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1 CONCLUSION

The Finnish CA proposes the authorisation of the biocidal product Protectol GA 50 as in-
can preservative (PT6), preservative in oilfield applications (PT11) and a slimicide (PT12)
for industrial and professional use. The biocidal product Protectol GA 50 contains 48.5-
52.5% the active substance glutaraldehyde in aqueous solution. Protectol GA 50 is used
for perservation of multiple product types under PT6: Detergents, cleaning fluids, paints,
raw materias for production of paints, plastic and glues, additives used in the paper
industry and auxiliaries used in the leather and textile production. These products treated
with Protectol GA 50 contain a concentration of 0.001-0.0979% of glutaraldehyde. In
PT11 Protectol GA 50 is used in preservation of hydrotesting fluids and in production and
injection water in oil field applications in a concentration of 0.001-0.2% glutaraldehyde.
In PT12 Protectol GA 50 is used as slimicide in the corresponding oil field applications
and in paper industry as a slimidice in paper machine wet-end and de-inking. In all
oilfield applications the use concentration of glutaraldehyde ranges in 0.001-0.2%. In
paper industry the use concentration is in the range of 0.0005-0.02% glutaraldehyde.
Uses of three different BPR product types were categorised in 11 different use groups
(Use #1, 2, 3, 4, 5 for PT6, Use #6 and 7 for PT11 and Use #8, 9, 10 and 11 for PT12).

The physico-chemical properties and the safety relevant physico-chemical properties
have been evaluated and are deemed acceptable for the appropriate use, storage and
transportation of the biocidal product.

The required validated analytical methods for determination of glutaraldehyde in the
product and for determination of glutaraldehyde in air have been provided.

The justifications considering method requirement for detection of glutaraldehyde in soil,
in animal tissues and in food or feedstuffs have been accepted.

The product demonstrated efficacy against bacteria and yeasts. Based on the submitted
efficacy data it was observed that usually higher concentrations are required against
fungi than bacteria or yeast to achieve efficacy. For use in detergents/cleaning fluids and
auxillaries in leather and textile industry the claim against yeasts could not be accepted
because growth in the untreated control was not achieved. For use in
detergents/cleaning fluids and as slimicides in paper industry the claim against fungi
could not be accepted because growth in the untreated control was not achieved. Use in
water-based polymer emulsions (waxes, polishes) could not be accepted at all because
growth in the untreated control was not achieved for any target species in the submitted
efficacy study. Furthermore, the CFU method for filamentous fungi is not acceptable
according to The Transitional Guidance on Efficacy Assessment of Preservatives (May
2014), and therefore, it is considered that efficacy against filamentous fungi was not
demonstrated for any of the uses in PT6.

The minimum concentrations of above mentioned ranges were supported by efficacy
data on at least one target species (e.g. bacteria) per use category, except for PT12 in
paper industry where a minimum of 0.0046% of glutaraldehyde was validated by
acceptable efficacy data. Based on the big variety of uses within the BPR product types
it was considered necessary to state in the SPC that microbiological tests to prove
adequacy of preservation should be undertaken by the user of Protectol GA 50 to
determine the effective dose of the preservative for the specific matrix/location/system.
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It was also required in the SPC that users shall be guided to consult the manufacturer of
the preservative product in the determination of efficacy concentrations for their end-
use if needed.

No unacceptable risks were identified in the risk assessment for human health for the
Protectol GA 50 in the application of the Protectol GA 50 for preservation in the
professional use when suitable personal protective equipment is used. No unacceptable
risks were identified during handling of articles/formulations preserved with Protectol GA
50 in the professional or non-professional use. Appropriate personal protective
equipment is required for certain uses when handling articles/formulations preserved
with Protectol GA 50 in the professional use but not in the non-professional use.

Safe use in PT 6 and 12 could be identified for all environmental compartments as far as
the emissions were led to the sewage treatment plant (STP). However, the use as
preservative in the textile (PT 6.3.2) and leather industry (PT 6.3.3) requires the
following risk mitigation measure (RMM): Waste water must be treated according to
industry standards defined in the respective BAT documents. In addition, Protectol GA
50 must not be used as slimicide (PT 12) in pulp or paper mills with direct release to
surface water or seawater. The following RMM is assigned: Application in the paper
industry is only allowed when waste water is purified at least biologically before discharge
to surface water.

Unacceptable risk was identified for preservation of paints and coatings (PT 6.2) when
direct release to soil took place. Therefore, the following RMM is needed: The person
responsible for the placing on the market of paints/coatings directly preserved with
Protectol GA 50 shall ensure that the label of paints/coatings provides the following
information: In order to avoid soil contamination during spray application of the treated
articles (paints and coatings) cover ground adjacent to the wall with plastic sheet unless
the ground is impermeable hardstanding. The groundwater concentrations were shown
to be less than the trigger in Directive 98/83/EC. Direct release of Protectol GA 50 to
surface water resulted in an acceptable risk.

Aggregated exposure of the PT 6 did not result in an unacceptable risk. Other uses than
PT 6 were not relevant for the aggregated exposure as they are released to a bigger
waste water treatment plant (PT 12 uses in pulp and paper mills) or they are released
directly to seawater (oilfield uses).

Protectol GA 50 was also evaluated as preservative (PT 11) and slimicide (PT 12) in the
oilfield uses. Both uses are covered by the PT 12 scenarios. Safe uses could be identified
when taking into account degradation of glutaraldehyde. An obligation to measure the
glutaraldehyde concentration in the discharge water is set to all oilfield uses.
Glutaraldehyde concentration shall not exceed 0.2 mg/L in the hydrotesting fluids or
produced water to be disposed to the sea.

The active substance glutaraldehyde is a candidate for substitution in accordance with
Article 10(1)(b) of BPR. The comparative assessment has been perfomed by the eCA and
a comparative assessment report has been produced. According to the comparative
assessment, there is no adequate chemical diverisity of the active substances in PT6,
PT11 or PT12 and it is not pertinent to conduct further investigations. The comparative
assessment was finalised at the screening phase.
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2 ASSESSMENT REPORT

2.1 Summary of the product assessment

2.1.1 Administrative information

2.1.1.1

2.1.1.2 PTO06:

Preservatives

Identifier of the product

for products

(Preservatives) used for paper additives

during

storage

Identifier!

Country (if relevant)

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Austria

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Belgium

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Finland

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

France

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Germany

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Italy

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Netherlands

1 please fill in here the identifying product name from R4BP.
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Identifierl

Country (if relevant)

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF, BIM
CC 3250, BIM MC 4946, BIM MP
4850

Norway

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Poland

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Portugal

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Spain

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850, BIM MC
4950

Sweden

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Switzerland

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF, BIM
CC 3250, BIM MC 4946, BIM MP
4850

United Kingdom

2.1.1.3 PTO6:

Preservatives

for products during

(Preservatives) used for all other uses

storage

Identifier?

Country (if relevant)

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Austria

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Belgium

2 please fill in here the identifying product name from R4BP.
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BASF SE Protectol® GA 50 PT6, 11 and 12
Identifier? Country (if relevant)
Protectol® GA 50, Myacide® GA |Finland
50, Protectol® GA 50 OF
Protectol® GA 50, Myacide® GA |France
50, Protectol® GA 50 OF
Protectol® GA 50, Myacide® GA |Germany
50, Protectol® GA 50 OF
Protectol® GA 50, Myacide® GA |Italy

50, Protectol® GA 50 OF

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Netherlands

50, Protectol® GA 50 OF

Protectol® GA 50, Myacide® GA |Norway
50, Protectol® GA 50 OF

Protectol® GA 50, Myacide® GA |Poland
50, Protectol® GA 50 OF

Protectol® GA 50, Myacide® GA |Portugal
50, Protectol® GA 50 OF

Protectol® GA 50, Myacide® GA |Spain
50, Protectol® GA 50 OF

Protectol® GA 50, Myacide® GA |Sweden
50, Protectol® GA 50 OF

Protectol® GA 50, Myacide® GA |Switzerland

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

United Kingdom

2.1.1.4 PT11: Preservatives for liquid cooling and processing

systems (Preservatives)

Identifier3

Country (if relevant)

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Denmark

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Netherlands

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Norway

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

United Kingdom

3 Please fill in here the identifying product name from R4BP.
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BASF SE Protectol® GA 50 PT6, 11 and 12

2.1.1.5 PT12: Slimicides (Preservatives): oilfield related uses only

Identifier?

