 Criteria for data 
protection 

2.1 

2.2. 

2.3 

Guideline study 

GLP 
(only where 
required) 

Deviations 

3.1 Test material 

3 .1.1 Lot/Batch number 

3 .1.2 Specification 

3. I. 3 Description 

3.1.4 Pmity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

DDACarbonate 

Relative density 

1. REFERENCE 

April 2010 

Official 
use only 

---(2004) __________ _ 

- DETERMINATION OF GENERAL PHYSICO-CHEMICAL 
PROPERTIES. Safepharm Laboratories Ltd, SPL Project Number; 
102/459. (unpublished). 

Reference No.: LR 3909 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

Annex V of Directive 67/548/EEC 

2004 

Yes 

No 

3. MATERIALS AND METHODS 

4. RESULTS 

Page 32 of 136 
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5. APPLICANT'S SUMMARY AND CONCLUSION 

5.1 M aterials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion Relative density has been determined to be 0.947 at 21.2 ± 0.5°C 

5.3.l Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

M atelials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

COMMENTS FROM 

Date 

M ate1ials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Page 33 of 136 
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Section 3.2(1) Vapour p1·essure 
Annex Point IIA 3.2 

1. REFERENCE Official 
use only 

1.1 Reference 2004, 
- DETERMINATION OF HAZARDOUS PHYSICO-CHEMICAL 
PROPERTIES. Safepharm Laboratories Limited, SPL Project Number: 
102/460 (unpublished) 

Reference No.: LR 3899 

1.2 Data protection • 
1.2.l Data owner 

1.2.2 Criteria for data 
protection 

2. GUIDELINES AND QUALITY ASSURANCE 

2.1 Guideline study Yes 

Annex V of Directive 67/548/EC 

2004 

2.2 GLP Yes 
(only where 
required) 

2.3 Deviations Yes 

3. MATERIALS AND METHODS 

3.1 Test material 

3.1.l Lot/Batch number 

3.1.2 Specification 

3.1.3 Description 

3.1.4 Purity 

3.1.5 Stability 

3.2 Method 

4. RESULTS 

4.1 Results 

4.2 Discussion 

5. APPLICANT'S SUMMARY AND CONCLUSION 

5.1 Materials and 
methods 

Page 34 of 136 
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Section 3.2(1) Vapour p1·essure 
Annex Point IIA 3.2 

5.2 Results and -discussion 

5.3 Conclusion The test material is considered not to be volatile. 

5.3.1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Materials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

COMMENTS FROM 

Date 

Materials and M ethods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Page 35 of 136 



Section 3.2.1(1) 
Annex Point IIA 3.2.1 

Detailed justification: 

Date 

Evaluation of applicant's 
justification 

Conclusion 

Remarks 

DDACarbonate 

Hem·y's law constant 

JUSTIFICATION FOR NON-SUBMISSION OF DATA 

-

Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Page 36 of 136 

April 2010 

Official 
use only 
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 COMMENTS FROM OTHER MEMBER STATE (specify) 

Date  

Evaluation of applicant's 
justification 

 

Conclusion  

Remarks  
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Section 3.3 Appearance Official 

Annex Point IIA. 3.3 use only 

3.3. 1 Physical state 

3.3.2 Colour -3.3.3 Odom 

Page 38 of 136 



Section 3.4.1 (1) 
Annex Point IIA 3.4.1 

1.1 Refer ence 

1.2 Data protection 

1.2 . l Data owner 

1.2.2 Criteria for data 
protection 

2.1 

2.2 

2.3 

Guideline study 

GLP 
(only where 
1·equired) 

Deviations 

3.1 Test material 

3 .1.1 Lot/Batch number 

3 .1.2 Specification 

3.1.3 Description 

3.1.4 Ptu·ity 

DDACarbonate 

Absorption spectra (UVNis, IR, NMR) and mass spectrum, mola1· 
extinction at r elevant wavelengths 

1. REFERENCE 

(2004) 

DETERMINATION OF SPECTRA AND 
PURITY/IMPURITIES. Safepha1m Laboratories Limited, SPL Project 
Number; l 02/458. (tmpublished). 

Reference No.: LR 3911 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

OECD Guideline No. 101 for UVNIS determination. 
For the determination of other spectral data no official guidelines are 
available. 

2004 

No 

GLP is not considered compulsory for the dete1mination of absorption 
spectra 

No 

3. MATERIALS AND METHODS 

Page 39 of 136 

April 2010 

Official 
use only 



Section 3.4.1 (1) 
Annex Point IIA 3.4.1 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discussion 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

DDACarbonate 

Absorption spectra (UVNis, IR, NMR) and mass spectrum, mola1· 
extinction at r elevant wavelengths 

4. RESULTS 

·-

5. APPLICANT'S SUMMARY AND CONCLUSION 

-

Page 40 of 136 

April 2010 
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Section 3.4.1 (1) Absorption spectra (UVNis, IR, NMR) and mass spectrum, mola1· 
Annex Point IIA 3.4.1 extinction at r elevant wavelengths ·-

• 
5.3 Conclusion The recorded spectrn do not show any absorption bands which are in 

disagreement with the proposed structure. 

