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1

1.1

APPLICANT
Section Al
Applicant Name: Iodine Registration Group (IRG)
Address: c/o Evans Vanodine International PLC

Brierley Road
Walton Summit
Preston

PR5 8AH
United Kingdom

Details of contact person: see Confidential Annex

Evans Vanodine International PLC is the notifier of lodine according to
Art. 4 (1) of regulation (CE) 1869/2000.

Doc. No. 987-004; Section A.1/01

The lodine Registration Group (IRG) was founded in Manchester on the
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2" February 2006 by the following companies:
e Evans Vanodine International PLC, UK
e Ecolab GmbH & Co. OHG, Germany
e AARDBalm Limited, UK

The IRG currently consists of twelve members.

These companies including contact addresses are as follows:

1.
Name: Safeearth Limited (previously AARDBalm Limited)

Address:

Baltic House

4/5 Baltic Street East
London EC1 0UJ

United Kingdom

Details of contact person: see Confidential Annex

2.
Name: Kilco (International) Ltd.
Address: Broomhouses 2 Industrial Estate
Old Glasgow Road
Lockerbie
DG11 28D
Scotland

Details of contact person: see Confidential Annex

3.

Name: CID LINES NV

Address: Waterpootrtstraat 2
8900 Teper
Belgium

Details of contact person: see Confidential Annex

4,
Name: DeLaval International AB
Address: Gustaf De Lavals vig 11

147 41 Tumba
Sweden

Mail address for correspondence:
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Name: DeLaval NV

Address: Industriepark-Drongen 10
B-9031 Gent
Belgium

Details of contact person: see Confidential Annex

5.
Name: Ecolab Deutschland GmbH
Address: Ecolab-Allee 1

D-40789 Monheim
Germany

Details of contact person: see Confidential Annex

6.

Name: Evans Vanodine International PL.C
Address: Brierley Road
Walton Summit
Preston
PR5 8AH

United Kingdom

Details of contact person: see Confidential Annex

7.
Name: HYPRED SA
Address: 57 Boulevard Jules Verger

BP 10180
35 803 DINARD CEDEX
France

Details of contact person: see Confidential Annex

8.
Name: Diversey Operations Europe B.V.
Address: Maarssenbroeksedijk 2

3542 DN Utrecht

Netherlands

Details of contact person: see Confidential Annex

9.
Name: Alcoholes Montplet
Address: Via Trajana, 53-55

08020 Barcelona
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Details of contact person: see Confidential Annex
10.
Name; GEA Farm Technologies
Address: GEA Farm Tecnologies (UK) Ltd.

Wylye Works, Watery Lane
UK-BA12 9HT Warminster, Wilts
United Kingdom

Details of contact person: see Confidential Annex

11.
Name: ICL Holding Germany beschriankt haftende OHG
Address: ICL Holding Germany beschrénkt haftende OHG

Giulinistr. 2
D-67065 Ludwigshafen

Germany
Details of contact person: see Confidential Annex
12.
Name: Ferdinand Eimermacher GmbH Co KG
Address: Ferdinand Eimermacher GmbH Co KG
Westring 24
D-48356 Nordwalde
Germany

Details of contact person: see Confidential Annex

1.2 Manufacturer of Any Jodine used for the production of biocidal products of the IRG is
Active Substance exclusively manufactured outside the EU.

In the Confidential Annex some producers of lodine are listed (the list is
not exhaustive).

1.3 Manufacturer of See the Confidential Annex
Product(s)

1.4  Manufacturer of Any PVP-iodine used for the production of biocidal products of the IRG
the pre-mix 'PVP-  is exclusively manufactured outside the EU. See further information in
Iodine’ the confidential Annex
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2 IDENTITY OF ACTIVE SUBSTANCE
Section A2

2.1  Common name Iodine X1
(11A2.1)

2.2  Chemical name Todine X1
(11A2.2)

2.3 Manufacturer’s Any lodine used for the production of biocidal products of the lodine
development code Registration Group (IRG) is exclusively manufactured outside the
number(s) EU, see section 1.

(11A2.3) Manufacturer’s development code number(s) are not indicated.

2.4 CASNoand EC
numbers (11A2.4)

2.4.1 CAS-No 7553-56-2 X1
Isomer No isomers

2.4.2 EC-No 231-442-4
Isomer No isomers

2.4.3 Other No other identification numbers are available.

2.5 Molecular and
structural formula,
molecular mass
(11A2.5)

2.5.1 Molecular formula I x1

2.5.2 Structural formula I-1 X1

2.5.3 Molecular mass 253.81 g/mol X1

2.6  Method of Any Todine used for the production of biocidal products of the lodine

manufacture of the
active substance
(ITA2.1)

Registration Group (IRG) is exclusively manufactured outside the
EU.

Ly
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2.7

Specification of the
purity of the active
substance, as
appropriate
(11A2.7)

g/kg g/l % wiw % viv
99.5% - 100.5%
Specification of lodine is according to Ph. Eur, BP, and USP.

Doc. No. 492-010; Section A2.7/01 X2
Doc. No. 131-001; Section A2.7/02
Doc. No. 131-002; Section A2.7/03
Doc. No. 131-003; Section A2.7/04

2.8  Identity of See separate standard format. X3
impurities and
additives, as
appropriate (IIA2.8)
2.8.1 Isomeric No isomers.
composition
2.9  The origin of the e  Ores contain Sodium iodate (NalOs), Sodium periodate
natural active (NalOy), Lautarite (Ca(I03),), and / or other lodine
substance or the compounds.
pre.cursor(s) of the e Seaweed (Fucus and Laminaria species)
active substance
(I1A2.9)
Evaluation by Competent Authorities
Evaluation by Rapporteur Member State
Date

Materials and methods
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Conclusion

Reliability

Acceptability

Remarks

|
i
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Section A2 Identity of Active Substance - Exposure data PT 1
Subsection Official
use only
Section A2.10 Exposure data in conformity with Annex VIIA to Council
Annex Point TTA2.10 Directive 92/32/EEC (OJ No L, 05.06.1992,
p. 1) amending Council Directive 67/548/EEC
Subsection Official
use only

2.10.1 Human exposure
towards active
substance

2.10.1.1 Production

i) Description of
process

Active substance

Any lodine used for the production of biocidal products of the Iodine
Registration Group (IRG) is exclusively manufactured outside the
EU. No member of the IRG lodine Registration Group is a
manufacturer of lodine. Information on the production process of
Iodine is the property of the manufacturer and the applicant has no
access to such data. Thus, a description of the process is not
available. The same applies for the production of the pre-mix PVP-
iodine (Polyvinylpyrrolidone iodine), i.e. the pre-mix is exclusively
produced outside the EU and no description of the process is
available.

Formulation of the biocidal products

Please refer to the “Confidential Data File” for information on the
formulation process of

e teat dips containing lodine —

The formulation of PVP-iodine containing products (e.g. |

addressed in this dossier is comparable to that described for
except that instead of Iodine, PVP-iodine is used for

the manufacture of a premix which is incorporated into the finished

product. The direct incorporation of the pre-mix PVP-iodine is also

common practice for the manufacture of biocidal products addressed

in this dossier.

If required, more details on the manufacture can be provided.

These formulation processes are representative for the formulation of
all products considered in this dossier.
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Section A2

Identity of Active Substance - Exposure data PT 1

ii) Workplace
description

iii) Inhalation
exposure

Active substance

Any lodine used for the production of biocidal products of the lodine
Registration Group (IRG) is exclusively manufactured outside the
EU. Workplaces in non-European countries are not under the scope
of European legislation and regulation.

No member of the IRG lodine Registration Group is a manufacturer
of lodine. Information on the workplace is the property of the
manufacturer of lodine and the applicant has no access to such data.
Thus, a description of the workplace is not available.

Formulation of the biocidal products

Please refer to the “Confidential Data File” for information on the
working place referring the formulation of

e teat dips containing lodine —

The workplace description is representative for the workplaces in the
production of all biocidal products considered in this dossier.

If required, more details on the manufacture can be provided.

Active substance

Any lodine used for the production of biocidal products of the lodine
Registration Group (IRG) is exclusively manufactured outside the
EU. Occupational exposures at workplaces in non-European
countries are not under the scope of European legislation and
regulation.

No member of the IRG lodine Registration Group is a manufacturer
of Todine. Information on occupational exposures at workplaces in
the production of lodine is the property of the manufacturer and the
applicant has no access to such data. Thus, no information on
occupational exposures is available.

Formulation of the biocidal products

An occupational exposure limit value (STEL; MAK; TWA;
CEILING; TLV MAK value) of 0.1 ppm (1 mg/m’) has been
established for lodine at the working place. The occupational
exposure at the workplaces is maintained below this limit during
production of biocidal products. As the formulation is carried out in
closed systems, the only potential exposure to lodine / PVP-iodine
via inhalation is when the raw material is filled into a vessel. For this
step the workers have to wear the proper PPE.



2.10.1.2 Intended use(s)

1. Professional
Users

i) Description of
application process
it) Workplace
description

ii1) Inhalation
exposure

iv) Dermal
exposure

2. Non-
professional Users

including the
general public

(i) via inhalational
contact

(ii) via skin contact

Registration Group (IRG) is exclusively manufactured outside the
EU. Workplaces in non-European countries are not under the scope
of European legislation and regulation.

No member of the IRG lodine Registration Group is a manufacturer
of Todine. Information on occupational exposures at workplaces in
the production of lodine is the property of the manufacturer and the
applicant has no access to such data. Thus, no information on
occupational exposures is available.

Formulation of the biocidal products

During the manufacture of the lodine products or precursors there is a
possibility of dermal exposure to the worker during the manual
addition of lodine to the vessel, when a sample is taken for quality
control purposes, and during the maintenance and cleaning of the
vessels.

When lodine / PVP-iodine is added, gloves and coverall / green acid
suit must be worn. Thus, the dermal contact to the chemical
substances lodine / PVP-iodine is assumed to be negligible
Measurements on dermal deposit of lodine / PVP-iodine due to these
procedures are not available.

Application onto hands, lathering for up to 5 min, rinse-off with
water

Health care (hospital, medical practice, nursing home)
3.09x10™° mg/kg/day
5.2x107" mg/kg/day

The biocidal use of | by non-professionals is qualitatively
identical to the professional use. However, the daily use rate is going
to be lower than 8 per day and also the contact time is less than 5
minutes. Hence, the exposure of professionals constitutes a worst-
case scenario that also covers amateurs. No designated calculations
for non-professionals have been conducted.

see "professional use"

see "professional use"
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iv) Dermal Active substance
exposure Any lodine used for the production of biocidal products of the Iodine
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Identity of Active Substance - Exposure data PT 1

(iii) via drinking
water

(iv) via food

(v) indirect via
environment

2.10.2 Environmental
exposure towards
active substance

2.10.2.1 Production

(i) Releases into
water

(ii) Releases into air

(iii) Waste disposal

2.10.2.2 Intended use(s)

Affected
compartment(s):

water

sediment

lIodine is an ubiquitarily existing chemical element. Thus, lodine is
naturally found in drinking water. A limit value for lodine in drinking
water is not established™. Secondary exposure to Iodine due to its
use in PT1 is not foreseeable.