Country (if relevant)

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Denmark

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Netherlands

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

Norway

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF

United Kingdom

2.1.1.6 PT12: Slimicides (Preservatives): paper production process

Identifier®

Country (if relevant)

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Austria

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Belgium

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Finland

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

France

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Germany

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL

Italy

4 Pplease fill in here the identifying product name from R4BP.
5 Please fill in here the identifying product name from R4BP.
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BASF SE

Protectol® GA 50

Identifier®

Country (if relevant)

50 B, BIM CC 3250, BIM MC
4946, BIM MP 485

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Netherlands

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF, BIM
CC 3250, BIM MC 4946, BIM MP
4850

Norway

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Poland

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Portugal

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850

Spain

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF,
FennoSan GL10B, FennoCide GL
50 B, BIM CC 3250, BIM MC
4946, BIM MP 4850, BIM MC
4950

Sweden

Protectol® GA 50, Myacide® GA
50, Protectol® GA 50 OF, BIM
CC 3250, BIM MC 4946, BIM MP
4850

United Kingdom

2.1.1.7

Authorisation holder

Name and address of the
authorisation holder

Name BASF SE

Address |Carl-Bosch-Strasse 38, D-67056

Ludwigshafen, Germany

Authorisation number

Not yet available

Date of the authorisation

Not yet available

Expiry date of the
authorisation

Not yet available
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BASF SE Protectol® GA 50 PT6, 11 and 12

2.1.1.8 Manufacturer(s) of the products of the family
Name of manufacturer BASF SE
Address of manufacturer Carl-Bosch-Strasse 38, D-67056 Ludwigshafen,
Germany
Location of manufacturing Carl-Bosch-Strasse 38, D-67056 Ludwigshafen,
sites Germany
2.1.1.9 Manufacturer(s) of the active substance(s)
Active substance Glutaraldehyde
Name of manufacturer BASF SE
Address of manufacturer Carl-Bosch-Strasse 38, D-67056 Ludwigshafen,
Germany
Location of manufacturing Carl-Bosch-Strasse 38, D-67056 Ludwigshafen,
sites Germany
2.1.1.10 Distributor of the Biocidal Product:

BTC Europe GmbH (BASF trading company, BASF group company)
BASF Osterreich GmbH, Austria

BASF Belgium Coordination Center, Belgium
BASF A/S, Denmark

BASF Oy, Finland

BASF France, France

BASF SE, Germany

BASF Italia S.p.A., Italy

BASF Nederland B.V.H., The Netherlands
BASF AS, Norway

BASF Polska Sp. z.0.0., Poland

BASF Portuguesa S.A., Portugal

BASF Espafiola S.L., Spain

BASF AB, Sweden

BASF Schweiz AG, Switzerland

BASF plc, UK

And other BASF affiliates

For further information please refer to chapter 3.6 (Confidential Annex).
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2.1.2 Product composition and formulation

NB: the full composition of the product according to Annex III Title 1 should be provided in
the confidential annex.

Does the product have the same identity and composition as the product evaluated in
connection with the approval for listing of the active substance(s) on the Union list of
approved active substances under Regulation No. 528/2012?

Yes X
No L]
2.1.2.1 Identity of the active substance
Main constituent(s)
ISO name Glutaraldehyde
IUPAC or EC name 1,5-Pentanedial
EC number 203-856-5
CAS number 111-30-8
Index number in Annex VI of 605-022-00-X
CLP
Minimum purity / content 48.5 - 52.5% in aqueous solution*
Structural formula o o
A

* theoretical dry weight specification: minimum purity is 95.0 % (wt), aqueous solution due
to stability reasons

2.1.2.2 Candidate(s) for substitution

The active substance Glutaraldehyde is a candidate for substitution in accordance with Article
10(1)(b) of BPR due to classification according to Regulation (EC) No 1272/2008 as a
respiratory sensitiser. Public consultation has taken place and the received comments have
been included in the CAR.
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2.1.2.3 Qualitative and quantitative information on the composition

of the biocidal product®
Common name IUPAC Function CAS EC number| Content
name number (%)
Glutaraldehyde 1,5- Active 111-30-8 203-856-5 50%
Pentanedial |substance
Non-active
Xk Xk Xk % %k Xk %k
(**) | qubstance? | ) (**) (**)

* Range of 48.5% - 52.5% was set at active substance approval.
(**) Please refer to the confidential annex for further details.

2.1.2.4 Qualitative and quantitative information on the composition
of the biocidal product family?

This is not applicable as the dossier describes a biocidal product, not a biocidal product
family.

2.1.2.5 Information on technical equivalence

Not applicable because the source of active substance is the same as was evaluated for
inclusion in the Union list of approved active substances. Please refer to section 2.1.2.

2.1.2.6 Type of formulation

AL - Any other liquid.

2.1.3 Hazard and precautionary statements?®

Classification and labelling of the products of the family according to the 9t ATP
of Regulation (EC) 1272/2008

6 Please delete as appropriate.

7 Non-active substance(s), of which knowledge is essential for proper use of the product. In the SPC in the
application the applicant shall indicate also the exact function (e.g. solvent, deterrent, preservative, pigment,
etc.). In the SPC which will be disseminated this information will not be provided but limited to the name of
non-active substance.

8 For micro-organisms based products: indication on the need for the biocidal product to carry the biohazard sign
specified in Annex II to Directive 2000/54/EC (Biological Agents at Work).
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Classification

Hazard category Acute Tox 3

Hazard statement H301: Toxic if swallowed.
Hazard category Acute Tox 2

Hazard statement H330: Fatal if inhaled.
Hazard category Skin Corr. 1B

Hazard category Eye dam. 1

Hazard statement

H314: Causes severe skin burns and eye damage.

Hazard category

Resp. Sens. 1

Hazard statement

H334: May cause allergy or asthma symptoms or breathing
difficulties if inhaled.

Hazard category

Skin Sens. 1A

Hazard statement

H317: May cause an allergic skin reaction

Hazard category

Aquatic chronic 2

Hazard statement

H411: Toxic to aquatic life with long lasting effects.

Labelling

Signal words

Danger

Hazard statements

H301: Toxic if swallowed.

H330: Fatal if inhaled.

H314: Causes severe skin burns and eye damage.

H334: May cause allergy or asthma symptoms or breathing
difficulties if inhaled.

H317: May cause an allergic skin reaction

H411: Toxic to aquatic life with long lasting effects.
EUHO71: Corrosive to the respiratory tract.
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Precautionary included in the label:

statements P260: Do not breathe dust / mist/ vapours/

P280: Wear protective gloves/protective clothing/eye

protection/face protection.

P284: [In case of inadequate ventilation] wear
respiratory protection.

P301+P310: IF SWALLOWED: Immediately call a

POISON CENTER or doctor/physician

P403+P233: Store in well-ventilated place. Keep
container tightly closed.

P405: Store locked up.

further precautionary statements in the SDS:

P264: Wash with plenty of water and soap thoroughly
after handling.

P270: Do no eat, drink or smoke when using this
product.

P271: Use only outdoors or in well-ventilated area.

P272: Contaminated work clothing should not be
allowed out of the workplace.

P273: Avoid release to the environment.

P301 + P330 + P331: IF SWALLOWED: rinse mouth. Do
NOT induce vomiting.

P303 + P361 + P353: IF ON SKIN (or hair): Take off
immediately all contaminated clothing. Rinse skin with
water/shower.

P304+P340: IF INHALED: Remove person to fresh air
and keep comfortable for breathing.

P305+P351+P338: IF IN EYES: Rinse cautiously with
water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.

P342+P311: If experiencing respiratory symptoms: Call
a doctor.

P360: Rinse immediately contaminated clothing and skin
with plenty of water before removing clothes.

P362 + P364: Take off contaminated clothing and wash
it before reuse.

P391: Collect spillage.

P501: Dispose of contents/ container to...

Note | EUHO71: Corrosive to the respiratory tract.

Justification for the environmental classification: Glutaraldehyde is classified as H400 (M=1)
and H411 (harmonised classification, ATP09). The classification of Protectol GA 50 is based
on the study on green algae (Scenedesmus subspicatus) with a product with identical
composition to Protectol GA 50 (50 % aqueous solution of glutaraldehyde). In the risk
assessment of glutaraldehyde algae were shown to be the most sensitive species to
glutaraldehyde (Doc IIA, Table 4.3.3).

Aquatic toxicity tests are to be preferred for the classification of mixtures (CLP regulation,
Annex I, Part 4, Fig. 4.1.2).
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Because the ErC50 of the algae test is 1.2 mg/L, there will be no classification of Protectol
GA 50 in category Acute 1 (CLP, Annex I, Part 4, 4.1.3.3.3.).

Classification as Aquatic chronic 2 is based on the same study. The NOEC is 0.05 mg/L
(glutaraldehyde is readily biodegradable) (CLP, Annex I, Part 4, Table 4.10).

The active substance glutaraldehyde and Protectol GA 50 are identical 50 % aqueous
solutions of glutaraldehyde. All ecotoxicological tests on the active substance were done on
the 50 % glutaraldehyde, but the test result was converted to 100 % glutaraldehyde.
Glutaraldehyde is not stable over 50 % and does not exist as 100 % substance.

2.1.4 Authorised use(s)

2.1.4.1 Use description

Protectol® GA 50 is used for the control of gram positive and gram-negative bacteria, yeasts
and fungi responsible for spoilage, deterioration, gas evolution, odour, colour/ pH/ viscosity
changes, disintegration of formulations, slime and corrosion.

Microbiological tests to prove adequacy of preservation should be undertaken by the user of
Protectol® GA 50 in order to determine the effective dose of the preservative for the specific
matrix/location/system. If needed, the manufacturer of the preservative product shall be
consulted.

The highest dosage recommendation for PT6 was obtained aiming to make sure that the
glutaraldehyde concentration in the treated article is below the concentration limit for
classification for sensitization (0,1 % w/w). As the commercial specification is 50-51 %
glutaraldehyde in Protectol GA 50 (titration) and the applicant wants to give round values
of Protectol GA 50 dosage recommendations for the sake of simplicity + taking 51% GA
content into account + applying a little safety, the stated glutaraldehyde upper limits are
obtained.

In the consultation of cMSs it was discussed if the intended use in PT6 should be considered
curative but it was concluded by BPR Coordination Group members that related to PT6 there
is no claim as “curative” for this product.