5.3.l Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTE UR MEMBE R STATE 

Date 

Mate1·ials and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 

Remad <s 

COMMENTS FROM 

Date 

Mate1ials and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 
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Section 3.4.1(2) 
Annex Point IIA 3.4.1 

1.1 Refer ence 

1.2 Data protec.tion 

1.2. l Data owner 

1.2.2 Criteria for data 
protection 

2.1 

2.2 

2.3 

Guideline study 

GLP 
(only where 
1·equired) 

Deviations 

3.1 Test mated al 

3. I. I Lot/Batch number 

3 .1.2 Specification 

3. I. 3 Description 

3 .1.4 Purity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discu ssion 

DDACarbonate 

Absorption spectra (UVNis, IR, NMR) and mass spectrum, mola1· 
extinction at r elevant wavelengths 

1. REFERENCE 

April 2010 

Official 
use only 

---(2005)·----------· 
- DETERMINATION OF GENERAL PHYSICO-CHEMICAL 
PROPERTIES, Safepharm Laboratories Limited, SPL Project Number: 
102/483 (unpublished). 

Reference No: LR 3950 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

No 

No guideline available. An internal laboratory method was used. 

2005 

Yes 

No 

3. MATERIALS AND METHODS 

4. RESULTS 

Page 42 of 136 
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Section 3.4.1(2) Absorption spectra (UVNis, IR, NMR) and mass spectrum, mola1· 
Annex Point IIA 3.4.1 extinction at r elevant wavelengths 

5. APPLICANT'S SUMMARY AND CO NCLUSION 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion The mass spectra were consistent with the proposed chemical stmcture. 

5.3. 1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Mate1ials and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

Page 43 of 136 



Section 3.4.1(2) 
Annex Point IIA 3.4.1 

Date 

Mate1·ials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

DDACarbonate 

Absorption spectra (UVNis, IR, NMR) and mass spectrum, mola1· 
extinction at relevant wavelengths 

COMMENTS FROM 

Page 44 of 136 

April 2010 
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Section 3.5 (1) Solubility in water 
Annex Point IIA 3.5 

1. REFERENCE Official 
use only 

1.1 Reference (2004) 
- DETERMINATION OF GENERAL PHYSICO-CHEMICAL 
PROPERTIES, Safepharm Laboratories Limited, SPL Project Number: 
102/459 (unpublished). 

Reference No: LR 3909 

1.2 Data protec.tion • 
1.2.l Data. owner 

1.2.2 Criteria. for data 
protection 

2. GUIDELINES AND QUALITY ASSURANCE 

2.1 Guideline study Yes 

Annex V of Directive 67/548/EC 

2004 

2.2 GLP Yes 
(only where 
1·equired) 

2.3 Deviations Yes 

3. MATERIALS AND METHODS 

3.1 Test mated al 

3. 1.l Lot/Batch number 

3. 1.2 Specification 

3. 1.3 Description 

3. 1.4 Purity 

3.1.5 Stability 

3.2 Method 

4. RESULTS 

4.1 Results 

4.2 Discu ssion 

Page 45 of 136 
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Section 3.5 (1) Solubility in water 
Annex Point IIA 3.5 

5. APPLICANT'S SUMMARY AND CO NCLUSION 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion The test material has been detemlined to be nliscible in all propo1tions 
with water at 20.0 ± 0.5°C. 

An approximate quatitative value for the solubilty in water was derived to 
be 796 g/l at 20.0°c. 

5.3.l Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Mate1i als and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 

Page 46 of 136 
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Section 3.5 (1) Solubility in water 
Annex Point IIA 3.5 

Remarks 

COMMENTS FROM 

Date 

Matelials and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 

Page 47 of 136 



Section 3.6 
Annex Point IIIA.3.6 

Detailed justification: 

Date 

Evaluation of applicant's 
justification 

Conclusion 

Remarks 

Date 

Evaluation of applicant's 
justification 

Conclusion 

Rema1·ks 

DDACarbonate 

Dissociation constant 

JUSTIFICATION FOR NON-SUBMISSION OF DATA 

-
Evaluation by Competent Autho1·ities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

COMMENTS FROM OTHER MEMBER STATE (specify) 