" For further information please refer to Doc. 592-032, Section A6.14/13: lodine in
Drinking-water, a background document for development of WHO Guidelines for
Drinking-water Quality. A guideline value was not established because the available
data were considered as inappropriate and differences between effects on human health
of lodine and lodide are assumed. Moreover, a lifetime exposure to Iodine from water-
disinfection is unlikely.

Iodine is an ubiquitarily existing chemical element. lodine is
naturally found in food as it is incorporated in cattle and plants or
accumulated in fish. Hence, consuming milk and fish is a well-known
valuable Iodine source for humans. For secondary exposure, the
Iodine in food is due to the use of fertilisers, biocides and/or feed
additives. For details on the secondary exposure to lodine due to
biocidal products, please refer to Document IIIA Section A6.15/01-
02 (lodine in cow’s milk), Section A6.15/03-08 (Residues of lodine
in Cow’s milk following disinfection of teats containing lodine) and
Section A6.15/09-12 (Dietary intake of lodine, in particular via
milk).

There is no or a negligible exposure to lodine for humans via the
environment. For details on the secondary exposure to lodine due to
biocidal products, please refer to Document 1B, chapter 8.

Any lodine used in the biocidal products of the lodine Registration
Group (IRG) is exclusively manufactured outside the EU, The
formulation of the biocidal products consists mostly of mixing and
packaging procedures (please refer to confidential data: Doc. I11A,
Section 2.10.1.1). There is no information available on releases of the
active substance into water and air or on concentrations in wastes.
However, due to the fact that closed systems are used, any releases of
lodine into the environment during formulation may be expected to
be negligible.

See above

See above

See above

Please refer to Doc. 1IB, chapter 8, providing detailed descriptions of
the intended biocidal uses and the related human health and
environmental exposure.

An overview over the distribution of lodine between the different
environmental compartments is provided in Doc IIB, chapter 8.3.1.

See above

See above
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air See above
soil See above
Predicted Predicted concentrations in the different environmental
concentration in the  compartments are summarised in Doc IIB, chapter 3.2, table 3.2-26.
affected
compartment(s)
water See above
sediment See above
air See above
soil See above

Evaluation by Competent Authorities

EVALUATION BY RAPPORTEUR MEMBER STATE

Date Not relevant

Materials and methods

Conclusion
Reliability
Acceptability

Remarks

The applicant’s version is acceptable.

The applicant’s version is adopted.
1

The information is regarded to be acceptable.
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Section A2 Identity of Active Substance Exposure data PT 3

Subsection Official
use only

Section A2.10 Exposure data in conformity with Annex VIIA to Council

o Directive 92/32/EEC (OJ No L, 05.06.1992,

Annex Point I1A2.10 p. 1) amending Council Directive 67/548/EEC

Subsection Official
use only

2,10.1 Human exposure
towards active
substance

2.10.1.1 Production

i) Description of
process

Active substance

Any lodine used for the production of biocidal products of the lodine
Registration Group (IRG) is exclusively manufactured outside the
EU. No member of the IRG lodine Registration Group is a
manufacturer of lodine. Information on the production process of
lodine is the property of the manufacturer and the applicant has no
access to such data. Thus, a description of the process is not
available. The same applies for the production of the pre-mix PVP-
iodine (Polyvinylpyrrolidone iodine), i.e. the pre-mix is exclusively
produced outside the EU and no description of the process is
available.

Formulation of the biocidal products

Please refer to the “Confidential Data File” for information on the
formulation process of

e teat dips containing lodine —

The formulation of PVP-iodine containing products (e.g. _

addressed in this dossier is comparable to that described for
, except that instead of lodine, PVP-iodine is used for

the manufacture of a premix which is incorporated into the finished

product. The direct incorporation of the pre-mix PVP-iodine is also

common practice for the manufacture of biocidal products addressed

in this dossier.

If required, more details on the manufacture can be provided.

These formulation processes are representative for the formulation of
all products considered in this dossier.
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Section A2

Identity of Active Substance Exposure data PT 3

ii) Workplace
description

iii) Inhalation
exposure

Active substance

Any Todine used for the production of biocidal products of the lodine
Registration Group (IRG) is exclusively manufactured outside the
EU. Workplaces in non-European countries are not under the scope
of European legislation and regulation.

No member of the IRG ITodine Registration Group is a manufacturer
of lodine. Information on the workplace is the property of the
manufacturer of lodine and the applicant has no access to such data.
Thus, a description of the workplace is not available.

Formulation of the biocidal products

Please refer to the “Confidential Data File” for information on the
working place referring the formulation of

e teat dips containing lodine —

The workplace description is representative for the workplaces in the
production of all biocidal products considered in this dossier.

If required, more details on the manufacture can be provided.

Active substance

Any lodine used for the production of biocidal products of the lodine
Registration Group (IRG) is exclusively manufactured outside the
EU. Occupational exposures at workplaces in non-European
countries are not under the scope of European legislation and
regulation.

No member of the IRG lodine Registration Group is a manufacturer
of lodine. Information on occupational exposures at workplaces in
the production of Iodine is the property of the manufacturer and the
applicant has no access to such data. Thus, no information on
occupational exposures is available.

Formulation of the biocidal products

An occupational exposure limit value (STEL; MAK; TWA;
CEILING; TLV MAK value) of 0.1 ppm (Il mg/m®) has been
established for Iodine at the working place. The occupational
exposure at the workplaces is maintained below this limit during
production of biocidal products. As the formulation is carried out in
closed systems, the only potential exposure to lodine / PVP-jodine
via inhalation is when the raw material is filled into a vessel. For this
step the workers have to wear the proper PPE.
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iv) Dermal Active substance
exposure Any lodine used for the production of biocidal products of the lodine

Registration Group (IRG) is exclusively manufactured outside the
EU. Workplaces in non-European countries are not under the scope
of European legislation and regulation.

No member of the IRG lodine Registration Group is a manufacturer
of Todine. Information on occupational exposures at workplaces in
the production of Todine is the property of the manufacturer and the
applicant has no access to such data. Thus, no information on
occupational exposures is available.

Formulation of the biocidal products

During the manufacture of the lodine products or precursors there is a
possibility of dermal exposure to the worker during the manual
addition of lodine to the vessel, when a sample is taken for quality
control purposes, and during the maintenance and cleaning of the
vessels.

When Iodine / PVP-iodine is added, gloves and coverall / green acid
suit must be worn. Thus, the dermal contact to the chemical
substances lodine / PVP-iodine is assumed to be negligible
Measurements on dermal deposit of Todine / PVP-iodine due to these
procedures are not available.

2.10.1.2 Intended use(s) Please refer to Doc. IIB, chapter 8, of this dossier, providing detailed
descriptions of the intended biocidal uses and the related human
health and environmental exposure.

1. Professional

Users

i) Description of ditto
application process

ii) Workplace ditto
description

iii) Inhalation ditto
exposure

iv) Dermal ditto
exposure

2. Non-
professional Users
including the
general public

(i) via inhalational There will be no non-professional primary and secondary exposure

contact via inhalation due to the production and/or use of the biocidal
products. Neither the lodine precursor nor lodine containing biocidal
products will be made available to the public.

(i) via skin contact ~ There will be no non-professional primary and secondary exposure
via skin contact due to the production and/or use of the biocidal
products. Neither the lodine precursor nor lodine containing biocidal
products will be made available to the public.
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Identity of Active Substance Exposure data PT 3

(iii) via drinking
water

(iv) via food

(v) indirect via
environment

2.10.2 Environmental
exposure towards
active substance

2.10.2.1 Production

(i) Releases into
water

(ii) Releases into air

(iii) Waste disposal

2.10.2.2 Intended use(s)

Affected
compartment(s):

water

Jodine is an ubiquitarily existing chemical element. Thus, lodine is
naturally found in drinking water. A limit value for Iodine in drinking
water is not established’”. For details on the potential secondary
exposure to lodine due biocidal products, please refer to Document
1IB, chapter 8.

Y For further information please refer to Doc. 592-032, Section A6.14/13: lodine in
Drinking-water, a background document for development of WHO Guidelines for
Drinking-water Quality. A guideline value was not established because the available
data were considered as inappropriate and differences between effects on human health
of Jodine and Iodide are assumed. Morcover, a lifetime exposure to lodine from water-
disinfection is unlikely.

lodine is an ubiquitarily existing chemical element. lodine is
naturally found in food as it is incorporated in cattle and plants or
accumulated in fish. Hence, consuming milk and fish is a well-known
valuable lodine source for humans. For secondary exposure, the
lIodine in food is due to the use of fertilisers, biocides and/or feed
additives. For details on the secondary exposure to Iodine due to
biocidal products, please refer to Document IIIA Section A6.15/01-
02 (Iodine in cow’s milk), Section A6.15/03-08 (Residues of lodine
in Cow’s milk following disinfection of teats containing lodine) and
Section A6.15/09-12 (Dietary intake of lodine, in particular via
milk).

There is no or a negligible exposure to lodine for humans via the
environment. For details on the secondary exposure to lodine due to
biocidal products, please refer to Document 1B, chapter 8.

Any lodine used in the biocidal products of the lodine Registration
Group (IRG) is exclusively manufactured outside the EU. The
formulation of the biocidal products consists mostly of mixing and
packaging procedures (please refer to confidential data: Doc. 111A,
Section 2.10.1.1). There is no information available on releases of the
active substance into water and air or on concentrations in wastes.
However, due to the fact that closed systems are used, any releases of
lodine into the environment during formulation may be expected to
be negligible.

See above

See above

See above

Please refer to Doc. [IB, chapter 8, providing detailed descriptions of
the intended biocidal uses and the related human health and
environmental exposure.

An overview over the distribution of Iodine between the different
environmental compartments is provided in Doc I1B, chapter 8.3.1.

See above
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sediment See above

air See above

soil See above

Predicted Predicted concentrations in the different environmental

concentration in the compartments are summarised in Doc IIB, chapter 8.3, table 8.3-11.

affected

compartment(s)

water See above

sediment See above

air See above

soil See above

Evaluation by Competent Authorities

EVALUATION BY RAPPORTEUR MEMBER STATE

Date
Materials and

methods

Conclusion

Reliability

Acceptability
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Subsection Official
use only

Section A2.10 Exposure data in conformity with Annex VIIA to Council

o Directive 92/32/EEC (OJ No L, 05.06.1992,

Annex Point HA2.10 p. 1) amending Council Directive 67/548/EEC

Subsection Official
use only

2.10.1 Human exposure
towards active
substance

2.10.1.1 Production

i) Description of
process

ii) Workplace
description

ii1) Inhalation
exposure

Active substance

Any Iodine used for the production of biocidal products of the lodine
Registration Group (IRG) is exclusively manufactured outside the
EU. No member of the IRG lodine Registration Group is a
manufacturer of Iodine. Information on the production process of
lodine is the property of the manufacturer and the applicant has no
access to such data. Thus, a description of the process is not
available. The same applies for the production of the pre-mix PVP-
iodine (Polyvinylpyrrolidone iodine), i.e. the pre-mix is exclusively
produced outside the EU and no description of the process is
available.