The highest dosages for the PT11/12 uses are either determined by the risk assessments or
by commercial experience/feedback from customers on how the biocidal product is used e.g.
in paper mills or hydrotesting with “dirty” and hot test water in real oilfield applications
where degradation of glutaraldehyde takes place.
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Table 1. Use #1 - Preservation of detergents and cleaning fluids and raw materials thereof

(PTO6)

Product Type PTO6 - Preservatives for products during storage:
PT 6.1 Detergent and cleaning fluids

Where relevant, an preservation of detergents and cleaning fluids (laundry

exact description of products, laundry softener, liquid dishwashing products, hard

the authorised use surface cleaners and raw materials for use in detergent and
cleaning applications)

Target organism bacteria

(including

development stage)

Field of use Indoor

Application method(s) |Incorporated during manufacture
Application rate(s) and |100-1958 mg Protectol® GA 50 per kg (0.005-0.098% a.s.);

frequency double amount of the pre-diluted product in case of pre-
dilution to 24 % glutaral with water in a pre-tank; single
application

Category(ies) of users |Industrial

Pack sizes and Please see the relevant section.

packaging material

Concerned MS AT, BE, FI, FR, DE, IT, NL, NO, PL, PO, ES, SE, CH, UK

Authorisation YES

2.1.4.2 Use-specific instructions for use

please refer to chapter 2.1.5 General directions for use

2.1.4.3 Use-specific risk mitigation measures

please refer to chapter 2.1.5 General directions for use

2.1.4.4 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.5 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use
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2.1.4.6 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.4.7 Use description
Table 2. Use#2 - Preservation of wax and polymer emulsions and raw materials thereof
(PTO6)
Product Type PTO6 - Preservatives for products during storage
Where relevant, an Preservative for water-based polymer emulsions polishes, car
exact description of polishes, waxes)

the authorised use

Target organism -
(including
development stage)

Field of use Indoor and outdoor
Application method(s) |Incorporated during manufacture
Application rate(s) and |50 - 1958 mg Protectol® GA 50 per kg (0.003-0.098% a.s.);

frequency double amount of the pre-diluted product in case of pre-
dilution to 24 % glutaral with water in a pre-tank; single
application

Category(ies) of users |Industrial and trained professional

Pack sizes and Please see the relevant section.

packaging material

Concerned MS AT, BE, FI, FR, DE, IT, NL, NO, PL, PO, ES, SE, CH, UK

Authorisation NO, because growth in the untreated control was not
achieved for any target species in the submitted efficacy
study.

2.1.4.8 Use-specific instructions for use

please refer to chapter 2.1.5 General directions for use

2.1.4.9 Use-specific risk mitigation measures

please refer to chapter 2.1.5 General directions for use

2.1.4.10 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use
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2.1.4.11

Where specific to the use, the instructions for safe disposal

of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.12

Where specific to the use, the conditions of storage and

shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.4.13

Table 3. Use #3 — Preservation of water based products used in the paper industry (PT06)

Use description

Product Type

PTO6 - Preservatives for products during storage:
PT 6.3.1 Paper production

Where relevant, an
exact description of
the authorised use

Preservation of additives used in the production of paper

Target organism
(including
development stage)

bacteria and yeasts

Field of use

Indoor

Examples of additives to be preserved are inorganic slurries
(CaCOs and kaolin), cellulose (pulp), polymers, pigment
dispersions, starch.

Application method(s)

Incorporated during manufacture

Application rate(s) and
frequency

20 - 1958 mg biocidal product per kg (0.001-0.098% a.s.);
double amount of the pre-diluted product in case of pre-
dilution to 24 % glutaral with water in a pre-tank; single
application

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.

Concerned MS

AT, BE, FI, FR, DE, IT, NL, NO, PL, PO, ES, SE, CH, UK

Authorisation

YES

2.1.4.14

Use-specific instructions for use

please refer to chapter 2.1.5 General directions for use

2.1.4.15

Use-specific risk mitigation measures

RPE (2.5 % penetration), coated coverall and gloves are required while loading and
unloading slurry tanks if slurries are not pumped in automatic procedures
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2.1.4.16 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.17 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.18 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.4.19 Use description
Table 4. Use #4 — Preservation of paints and raw materials thereof (PT06)
Product Type PTO6 - Preservatives for products during storage:
PT 6.2 Paints and coatings
Where relevant, an Preservation of paints and raw materials for the production of
exact description of paints, plastic and glues (pigments, polymer and pigment
the authorised use dispersions, inorganic slurries used as fillers)
Target organism bacteria and yeasts
(including
development stage)
Field of use Indoor and outdoor

Application method(s) |Incorporated during manufacture
Application rate(s) and |50 - 1958 mg Protectol® GA 50 per kg (0.003-0.098% a.s.);

frequency double amount of the pre-diluted product in case of pre-
dilution to 24 % glutaral with water in a pre-tank; single
application

Category(ies) of users |Industrial and (trained) professional

Pack sizes and Please see the relevant section.

packaging material

Concerned MS AT, BE, FI, FR, DE, IT, NL, NO, PL, PO, ES, SE, CH, UK

Authorisation YES

2.1.4.20 Use-specific instructions for use

please refer to chapter 2.1.5 General directions for use

2.1.4.21 Use-specific risk mitigation measures

The label of the paint to which this product is added must indicate following risk mitigation
measures: Wear protective chemical resistant gloves (glove material to be specified by
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the authorisation holder within the product information) and a protective coverall (at
least TN3, EN 14605; coverall material to be specified by the authorisation holder within
the product information; 10 % penetration each) and RPE (10 % penetration) for painting
using spray application; The person responsible for the placing on the market of treated
articles shall ensure that the label of these treated articles provides the following
information: In order to avoid soil contamination during spray application of the treated
articles (paints and coatings) cover ground adjacent to the wall with plastic sheet unless
the ground is impermeable hardstanding. For rolling/brush application no PPE is required
but use of gloves is recommended.

2.1.4.22 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.23 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.24 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.4.25 Use description
Table 5. Use #5 - Preservation of additives for the production of leather and textile (PT06)

Product Type PTO6 - Preservatives for products during storage:

PT 6.3.2 Textile production
PT 6.3.3 Leather production

Where relevant, an Preservation of additives for production of leather and
exact description of textiles

the authorised use

Target organism bacteria

(including

development stage)

Field of use Indoor

Application method(s) |Incorporated during manufacture

Application rate(s) and |50 - 1958 mg Protectol® GA 50 per kg (0.003-0.098% a.s.);
frequency double amount of the pre-diluted product in case of pre-
dilution to 24 % glutaral with water in a pre-tank; single
application

Category(ies) of users |Industrial
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Pack sizes and Please see the relevant section.
packaging material

Concerned MS AT, BE, FI, FR, DE, IT, NL, NO, PL, PO, ES, SE, CH, UK
Authorisation YES
2.1.4.26 Use-specific instructions for use

please refer to chapter 2.1.5 General directions for use

2.1.4.27 Use-specific risk mitigation measures

During textile and leather treatment, wear protective chemical resistant gloves (glove
material to be specified by the authorisation holder within the product information) and
a protective impermeable coverall (at least TN3, EN 14605; coverall material to be
specified by the authorisation holder within the product information; 5 % penetration.
Waste water must be treated according to industry standards defined in the respective
BAT documents.

2.1.4.28 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.29 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.30 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.4.31 Use description

Table 6. Use #6 — Preservation of hydrotesting fluids in oil field applications (PT11)
Product Type PT11 - Preservatives for liquid-cooling and processing

systems

Where relevant, an The product is intended to prevent microbially induced
exact description of deterioration and corrosion in pipelines, vessels, boilers etc.
the authorised use during pressure tests after construction or maintenance
Target organism deterioration and corrosion inducing bacteria
(including
development stage)
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Field of use Outdoor

Application method(s) |single dose of liquid to the testing water via automated
pumps and dosing lines

Application rate(s) and |25 - 4000 mg Protectol® GA 50 per L water (0.001-0.2%
frequency a.s.), double amount of the pre-diluted product in case of
pre-dilution to 24 % glutaral with water in a pre-tank; single
addition to the fluids

Category(ies) of users |Industrial

Pack sizes and Please see the relevant section.
packaging material
Concerned MS DK, NL, NO, UK
Authorisation YES
2.1.4.32 Use-specific instructions for use

If discharged into seawater 0.2 mg/L glutaraldehyde must not be exceeded in
hydrotesting fluids. This concentration can be achieved either by slow release and/or long
retention times resulting in degradation of glutaraldehyde and/or by dilution and/or by
addition of sodium bisulphite at pH 5 (release after at least 20 minutes) or addition of
sodium hydroxide to pH 12 (release after at least 10-16 hours) as degradation aids.
Hydrotest water containing up to 750 mg/L glutaraldehyde can be used for re-injection.
Run lab test to determine the soiling dependent dosage and degradation rate in use.

2.1.4.33 Use-specific risk mitigation measures

If discharged into seawater 0.2 mg/L glutaraldehyde must not be exceeded in
hydrotesting fluids. To avoid the development of resistance: in addition to the
requirements in the general instructions for use, check the efficacy of the product on site.
If needed, causes of reduced efficacy must be investigated to ensure that there is no
resistance or to identify potential resistance.