Page 48 of 136 

April 2010 

Official 
use only 



Section 3.7 
Annex Point IIA 3.7 

1.1 Reference 

1.2 Data protec.tion 

1.2. l Data. owner 

l .2.2 Criteria. for data 
protection 

2.1 

2.2 

2.3 

Guideline study 

GLP 
(only where 
1·equired) 

Deviations 

3.1 Test matedal 

3. l. l Lot/Batch number 

3. l.2 Specification 

3. l. 3 Description 

3. l .4 Purity 

3. l.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discussion 

DDACarbonate April 2010 

Solubility in organic. solvents, including the effect of temperature on 
solubility 

1. REFERENCE 

---(2004)·----------· 
- DETERMINATION OF GENERAL PHYSICO-CHEMICAL 
PROPERTIES, Safepharm Laboratories Limited, SPL Project Number : 
102/483 (unpublished). 

Reference No: LR 3950 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

Annex V of Directive 67/548/EEC 

2004 

Yes 

No 

3. MATERIALS AND METH ODS 

4. RESULTS 

5. APPLICANT'S SUMMARY AND CONCLUSI ON 

Page 49 of 136 

Official 
use only 



DDACarbonate April 2010 

Section 3.7 Solubility in organic. solvents, including the effect of temperature on 
Annex Point IIA 3.7 solubility 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion The test material was detennined to be miscible in all propo1t ions with n-
octanol and methanol at 20.0 ± 0.5°C. The effect of temperature (10 and 
30 ± 0.5°C) was detemlined to have no effect 011 solubility. 

The solubility ofDDACarbonate in methanol and octanol is 
approximately 900 g/l. 

5.3.1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBE R STATE 

Date 

Mate1·ials and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 

Remar ks 

Page 50 of 136 
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Section 3.7 Solubility in organic. solvents, including the effect of temperature on 
Annex Point IIA 3.7 solubility 

COMMENTS FROM 

Date 

Mate1·ials and M ethods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Page 51 of 136 
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Section 3.8 Stability in organic. solvents used in biocidal products and identity of 
Annex Point IIIA.3.8 r elevant breakdown products 

JUSTIFICATION FOR NON-SUBMISSION OF DATA Official 
use only 

Detailed justification: 

-
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Evaluation of applicant's 
justification 

Conclusion 

Remar ks 

COMMENTS FROM OTHER MEMBER STATE (specify) 

Date 

Evaluation of applicant 's 
justification 

Conclusion 

Remarks 

Page 52 of 136 



Section 3.9 
Annex Point IIA 3.9 

Detailed justification: 

DDACarbonate 

Partition coefficient n-octanol/water induding effect of pH (5 to 9) 
and temperature 

JUSTIFICATION FOR NON-SUBMISSION OF DATA 

Page 53 of 136 

April 2010 

Official 
use only 



Section 3.9 
Annex Point IIA 3.9 

Date 

Evaluation of applicant's 
justification 

Conclusion 

DDACarbonate 

Partition coefficient n-octanol/water induding effect of pH (5 to 9) 
and temperature 

-
Evaluation by Competent Autho1·ities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Page 54 of 136 

April 2010 



DDACarbonate April 2010 

Section 3.9 Partition coefficient n-octanol/water induding effect of pH (5 to 9) 
Annex Point IIA 3.9 and temperature 

Remarks 

COMMENTS FROM OTHER MEMBER STATE (specify) 

Date 

Evaluation of applicant's 
justification 

Conclusion 

Remarks 

Page 55 of 136 



Section 3.10(1) 
Annex Point IIA 3.10 

Detailed justification: 

Date 

Evaluation of applicant's 
justification 

Conclusion 

DDACarbonate 

Thermal stability, identity of r elevant b1·eakdown products 

JUSTIFICATION FOR NON-SUBMISSION OF DATA 

-

Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBE R STATE 

Page 56 of 136 

April 2010 

Official 
use only 
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Page 57 of 136 

Section 3.10(1) 
Annex Point IIA 3.10 

Thermal stability, identity of relevant breakdown products  

Remarks  

 COMMENTS FROM OTHER MEMBER STATE (specify) 

Date  

Evaluation of applicant's 
justification 

 

Conclusion  

Remarks  
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Section 3.10 (1) Thermal stability, identity of r elevant b1·eakdown products 
Annex Point IIA 3.10 

1. REFERENCE Official 
use only 

1.1 Reference (2001) Detennination of the Thennal Stability and Stability 
in Alr of in accordance with OECD-
Guideline 113. Repo1t No. B 012/2001; for Clariant GmbH, 
Industriepark Hoechst, Frankfurt, Deutschland (sponsor); from 
AllessaChemie GmbH - Werk Cassella-Offenbach, Analytik, Frankfurt, 
Deutschland testing facility (unpublished). 