Formulation of the biocidal product

Please refer to the “Confidential Data File” for information on the
formulation process of

If required, more details on the manufacture can be provided.

Active substance

Any Todine used for the production of biocidal products of the Todine
Registration Group (IRG) is exclusively manufactured outside the
EU. Workplaces in non-European countries are not under the scope
of European legislation and regulation.

No member of the IRG lodine Registration Group is a manufacturer
of lodine. Information on the workplace is the property of the
manufacturer of lodine and the applicant has no access to such data.
Thus, a description of the workplace is not available.

Formulation of the biocidal product

Please refer to the “Confidential Data File” for information on the
working place referring to the formulation of

If required, more details on the manufacture can be provided.

Active substance
Any lodine used for the production of biocidal products of the lodine
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iv) Dermal
exposure

2.10.1.2 Intended use(s)

1. Professional
Users

i) Description of
application process
ii) Workplace
description

Registration Group (IRG) is exclusively manufactured outside the
EU. Occupational exposures at workplaces in non-European
countries are not under the scope of Furopean legislation and
regulation.

No member of the IRG lodine Registration Group is a manufacturer
of lodine. Information on occupational exposures at workplaces in
the production of lodine is the property of the manufacturer and the
applicant has no access to such data. Thus, no information on
occupational exposures is available.

Formulation of the biocidal products

An occupational exposure limit value (STEL; MAK; TWA;
CEILING; TLV MAK value) of 0.1 ppm (I mg/m’) has been
established for lodine at the working place. The occupational
exposure at the workplaces is maintained below this limit during
production of biocidal products. As the formulation is carried out in
closed systems, the only potential exposure to Jodine / PVP-iodine
via inhalation is when the raw material is filled into a vessel. For this
step the workers have to wear the proper PPE.

Active substance

Any lodine used for the production of biocidal products of the Todine
Registration Group (IRG) is exclusively manufactured outside the
EU. Workplaces in non-European countries are not under the scope
of European legislation and regulation.

No member of the IRG lodine Registration Group is a manufacturer
of lodine. Information on occupational exposures at workplaces in
the production of lodine is the property of the manufacturer and the
applicant has no access to such data. Thus, no information on
occupational exposures is available.

Formulation of the biocidal products

During the manufacture of the lodine products or precursors there is a
possibility of dermal exposure to the worker during the manual
addition of lodine to the vessel, when a sample is taken for quality
control purposes, and during the maintenance and cleaning of the
vessels.

When Todine / PVP-iodine is added, gloves and coverall / green acid
suit must be worn. Thus, the dermal contact to the chemical
substances lodine / PVP-iodine is assumed to be negligible
Measurements on dermal deposit of Todine / PVP-iodine due to these
procedures are not available.

Please refer to Doc. 1B, chapter 8, of this dossier, providing detailed
descriptions of the intended biocidal uses and the related human
health and environmental exposure.

ditto

ditto
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Section A2

Identity of Active Substance — Exposure data PT 22

2.10.2

iii) Inhalation
exposure

iv) Dermal
exposure

2. Non-
professional Users
including the
general public

(i) via inhalational
contact

(ii) via skin contact

(iii) via drinking
water

(iv) via food

(v) indirect via
environment

Environmental
exposure towards
active substance

2.10.2.1 Production

ditto

ditto

There will be no non-professional primary and secondary exposure
via inhalation due to the production and/or use of the biocidal
products. Neither the Iodine precursor nor Iodine containing biocidal
products will be made available to the public.

There will be no non-professional primary and secondary exposure
via skin contact due to the production and/or use of the biocidal
products. Neither the lodine precursor nor lodine containing biocidal
products will be made available to the public.

lodine is an ubiquitarily existing chemical element. Thus, lodine is
naturally found in drinking water. A limit value for lodine in drinking
water is not established”. For details on the potential secondary
exposure to lodine due biocidal products, please refer to Document
11B, chapter 8.

Y For further information please refer to Doc. 592-032, Section A6.14/13: lodine in
Drinking-water, a background document for development of WHO Guidelines for
Drinking-water Quality. A guideline value was not established because the available
data were considered as inappropriate and differences between effects on human health
of Todine and fodide are assumed. Moreover, a lifetime exposure to lodine from water-
disinfection is unlikely.

lodine is an ubiquitarily existing chemical element. lodine is
naturally found in food as it is incorporated in cattle and plants or
accumulated in fish. Hence, consuming milk and fish is a well-known
valuable Todine source for humans. For secondary exposure, the
Iodine in food is due to the use of fertilisers, biocides and/or feed
additives. Secondary exposure through food from the use of lodine in
embalming fluids is considered negligible.

There is no or a negligible exposure to lodine for humans via the
environment. For details on the secondary exposure to lodine due to
biocidal products, please refer to Document IIB, chapter 8.

Any lodine used in the biocidal products of the lodine Registration
Group (IRG) is exclusively manufactured outside the EU. The
formulation of the biocidal products consists mostly of mixing and
packaging procedures (please refer to confidential data: Doc. IIIA,
Section 2.10.1.1). There is no information available on releases of the
active substance into water and air or on concentrations in wastes.
However, due to the fact that closed systems are used, any releases of
Iodine into the environment during formulation may be expected to



Todine Registration Group (IRG)
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Todine

May 2013

Section A2

Identity of Active Substance — Exposure data PT 22

(i) Releases into
water

(ii) Releases into air

(iil) Waste disposal

2.10.2.2 Intended use(s)

Affected

compartment(s):

water
sediment
air

soil

Predicted

concentration in the

affected

compartment(s)

water
sediment
air

soil

be negligible.

See above

See above

See above

Please refer to Doc. 1B, chapter 8, providing detailed descriptions of
the intended biocidal uses and the related human health and
environmental exposure.

An overview over the distribution of Iodine between the different
environmental compartments is provided in Doc IIB, chapter 8.4.

See above
See above
See above

See above

Predicted concentrations in the different environmental
compartments are summarised in Doc 1B, chapter 8.4, table 8.4-07.

See above
See above
See above
See above

Evaluation by Competent Authorities

Evaluation by Competent Authorities

Date
Materials and
methods
Conclusion
Reliability
Acceptability

Remarks
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o[qe[IeA. SUOSEal QUAISAY
sjuaUWRINSBAW 10 djsew pue Suiylo[o asn
s1qesydde joN sjqeoidde jo0N spqeoydde 10N ON 2Ano9101d ‘saaolD | [eUOISSAJOId A[SAISN[OXT | TZL/POOW uourdiddy
‘sjonpoud paystulj jo -

Surqjy SuLmp pepiodal CCLd 10§ JUBAQ[SI OS[E 3q
215 SIOqUINU JOMO] oY 03 p2Iopisuoo afe IoISsop
€1d oy uw papiaoxd

1S[IyMm s[assoa xtwaid o} d
J[3SH SUIPOI JO UOBIPPE mcoum,b:mocg asodxa
Suump  aunsodxe  10] dyL sdip el jo e
ore sonfeA IoySly oyl ‘payg10ads 03 ejruuts A12A st ping
’ "payyroads jou aJe JOU oI SIBY A S20YS Ajajes pue Mysew Suwpequd jo ampadoid
Ie | sIsqUUNN “o[qE[leA® ‘3[qe[IEAR QIR Jojexidsal s proe / sassa001d Furuea(o pue | UOHBMWIO) 31 BION
wdd 7:0 — poo-g | YUSIGWE JO SIUSWIAINSEIA] 91 SIUSWIOINSBAJA | SIUSWIAINSEBAJA | [[BIOA0D ‘$9[SS0S ‘soao[n) | Suixiwt ‘Suij|ly ‘Surysom UOHR[NULIO |
(V" oy} apisino paonpotd si sourisqng "sjqesrdde JoN uonoNpoid

UO}BIIUIIUOD SJUSWIAINSEIW | JUIWIINSLIW
sansodxy SJUdWAINSBIW Jo 3dA | Jo JoquinN Jo (s)1ea g Add uonetado oejdyi0 0L18udds aansodxy
aansodxs uonejeyuy / sansodxa de[dI0AA:TT LA -01°TV 219BL
€107 AN € Ld 0[-TV uohoeg Vil uewindoQg

€6-57 93ed

auipoj

190UBISqNS 9AIOR [BPIOOLY

(o¥1) dnoasy uoi3eI3sI3ay suIpoj




10/1° 1€V
“100-261
“ON 20( | | | wie | 18 D, SEH81 . | | 1 1d Suijiog
yurod 3uirog  T'I°€
PO/ LEY
“100-611
X "ON "20(] ] | | | wie [ 18 9o L'CI1 [ ] ] p 1d Sunjoy
€O/ ey
“900-261
"ON 20( i B Do SEN1 R | ] ¢ 1d Sunjeoy
0/ ey
00-261
ON "20d | | Do 91l . 20 ¢ 2d Bunlo
L/1'TEY
“100-261
"ON 20(J i | | Do SEN1 R | | W Sunpe
yutod SUBPIN 1'T°E
(1evip
Ausuap sanepaa ‘yurod
3uipioq qutod SUBPW 1€
£quo asn N/K) uoryedynsnp uonedyradg (qutog xeuuy)
Eoyo | UMY | AnpqEeRy | 41D /SHremy synsoy /Apang POURIA uondAsqNg

€V U0Idg
ADNVISINS FALLDV 40 SAILYAJOUd TVOINAHD ANV TVIOISAHd €

15 I9pun 10 saurpEpIns 03 SUIPI0IIE PAUIULIAIIP UII( JOU ALY A[PNI] Isowr A3y} Jey} 3o€) Y3 JO dAndadso.L
‘3[qRI[d 9 0] PIIIPISUOD JI¥ SUOIIII[0] BIBP PUE §}00G3X3) d[qendax ur punoy sanjea ‘910§319y ], “urewop spqund
a1y u1 s[qeqieAe si sopgadoad [eorwoyd [edrsAyd uo Bjep JO 10 B PUE JUSWA[S UMOUY [[9M B ST QUIPO] MIBWY

€Y uonwag “yJJ usumoo(g
€107 A2\
duIpoj
£6-97 93ed :90URISqNS SALIDR [RPIOOIY (9Y1) dnoisy uoi3e)sISay SuIpo]




10/7EV
£X 600-18S Do STI®
X ‘ON "20( - - (ed L0%) SHWW §O€°0 l I [ 2anssaxd Jnodep
(TeviD
sanssaad anodep  7'¢
€O/ 1°EY
‘900-261
"ON "20( | | | 6r=d | o B - Osuep pIIng
o/ rey
‘600-261
"ON 20 | | | | MO/3 cp6y =(d | B ¢ Cswp ping
10/1rey
“100-261
‘ON 207 | B 6% =,.'d R B | Csuep paping
AJISUDp dA1IR[AI
/Aysudp qing € 1°¢
vO/IIEY
“100-611
X "ON 00 | | B Qo 181 R | R v 1d Sutjrog
o/ ey
‘900-261
"ON 20 | | | | Do S'181 | [ ¢ 1d Suijiog
0/ 1EY
‘500-261
0N 20 i | Do VTSI R 20 ¢ 1d Suitod
Aquo asn N/A) uonedynSnp uonedYAdS (1utod xeuuy)
(BP0 uasRyy | Aupnqeipy | d11D /¥ deway snsay /Aang POURI uo1dAsqng
€V UO0I109G Y]] 1usunoody
€107 AeAl
aurpoj