2.1.4.34 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.35 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.36 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use
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2.1.4.37 Use description

Table 7. Use #-7 — Preservation of production and injection water in oilfield applications

(PT11)

Product Type PT11 - Preservatives for liquid-cooling and processing
systems

Where relevant, an The product is intended to prevent microbially induced

exact description of deterioration and corrosion in (produced) water (re-)

the authorised use injection systems in water treatment units, in the produced
water system, in gas/crude production, transmission and
storage systems, and during pipeline pigging and scraping
operations

Target organism Deterioration and corrosion inducing bacteria

(including

development stage)

Field of use Outdoor

Application method(s) |addition to water phases via automated pumps and dosing
lines

Application rate(s) and |Add 25-1500 mg Protectol® GA 50 per liter water (0.001-

frequency 0.075% a.s.) once per week for injection water and

production water re-injection, pipeline and storage tank uses
with a dosing time of 1-6 hours or daily over 2 hours. Dose
rate: max. 1500 mg/L Protectol® GA 50 per liter water daily
with a dosing time of 1 hour or weekly max. 1500 mg/L
Protectol® GA 50 with a dosing time of 2 hours or max. 1200
mg/L for 6 hours every two weeks or other dosing regimens
resulting in same or lower daily average concentrations.

If Protectol® GA 50 is added to produced water intended to
be disposed to the sea, dose min. 25 mg/L - max. 36 mg/L
Protectol® GA 50 daily with a dosing time of 2 hours or
weekly 25 mg/L - max 260 mg/L Protectol® GA 50 with a
dosing time of two hours or other dosing regimens resulting
in the same or lower daily average concentrations. Contact
time of min. 24 hours should be observed before discharge.

Use double amount of the pre-diluted product in case of pre-
dilution to 24 % glutaral with water in a pre-tank.

Category(ies) of users |Industrial

Pack sizes and Please see the relevant section.
packaging material

Concerned MS DK, NL, NO, UK
Authorisation YES
2.1.4.38 Use-specific instructions for use

If Protectol® GA 50 is added to the production water intended to be disposed to the sea
and not re-injected, use retention time of at least 24 hours (dependent on degradation
rate) in order to achieve sufficient degradation. Run lab test to determine the
soiling/degradation rate dependent dosage. Check glutaraldehyde degradation to
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determine the water release rate when releasing into seawater and/or the in-situ dilution
at the outlet with water necessary and/or the rate of glutaraldehyde degradation.

2.1.4.39 Use-specific risk mitigation measures

If discharged into seawater 0.2 mg/L glutaraldehyde must not be exceeded in production
water. To avoid the development of resistance: in addition to the requirements in the
general instructions for use, check the efficacy of the product on site. If needed, causes
of reduced efficacy must be investigated to ensure that there is no resistance or to identify
potential resistance.

2.1.4.40 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.41 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.42 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.4.43 Use description
Table 8. Use #8 — Slimicide for hydrotesting fluids in oilfield applications (PT12)
Product Type PT12 - Slimicides (Preservatives)
PT12.2 QOil extraction processes

Where relevant, an Avoid microbially induced corrosion and spoilage by
exact description of destroying biofilms in pipelines, vessels, boilers etc. during
the authorised use pressure tests after construction or maintenance
Target organism biofilm forming bacteria

(including

development stage)

Field of use Outdoor

Application method(s) |single dose of liquid to the testing water via automated
pumps and dosing lines

Application rate(s) and|25-4000 mg Protectol® GA 50 per L water (0.001-0.2% a.s.),
frequency the minimum effective concentration tested for biofilm 312.5
mg Protectol® GA 50 per kg after 4 h or 20 mg Protectol®
GA 50 per kg after 24 h.; double amount of the pre-diluted
product in case of pre-dilution to 24 % glutaral with water in
a pre-tank; single addition to the fluids
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Category(ies) of users |Industrial

Pack sizes and Please see the relevant section.
packaging material

Concerned MS DK, NL, NO, UK
Authorisation YES
2.1.4.44 Use-specific instructions for use

If discharged into seawater 0.2 mg/L glutaraldehyde must not be exceeded in
hydrotesting fluids. This concentration can be achieved either by slow release and/or long
retention times resulting in degradation of glutaraldehyde and/or by dilution and/or by
addition of sodium bisulphite at pH 5 (release after at least 20 minutes) or addition of
sodium hydroxide to pH 12 (release after at least 10-16 hours) as degradation aids.
Hydrotest water containing up to 750 mg/L glutaraldehyde can be used for re-injection.
Run lab test to determine the soiling dependent dosage and degradation rate in use.

2.1.4.45 Use-specific risk mitigation measures

If discharged into seawater 0.2 mg/L glutaraldehyde must not be exceeded in
hydrotesting fluids. To avoid the development of resistance: in addition to the
requirements in the general instructions for use, check the efficacy of the product on
site. If needed, causes of reduced efficacy must be investigated to ensure that there is
no resistance or to identify potential resistance.

2.1.4.46 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.47 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.48 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.4.49 Use description

Table 9. Use #9 - Slimicide for production and injection water in oilfield applications
(PT12)

Product Type PT12 - Slimicides (Preservatives)
PT12.2 Oil extraction processes
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Where relevant, an The product is intended to avoid microbially induced

exact description of corrosion and spoilage by destroying biofilms in (produced)
the authorised use water (re-) injection systems in water treatment units, in the
produced water system, in gas/crude production,
transmission and storage systems and during pipeline
pigging and scraping operations.

Target organism biofilm forming bacteria

(including

development stage)

Field of use Outdoor

Application method(s) |addition to water phases via automated pumps and dosing
lines

Application rate(s) and |Add 25-1500 mg Protectol® GA 50 per liter water (0.001-

frequency 0.075% a.s.) once per week for injection water and

production water re-injection, pipeline and storage tank uses
with a dosing time of 1-6 hours or daily over 2 hours. The
minimum effective concentration tested for biofilm is 312.5
mg Protectol® GA 50 per kg after 4 h or 20 mg Protectol®
GA 50 per kg after 24 h. Dose rate: max. 1500 mg/L
Protectol® GA 50 per liter water daily with a dosing time of 1
hour or weekly max. 1500 mg/L Protectol® GA 50 with a
dosing time of 2 hours or max. 1200 mg/L for 6 hours every
two weeks or other dosing regimens resulting in same or
lower daily average concentrations.

If Protectol® GA 50 is added to produced water intended to
be disposed to the sea, dose min. 25 mg/L - max. 36 mg/L
Protectol® GA 50 daily with a dosing time of 2 hours or
weekly 25 mg/L - max 260 mg/L Protectol® GA 50 with a
dosing time of two hours or other dosing regimens resulting
in the same or lower daily average concentrations. Contact
time of min. 24 hours should be observed before discharge.

Use double amount of the pre-diluted product in case of pre-
dilution to 24 % glutaral with water in a pre-tank.

Category(ies) of users |Industrial

Pack sizes and Please see the relevant section.
packaging material
Concerned MS DK, NL, NO, UK
Authorisation YES
2.1.4.50 Use-specific instructions for use

If Protectol® GA 50 is added to produced water intended to be disposed to the sea and
not re-injected, use retention time of at least 24 hours (dependent on degradation rate)
in order to achieve sufficient degradation. Run lab test to determine the
soiling/degradation rate dependent dosage. Check glutaraldehyde degradation to
determine the water release rate when releasing into seawater and/or the in-situ dilution
at the outlet with water necessary and/or the rate of glutaraldehyde degradation.
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2.1.4.51 Use-specific risk mitigation measures

If discharged into seawater 0.2 mg/L glutaraldehyde must not be exceeded in the
production water. To avoid the development of resistance: in addition to the requirements
in the general instructions for use, check the efficacy of the product on site. If needed,
causes of reduced efficacy must be investigated to ensure that there is no resistance or
to identify potential resistance.

2.1.4.52 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.53 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.54 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.4.55 Use description
Table 10. Use #10 - Slimicide for paper industry, wet end (PT12)
Product Type PT12 - Slimicides (Preservatives)
PT12.1 Paper industry
Where relevant, an For use as paper slimicide for continuous paper production, for
exact description of slime control/prevention for process water and short-term
the authorised use protection of wet stock during machine shut down.
Target organism biofilm forming bacteria
(including
development stage)
Field of use Indoor

Application method(s) |automatic dosing into the white-water circuit, head box or
machine chest

Application rate(s) and |shock dose:
frequency 92 mg/L to 400 mg/L Protectol® GA 50 (0.0046-0.02% a.s.)

Intermittent dosage:

Add Protectol® GA 50 at 92 mg/L to 300 mg/L (0.0046-
0.015% a.s.) for a period of up to 1 hour. Repeat
intermittent dosage every 6-8 hours; double amount of the
pre-diluted product in case of pre-dilution to 24 % glutaral
with water in a pre-tank.

A shock dose is used to gain control in case of severe
microbial infection and the dosage is lowered when control is
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achieved. The shock dosing and intermittent dosage regime
was already described and agreed on in the CAR for
glutaraldehyde (2014), e.g. p. 156.

Category(ies) of users |Industrial

Pack sizes and Please see the relevant section.

packaging material

Concerned MS AT, DE, FI, FR, DE, IT, NL, NO, PL, PO, ES, SE, UK
Authorisation YES
2.1.4.56 Use-specific instructions for use

please refer to chapter 2.1.5 General directions for use

2.1.4.57 Use-specific risk mitigation measures

Wear protective chemical resistant gloves (glove material to be specified by the
authorisation holder within the product information) and a protective coverall (at least
TN3, EN 14605; coverall material to be specified by the authorisation holder within the
product information; 10 % penetration) and RPE (2.5 % penetration) while
cleaning/maintenance work on pulp tanks. Ensure low level of containment. Application
in the paper industry is only allowed when waste water is purified at least biologically
before discharge to surface water.

To avoid the development of resistance: in addition to the requirements in the general
instructions for use, check the efficacy of the product on site. If needed, causes of
reduced efficacy must be investigated to ensure that there is no resistance or to identify
potential resistance.