Ref No. LR 3449 

1.2 Data protection • 
1.2.1 Data owner 

1.2 .2 Criteria for data 
protection 

2. GUIDELINES AND QUALITY ASSURANCE 

2.1 Guideline study Yes 

OECD Guideline No. 113 

Year: 2001 

2.2 GLP Yes 
(only whe1·e required) 

2.3 Deviations No 

3. MATERIALS AND METHODS 

3.1 Test material 

3.1.1 Lot/Batch number 

3. 1.2 Specification 

3.1.3 Description 

3.1.4 Purity 

3 .1.5 Stability 

3.2 M ethod 

4. RESULTS 

4.1 Results 

5. APPLICANT'S SUMMARY AND CONCLUSION 
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Section 3.10 (1) Thermal stability, identity of r elevant b1·eakdown products 
Annex Point IIA 3.10 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion The substance is found to be thermally stable. 

5.3.1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Materials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

COMMENTS FROM OTHER MEMBER STATE 

Date 

Materials and Methods ====== 
Results and discussion 

Conclusion 

Reliability 

Acceptability 
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Section 3.11 (1) 
Annex Point IIA 3.11 

1.1 Refer ence 

1.2 Data protec.tion 

1.2. l Data. owner 

1 . 2. 2 Criteria. for data 
protection 

2.1 

2.2 

2.3 

Guideline Study 

GLP 
(only where 
1·equired) 

Deviations 

3.1 Test M aterial 

3. I. I Lot/Batch number 

3 .1.2 Specification 

3. I. 3 Description 

3.1.4 Purity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discussion 

5.1 Matelials and 

DDACarbonate April 2010 

Flammability including auto-flammability and identity of combustion 
products 

1. REFERENCE 

2004, 
DETERMINATION OF 

HAZARDOUS PHYSICO-CHEMICAL PROPERTIES. Safephann 
Laboratories Limited, SPL Project Number: 102/460, unpublished 

Reference No.: LR 3899 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

Annex V of Directive 67/548/EC 

2004 

Yes 

No 

3. MATERIALS AND METHODS 

4. RESULTS 

5. APPLICANT'S SUMMARY AND CO NCL USION 

Page 60 of 136 

Official 
use only 
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Section 3.11 (1) Flammability including auto-flammability and identity of combustion 
Annex Point IIA 3.11 products 

methods 

5.2 Results and 
discussion 

5.3 Conclusion The test material was determined to be not highly flammable 

5.3. 1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Materials and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

COMMENTS FROM 

Date 

Matei-ials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 
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Section 3.11 (2) 
Annex Point IIA 3.11 

1.1 Reference 

1.2 Data protec.tion 

1.2. l Data. owner 

1 . 2. 2 Criteria. for data 
protection 

2.1 Guideline Study 

2.2 GLP 
(only where 1·equired) 

2.3 Deviations 

3.1 Test Material 

3. I. I Lot/Batch number 

3 .1.2 Specification 

3. I. 3 Description 

3.1 .4 Prn·ity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discu ssion 

DDACarbonate 

Relative self-ignition temperature fo1· solids 

1. REFERENCE 

2004, 
DETERMINATION OF 

HAZARDOUS PHYSICO-CHEMICAL PROPERTIES. Safepharm 
Laboratories Limited, SPL Project Number: I 02/460, unpublished 

Reference No.: LR 3899 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

Annex V of Directive 67/548/EEC 

2004 

Yes 

No 

3. MATERIALS AND METHODS 

4. RESULTS 
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Official 
use only 
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Section 3.11 (2) Relative self-ignition temperature fo1· solids 
Annex Point IIA 3.11 

5. APPLICANT'S SUMMARY AND CO NCLUSION 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion The test material has been detennined not to have a relative self-ignition 
temperature below its melting point. 

5.3.l Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Mate1·ials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remar ks 

COMMENTS FROM 

Date 

Mate1·ials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 
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Section 3.11 (3) 
Annex Point IIA 3.11 

1.1 Reference 

1.2 Data protec.tion 

1.2. l Data. owner 

1 . 2. 2 Criteria. for data 
protection 

2.1 Guideline Study 

2.2 GLP 
(only where 1·equired) 

2.3 Deviations 

3.1 Test Material 

3.1.1 Lot/Batch number 

3 .1.2 Specification 

3 .1. 3 Description 

3.1.4 Prn·ity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discussion 

DDACarbonate 

Auto-ignition temperature for liquids and gases 

1. REFERENCE 

200 
DETERMINATION OF 

HAZARDOUS PHYSICO-CHEMICAL PROPERTIES. Safephann 
Laboratories Limited, SPL Project Number: 102/460, unpublished 

Reference No.: LR 3899 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

Annex V of Directive 67/548/EEC 

2004 

Yes 

No 

3. MATERIALS AND METHODS 

4. RESULTS 
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Official 
use only 
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Section 3.11 (3) Auto-ignition temperature for liquids and gases 
Annex Point IIA 3.11 

5. APPLICANT'S SUMMARY AND CONCLUSION 

5.1 Materials and 
methods 

5.2 Results and 
discussion -5.3 Conclusion The test material has been determined to have an auto-ignition 

temperature of 346 ± 5°C. 