€6-L7 93ed

190UB]SqNS QANOE [BpLoOLY

(Y1) dnoasy uorzea3siday surpoy




VAN A4
‘500261 oulys )
“ON "00( | | | J1f[eIBW “Yor[q-A21D) I B mojey T
o/ eV
€00-Z61
"oN "00d ] | B prjos 1 B opeys [ed1sAyd  1°€°€
(€evID
sueiedddy  ¢¢
[0/1°1°eV
‘100-261
"ON 20(]
[0/TEV
X 600-18¢
"ON "00(]
‘woy (Tev-11d)
BlEp U0 paseq o ST JuBISUO)
uone[no[e) | le Jow Wed cy'pe MeT s AW 1T°E
(urod Supioq) O, 581 I8
(ed € 101) SHWW 09,
Do 091
1e (edy £°€S) SHWW 00
Do St
1e (ed €'€1) SHWW 001
Do TL
. <
L/ TSV 1e (g €€°1) SHWW 0]
‘100-261 Do
€Y "'ON "00(1 - - Op e (ed €€1) SHww | I l 7 aanssaid anodep
£[u0 9sn (N/X) uonedyusnpe uonedyads (U104 Xouuy)
Eogo | OULIPRY | AqEIPY | 1D /SNavwRY synsoy /Anang POYIOA U019OSqNG

£V U01309§ ‘Y]] uaumoo(]
€107 AeN
JuIpoj
€6-87 95ed 190URISQNS QAIOR [BpIDOIY (oY1) dnoisy uo3BIISIZIY JUIPO]




“OAIORUL Y] SI spowt
[euoneIqIA AJuo

S]1 910J0I3Y) pue
J[ndajouUl dIUWoIRIp
Jesponuowoy st ¢

JUBAS[RI JON

. ‘wngoads AN
M%w *.ummm/” oyl Jo uoneLSH[l UB 10
9[qe} SIY) JO pue 2y} je
X ON "00(] i B | 2mS31,j 03 Jojo1 asea[d SIA/AN
(evID
vijdeds uondaosqy  p°¢
10/€°€eV
‘00165
"ON 00(
o/ rev
‘900-261 SuneiLL
"ON "00(] i | | ‘dreys ‘onsueriRy) B | AnOpg  £7¢°¢
&quo asn (N/X) uonedyyusnp uonedyadg (uiog xeuuy)
#YI0 VUMY | AIqeRY | JTID /SHrewdy $)NSY /Kyang POYIRIA uonod3asqng
€V UO1199S ‘Y]] 1UaWNd0(]
€107 AN
JuUIpoy

£6-67 95ed

190UBISQNS SAIIOE [BpIooly (oY1) dnoasy uorLsI3aY 2uIpo]




(D 8ap

-ONl 30
oN e 0T 38 "1/3 €°0) MO[ A[PUIAIIXI SI JIJBM
ur (7]) SuIpo] [BIudWd[d Jo AIfIqN[oS
10/9°€V JY L, "9SE( B 10U PIOE U¥ IIY}IoU
9v0-76S SI 31 SB ‘QUIPO] J0J JUBAJ]II JoU )
"ON 00 ST anQ A0 «MQ B JO uoneuIuLIdjop 3y JUBISUOD UOIIBDOSSI(]  9°¢C
10/T°EV
X 600-185
X "ON "00( | | | | DoST I T/B €€°0 B B ¢ Swnangos wem
Do 05 12 /3 8L°0
10/1°1°EV S e
‘ o STIR /8 0C
100-261 Do STIE0E0
"ON "20( ] | | | D0 02181/ 620 I B | Cuqupos orem
(sevID
1o1em ul ApIqnios  §°¢
peT
= Z/W e Pa30adxa s1
71 30 Yead ol renasiow
oY) 210J31Y L "%001
St [, JO ddUBpUNGR
[eINJBU QY "poIBWINS?
2q A[Ises UBd QUIPO]
Jo wnxoads sseut oy |, l SIN
'sj[nsal a[qen[eA ou
oAI1S prnom wnuoads
AAN-H, 10
-0, © 3O SurpIovar
a3 ‘ar0jaloy L
71 ul uaS0IpAY 10
uoqIed ou St 319y, JUBAS[RI JON | HIN
£quo asn (N/A) uonedysnpe uonedyAds (1ulog xeuuy)
LETTiTeY DUAIRPRY | Aupqerpy | 419 /SHIeway s)nsY /Kang POUIdIAL uov9sqng
£V U01109§ ‘Y]] JusWnooqg
€107 AN
JuIpo]

€6-0€ 93ed

190UR)ISqNS SALIOR [EPLOOIY

(oY) dnoasy uoreaISISIY dUIPO]




Do §C

Je QuaZUAq Ul /3 9491 (revip
Anpqnjos
Jo uo sanyeraduway
LI TeY L1 ¥e 3019 Ul 71/3 90T 10 199339 o)
;oo-m,.a Yo ST Surpnpour ‘SUdAJ0S
0N 20 i | e oveow w5 ocz | L B Ut v omans e
20/9°eV l
$00-T6L
Kquo asn /K uonedyISHL uonedyadg (Julog xeuuy)
1RO uaaaey | Aupqedy | JIO /SHAeway S)NsIY /&3ang PO uonoasqng
€V UO199S ‘Y]] Waumoo(
€107 AN
duipoj
€6-1€ 93eg 190UBISQNS 9A1OE [EPIDOLY (DY) dnoio uoierIsIsay SuIpojy




SU ".JUSA[OS OIULSI0 UR SAPN[dUI PaINIdBINUBW
SB 20UBISONS SAIIOR SY) JI PAILIS 94, Ishul AJIj1qels
oy ‘syuswaainbal lep uo DSN, 241 03 SUIp1020Y

udwaanbaux
BJED SIY} 19A0D 0) A1BSSIIAU 318 §3$3)
[BUOIIPPE OU JBY) PIPN[IUCD SI ) DI0J3.19 |,

‘sjonpoad

[eproolq sy} ur jussaid S[erIeew JIURSIO 9]
jsureSe aurpo[ Jo AUIqeIS S 1I3[J2I OS]e $1$9)
a1} ‘o10J010y] ‘polied WM} B ISAO PAIOIIUOUL
U99(q SeY UOIRIUSOU0D SUIPO] 9] SIS}

9SaY) UJ “£°¢ 098 ‘gl 00 U pasiIBwIuuns
aIe pue a[qe[reAr ale ¢ [ 4 ul sjonpoxd [eprooiq

9X 0M] 2Y] JO §3591 AJI[IGE]S 95RI0IS ‘ISAIMOL]
‘pouLIo}rad usaq
aaey syonpoud Tepioorq ur jussaid saoueisqns
STURSIO JUBAS[OI O UI QUIPO] JO A[IGRIS
oy uo $1593 ON "Juesald os[e aIe QUSA[OS B JO
UOLIoUN] 9} 10U 9ARY JBY) ‘S20URISQNS JIUBSIO (zeviD
19710 "%81 80 01 dn e jussaid oie SJULA[OS syonpoud
S1ueS1Q “I9yem St sponpotd [eproolq oys ul pasn UMOPY B3] JUBAISL
1uaAjos Jofew oy (7 09 ‘gIJ] "00( sAnoadsal Jo fnuspt pue
oY) 01 J9Ja1) JBISSOP SIY} Ul PaqLiosap s1onpoid *d-q ur pasn sjudAfos
[ep1o0Iq 2y} Jo suoneoyoads oY) 03 SuIp1020y dsruedio up ANqEIS '€
- DUo sz
'S1uQAL0S Jejod-uou JeouBeYU W S Ll
ur 3[qnjos poos pue Do ST
sjuoAjos onewore | oueidoy-u w 8Y/5 ¢/
pue oruesio rejod _
. u1 9]qn[os [[om AIoA o 005
[0/€°€°EY S1 oUIPO] T8N POTEIS 16 QUaN|O} UI SY/S 781
“Y00-16S sanfeA oy} woyy Do ST
‘ON 00(] - - PapNou0s oq ued 3] | 21eI0R [AI0 Ul 3Y/3 L] I I
Aquo asn N/R) uonedyYSN uoyedyIoads (3urog xouuy)
oo | POUAINRY | ANnqeIpy | dT9 /SyBwy sHnsaY /Aang POYRIA uonoasqNg
€V Uonoag ‘i uswmso(
€107 AeN
auipo}
£6-7¢€ 98ed 190UBISANS SAL}DE [BPIOOIY (9¥1) dnoisy uoyeIISISIY duipo]




X

"ON 20
O/ T EV
S00-T61
"ON "00(1
CO/I1°eY
800-761
LX ‘ON "00(J
(8'€VID
sponpoad uonsnquod
Jo Aiuapr
[0/11°¢V pue Ajjiqewwe]y
- =3
‘100-161 oyne Suipnpuy .
X "ON 00(] | | | "S]qRWIWRY JOU SI SUIPO] [ [ Appqewwely 1€
(Levip
51090 uonIsodwossp oN sjonpoud umopyea.aq
e §81 “xo01dde yo yurod Surfioq u_w?o_ox Jo Kypuapr
B pUR D, p | “xoxdde jo yurod Sunow e sey | | Annqess pwdy L 01°€
[0/6°¢V
[00-111
x| on'oq 1 & ot -woxsor| s
[10/£°€¢V 9¢cvID
GO0-168 I31BAM/[OUBIDO0-U
0N 20(] i B 65°7 = MOy 50T ) U I e IR
uaafos ouesio uefEEEE
10U S20p PAINJORINUBLU SB SUIPO] OUBISGNS JANIE
£juo 2sn N/R) uorpedySnL uoyedy1adg (utog xouuy)
[eRuo Puaaspey | Anpqeipy | 419 /SHAR WY s)nsay /Aning POYIaAl uo1109sqNg
€V UOIAS V][] 1UWN0(]
€107 A

=3
g6-c¢ aSed

QJUEISqNS 2AI10E |

auipoj

epIOOIg (9Y1) dnoaoy uoner3sisay aurpoy




*AIeSs900U 9q 0} Jou

palopisuod si jutod yse[j oy} JO UOBUIULIAP
oY} ‘soses 9[qeWE]} OU SULIOJ pUR PI[OS

B SI QUIPO] SV "PaIudt 2q ued sinodea asoym
spmbiy 103 papiaoid aq 1snw jurod-yse[y oy}
sjuewanbal vIep U0 DSN L 2y} 0} SUIPIOIIY

"9[qRUIWRL 10U SI dUIPO]

(6 cvID
jwod-ysely 1€

10/11°EV
‘100-161
Aquo asn (N/X) uonedynsne uonesyroads (urog xouuy)
[ePYO ouaay | Aypqerpy | IO /SHIBWRY s)nsay /Anang POYIN uonoesqng
€V UO01109§ V]I 3uswmnoog
€107 Al
auIpoj