2.1.4.58 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use

2.1.4.59 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.60 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use
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2.1.4.61 Use description
Table 11. Use #11 - Slimicide for paper industry, de-inking (PT12)

Product Type PT12 - Slimicides (Preservatives):
PT12.1 Paper industry
Where relevant, an For papermill de-inking use Protectol® GA 50 for the control
exact description of of slime and microbial release of catalase enzyme interfering
the authorised use with the de-inking process during paper recycling.
Target organism biofilm forming bacteria
(including
development stage)
Field of use Indoor

Application method(s) |automatic dosing

Application rate(s) and |92 mg/L to 250 mg/L Protectol® GA 50 (0.0046-0.013 %
frequency a.s.), 4 times per day lasting 30 minutes, directly to the
water circuit of the deinking plant; double amount of the pre-
diluted product in case of pre-dilution to 24 % glutaral with
water in a pre-tank

Category(ies) of users |Industrial

Pack sizes and Please see the relevant section.

packaging material

Concerned MS AT, DE, FI, FR, DE, IT, NL, NO, PL, PO, ES, SE, UK
Authorisation YES

2.1.4.62 Use-specific instructions for use

please refer to chapter 2.1.5 General directions for use

2.1.4.63 Use-specific risk mitigation measures

Wear protective chemical resistant gloves (glove material to be specified by the
authorisation holder within the product information) and a protective coverall (at least
TN3, EN 14605; coverall material to be specified by the authorisation holder within the
product information; 10 % penetration) and RPE (2.5 % penetration) while
cleaning/maintenance work on pulp tanks.

Application in the paper industry is only allowed when waste water is purified at least
biologically before discharge to surface water.

To avoid the development of resistance: in addition to the requirements in the general
instructions for use, check the efficacy of the product on site. If needed, causes of
reduced efficacy must be investigated to ensure that there is no resistance or to identify
potential resistance.

2.1.4.64 Where specific to the use, the particulars of likely direct or
indirect effects, first aid instructions and emergency measures to
protect the environment

please refer to chapter 2.1.5 General directions for use
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2.1.4.65 Where specific to the use, the instructions for safe disposal
of the product and its packaging

please refer to chapter 2.1.5 General directions for use

2.1.4.66 Where specific to the use, the conditions of storage and
shelf-life of the product under normal conditions of storage

please refer to chapter 2.1.5 General directions for use

2.1.5 General directions for use

2.1.5.1 Instructions for use

For the control of micro-organisms responsible for spoilage, deterioration, gas evolution,
odour, colour/ pH/ viscosity changes, disintegration of formulations, slime and
corrosion. Protectol® GA 50 should be added directly to the water phase where
adequate mixing will ensure quick dissolution. In hot process, allow the temperature to
fall below 40 °C prior to addition.

Microbiological tests to prove adequacy of preservation should be undertaken by the
user of Protectol® GA 50 in order to determine the effective dose of the preservative for
the specific matrix/location/system. If needed, consult the manufacturer of the
preservative product.

2.1.5.2 Risk mitigation measures

When connecting pump to Protectol® GA 50 drum wear protective chemical resistant
gloves (glove material to be specified by the authorisation holder within the product
information), a protective coated coverall (at least TN3, EN 14605; coverall material to
be specified by theauthorisation holder within the product information; 10 %
penetration), eye protection and RPE (2.5 % penetration; APF 40).

To avoid the development of resistance: Always read the label or leaflet before use and
follow all the instructions provided. The authorisation holder should report any observed
incidents related to the efficacy to the Competent Authorities (CA). The user should
ensure general cleanliness and hygiene during application. The user should prevent as far
as possible the release of the biocide into the environment to avoid non-effective
concentrations in the environment which might select for resistance in the environment.
If resistance does occur, the user should consider cycling between different active
substances.

2.1.5.3 Particulars of likely direct or indirect effects, first aid
instructions and emergency measures to protect the environment

Likely direct or indirect effects may include:

Skin and eye contact: Irritation to severe burns of the skin and eyes. May induce eye
lacrimation, skin sensitization and/or allergic dermatitis.

Mouth contact/ingestion: Irritation to corrosion of the gastrointestinal tract. May include
nausea, vomiting, ulceration of the esophagus and/or stomach with subsequent
perforation, hematemesis and/or internal bleeding.
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Inhalation/aspiration: Irritation to corrosion of the respiratory tract. May include
coughing, rhinitis, coryza, epistaxis, pulmonary oedema, bronchospasm, respiratory
distress and/ or asthma.

Other clinical manifestations may include; headache, tachycardia, palpitations,
hypotension and depression of the CNS.

First aid instructions:

Relocate individual form contamination site/ source; remove all contaminated clothing
avoiding exposure to yourself and/ or others.

IF SWALLOWED: Rinse mouth. Do NOT induce vomiting. Immediately call a POISON
CENTER/doctor.

IF INHALED: Remove person to fresh air and keep confortable for breathing. Keep the
person calm, maintain body temperature, monitor breathing, start artificial respiration if
necessary. Immediately call a POISON CENTER/doctor.

IF ON SKIN (or hair): Wash skin with plenty of water without rubbing.

IF IN EYES: Rinse immediately with water at least for 15 minutes under running water
with eyelids held open. Always check and remove contact lenses.

Immediately call a POISON CENTER/doctor.

Take off contaminated clothing and wash it before reuse.

If symptoms persist or worsen seek medical advice/attention.NEVER give anything by
mouth to an impaired or unconscious individual, place in recovery (left sideways)
position with the knees bent and transport to a healthcare centre, bring the label or
container if possible.

Never leave an intoxicated individual unattended!

Advice for medical and healthcare personnel:

Monitor vital signs for at least 24 hours and provide symptomatic and supportive
treatment following local protocols.

In case of ingestion evaluate realization of endoscopy and immediate dilution and/or
decontamination.

The use of ipecac syrup is contraindicated.

If inhaled, administer a corticosteroid from a controlled/ metered dose inhaler.

No known antidote is currently available.

Pulmonary oedema prophylaxis. Medical monitoring for at least 24 hours.

2.1.5.4 Instructions for safe disposal of the product and its
packaging

Dispose of contents to hazardous or special waste collection point.

Incinerate in suitable incineration plant, observing local authority regulations.
Contaminated packaging should be emptied as far as possible; then it can be passed on
for recycling after being thoroughly cleaned.

2.1.5.5 Conditions of storage and shelf-life of the product under
normal conditions of storage

Store in a well-ventilated place. Keep container tightly closed.
Keep under inert gas.

Storage temperature: < 25°C

Shelf-life: 12 months if stored at <25°C.
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2.1.6 Other information

2.1.7 Packaging of the biocidal product

Type of Size/volume Material of | Type and Intended user | Compatibility
packaging of the the material of | (e.g. of the product
packaging packaging closure(s) professional, with the
non- proposed
professional) packaging
materials
(Yes/No)
Iso tank 3-33 m3 Stainless Stainless Industrial Yes
container steel (with | steel
no inliner)
IBC 1100 kg HDPE Butterfly Industrial Yes
valve, HDPE
drum 230 kg HDPE or Screw Industrial, Yes
steel/PE plugs HDPE | professional
inliner
drum 60 kg Steel/PE Plug PE or | Industrial, Yes
PP professional
bottle 1 kg Glass or PE | PP or PE Only for yes
screw cap sampling!

2.1.8 Documentation

2.1.8.1 Data submitted in relation to product application

New studies on the product have been submitted for the application for product authorisation
of Protectol® GA 50. Core data such as efficacy effects, physico-chemical properties, storage
stability and the analytical method of determination of the a.s. in the biocidal product have
been investigated.

Complete information details on the references are given at the end of the document in the
list of studies of section 3.1.

2.1.8.2

The applicant is BASF SE, who is the data owner of the active substance dossier that
supported the approval of glutaraldehyde for use as a Product Type 2, 3, 4, 6, 11, and 12.
Therefore, no letter of access is required.

Access to documentation

2.2 Assessment of the biocidal product
2.2.1 Intended use(s) as applied for by the applicant

Table 12. Use #1 - Preservation of detergents and cleaning fluids and raw materials
thereof (PT06)
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Product Type

PTO6 - Preservatives for products during storage

Where relevant, an
exact description of
the authorised use

preservation of detergents and cleaning fluids such as (but
not limited to) laundry products, laundry softener, liquid
dishwashing products, hard surface cleaners and raw
materials for use in detergent and cleaning applications

Target organism
(including
development stage)

gram-positive and gram-negative bacteria and fungi,
including yeasts and moulds

Field of use

Indoor

Application method(s)

Incorporated during manufacture

Application rate(s) and
frequency

100-1958 mg Protectol® GA 50 per kg; double amount in
case of pre-dilution to 24 % glutaral with water in a pre-
tank; single application

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.

Table 13. Use #2 - Preservation of wax and polymer emulsions and raw materials thereof

(PTO6)

Product Type

PTO6 - Preservatives for products during storage

Where relevant, an
exact description of
the authorised use

Preservative for water-based polymer emulsions (e.g. but not
limited to polishes, car polishes, waxes, etc.)

Target organism
(including
development stage)

gram-positive and gram-negative bacteria and fungi,
including yeasts and molds

Field of use

Indoor and outdoor

Application method(s)

Incorporated during manufacture

Application rate(s) and
frequency

50 — 1958 mg Protectol® GA 50 per kg; double amount in
case of pre-dilution to 24 % glutaral with water in a pre-tank;
single application

Category(ies) of users

Industrial and trained professional

Pack sizes and
packaging material

Please see the relevant section.