5.3.1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Autho1·ities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Materials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

COMMENTS FROM 

Date 

Mate1·ials and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 
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Section 3.11(4) 
Annex Point IIA.3.1 

Detailed justification: 

Undertaking of intended 
data submission [ ] 

Date 

Evaluation of applicant's 
justification 

Conc.lusion 

Remarks 

Date 

Evaluation of applicant's 
justification 

Conclusion 

DDACarbonate 

Autoflammability 

JUSTIFICATION FOR NON-SUBMISSION OF DATA 

-
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

COMMENTS FROM OTHER MEMBER STATE (specify) 

Page 66 of 136 
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Official 
use only 
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Section 3.11(4) 
Annex Point IIA.3.1 

Autoflammability  

Remarks  

 

 

 



Section 3.12 (1) 
Annex Point IIA 3.12 

1.1 Refer ence 

1.2 Data protection 

1.2. l Data owner 

1.2.2 Criteria for data 
protection 

2.1 

2.2 

2.3 

Guideline Study 

GLP 
(only where 
required) 

Deviations 

3.1 Test Material 

3 .1.1 Lot/Batch number 

3 .1.2 Specification 

3 .1. 3 Description 

3.1.4 PW"ity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discussion 

DDACarbonate 

Flash-point 

1. REFERENCE 

2004, 
DETERMINATION OF 

HAZARDOUS PHYSICO-CHEMICAL PROPERTIES. Safephann 
Laboratories Limited, SPL Project Number: 102/460, unpublished 

Reference No.: LR 3899 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

Annex V of Directive 67/548/EEC 

2004 

Yes 

No 

3. MATERIALS AND METHODS 

4. RESULTS 

5. APPLICANT'S SUMMARY AND CO NCL USION 

Page 68 of 136 

April 2010 

Official 
use only 
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Section 3.12 (1) Flash-point 
Annex Point IIA 3.12 

5.1 M aterials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion The test material has been determined not to have a flash point below its 
boiling temperature. 

5.3.1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Author·ities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

M aterials and M ethods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

COMMENTS FROM 

Date 

M aterials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 
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Section 3.13 (1) 
Annex Point IIA 3.13 

1.1 Reference 

1.2 Data protec.tion 

1.2. l Data. owner 

1.2.2 Criteria. for data 
protection 

2.1 

2.2. 

2.3 

Guideline study 

GLP 
(only where 
1·equired) 

Deviations 

3.1 Test matei-ial 

3 .1.1 Lot/Batch number 

3 .1.2 Specification 

3 .1. 3 Description 

3.1.4 Purity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discussion 

DDACarbonate 

Surface tension 

1. REFERENCE 

April 2010 

Official 
use only 

---(2004) __________ _ 

- DETERMINATION OF GENERAL PHYSICO-CHEMICAL 
PROPERTIES. Safepharm Laboratories Ltd, SPL Project Number; 
102/459. (unpublished). 

Reference No.: LR 3909 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

Annex V of Directive 67/548/EEC 

2004 

Yes 

No 

3. MATERIALS AND METH ODS 

-4. RESULTS 

5. APPLICANT'S SUMMARY AND CONCLUSION 
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Section 3.13 (1) Surface tension 
Annex Point IIA 3.13 

5.1 Materials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion The surface tension of a 1.06 g/L aqueous solution has been detennined 
to be 31.1 mN/m at 21 .4 ± 0.5°C. 

5.3.1 Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTE UR MEMBE R STATE 

Date 

Mate1·ials and Methods 

Results and disc.ussion 

Conclusion 

Reliability 

Acceptability 

Remar ks 

COMMENTS FROM 

Date 

MatMials and Methods 

Results and discussion • 
Conclusion 

Reliability 

Page 71 of 136 



 DDACarbonate April 2010 

 

Page 72 of 136 

Section 3.13 (1) 
Annex Point IIA 3.13 

Surface tension  

Acceptability  



Section 3.14 (1) 
Annex Point IIA 3.14 

1.1 Refer ence 

1.2 Data protection 

1.2. l Data owner 

1.2.2 Criteria for data 
protection 

2.1 

2.2 

2.3 

Guideline study 

GLP 
(only where 
required) 

Deviations 

3.1 Test material 

3 .1.1 Lot/Batch number 

3 .1.2 Specification 

3 .1. 3 Description 

3.1.4 Purity 

3 .1.5 Stability 

3.2 Method 

4.1 Results 

4.2 Discussion 

DDACarbonate 

Viscosity 

1. REFERENCE 

April 2010 

Official 
use only 

---(2004) __________ _ 

- DETERMINATION OF GENERAL PHYSICO-CHEMICAL 
PROPERTIES, Safepharm Laboratories Limited, SPL Project Number: 
102/483 (unpublished). 