€6-7€ 9%ed

:90UBISqNS 9ALOR [BPIOOIg

(9y1) dnoan uonea3sisay surpoj




‘SRR [EY[R “BIUOWIWE ‘QUS[A}edR
:uorsojdxa JO MSHI QU] Ul SYNSaI SeOUBISQNS
Suimorpoy oyl ‘S0 ynm surpol Jo 30BIU0D
‘I0ADMOH "9AISO[dXo j0U SI 7] JBY) PapN[ouod 9q
ued J 9I0JoIoY ] 'SWIOlR USSAX0 Oou SUIRIUO0D If

"3[noa[owW oy ut Jussard

are (saprxods -z°| ‘sdnois susjfieoe ‘sdnoi3
~on1u o)1) sdnoid snopiezey ou (¢1) suIpo]
JO 2IM39NLSs [BOIWOYD OY) WO UIS 9 UL SY

- Aiprdes K1oa 1eay Surses|al 1o soseS FUIULIO)
‘Sursodwooep jo sjqedeout st 9ouLISqNS

oYl 1Y} 1qNOP S[QRUOSEBAI PUOAD] SAYSI[RISI
Doueeq usSAXo,, S IO BINULIOY [BIMONLS

oy} 1 sdnoiS 9A1JOBAI UIRIIOD JO 92UISGR 10
(uonrsodwooop,/UoIRILIO] JO JBIY) UOHRULIOJUI
SrwRUApOULIaY) dqe[eAt uaym pajdwoxs

0q UBd 1591 911 ,, 1"V POURIA DH 91 pue (revip
syuswanbel viep uo DSN I, 92U 03 SUIp1020y soprodoad aarsojdxy  S1°¢
)

"D 11 03 dn PI[OS B SI QUIPO] "JUBAJ[OL JION

ANSOISIA - pI'E

‘01" €4 uonoas ‘griI 90(] 01 10Ja1 ases[d
‘sjonpoad 9soy) Jo suonnjos snoanbe Jo uoisud}
2oBLINS Y3 U0 BIEP opraoid 0] JuBAS[S) SI0W
9q 01 PAISPISUOD SI 31 “910JOISY L ‘SIUBIDRLINS
QAIIOB 90BJINS UILIUO0D OS[e A[[eoldAl

suonnjos 95y, “A[eAanoadsal ‘Quipol-d Ad

10 2UIpO] JO suonnjos a1e sjonpoid [eproolq
paseq aurpo] “1onpoid [eprooiq e se yons

se josprew 9y} uo nd jou SI ouIPo] Sk ‘OUIPO]
Jo uonnjos snoanbe ue JO UOISUS) 90BLINS

01 eviID

8X oy uo Apmis ® woyred 0} A1eSSa9U 10U SI 3] uoisus} eIy £I°¢
Kguo 3sn (N/R) uonedynsnpe uonedyadg (Juiog xeuuy)
et} ooudaopey | ANpiqedy | JID /SHieway synsoy /Aang POYIdA uonoasqng
€V UOI199§ ‘Y]] 1uswnso
€107 eI\

€6-G¢ 9%ed

auIpo]

:90UBISqNS 9AIIOE [BPIOOIG

(941 dnoas uonessisey duipoj




‘SwSeyoed

10/LT°EV sty Jo Ayjiqenns pue AN[Iqels oy} sajedIpul (€revin
100-291 soustipdxs [RIoIOWWI0d SUOT "SIBUIRIUOD [el19]B W IoUle1u03
“ON 00 AdAy oyur payoed A[[BWLIOU SI SUIPO] Spaemo} £J1A0RY  LI'E
-snoJoydsoyd ‘wmiy “ropmod uoat ‘59 yum
129y JO UOHRULIO] Y} Jopun A[[eoruLIayjoxa
syoeal eurpol pue soddos felaw ojqou
9Uj 9SIPIXO 0} JUSIOYJNS St dUIPO] Jo Jomod
X BUISIPIXO 9} ‘IOAIMOY "IASIPIXO }SOBOM Mw~.m<:v
a1 st aurpo] ‘susfopey oy Jo dnois ays uy sonsadoad 3uzIpIXQ  91°¢
£juo asn (N/R) uonedyIISAL uoned1adg (qu10d xauuy)
Eoyo | udapRy | Aiqepy | 419 /Sy ARWaY synsoy /g POYIPIA uonoasqng
€V U0109S ‘Y]] Juswns0(g
€107 AelN

£6-9¢ 958

auipoj

190UBISQNS SAIOR [BPIOOLY

(9¥1) dnoasy uoneIISIZIY 2UIpo]




Page 37-93

Biocidal active substance:

Iodine

Todine Registration Group (IRG)

May 2013

Document I11A, Section A3

Figure 1

L] 1 T
550 BO0 650

Wavelengt fnm

T
n,
b

[ 2 S G e S S e G e 2 S <2
[Te} ¢ el o~ — L3

pAinsapy Wy usnoas ssaie ol

| L 200 0 0 B D A N S L AR B B BN A
7o SR e SN s S o S 'o S o S o)
I R L o

 aindaoul aUJD / LOHDB8Ss 580i0 s Q1L

4

]

[
Ly

nea

'
¢

Wavelength



Iodine Registration Group Biocidal active Page 38-93
(IRG) substance:

lodine May 2013
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Evaluation by Competent Authorities

Evaluation by Rapporteur Member State

Date

Materials and methods

Conclusion

Reliability

Acceptability

Remarks

Mgl |}
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4 ANALYTICAL METHODS FOR DETECTION AND IDENTIFICATION
Section A4

4.1 Analytical methods for Detection and Identification of active substance

4.1.1 Section A4.1/01 Analytical Methods for the assay of active substance
Reference
Reference European Pharmacopoeia, Fifth Edition, Supplement 5.2,

Council of Europe, Strasbourg 2004; Doc. No. 492-010
(published), Section A4.1/01.

Data protection No
Data owner Not applicable: publication
Companies with letter ~ Not applicable: publication
of access
Criteria for data No data protection claimed
protection
Guidelines and Quality Assurance
Guideline study European Pharmacopoeia based on directive 2001/83/EC
GLP Not relevant
Deviations none

Materials and Methods

Preliminary treatment |

Enichment P ————

D
Detection E

Separation method B

Detector .

Standard(s) |
Interfering substance(s) —

Linearity E

Cleanup

Calibration range

Number of
measurements

Linearity
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Document IITA, Section A4

Specifity: interfering
substances

Recovery rates at
different levels

Relative standard
deviation

Limit of determination

Precision

Repeatability

Independent laboratory
validation

Materials and methods

LA
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Todine
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Applicant's Summary and conclusion

Conclusion The method is common standard method for the
determination of lodine and is therefore suitable for the
determination of the purity of Iodine.

Reliability i
Evaluation by Competent Authorities
Evaluation by RMS

Date

Materials and methods

Conclusion

Reliability
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Todine
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May 2013

Acceptability

Remarks

acceptable

4.2 Analytical methods for detection of Iodine residues

4.2.1
soil

Reference

Data protection
Data owner

Companies with letter
of access

Criteria for data
protection

Guideline study
GLP

Deviations

Preliminary treatment
Enrichment
Cleanup

Digestion

Detection
Separation method

Detector

Standard(s)

Section A4.2a/01-02 Analytical Methods for Detection and Identification of lodine in

References

01.)  J.Popke, J. Fleckenstein, E. Schnug and M. Bahadir
(1997): ,,Spurenanalytik von Iod in Béden und Pflanzen®
(Doc. No. 492-009; Section A4.2a/01) (published).

02.)  P. Schramel (1997): “Anwendung der ICP-MS fiir
die Spurenelementbestimmung in biologischen Materialien”
(Doc. No. 492-008; Section A4.2a/02) (published).

Both published in ,,Analytiker-Taschenbuch B. 15, Berlin,
Heidelberg, New York: Springer, 1997.

0

Z

Not applicable: publication
Not applicable: publication

No data protection claimed

GUIDELINES AND QUALITY ASSURANCE

0

zZ Z

0
Not relevant: no guideline study
MATERIALS AND METHODS
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Interfering substance(s)

Linearity
Calibration range

Number of
measurements

Linearity

Specifity: interfering
substances

Recovery rates at
different levels

Relative standard
deviation

Limit of determination

Precision

Repeatability

Independent laboratory | R

validation

Materials and methods

Il "
L
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Todine

Page 45-93

May 2013

Applicant's Summary and conclusion

Conclusion Currently ICP-MS can be regarded as the most powerful
technique to determine lodine in biological material,
because of the high specificity of lodine, the sensitivity and
low detection limit.

Reliability

Deficiencies
Evaluation by Competent Authorities
Evaluation by Rapporteur Member State

Date July 2010

Materials and methods

Conclusion

Reliability

Acceptability

Remarks

Applicants version adopted

The described methods are in principle suitable for the
determination of iodine in soil, however, no validation data
was presented

3
Not acceptable due to reporting deficiencies.

The submitted document is a text-book compilation of
suitable methods without original studies or data.
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The LOD quoted must relate to the water extract of the soil.

422 Section A4.2a/03 Analytical Methods for Detection and Identification of lodine in soil

Reference

Data protection

Data owner

Companies with letter
of access

Criteria for data
protection

Guideline study

GLP

Deviations

Preliminary treatment
Enrichment

Cleanup

Digestion
Detection
Separation method

Detector

Standard(s)

Interfering substance(s)

Linearity

Calibration range

References Official
use only

Knoch, E. (2009): Iodine — Development and Validation of
an Analytical Method for the Determination of Todine in
Soil; SGS Institut Fresenius, Taunusstein, Germany; [F-
09/01396479, 06.11.2009; Doc. No. 434-001 (unpublished)

Yes

Iodine Registration Group (IRG)

None
Data on existing a.s. for first entry to Annex [

GUIDELINES AND QUALITY ASSURANCE

Yes, study performed according to the guidance document
on residue analytical methods SANCO/3029/99 rev.4, 11
July 2000.

Yes
None

MATERIALS AND METHODS

1

No enrichment necessary

Soil samples were heated for 2 hours (190 + 10 °C) in an
acid mixture,

see above 3.1.2
No separation necessary

Spectrometer
Model Lambda 2 — Perkin Elmer

Potassium iodide (99.5% purity, Sigma-Aldrich) was used
as quality control standard.

No interferences with other substances reported. Iodine in
soil was analysed according to the Sandel-Kolthoff method.

Calibration performed between 0.1 and 0.5 pg Iodine per 5
mL solution.
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Number of
measurements

Linearity

Specifity: interfering
substances

Recovery rates at
different levels

Relative standard
deviation

Limit of determination

Precision

Repeatability

Independent laboratory
validation

natural soil: three fortification levels, 5 replicates each, 3
replicates for untreated control soils.

artificial soil: two fortification levels, 3 replicates each, 3
replicates for untreated control soils.

y=at+bx, a= 9.37, b=118.5, r =0.9992

No interferences with other substances are reported.