Table 14. Use #3 - Preservation of water based products used in the paper industry

(PT06)

Product Type

PTO6 - Preservatives for products during storage

Where relevant, an
exact description of
the authorised use

Preservation of chemicals (including but not limited to
inorganic slurries, organic dispersions, polymers, pigments,
inks, cellulose, starch, glues, pulp etc.) used in the production
of paper

Target organism
(including
development stage)

gram-positive and gram-negative bacteria and fungi,
including yeasts and moulds
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Field of use

Indoor

Application method(s)

Incorporated during manufacture

Application rate(s) and
frequency

add once 20 - 1958 mg biocidal product per kg; double
amount in case of pre-dilution to 24 % glutaral with water in
a pre-tank; single application

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.

Table 15. Use #4 - Preserv

ation of paints, glues and raw materials thereof (PT06)

Product Type

PTO6 - Preservatives for products during storage

Where relevant, an
exact description of
the authorised use

Preservation of paints and raw materials for the production of
paints, plastic and glues such as (but not limited to)
pigments, polymer and pigment dispersions, inorganic
slurries used as fillers etc.

Target organism
(including
development stage)

gram-positive and gram-negative bacteria and fungi,
including yeasts and molds

Field of use

Indoor and outdoor

Application method(s)

Incorporated during manufacture

Application rate(s) and
frequency

50 - 1958 mg Protectol® GA 50 per kg; double amount in
case of pre-dilution to 24 % glutaral with water in a pre-
tank; single application

Category(ies) of users

Industrial and (trained) professional

Pack sizes and
packaging material

Please see the relevant section.

Table 16. Use #5 - Preserv

ation of auxiliaries used in leather and textile industry (PT06)

Product Type

PTO6 - Preservatives for products during storage

Where relevant, an
exact description of
the authorised use

Preservation of auxiliaries such as (but not limited to) organic
emulsions e.g. leather re-fattening agents, pigment and
polymer dispersions etc. used in the leather and textile
production

Target organism
(including
development stage)

gram-positive and gram-negative bacteria and fungi,
including yeasts and moulds

Field of use

Indoor

Application method(s)

Incorporated during manufacture

Application rate(s) and
frequency

50 - 1958 mg Protectol® GA 50 per kg; double amount in
case of pre-dilution to 24 % glutaral with water in a pre-
tank; single application

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.

Table 17. Use #6 - Preserv

ation of hydrotesting fluids in oil field applications (PT11)
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Product Type

PT11 - Preservatives for liquid-cooling and processing
systems

Where relevant, an
exact description of
the authorised use

The product is intended to prevent microbially induced
deterioration and corrosion in pipelines, vessels, boilers etc.
during pressure tests after construction or maintenance

Target organism
(including
development stage)

deterioration and corrosion inducing gram-positive and
gram-negative bacteria

Field of use

Outdoor

Application method(s)

single dose of liquid to the testing water via automated
pumps and dosing lines

Application rate(s) and
frequency

25 - 4000 mg Protectol® GA 50 per L water, double amount
in case of pre-dilution to 24 % glutaral with water in a pre-
tank; single addition to the fluids

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.

Table 18. Use #7 - Preservation of production and injection water in oilfield applications

(PT11)

Product Type

PT11 - Preservatives for liquid-cooling and processing
systems

Where relevant, an
exact description of
the authorised use

The product is intended to prevent microbially induced
deterioration and corrosion in (produced) water (re-)
injection systems in water treatment units, in the produced
water system, in gas/crude production, transmission and
storage systems and during pipeline pigging and scraping
operations

Target organism
(including
development stage)

Deterioration and corrosion inducing gram-positive and
gram-negative bacteria

Field of use

Outdoor

Application method(s)

addition to water phases via automated pumps and dosing
lines

Application rate(s) and
frequency

Add 25-1500 mg Protectol® GA 50 per liter water once per
week for injection water and production water re-injection,
pipeline and storage tank uses with a dosing time of 1-6
hours or daily over 2 hours. If Protectol® GA 50 is added to
produced water intended to be disposed to the sea, use 36
mg Protectol® GA 50 per liter water daily for 2 hours or
weekly 260 mg/L Protectol® GA 50 dosed over 2 hours.
Use double amount in case of pre-dilution to 24 % glutaral
with water in a pre-tank

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.

Table 19. Use #8 - Slimicide for hydrotesting fluids in oilfield applications (PT12)
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Product Type

PT12 - Slimicides (Preservatives)

Where relevant, an
exact description of
the authorised use

Prevent biofilm formation in pipelines, vessels, boilers etc.
during pressure tests after construction or maintenance

Target organism
(including
development stage)

biofilm forming gram-positive and gram-negative bacteria

Field of use

Outdoor

Application method(s)

single dose of liquid to the testing water via automated
pumps and dosing lines

Application rate(s) and
frequency

25-4000 mg Protectol® GA 50 per L water; double amount in
case of pre-dilution to 24 % glutaral with water in a pre-
tank; single addition to the fluids

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.

Table 20. Use #9 - Slimicide for production and injection water in oilfield applications

(PT12)

Product Type

PT12 - Slimicides (Preservatives)

Where relevant, an
exact description of
the authorised use

The product is intended to prevent biofilm formation in
(produced) water (re-) injection systems in water treatment
units, in the produced water system, in gas/crude
production, transmission and storage systems and during
pipeline pigging and scraping operations.

Target organism
(including
development stage)

biofilm forming gram-positive and gram-negative bacteria

Field of use

Outdoor

Application method(s)

addition to water phases via automated pumps and dosing
lines

Application rate(s) and
frequency

Add 25-1500 mg Protectol® GA 50 per liter water once per
week for injection water and production water re-injection,
pipeline and storage tank uses with a dosing time of 1-6
hours or daily over 2 hours. If Protectol® GA 50 is added to
produced water intended to be disposed to the sea, use 36
mg Protectol® GA 50 per liter water daily for 2 hours or
weekly 260 mg/L Protectol® GA 50 dosed over 2 hours.
Use double amount in case of pre-dilution to 24 % glutaral
with water in a pre-tank.

Category(ies) of users

Industrial

Table 21. Use #10 - Slimicide for paper industry, wet end (PT12)

Product Type

PT12 - Slimicides (Preservatives)

Where relevant, an
exact description of
the authorised use

For use as paper slimicide for continous paper production, for
slime control/prevention for process water and short-term
protection of wet stock during machine shut down.
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Target organism
(including
development stage)

biofilm forming gram-positive and gram-negative bacteria,
fungi

Field of use

Indoor

Application method(s)

automatic dosing into the white-water circuit, head box or
machine chest

Application rate(s) and
frequency

shock dose:
10 mg/L to 400 mg/L Protectol® GA 50

Intermittent dosage:

Add Protectol® GA 50 at 10 mg/L to 300 mg/L for a period of
up to 1 hour. Repeat every 6-8 hours; double amount in case
of pre-dilution to 24 % glutaral with water in a pre-tank

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.

Table 22. Use #11 - Slimicide for paper industry, de-inking (PT12)

Product Type

PT12 - Slimicides (Preservatives)

Where relevant, an
exact description of
the authorised use

For papermill de-inking use Protectol® GA 50 for the control
of slime and microbial release of catalase enzyme interfering
with the de-inking process during paper recycling.

Target organism
(including
development stage)

biofilm forming gram-positive and gram-negative bacteria,
fungi

Field of use

Indoor

Application method(s)

automatic dosing

Application rate(s) and
frequency

10 mg/L to 250 mg/L Protectol® GA 50, 4 times per day
lasting 30 minutes, directly to the water circuit of the
deinking plant; double amount in case of pre-dilution to 24
% glutaral with water in a pre-tank

Category(ies) of users

Industrial

Pack sizes and
packaging material

Please see the relevant section.
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2.2.2 Physical, chemical and technical properties

Guideline and

Purity of the test

Remarks/

Property Method ?‘Lllvl;s:;a;nce % Results Justification Reference

Physical state at 20 °C and Pesticide Glutaraldehyde Free flowing - BASF 4217-F(02)

101.3 kPa Assessment 50% aqg. solution |liquid (1999)
Guidelines, key study
Subdivision D, 63-3

Colour at 20 °C and 101.3 kPa Pesticide Glutaraldehyde Water clear - BASF 4217-F(02)
Assessment 50% aq. solution |Clear colourless (1999)
Guidelines, liquid key study
Subdivision D, 63-2

Odour at 20 °C and 101.3 kPa Pesticide Glutaraldehyde Sweetish - BASF 4217-F(02)
Assessment 50% aq. solution (1999)
Guidelines, key study
Subdivision D, 63-4

Acidity / alkalinity CIPAC Method MT | Glutaraldehyde pH 3.7 - BASF 07L00094
75; potentiometric |50% agq. solution |at 23 °C (2007)
measurement key study
CIPAC Method MT Glutaraldehyde pH 5.9 This value has | BASF 07L00060
75; potentiometric |50% aq. solution |at 23 °C obtained for a (2007)
measurement dilution, not for |key study
CIPAC Method MT Acidity the neat
31, potentiometric 0.10g/100g product.
titration (calc. as H2S0a4)
Pesticide Glutaraldehyde pH 4.77 - BASF 4217-F(02)
Assessment 0.5% aq. solution |at 24.9 °C (1999)
Guidelines, key study

Subdivision D,
"Series 63", pH

(63-12)