Reference No: LR 3950 

• 

2. GUIDELINES AND QUALITY ASSURANCE 

Yes 

OECD Guideline No. 114 

2004 

Yes 

No 

3. MATERIALS AND METHODS 

4. RESULTS 
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Section 3.14 (1) Viscosity 
Annex Point IIA 3.14 

5. APPLICANT'S SUMMARY AND CO NCLUSION 

5.1 M aterials and 
methods 

5.2 Results and 
discussion 

5.3 Conclusion At 20 and 40°C, the viscosity is > 9.69 x 106 and > 1.28 x 107 mPa.s, 
respectively. 

5.3.l Reliability 

5.3.2 Deficiencies • 
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Materials and Methods 

Results and discussion 

Conclusion 

Reliability 

Acceptability 

Remarks 

COMMENTS FROM 

Date 

M ate1ials and Methods 

Results and discussion 
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Section 3.14 (1) Viscosity 
Annex Point IIA 3.14 

Conclusion 

Reliability 

Acceptability -
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Section 3.15 (1) 
Annex Point IIA 3.15 

Detailed justification: 

DDACarbonate 

Explosive properties 

JUSTIFICATION FOR NON-SUBMISSION OF DATA 

-
Page 76 of 136 

April 2010 

Official 
use only 
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Section 3.15 (1) Explosive properties 
Annex Point IIA 3.15 

Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Evaluation of applicant's 
justification 

Conclusion 

Remad es 

COMMENTS FROM OTHER MEMBER STATE (specify) 

Date 

Evaluation of applicant 's 
justification 

Conclusion 

Remarks 

Page 77 of 136 



Section 3.16 (1) 
Annex Point IIA 3.16 

Detailed justification: 

Date 

Evaluation of applicant's 
justification 

Conclusion 

Remarks 

Date 

Evaluation of applicant's 
justific.ation 

DDACarbonate 

Oxidising properties 

JUSTIFICATION FOR NON-SUBMISSION OF DATA 

-
Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 

COMMENTS FROM OTHER MEMBER STATE (specify) 
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Official 
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Section 3.16 (1) 
Annex Point IIA 3.16 

Oxidising properties  

Conclusion  

Remarks  
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Section 3.17 Reactivity towards c.ontaine1· material Official 

Annex Point IIA. 3.17 use only 

1. Wo, Catherine (2005). 
Bardac 22C50 - Storage 
stability and corrosion 
characteristics. Prodct 
Safety Laborato1ies (Lonza 
Report No. 4375) -

-
2. He1·dman, D.J . (2005). 
Evaluation of the c.on-osion 
characteristics of 
Carboquat 250T using a 
laboratory immersion 
co1Tosion test (Osmose 
Research Division) 

-
3. Other results from 
practical experience 
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Evaluation by Competent Authorities I 
EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 

Evaluation of applicant's 
justification 

Condusion 

COMMENTS FROM OTHER MEMBER STATE (specifj) 

Date 

Evaluation of applicant's 
justification 

Condusion 

Remarks 
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SECTION 5 
 

EFFECTIVENESS AGAINST 
TARGET ORGANISMS AND 

INTENDED USES 



DOA Carbonate Fe.bruary 2009 

Section 5 Effectiveness against. target organisms and intended uses 

Section 5 Official 

Annex Point IIA. 5 use only 

5.1 Function 

5.2 Organism(s) to be 
c.ontrolled and 
products, organisms 01· 

objects to be protected 

5.2.l Organism(s) to be 
controlled -

5.2.2 Products, objects 
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Section 5 Official 

Annex Point IIA. 5 use only 

5.3 Effects on ta1·get 
organisms and likely 
concentration at whic.h 
the active substance 
will be used 

Section 5 5.3.1(1) Effects on target organisms 
Annex Point IIA. 5 

Laboratory study: EN 1275 - Determination of fungistasis by M IC-
test (minimal inhibitory concentration) 

Official 

REFERENCE use only 

Reference (2006). : Test according to EN 1275 
(05/97) Chemical disinfectants and antiseptics. Fungicidal effect. Test 
method and requirements (Phase 1) Detennination of fungistasis by MIC-
test (1ninimal inhibitory concentration) . Report No. 32/05/8741/01. MPA 
Eberswalde. 
Lonza Report No. 4056 

Data protection • 
1.1. l Data owner 

1.1.2 Criteria for data 
protection 

Guideline study Yes 

EN 1275 (05/97): Chemical disinfectants and antiseptics. Fungicidal 
effect. Test method and requirements (Phase 1) Detennination of 
fi.mgistasis by MIC-test (1ninimal inhibitory concentration). 