Natural soil:

5 mg/kg moist soil: mean recovery = 94.7% (range 88.0 —
100.0%)

50 mg/kg moist soil: mean recovery = 83.7% (range 78.0 —
92.8%)

1000 mg/kg moist soil: mean recovery = 80.6% (range 72.9
-92.2%)

Artificial soil;

100 mg/kg moist soil: mean recovery = 90.7% (range 87.5 —
93.0%)

1000 mg/kg moist soil: mean recovery = 81.6% (range 74.5
— 85.6%)

Natural soil:

5.9% at 5 mg/kg moist soil
7.3% at 50 mg/kg moist soil
10.0% at 1000 mg/kg moist soil
Artificial soil:

3.1% at 100 mg/kg moist soil
7.5% at 1000 mg/kg moist soil

The limit of detection of the method is 5 mg Iodine/kg dry
soil.

The background concentrations of Todine in natural soil
were 1.9 — 2.4 mg/kg moist soil, whereas in artificial soil
the background concentrations were slightly higher (2.3 —
2.4 mg /kg moist soil).

At a nominal concentration of 49.2 mg lodine / kg moist
soil, on average 44.2 mg lodine / kg moist soil was found
with a relative standard deviation of 0.57% (6 replicates
measured).

Not needed for this kind of analysis.
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Iodine
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Materials and methods

Conclusion

Applicant's Summary and conclusion

Two different soil types were used to develop and validate
the analytical method based on the Sandel-Kolthoff method.

Iodine ions are a catalyst for the oxidation of arsenic ions
with Cer(IV) ions. After a certain reaction time the amount
of available Cer(IV) ions is photometrically determined.

Natural soil (Canitz soil used for non-target plant tests) and
artificial soil (used for earthworm tests) were obtained from
BioChem agrar. The soil moisture was determined by
heating soil aliquots at 105°C overnight. The dry matter of
the soils accounted for 90.04% for the natural soil and
73.63% of the artificial soil.

Aliquots of the untreated soils were fortified with Iodine
(dissolved in ethanol) and samples were processed
according to the Sandel-Kolthoff procedure:

Portions of soil were filled into a all-glass reaction tube.
Thereafter, an acid mixture (H,SO4:HNO3:HCIOy;
130:20:36; v/v/v) was added. The specimen was heated for
2 hours (190 & 10 °C) using a heat transfer block. After the
slurry was allowed to cool, it was transferred into a
volumetric flask and brought to volume by the addition of
water. An appropriate aliquot of the supernatant was
brought to volume using water, to adjust the experimental
calibration range. After the addition of sodium arsenite
solution and cerium sulphate solution the mixture was
allowed to stand before the photometric analysis at 436 nm
was started.

The validity of the processing procedure was shown by
using a quality control standard (i.e. potassium iodide).
Potassium iodide solution was filled into an all-glass
reaction tube and of an acid mixture (H,SO4:HNO3:HClOy;
130:20:36; v/v/v) were added. After the heating process, the
solution was allowed to cool. Thereafter, the solution was
transferred into a volumetric flask and was brought to
volume by the addition of water. A portion of was
withdrawn and brought to volume using water. After the
addition of sodium arsenite solution and cerium sulphate
solution the mixture was allowed to stand before the
photometric analysis (% transmission at 436 nm) was
started.

The method was developed and validated according to
SANCO0/3029/99 rev.4, 11 July 2000. For the purpose of
detection of the lodine concentrations in soil samples used
for acute terrestrial tests, the method is considered
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applicable and sufficiently robust.

Reliability 1

Deficiencies None
Evaluation by Competent Authorities
Evaluation by Rapporteur Member State

Date

Materials and methods

Conclusion

Reliability

Acceptability

Remarks

Section A4.2a/04 Analytical Methods for Detection and Identification of

Annex Point 11A 1V.4.2 Iodine in soil

Official
1 REFERENCES use only

1.1 Reference Yamada, H. et al. (1996): Determination of total iodine in soils by
inductively coupled plasma mass spectrometry; Soil science and plant
nutrition; 42:4, 859-866; Doc. No. 492-017 (published)

1.2 Data protection No
1.2.1 Data owner Not applicable: publication

1.2.2 Companies with Not applicable: publication
letter of access
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Todine
May 2013

Document IIIA, Section A4
Section A4.2a/04 Analytical Methods for Detection and Identification of
Annex Point 1A 1V.4.2 lodine in soil
1.2.3  Criteria for data No data protection claimed

protection

2 GUIDELINES AND QUALITY ASSURANCE
2.1 Guideline study No
2.2 GLP No
2.3 Deviations Not applicable
3 MATERIALS AND METHODS

3.1 Preliminary i

treatment
3.1.1 Enrichment ]
3.1.3 Digestion I
3.2 Detection i
3.2.1 Separation I

method
3.2.2 Detector -
3.2.4 Interfering

substance(s)
33 Linearity i

range
3.3.2 Number of

measurements
3.3.3 Linearity — X2
3.4 Specifity: —

interfering i

substances
3.5 Recovery rates IR <
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Document IIIA, Section A4

Section A4.2a/04 Analytical Methods for Detection and Identification of
Annex Point IA Iv.42  lodine in soil

at different
levels

3.5.1 Relative
standard
deviation

<
~

>
W

3.6 Limit of
determination

3.7 Precision

3.7.1 Repeatability

3.7.2 Independent
laboratory
validation

4 APPLICANT'S SUMMARY AND CONCLUSION
4.1 Materials and
methods
4.2 Conclusion The method can be used to reliably detect iodine present in its various

forms at background concentrations in soil.

42.1 Reliability X6

4.2.2 Deficiencies
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Document II1A, Section A4

Section A4.2a/04 Analytical Methods for Detection and Identification of
Annex Point IIA 1V 4.2 Todine in soil

Evaluation by Competent Authorities

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

EVALUATION BY RAPPORTEUR MEMBER STATE

Date

Materials and
methods
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Section A4.2a/04 Analytical Methods for Detection and Identification of
Annex Point [TA 1V .4.2 Todine in soil

Conclusion

Reliability

Acceptability

Remarks

4.2.3 Section A4.2b/01 Analytical Methods for Detection and Identification of Iodine in air

Reference

Reference OSHA, Occupational Safety & Health Administration, U.S.
Department of Labor (1994): Iodine in Workplace
Atmospheres (Impregnated Activated Beaded Carbon);
Doc. No. 592-036 (published), Section A4.2b/01.

Data protection No
Data owner Not applicable: publication

Companies with letter ~ Not relevant: publication
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Todine
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Document I1IA, Section A4
of access
Criteria for data No data protection claimed
protection

Guidelines and Quality Assurance
Guideline study No

However, close to SANCO/825/00 rev. 7
GLP No
Deviations Not relevant: no guideline study

MATERIALS AND METHODS
Preliminary treatment
Enrichment
Cleanup
Detection

Separation method

Detector
Standard(s)

Interfering substance(s)
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Linearity
Calibration range

Number of
measurements

Linearity

Specifity: interfering
substances

Recovery rates at
different levels

-
Wi
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'
|
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Relative standard
deviation

Limit of determination

Precision

Repeatability

Independent laboratory
validation

Applicant's Summary and conclusion

Materials and methods
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Todine
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Conclusion

Reliability

Deficiencies

The validation of results indicates, that the method is
accurate and precise. Performance during collection
efficiency, breakthrough and storage stability tests is
adequate.

The described method is suitable for the sampling and
determination of I, in air.

Evaluation by Competent Authorities

Date

Materials and methods

Conclusion

Reliability
Acceptability

Remarks

Evaluation by Rapporteur Member State

I'1 II

4.2.4 Section A4.2¢/01 Analytical Methods for Detection and Identification of lodide in

water

Reference

Data protection
Data owner

Companies with letter
of access

Criteria for data
protection

Guideline study
GLP

Deviations

Reference Official
use only

DIN EN ISO 10304-3: “Determination of dissolved anions in water by
liquid chromatography of ions; Part 3: Determination of chromate,
iodide, sulfite, thiocyanate and thiosulfate”. Doc. No. 492-004
(published), section A4.2¢/01.

No
Not applicable: publication

Not relevant: publication

No data protection claimed

GUIDELINES AND QUALITY ASSURANCE
Document outlines a norm.
No

Not relevant: no guideline study

MATERIALS AND METHODS
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Preliminary treatment B
Enrichment

Cleanup

Detection

Separation method

Detector
Standard(s)

Interfering substance(s) - |G

Linearity

Calibration range

Number of
measurements
Linearity

Specifity: interfering
substances

Recovery rates at X1
different levels

Relative standard
deviation

Limit of determination X2

Precision

Repeatability

Independent
laboratory validation
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Document IIIA, Section A4

Applicant's Summary and conclusion

Materials and methods




Todine Registration Group (IRG) Biocidal active substance: Page 61-93

Todine
May 2013

Document IIIA, Section A4

Conclusion lodide is determined via an jon chromatographic separation and CD
(conductivity detector) or UV detection.
The method is suitable for the determination of iodide in water. The
concentration range covered by the method is 0.1 — 50 ug I/L. Higher
concentrated samples should be diluted accordingly.
An inter-laboratory trial was performed. Statistical analysis of the
results obtained during this trial proved the validity of the method.

Reliability 1
Deficiencies No
Evaluation by Competent Authorities
Evaluation by Rapporteur Member State
Date

Materials and methods

Conclusion
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Iodine
May 2013

Reliability
Acceptability

Remarks

-

4.2.5 Section A4.2¢/02-03 Analytical Methods for Detection and Identification of Iodide in

water

Reference

Reference

Reference is made to the method described under Section
A4.2a/01/02 for the determination of iodide in soil. This
method is also applicable for the determination of iodide in
water. The digestion step of the soil sample can be omitted.

Please refer to Section A4.2a/01-02 for a detailed
description of:

1.) J. Popke, J. Fleckenstein, E. Schnug and M. Bahadir
(1997): ,,Spurenanalytik von lod in Bdden und Pflanzen®
(Doc. No. 492-009; Section A4.2¢/02)

2.) P. Schramel (1997): “Anwendung der [CP-MS fiir
die Spurenelementbestimmung in biologischen Materialien”
(Doc. No. 492-008, Section A4.2¢/03),

both published in ,,Analytiker-Taschenbuch B. 157, Berlin,
Heidelberg, New York: Springer, 1997. (published).

Evaluation by Competent Authorities

Date

Materials and methods

Conclusion

Reliability

Acceptability

Remarks

Evaluation by Rapporteur Member State
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4.2.6  Section A4.2¢/04 Analytical Methods for Detection and Identification of Todide in

water

Reference

Data protection
Data owner

Companies with letter
of access

Criteria for data
protection

Guideline study
GLP

Deviations

Preliminary treatment

Enrichment

Cleanup
Detection

Separation method

Detector
Standard(s)

Interfering substance(s)

Official
use only

S. Kirchner, A. Stelz and E. Muskat, Z. Lebensm. Unters. Forsch. 1996,
203, pp. 311-315; Doc. No. 492-006 (published), Section Ad.2¢/04.

No

Reference

Not applicable: publication

Not relevant: publication

No data protection claimed

GUIDELINES AND QUALITY ASSURANCE
No
No

Not relevant: no guideline study
Materials and Methods
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Linearity

Calibration range

Number of
measurements

Linearity

Specifity: interfering
substances

Recovery rates at
different levels

Relative standard
deviation

Limit of determination

Precision

Repeatability

Independent laboratory
validation

Applicant's Summary and conclusion

Materials and methods
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Todine
May 2013

Conclusion

Reliability

Deficiencies

A method for the determination of iodide in mineral water has been
developed and validated.