Relative density / bulk density Pesticide Glutaraldehyde Relative density - BASF 4217-F(02)
Assessment 50% aq. solution |1.13 g/cm3 (1999)
Guidelines, at 20 °C key study

Subdivision D, 63-7
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Guideline and

Purity of the test

Remarks/

Property Method ?;lvljﬁa)mce % Results Justification Reference

Internal Dr. Glutaraldehyde Density - Dr. Wolman

Wolman standard, |50% aq. solution |[1.13 g/cm?3 GmbH

comparable to at 20 °C (1987)/BASF SE

OECD 109 supporting study

(buoyancy method,

hydrometer)

German Standard Glutaraldehyde Density - BASF 92A03264

DIN 51757 50% aq. solution |1.13 g/cm3 (1992)

at 20 °C supporting study

Storage stability test - Pesticide Glutaraldehyde Stability Stable when BASF 4217-F(02)
Accelerated storage Assessment 50% agq. solution |(Guideline 63- stored for 14 (1999)

Guidelines, 13): days under the |supporting study

Subdivision D, Cbo 49.2% following

"Series 63", Cp14 (elevated temp.) conditions:

stalnless stee
63-13), Storage 50.7% (ca. 21°C),
stability (Guideline C
D14 (copper) metals
63-17) 49.4% (galvanized
Cb14 (iron 111 oxide) steel,

49.7%

CD14 (cupric acetate)
50.4%

Cb14 (iight) 47.0%
CD14 (light control)
49.5%

CD14 (galvanised steel)
50.4%

Cb14 (aluminium)
50.6%

CD14 (zinc acetate)

42.5%

stainless steel,
copper, and
aluminium),
and metal ions
(iron,

copper, and
aluminium).
Loss of active
ingredient
occurred when
stored exposed
to light and zinc
ions.
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Property

Guideline and

Purity of the test
substance %

Results

Remarks/

Reference

Method Justification
(w/w)
CD14 (aluminium
tartrate) 53.3%
Storage stability | Stable for ca.
(Guideline 63- 12 months at
17): ambient
Cbo (ambient) temperature for
49.2% both plastic and
C12m (plastic) stainless steel
49.0% containers. Loss
Ci12m (steel) 48.2% | of active
Evaluated ingredient was
temp.: observed after
Cb33 (plastic) 33 days at
45.4% elevated
Cb33 (steel) 44.1% |temperature
(ca. 54°C) for
both types of
containers, with
the greatest
loss in the
stainless-steel
containers.
Pesticide Glutaraldehyde Ambient temp.: |Stable for 35 BASF 4712-F(01)
Assessment 50% aq. solution |Cdo 49.4% days at ambient | (1999)
Guidelines, Cuas3s (plasticy 49.5% | and elevated supporting study
Subdivision D, Cad35 (stainless steel) (ca. 38 °Q)
"Series 63", 49.9% temperatures in

Accelerated storage
stability (Guideline
63-17)

c. 38°C:
C35 (plastic) 49.1%

C35 (stainless steel)

49.0%

both plastic and
stainless-steel
containers

No changes of
appearance,
colour or
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Guideline and

Purity of the test

Remarks/

Property Method substance % Results Justification Reference
(w/w)
viscocity was
observed after
any of these
studies.
CIPAC MT 46.3/ Glutaraldehyde Co =51.0% Test substance |BASF S15-04190
GIFAP Monograph 50.8% agq. pHo = 3.79 is thermally (2015)
17 (for accelerated |solution stable at 40 °C | key study
storage stability Csw = 49.8% £ 2°Cfor8
studies); pHsw 3.60 weeks.
appearance
(physical state, No changes to
colour and odour), appearance,
stability of the colour or odour
original test item were observed.
container, weight
change of the test No changes to
item container, container shape
content of active or size were
ingredient has been observed.
investigated
following well-
described guideline
study
Storage stability test Guidance on Glutaraldehyde Co = 51.0% The test BASF S15-04191
information 50% aq. solution |Caam = 49.5% substance is / EX15/020
Long term storage at ambient requirements pHo = 3.79 thermally stable | (2016)
temperature Version 1.0 July pH2am = 3.47 at 20 °C £ 2 °C |key study

2013, page 147

No changes to
appearance,
colour or odour
were observed.

for 24 months.
Only minor
changes of the
determined
parameters
were observed
after storage.
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Property

Guideline and
Method

Purity of the test
substance %

(w/w)

Results

Remarks/
Justification

Reference

No changes to
container shape,
size or weight
were observed.

Storage stability test

Low temperature stability test
for liquids

CIPAC MT 39.3,
CIPAC MT 185

Glutaraldehyde
50.8% agq.
solution

The substance is
stable at 0 °C
for 7 days

BASF S15-04192
(2015)
key study

Effects on content of the active
substance and technical
characteristics of the biocidal
product

Light

FennoCide GL 50 B,
Protectol GA 50 OF,
BIM MP 4850,
Myacide GA 50, BIM
MC 4946, FennoSan
GL 10 B, BIM CC
3250

Effects on content of the active
substance and technical
characteristics of the biocidal
product

Temperature and humidity

OECD 111 and 113

Glutaraldehyde
50% aq. solution

OECD 111:

Co(at pH4)= 49.6%
Csb(at pH4)=49.2%
Co(at ph7)= 50.1%
Csp(at pH7)=45.5%
Co(at pH9)= 49.2%
Csp(at pr9)=11.6%
OECD113:

Cpo= 48.8%
Cb14(at 55°c)
=51.4%

The test
substance is
stable with
respect to the
OECD Guideline
113

BASF 0/93/9932
(1993)
key study

DIN 51007

Glutaraldehyde
50% aq. solution

Tot. exot.
energy

c. 250 1/g(<300
J/9)

BASF SIK-Nr.
15/2089 (2015)
key study

OECD Guideline 113
(Screening Test for

Thermal Stability

and Stability in Air)

Glutaraldehyde
50% aq. solution

Substance is
thermally not
stable at

BASF SIK-Nr.
04/2080 (2004)
key study
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Guideline and

Purity of the test

Remarks/

Property Method substance % Results Justification Reference
(w/w)
temperatures
> 85 °C
Expert judgement Glutaraldehyde Substance is - BASF
50% aq. solution |thermally not BPD ID A3.10_02
stable at (2006)
temperatures key study
> 100 °C
German Standard Glutaraldehyde Substance is - BASF SIK-No.
DIN 51007 50% aq. solution |thermally not 98/0231 (1998)
(ca. 0.3 % stable at key study
methanol) temperatures
> 110 °C
- - - The product is -
an aqueous
solution thus
the test does
not need to be
performed.
For the tests on
thermal stability
see IUCLID
Section 3.4.2.1.
Effects on content of the active - - - See studies BASF PGA 10
substance and technical mentioned (2004)

characteristics of the biocidal
product

under ‘Storage
stability test -
accelerated
storage’
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Guideline and

Purity of the test

Remarks/

Property Method substance % Results Justification Reference
(w/w)
Reactivity towards container Experience in use Glutaraldehyde Material Rubber linings |BPD ID A3.17_02
material 50% aq. solution | Compatibility: can swell when |key study
Yes/No in contact with

Carbon Steel:
No

Stainless Steel
types 304, 304L,
316 and 316L:
Yes

Iron: No
Titanium: Yes
Copper-Nickel
Alloy: No

Nickel: Yes
Aluminium: No
Copper: No
Nickel-
Chromium-
Molybdenum
Alloys: Yes
Fiberglas-
reinforced
plastics: Yes
PVC: Yes
Polyethylene:Yes
Baked Phenolics:
Yes

BASF glutar-
aldehyde
products and
should
therefore not be
used.

The same is
true for many
other natural
and synthetic
rubber
materials.
Special care
should be taken
when choosing
gasket
materials. The
use of
incompatible
materials may
lead to product
leakage or
material failure.
PTFE is
recommended
for all gaskets.

Annex A of ADR/
Class 8;
IATA-DGR 3.8.2.4;

Glutardialdehyde
50% aq. solution

Carbon steel:
No local
corrosion rate >
240 um/year

According to
REACH and the
Regulations for
Transport of
Dangerous

BASF 215.1153
TBO1 (2015)
key study
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Guideline and

Purity of the test

Remarks/

Property Method substance % Results Justification Reference
(w/w)
IMDG-Code, Class Al 7075-T6: Goods Protectol
8,2.1.4.3; 49 CFR No local GA 50%
§ 173; corrosion rate > | (glutardialdehyd
CLP-Regulation 240 ym/year 50%) has to be
(EU) No. classified as
1272/2008 and UN non-corrosive.
Recommendations
on the Transport of
Dangerous Goods;
Wettability - - - Since the -
biocidal product
is liquid, the

wettability does
not need to be

performed.
Suspensibility, spontaneity and - - - Since the -
dispersion stability biocidal product

is not solid,

none of these
tests needs to
be performed.

Wet sieve analysis and dry sieve

test

Since the
biocidal product
is not solid,
none of these
tests needs to
be performed.

Emulsifiability, re-emulsifiability

and emulsion stability

Since the
biocidal product
is an aqueous
solution of
glutaraldehyde,
these tests do
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Property

Guideline and
Method

Purity of the test
substance %

(w/w)

Results

Remarks/
Justification

Reference

not need to be
performed.

Disintegration time

Since the
biocidal product
is liquid, this
test does not
need to be
performed.

Particle size distribution, content
of dust/fines, attrition, friability

Since the
biocidal product
is liquid, these
tests do not
need to be
performed.