Deviations No 

2. METHOD 

Test Substance (Biocidal 
Product) 

2.1.1 Lot/Batch number 

2.1.2 Trade name/ 
proposed trade name 

2.1.3 Composition of 
Product tested 

2.1.4 Physical state and 
nature 

2.1.5 Monitoring of active • substance 
concentration 

2.1.6 Method of analysis 

Refe1·ence substa nce • 
2.1.7 Method of analysis 

for reference 
substance 
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DOA Carbonate 

Section 5 
Annex Point IIA. 5 

Testing procedure 

2.1.8 Test population I 
inoculwn I 
test organism 

2.1.9 Test system 

2.1.10 Application ofTS 

2.1.11 Test conditions 

2.1.12 Duration of the test I 
ExposW'e time 

2.1.13 Number of replicates 
perlo1med 

2 .1. 14 Controls 

Examination 

2.1.15 Effect investigated 

2.1.16 Method for 
recording I scoring 
of the effect 

2 .1.17 Intervals of 
examination 

2.1.18 Satistics 

2.1.19 Post monitoring of 
the test organism 

Document IIIB 

3. RESULTS 

Page 108 of1 36 

February 2009 

Official 
use only 



DOA Carbonate 

Section 5 
Annex Point IIA. 5 

Efficacy 

3.1.1 Dose/Efficacy curve 

3 .1. 2 Begin and duration 
of effects 

3.1.3 Observed effects in 
the post monitoring 
phase 

Effects against organisms 01· 

objects to be 
protected 

Other effects 

Efficacy of the referenc.e 
substanc.e 

Tabular and/or grnphical 
presentation of the 
summarised results 

Efficacy limiting factors 

3.1.4 OcctuTences of 
resistances 

3.1.5 Other limiting 
factors 

Reasons for laboratory 
testing 

Intended actual scale of 
biocide application 

Relevance c.ompared to field 
conditions 

4.1.1 Application method 

4.1.2 Test organism 

4.1.3 Observed effect 

February 2009 

-
4. RELEVANCE OF THE RESULTS COMPARED TO 

FIELD CONDITIONS 

• 

Official 
use only 

Relevance for read-across • 

5. APPLICANT'S SUMMARY AND CONCLUSION 

Materials and methods 
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DOA Carbonate February 2009 

Section 5 Official 

Annex Point IIA. 5 use only 

Reliability 

Assessment of efficacy, dafa 
analysis and 
interpretation -

-
Conclusion Minimum Inhibito1y concentrations (MIC) for aqueous dilutions of 

DDACarbonate against four wood fimgi were detemined according to EN 
1275 (05/97). The data show that Carboquat 250T is effective against four 
fongi which can grow on wood : A.niger, C. globosum, M ven11caria and 
T viride at active substance concentrations between 1000 and 500 mg/1. 

P roposed efficacy 
spec.ification 

Evaluation by Competent Authorities 

EVALUATION BY RAPPORTEUR MEMBER STATE 
Date 

Comments 

Summa1-y and conclusion 

COMMENTS FROM ... (specify) 

Date 

Comments 

Summa1-y and conclusion 
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Table AS.3.1(1)-1: ••••••••••••••••••••••••••• 

I 

I 
I 

I 

I 
I 

I 

I 

Table AS.3.1(1)-2: ==============-············· 
I 

I 

I 

I 

I 

Document IIIB Page I ll of l 36 



DOA Carbonate 

Section 5 
Annex Point HA. 5 

1.1 Reference 

1.2 Data protection 

1.2. l Data owner 

1.2.2 Criteria for data 
protection 

February 2009 

5.3.1(2) Effects on target organisms 

Laboratory study: EN 1275 - Determination of fungistasis by MIC
test (minimal inhibitory concentration) 

1 REFERENCE 
••••• (2006). : Test according to EN 1275 
(05/97) Chemical disinfectants and antiseptics. Ftmgicidal effect. Test 
method and requirements (Phase 1) Determination of fi.mgistasis by 
MIC-test (minimal inhibitory concentrntion) . Repo1t No. 32/05/8741/07. 
MP A Eberswalde. 
Lonza Repo1t No. 4052 

• 

Official 
use only 

1.3 Guideline study Yes 

1.4 Deviations 

2.1 Test Substance 
(Biocidal Product) 

2 .1. I Lot/Batch munber 

2.1.2 Trade name/ proposed 
trade name 

2.1.3 Composition of 
Product tested 

2.1.4 Physical state and 
nature 

2 .1. 5 Monitoring of active 
substance concentration 

2.1.6 Method of analysis 

2.2 Referenc.e substanc.e 

2.2.1 Method of analysis for 
reference substance 
2.3 Testing procedure 

Document IIIB 

EN 1275 (05/97): Chemical disinfectants and antiseptics. Fungicidal 
effect. Test method and requirements (Phase 1) Detennination of 
fungistasis by MIC-test (minimal inhibitory concentration). 