The method is based on a derivatisation of iodide with ethylene oxide to
2-iodo-ethanol. 2-iodo-ethanol is determined by a gas chromatographic
technique.

Limits of detection and determination, recovery rates and precision data
have been generated.
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Evaluation by Competent Authorities

Date

Materials and methods

Evaluation by Rapporteur Member State

o =
Reliability |

Acceptability I

o —
Section A4.2¢/05 Analytical Methods for Detection and Identification of

Annex Point IJIA IV.4.2.¢c

Iodide in water

1.1 Reference

1.2 Data protection
1.2.1 Data owner

1.2.2 Companies with
letter of access

1.2.3 Criteria for data

protection
2.1  Guideline study
22 GLP

2.3 Deviations

Official
use only

1 REFERENCE

Yoshida, S. et al. (2007): Determination of the chemical forms of iodine
with IC-ICP-MS and its application to environmental samples; Journal
of Radioanalytical and Nuclear Chemistry, 273:1, 211-214; Doc. No.
492-018 (published)

No
Not applicable: publication

Not relevant: publication
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3.1.2  Cleanup

3.2 Detection
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method

3.2.2 Detector
3.2.3 Standard(s)

3.2.4 Interfering
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3.4 Specificity:

interfering
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3.5 Recovery rates X2
at different
levels
3.5.1 Relative
standard
deviation
3.6 Limit of
determination
3.7 Precision
3.7.1 Repeatability
3.7.2 Independent
laboratory
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4 APPLICANT'S SUMMARY AND CONCLUSION
4.1 Materials and
methods
4.2  Conclusion The method can be used to determine various iodine species in the X3
environmental samples. As the ICP-MS method is very similar to the
method described under A4.2a/04, it can be assumed that validation
results are very similar for water samples (representing the less complex
matrix)
42.1 Reliability | X4

4.2.2 Deficiencies
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1.1  Reference Sacher, F. et al. (2005): Analysis of iodinated X-ray contrast agents in
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mass spectrometry; Doc. No. 492-021 (published)
1.2 Data protection No
1.2.1 Data owner Not applicable: publication
1.2.2  Companies with Not applicable: publication
letter of access
1.2.3 Criteria for data No data protection claimed
protection
2 GUIDELINES AND QUALITY ASSURANCE
2.1 Guideline study No
22 GLP No
2.3 Deviations Not applicable
3 MATERIALS AND METHODS
3.1 Preliminary K
treatment
3.1.1 Enrichment ]
3.1.2  Cleanup ]
3.1.3 Digestion |
3.2 Detection i
3.2.1 Separation
method
3.2.2 Detector -
3.2.3  Standard(s) p
3.2.4 Interfering X1
substance(s)
3.3 Linearity _
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3.3.2 Number of B
measurements
3.3.3 Linearity ] X2
]
3.4 Specifity:
interfering
substances
at different
levels
3.5.1 Relative ] X3
standard |
3.6 Limit of _ X4
determination
3.7 Precision |
3.7.1 Repeatability —
3.7.2 Independent |
laboratory
validation

4.1 Materials and
methods

4.2 Conclusion

4.2.1 Reliability
4.2.2 Deficiencies

S

APPLICANT'S SUMMARY AND CONCLUSION

The method can be used to reliably detect iodine present in its various
forms at background concentrations in water. In this study different
water samples (including surface water) were spiked with a known
concentration of iodide and iodate for method validation. For the X-ray
contrast agents, it could be shown that increasing the sample volume to
1 mL can even enhance the sensitivity of the method.

The method was validated for limit of detection, limit of determination,
linearity and repeatability.

X5
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3.1.2 Cleanup

3.2 Detection

3.2.1 Separation
method

3.2.2 Detector
3.2.3 Standard(s)
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substance(s)

Liu, W. et al. (2010): Determination of bromine and iodine speciation in
drinking water using high performance liquid chromatography-
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geoanalytical research, Vol. 35, No. 1, p. 69-74; Doc. No. 492-022
(published)
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Not applicable: publication
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No data protection claimed
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MATERIALS AND METHODS
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3.3 Linearity

3.3.1 Calibration
range

3.3.2 Number of
measurements

3.3.3 Linearity

3.4 Specificity:
interfering
substances

3.5 Recovery rates
at different
levels

3.5.1 Relative
standard
deviation

3.6 Limit of
determination

3.7 Precision

3.7.1 Repeatability

3.7.2 Independent
laboratory
validation

4.1 Materials and
methods

4.2 Conclusion

4.2.1 Reliability
422 Deficiencies

|
= X3
I
I
- ] X4
.
e X6
4 APPLICANT'S SUMMARY AND CONCLUSION
The method can be used to determine various iodine species in drinking
water samples. The method was validated with respect to linearity,
specificity, limit of detection, recovery and repeatability.
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423 Section A4.2d/01 Analytical Methods for Detection and Identification of Iodide in
Animal and human body fluids and tissues

JUSTIFICATION FOR NON-SUBMISSION OF DATA

Other existing data [ | Technically not feasible [ ] Scientifically unjustified [ ]

Limited exposure [ ] Other justification [X]

According to the TNsG on data requirements, an analytical method in animal
and human body fluids and tissues must be submitted, where an active
substance is classified as toxic or highly toxic.

Detailed justification:

It is not necessary to submit an analytical method for the determination of
lodine (Iodide) in animal and human body fluids and tissues, because lodine
(Iodide) is not classified as toxic or highly toxic.
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4.3 Analytical methods for detection of Iodine residues in/on food or feedstuff

43.1 Section A4.3/01 Analytical Methods for Detection and Identification of Iodide in milk
and milk powder
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Data protection
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of access

Criteria for data
protection

Guideline study
GLP

Deviations

Preliminary treatment
Enrichment

Cleanup

Reference Official
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1) ISO 14378: “Milk and dried milk — Determination of iodide
content — Method using high-performance liquid
chromatography”. Doc. No. 492-013 (published), Section
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2) Sertl, D. and Malone, W. (1993): Liquid chromatographic
method for determination of iodine in milk: collaborative
study; Journal of AOAC International Vol 76, No. 4
(published)
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No data protection claimed

GUIDELINES AND QUALITY ASSURANCE

Document outlines a norm.
N

Not relevant: no guideline study

Materials and Methods

P
B

[¢]




Iodine Registration Group (IRG) Biocidal active substance: Page 78-93
Todine

Document IITA, Section A4 May 2013

Detection

Separation method

Detector

Standard(s)
Interfering substance(s) G

Linearity

NN

Calibration range -

Number of

measurements

Linearity —
Specifity: interfering |

substances

Recovery rates at
different levels




Iodine Registration Group (IRG) Biocidal active substance: Page 79-93
Todine

Document IIIA, Section A4 May 2013

Relative standard
deviation

Limit of determination

Precision

Repeatability

Independent laboratory
validation

| 2
[RP—
T
-

Applicant's Summary and conclusion

Materials and methods |




Iodine Registration Group (IRG) Biocidal active substance: Page 80-93

Document IIIA, Section A4

Todine
May 2013

)1



Todine Registration Group (IRG) Biocidal active substance: Page 81-93
lodine

Document IITA, Section A4 May 2013

Conclusion The International Standard summarised herein specifies a high-
performance liquid chromatographic (HPLC) method for the
determination of the iodide content of pasteurised whole milk and dried
skim milk, when present at levels from 0.03 pg/g to 1 pg/g and 0.3 pg/g
to 10.0 pg/g, respectively.

Some validation data is not reported in the method. However, an
interlaboratory test has been performed to prove the repeatability and
reproducibility of the method.
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Official
1 REFERENCE use only

Rédlinger, G. and Heumann K.G. (1998): Todine determination in food
samples using inductively coupled plasma isotope dilution mass
spectrometry; Anal. Chem., 1998, 70, 2221-2224; Doc. No. 492-019
(published)
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3.2 Detection E

3.2.1 Separation
method

3.2.2 Detector

3.2.3 Standard(s)

I
3.2.4 Interfering
substance(s)
|
|

3.3 Linearity

3.3.1 Calibration range X2

3.3.2 Number of
measurements

3.33 Lincarity I
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3.7.2 Independent
laboratory
validation

4 APPLICANT'S SUMMARY AND CONCLUSION

4,1 Materials and
methods

4.2 Conclusion The ICP-MS methods provide fast and reliable results. Because IDMS is
a method of proven high precision and accuracy, it is internationally
accepted as a definitive method. The 2’1/**’I isotope ratio of the isotope-
diluted sample is the only number which must be experimentally
determined for each iodine analysis by IDMS. This isotope ratio is not
influenced by matrix effects or by the isolated amount of iodine.
Whereas ICP-MS requires external calibration, ICP-IDMS is an internal
“one-point” calibration.

For either method a digestion of the sample is required. Comparing the
performance of TMAH to HCIO,/HNO; digestion, the latter is
considered to perform better since it is less time consuming and a 100%
iodine extraction can be guaranteed. Both methods are favoured over the
oxygen combustion method.

4.2.1 Reliability

4.2.2 Deficiencies
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Reference No' Source (where different from company) (Yes/No)
Company
Report No.

GLP (where relevant)
(Un)Published

Ad.2¢/02 Giinzler, H. et 1997  SPURENANALYTIK VON 10D IN BODEN UND No N.R.
al. PFLANZEN
Source: Analytiker Taschenbuch 15, 1997, 122-145,
Springer Verlag

Report No.: Not applicable
Not GLP; (published)
Doc. No.: 492-009

A4.2¢/03 Giinzler, H. et 1997  ANWENDUNG DER ICP-MS FUR DIE No N.R.
al. SPURENELEMENTBESTIMMUNG IN
BIOLOGISCHEN MATERIALIEN
Source: Analytiker Taschenbuch, 1997, 15, 90-120
Report No.: Not applicable
Not GLP; (published)
Doc. No.: 492-008

Ad.2c/04 Kirchner, S. 1996 BEITRAG NATURLICHER MINERALWASSER No N.R.
Stelz, A. ZUR IODIDVERSORGUNG DER
Muskat, E. BEVOLKERUNG
Source: Z Lebensm Unters Forsch, 1996, 203, 311-
315
Report No.: Not applicable
Not GLP; (published)
Doc. No.: 492-006

A4.2¢/05 Yoshida, S. et 2007  Determination of the chemical forms of iodine with No N.R.
al. IC-ICP-MS and its application to environmental
samples; Journal of Radioanalytical and Nuclear
Chemistry, 273:1, 211-214;

Not GLP; (published)
Doc. No. 492-018

A42¢/06 Sacher, F. etal.2005  Analysis of iodinated X-ray contrast agents in water No N.R.
samples by ion chromatography and inductively-
coupled plasma mass spectrometry; Doc. No. 492-
021

Not GLP; {(published)
Doc. No. 492-021

A4.2¢/07 Liu, W.etal. 2010  Determination of bromine and iodire speciation in ~ No N.R.
drinking water using high performance liquid
chromatography-inductively coupled plasma-mass
spectrometry; Geostandards and geoanalytical
research, Vol. 35, No. 1, p. 69-74;