No 

2 METHOD 

• 
• 
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DOA Carbonate 

Section 5 
Annex Point HA. 5 

2.3.1 Test population I 
inoculmn / 
test organism 

2.3.2 Test system 

2.3.3 Application of TS 

2.3.4 Test conditions 

2.3.5 Duration of the test/ 
ExposlU'e time 

2.3.6 Number ofreplicates 
perfonned 

2.3.7 Controls 

2.4 Examination 

2.4. l Effect investigated 

2.4.2 Method for recording I 
scoring of the effect 

2.4.3 Intervals of 
examination 

2.4.4 Statistics 

2.4.5 Post monitoring of the 
test organism 

Document IIIB 

February 2009 

5.3.1(2) Effects on target organisms 

Laboratory study: EN 1275 - Determination of fungistasis by MIC
test (minimal inhibitory concentration) 

3 RESULTS 
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DOA Carbonate 

Section 5 
Annex Point HA. 5 

3.1 Efficacy 

3 .1.1 Dose/Efficacy cw-ve 

3.1.2 Begin and dw-ation of 
effects 

3.1.3 Observed effects in the 
post monitoring phase 
3.2 Effects against 
organisms or objec.ts to be 
protected 
3.3 Other effects 

3.4 Efficacy of the 
reference substance 
3.5 Tabular and/or 
graphlcal presentation of 
the summarised results 
3.6 Efficacy limiting 
factors 

3.6.1 Occtl11'ences of 
resistances 

February 2009 

5.3.1(2) Effects on target organisms 

Laboratory study: EN 1275 - Determination of fungistasis by MIC
test (minimal inhibitory concentration) 

3.6.2 Other limiting factors -

4.1 Reasons fo1· 
laboratory testing 

4.2 Intended actual scale 
of biodde application 
4.3 Relevance compared 
to field conditions 

4.3.1 Application method 

4.3.2 Test organism 

4.3.3 Observed effect 

4.4 Relevance fo1· read
across 

5.1 Mate1·ials and 
methods 

5.2 Reliability 

Document IIIB 

4 RELEVANCE OF THE RESULTS COMPARED TO 
FIELD CONDITIONS 

• • 
5 APPLICANT'S SUMMARY AND CONCLUSION 
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DOA Carbonate 

Section 5 
Annex Point HA. 5 

5.3 Assessment of 
efficacy, data analysis and 
interpretation 

5.4 Conclusion 

5.5 Prnposed efficacy 
specification 

Date 

Comments 

Summat1' and conclusion 

Date 

Comments 

Summat1' and conclusion 

Document IIIB 

February 2009 

5.3.1(2) Effects on target organisms 

Laboratory study: EN 1275 - Determination of fungistasis by MIC
test (minimal inhibitory concentration) 

Minimum Inhibitory concentrations (MIC) for aqueous dilutions of 
DDACarbonate against three wood fungi were detemined according to 
EN 1275 (05/97). 
The data show that DDACarbonate is effective against three ftmgi 
which can grow on wood : Coni.ophora puteana, Port.a placenta, 
Gloeophyllum trabeum at 500 mg Carboquat 250T/l (which is 
equivalent to Ian active substance concentration of 250 mg/l. 

Evaluation by Competent Authorities 

Use separate "evaluation boxes" to provide transparency as to the 
comments and views submitted 

EVALUATION BY RAPPORTEUR MEMBER STATE 

COMMENTS FROM ... (specify) 
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Table A.5.3.1(2)-1: 

I 

I 

I 

I 

Table A.5.3.1(2)-2: 

I 

I 
I 

I 

I 
I 
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DDACarbonate Febl'Ual'y 2009 

Section 5 
Annex Point IIA. 5 

1.1 Refel'ence 

5.3.1(3) Effects on tal'get ol'ganisms 

Labol'atol'y study: EN 113 and EN 84 - Detel'mination of the 
pl'otective effectiveness against wood destl'oying basidiomycetes 

1 REFERENCE 
••••••••• (2006) .••••• Determination 
of the protective effectiveness against wood destroying basidiomycetes 
according to EN 113 (11/96) after leaching procedure according to EN 
84 (05/97). Repo1t No. 32/05/874 1/05. MPA Eberswalde. 
Lonza Repo1t No. 4053. 

1.2 Data pl'otection • 

1.2. l Data owner 

1.2.2 Criteria for data 
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