Not GLP; (published)
Doc. No. 492-022

A4.3/01 Anonymous 2000  MILK AND DRIED MILK - DETERMINATION  No N.R.
OF IODIDE CONTENT - METHOD USING HIGH-
PERFORMANCE LIQUID CHROMATOGRAPHY
Source: [SO 14378, 2000, 1-14
Report No.: Not applicable
Not GLP; (published)
Doc. No.: 492-013
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Reference No' Source (where different from company) (Yes/No)
Company
Report No.
GLP (where relevant)
{(Un)Published
A4.3/02 Iodine determination in food samples using No N.R

Radlinger, G. 1998

Heumann,
K.G.

inductively coupled plasma isotope dilution mass
spectrometry; Anal. Chem., 1998, 70, 2221-2224;

Not GLP; (published)
Doc. No. 492-019
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Work Programme for Review of Active Substances in Biocidal Products
Pursuant to Council Directive 98/8/EC
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IODINE (PT1)

DOCUMENT IHI-AS

Efficacy

Rapporteur Member State: Sweden

Draft Final May 2013

KEM

Kemikalieinspektionen
Swedish Chemicals Agency




Iodine Registration Group (IRG)

RMS: Sweden

Todine

Section AS

Effectiveness against target organisms and intended
uses

Subsection
Annex Point TIA V.5.1 —

V.5.8
5.1

5.2

5.2.1

522

5.3

Function
(I1A5.1)

Organism(s) to be
controlled and
products, organisms
or objects to be
protected

(I1A5.2)

Organism(s) to be
controlled
(IT1A5.2)

Products, organisms
or objects to be
protected

(ITAS.2)

Effects on target
organisms, and
likely concentration
at which the active
substance will be
used (IIAS.3)

Bactericide, virucide and fungicide.

lodine is used for control of various pathogenic organisms such as
bacteria (including spores and mycobacteria), viruses and fungi.
Examples of organisms against which lodine was successfully tested
are listed in the Tables A5.3.1-1, A5.3.1-2 and A5.3.1-3 that were
already included in the dossier submitted in July 2007. Please note
the available data summarised in these tables is not exhaustive due to
the large number of available publications. Only the most relevant
literature is described. In addition to literature data, also laboratory
reports on tests performed with lodine-based products have been
included, examples of which are listed below for the relevant uses.
On request of the applicant this information is provided in the
Confidential part of the dossier.

The above-mentioned information was submitted for PT3 but is
regarded to be also relevant for the dossier for PT1. However, the
cited documents are not again included in the dossier for PT1.

Humans (formulation for skin disinfection)

Page 2

Document I1I-AS



lodine Registration Group (IRG) Todine Document III-AS

RMS: Sweden PT1
Section AS Effectiveness against target organisms and intended
uses
5.3.1 Effects on target lodine in aqueous or alcoholic solutions or solubilised with X4
organisms surfactants (iodophors) is used in a variety of applications to kill
(ITA5.3) harmful microorganisms and viruses. These preparations are used as

skin disinfectants pre-operatively, with wound dressings, for teat
dipping in dairy cows, sheep and goats and for surface disinfection in
a number of industries.

In addition, these preparations are antiseptics used for surgical
disinfection and general hygiene disinfection of healthy skin by
humans.

Iodine is suitable for all of these applications because it is a broad
spectrum biocide, its efficacy has been demonstrated over 170 years
of use. lodine and iodophors are well established and accepted as
having microbicidal activity.

There is a huge number of papers demonstrating the microbicidal
activity of iodophor products in laboratory and field tests but only a
few of these are referenced here as most of them relate to specific
formulations and not just to lodine.

The following information was already submitted with the dossier for
PT3 in July 2007. Since the cited reports are already available to
KEMI, they have not been included again in the present dossier:

Table AS5.3.1-1 summarises the available information in published
text and reference books and in scientific reviews.

Table AS5.3.1-2 summarises exemplary studies from publicly
available sources showing the efficacy of lodine-based products for
biocidal uses.

In the present dossier an additional table is included summarising the
available data on the efficacy of lodine from PVP-lodine based
disinfection product. Detailed study summaries on these studies have
been included in the product dossier.

Please refer to Table B5-1 PT1 provided in the confidential part of

the dossier.
5.3.2 Likely concentra-
tions at which the
A.S. will be used
(ITA5.3)
PTI Liquid disinfection product: 10% PVP-I corresponding to approx 1 %

Iodine (w/w).

5.4  Mode of action
(including time
delay)

(I1A5.4)

5.4.1 Mode of action The following mechanisms of action contribute to the high reactivity
and non-selective action of lodine against different micoorganisms:

e [odine rapidly penetrates into micoorganisms showing a
high affinity pattern of adsorption.

e lodine combines with protein substances in the bacterial
cell; these can be peptidoglycans in the cell walls or
enzymes in the cytoplasm. This results in irreversible
coagulation of the protein and consequent loss of function.

Page 3



Todine Registration Group (IRG) Iodine Document HI-AS5
RMS: Sweden PTI
Section AS Effectiveness against target organisms and intended
uses
e lodine is known to act on thiol groups in the cell; if a thiol
enzyme is part of a metabolic chain, metabolic inhibition
will result.
e lodine reacts with key groups of proteins, in particular the
free-sulfur amino acids cysteine and methionine, nucleotides
and fatty acids.
e Jodine interferes at the level of the respiratory chain of the
acrobic microorganisms by blocking the transport of
electrons through electrophilic reactions with the enzymes
of the respiratory chain.
For further details, please refer to the expert statement on resistance
attached to this document (Attachment 1 _381-017).

5.4.2 Time delay The rapid penetration of lodine into microorganisms and its mode of
action indicate that the time-delay i.e. contact time required for
sufficient efficacy depends on the tolerance of the organism to lodine
and the concentration of lodine used for treatment. lodine is more
effective at higher temperatures.

The germicidal activity of lodine-containing solutions is
characterised by their colour. Amber solutions are active whilst pale
yellow or colourless solutions are less effective and must be replaced
by new solutions.
5.5  Field of use
envisaged
(11AS.5)
MGO1: Disinfectants, PT 1: Human hygiene biocidal products (disinfectant) X1
general biocidal
products
MGO1: Disinfectants, PT 3: Veterinary hygiene biocidal products covered in the dossier X2
general biocidal submitted in 2007.
products
MGO04: Disinfectants, PT 22: Embalming and taxidermist fluids covered in the dossier X3
general biocidal submitted in 2008.
products
5.6  User
(11A5.6)

Industrial
Professional

General public

No industrial use

Product is intended to be used by professionals. For details about use
conditions see Documents II-B and II-C of the biocidal dossier.

Product is also intended to be used by general public. For details
about use conditions see Documents II-B and I1-C of the biocidal
dossier.

Page 4



Iodine Registration Group (IRG)

RMS: Sweden

Document 11I-A5
PT1

lodine

Section AS

Effectiveness against target organisms and intended
uses

5.7

5.7.1

5.7.2

5.8

Information on the
occurrence or
possible occurrence
of the development
of resistance and
appropriate
management
strategies

(I1AS.7)

Development of
resistance

Management
strategies

Likely tonnage to be
placed on the
market per year
(IIA5.8)

As described in the dossier submitted in 2007, lodine / Iodophors X3

have been used in teat dips since the 1960's and are still the
predominant type of product used for the prevention of mastitis. No
reduction in efficacy was reported to the producers indicating that no
development of resistant microorganisms or viruses has occurred.

An overview on the efforts made to find reports on the development
of resistance to lodine is provided in the expert statement attached to
this document (Attachment 1_381-017).

No resistance of target organisms to _ has been reported.

No management strategies have been developed since no occurrence
of resistance has been observed.

Nevertheless, it should be noted that [odine-based products are
exclusively applied by professional users, in most cases as part of
professional hygiene programs, which also involve other biocidal
substances of different chemical structure and different mode of
action (alternating applications).

Based on an estimate provided by one supplier of Iodine, the lodine
world demand in the year 2006 for the production of disinfectants
was 14% of the total lodine world demand of 25,000 — 26,000 t/year.
Thus, about 3640t lodine/year were used for the production of
disinfectants throughout the world.

Doc. No. 031-013; Section A5.8/01
For information on the likely tonnage to be placed on the market per

year for biocidal products per member of the lodine Registration
Group (IRG), please refer to the confidential part of the dossier.

Page 5



Iodine Registration Group (IRG) Todine Document I11-AS
RMS: Sweden PT1

Section AS Effectiveness against target organisms and intended
uses

Evaluation by Competent Authorities

EVALUATION BY RAPPORTEUR MEMBER STATE

Date R

General
eee——
I

Conclusion I

Reliability |

Acceptability [

Remarks

Page 6
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Iodine Registration Group (IRG) Todine Document I1I-A5

RMS: Sweden PT1
Section A5/01 Efficacy Data
Annex Point IIB V.5.10 Suspension tests with bacteria and viruses
Official
1 REFERENCE use only

1.1 Reference

1.2 Data protection
1.2.1 Data owner

1.2.2 Companies with
letter of access

1.2.3 Criteria for data
protection

1.3 Guideline study

1.4  Deviations

2.1 Test Substance
(Biocidal Product)

2.1.1 Trade name/
proposed trade name

2.1.2 Composition of
Product tested

2.1.3 Physical state and
nature

2.1.4 Monitoring of active
substance
concentration

2.1.5 Method of analysis

Chang, S.L.and Morris, J.C.(1953): ELEMENTAL IODINE AS A
DISINFECTANT FOR DRINKING WATER; Industrial and
Engineering Chemistry, 45, 5, May 1953, 1009-1012; Doc. No.: 392-
056 (published). This document was first cited under section point
A5.3.1/14.

No but the studies described in the publication were conducted as
suspension tests resembling the EN1040 method.

Not applicable
2 METHOD

Elemental iodine

2.2 Reference substance .

2.2.1 Method of analysis
for reference
substance

2.3  Testing procedure

2.3.1 Test population /
inoculum /
test organism

2.3.2 Test system

2.3.3 Application of TS

I
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Annex Point IIB V.5.10 Suspension tests with bacteria and viruses

234

2.3.5

2.3.6

2.3.7

2.4
24.1
242

243

244
245

3.1
3.1.1

3.2

Test conditions

Duration of the test /
Exposure time

Number of replicates
performed

Controls

Examination

Effect investigated

Method for recording —

/ scoring of the effect

Intervals of
examination

Statistics

Post monitoring of
the test organism

Efficacy

Dose/Efficacy curve

Begin and duration of
effects

3 RESULTS
Observed effects in
the post monitoring

|
R
phase

Effects against —
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Document I1I-AS
PT1

Section A5/01
Annex Point IIB V.5.10

Efficacy Data

Suspension tests with bacteria and viruses

3.3
3.4

3.5

organisms or
objects to be
protected

Other effects

Efficacy of the
reference substance

Tabular and/or
graphical
presentation of the
summarised results
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3.6 Efficacy limiting I
factors

3.6.1 Occurrences of _

resistances
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