Persistent foaming

The test has not
been carried
out since
Protectol GA 50
is not surface
active and of
low viscosity. In
addition, the
biocidal product
is not a spray
application.

Flowability/Pourability/Dustability

Since the
biocidal product
is an aqueous
solution of
glutaraldehyde,
these tests do
not apply.

Burning rate — smoke

generators

Since the
biocidal product
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Property

Guideline and
Method

Purity of the test
substance %

(w/w)

Results

Remarks/
Justification

Reference

is not a smoke
generator, this
test does not
need to be
performed.

Burning completeness — smoke
generators

Since the
biocidal product
is not a smoke
generator, this
test does not
need to be
performed.

Composition of smoke — smoke
generators

Since the
biocidal product
is not a smoke
generator, this
test does not
need to be
performed.

Spraying pattern — aerosols

Since the
biocidal product
is not an
aerosol, this
test does not
need to be
performed. In
addition, the
biocidal product
is not a spray
application.

Physical compatibility

The biocidal
product is not
intended to be
used with other
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Property

Guideline and
Method

Purity of the test
substance %

(w/w)

Results

Remarks/
Justification

Reference

products
including other
biocidal
products.
Hence, no
information is
submitted about
its compatibility
with other
products.

Chemical compatibility

The biocidal
product is not
intended to be
used with other
products
including other
biocidal
products.
Hence, no
information is
submitted about
its compatibility

with other
products.
Degree of dissolution and CIPAC MT 46.3/ Glutaraldehyde Test substance | The biocidal BASF S15-04186
dilution stability GIFAP Monograph 50.8% w/w ag. is thermally product is (2015)
17 (for accelerated |solution stable at 40 °C |already a key study
storage stability + 2 °Cfor 8 dilution. In
studies); weeks. addition,
appearance studies carried

(physical state,
colour and odour),
stability of the
original test item

out with a 24%
glutaraldehyde
aqueous
solution
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Property

Guideline and
Method

Purity of the test
substance %
(w/w)

Results

Remarks/
Justification

Reference

container, weight
change of the test
item container,
content of active
ingredient has been
investigated
following well-
described guideline
study

indicated its
stability.

Surface tension

OECD Guideline 115
(Surface Tension of
Aqueous Solutions)

Glutaraldehyde
50% aq. solution

Surface tension
ca. 69 mN/m at
20 °C

The product is
not surface

BASF 04L00165
(2004)

BPD ID A3.13_01
key study

active
Viscosity Pesticide Glutaraldehyde Kinematic - BASF 4217-F(02)
Assessment 50% aq. solution |viscosity 12.75 (1999)
Guidelines, mm?/s (static) BPD ID
Subdivision D, at 25 °C A3.01.2_01
"Series 63", key study

Viscosity (63-18)

Measured with an
Ubbelohde
viscosimeter (RL2,
Study performed
under conditions
comparable to GLP)

Glutaraldehyde
50% aq. solution

Viscosity 4.79
mm?2/s (static)
at 40 °C

BASF 04L00165
(2004)

BPD ID A3.13_01
supporting study

Conclusion on the physical, chemical and technical properties of the product

The physico-chemical properties of Protectol GA 50 have been evaluated and are deemed acceptable for the
appropriate use, storage and transportation of the biocidal product.
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2.2.3 Physical hazards and respective characteristics

Guideline and

Purity of the test

Remarks/

Property substance Results Justification Reference
Method % (w/w)

Explosives OECD Guideline Glutaraldehyde 50% | non-explosive - BASF SIK 04/2080
113 aqg. solution (2004)
92/69/EC, annex key study

A.14

Pesticide
Assessment
Guidelines,
Subdivision D,
"Series 63",
Explodability (63-
16)

Glutaraldehyde 50%
aq. solution

non-explosive

BASF 4217-F(02)
(1999)

BPD ID A3.01.2_01
supporting study

The substance is
an organic
substance with
exothermic
decomposition
energy lower than
3001/g (2501/9)

BASF SIK-Nr.
15/2089 (2015)
Justification for
waiving

Flammable gases

Since the biocidal
product is not a
gas, this test
does not need to
be performed.

Flammable aerosols

Since the biocidal
product is not an
aerosol, this test
does not need to
be performed.

Oxidising gases

Since the biocidal
product is not a
gas, this test

52/378




Guideline and

Purity of the test

Remarks/

Property Method iubstance Results Justification Reference
o (Ww/w)
does not need to
be performed.
Gases under pressure - - - Since the biocidal -
product is not a
gas, this test
does not need to
be performed.
Flammable liquids Pesticide Glutaraldehyde 50% | No flash point - BASF 4217-F(02)
Assessment aqg. solution was observed at (1999)
Guidelines, temperatures up key study
Subdivision D, to 95 °C.
"Series 63",
Flammability (63-
15)
Flammable solids - - - Since the biocidal -
product is liquid,
this test does not
need to be
performed.
Self-reactive - - - There are no BASF SIK-Nr.

substances and
mixtures

ingredients with
explosive or self-
reactive
properties
present in the
product. Hence,
the formulation is
not self-reactive.

The available data
on self-reactive
properties of the
test substance do
not meet the

15/2089 (2015)
Justification for
waiving
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Property

Guideline and
Method

Purity of the test
substance
% (w/w)

Results

Remarks/
Justification

Reference

criteria for
classification
according to
Regulation (EC)
1272/2008 and
are therefore
conclusive but not
sufficient for
classification: The
exothermic
decomposition
energy is less
than 300 J/g.
Hence, the
substance is not
self-reactive.

Pyrophoric liquids

The study does
not need to be
conducted as
based on
experience in
handling and use
and the chemical
structure of
product contents,
pyrophoric
properties are not
to be expected.

Pyrophoric solids

Test for
pyrophoric
properties of solid
substances does
need to be
performed,

54/378




Property

Guideline and
Method

Purity of the test
substance
% (w/w)

Results

Remarks/
Justification

Reference

because the
biocidal product is
liquid.

Self-heating substances
and mixtures

The study does
not need to be
conducted as the
biocidal product is
liquid with a
water content of
50 %. A liquid
doesn’t show self-
heating behaviour
if it is not
absorbed on a
large surface.

Substances and
mixtures which in
contact with water emit
flammable gases

The biocidal
product contains
water. Hence, an
emission of
flammable gases
is not expected
when the
formulation
comes in contact
with water.
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Property

Guideline and
Method

Purity of the test
substance
% (w/w)

Results

Remarks/
Justification

Reference

Oxidising liquids

Glutaraldehyde
has no chemical
groups indicating
oxidising
properties. This
statement agrees
with the
recommendations
of appendix 6 in
the Manual of
Tests and criteria
of the United
Nations.

Pesticide
Assessment
Guidelines,
Subdivision D,
"Series 63",
Oxidizing/reducing
Action (63-14)

Glutaraldehyde 50%
aqg. solution

No oxidising
properties

BASF 4217-F(02)
(1999)
supporting study

Oxidising solids

Since the biocidal
product is liquid,
this test does not
need to be
performed.

Organic peroxides

Since the biocidal
product contains
no organic
peroxide, the test
does not need to
be performed.
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Property

Guideline and
Method

Purity of the test
substance
% (w/w)

Results

Remarks/
Justification

Reference

Corrosive to metals

Annex A of
ADR/Class 8;
IATA-DGR
3.8.2.4;
IMDG-Code, Class
8,2.1.4.3;

49 CFR § 173;
CLP-Regulation
(EU)1272/2008
and UN
Recommendations
on the Transport
of Dangerous
Goods;

Glutaraldehyde 50%
aqg. solution

Non-corrosive

BASF 215.1153 TBO1
(2015)
key study

Auto-ignition EU Method A.15 Glutaraldehyde 50% | Auto-ignition - BASF SIK 04/2080
temperatures of (Auto-Ignition aqg. solution temperature (2004)
products (liquids and Temperature 395 °C key study
gases) (Liquids and at 1002-1006 hPa
Gases)

Relative self-ignition
temperature for solids

Since the biocidal
product is liquid,
this test does not
need to be
performed.

Dust explosion hazard

Since the biocidal
product is a liquid
formulation this
test does not
need to be
performed.
Furthermore,
upon evaporation
of water from the
biocidal product
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Property

Guideline and
Method

Purity of the test
substance
% (w/w)

Results

Remarks/
Justification

Reference

no dust can be
formed. The

glassy-solid and
thus dust

formation is not
expected.

resulting solid is a

not a fine powder,

Conclusion on the physical hazards and respective characteristics of the product

The safety relevant physico-chemical properties of the biocidal product have been evaluated. Protectol GA 50 is

non-hazardous provided for its appropriate use, storage and transportation.

2.2.4 Methods for detection and identification

Analytical methods for the analysis of the product as such including the active substance, impurities and residues

the titration
vessel: 90.330
mg/3 Meas.

At 361.320mg:
101.3

At 721.601mg:
99.0-101.1

101.3
At 721.60mg: 99.9

Analyte (type | Analytical Fortification Linearity | Specificity | Recovery rate (%) Limit of Reference
of analyte method range / quantificat
e.g. active Number of ion (LOQ)
substance) measurements or other
limits
Range Mean RSD
Glutaraldehyde | Potentio- Absolute amount | > 0.999 |[No At 90.330mg: |At90.330mg: 99.6 |<1.0 BASF
metric of active interference |99.4-100.0 At 180.401mg: 98.9 A4.01_01
titration substance At 180.401mg: i BASF 4217-
glutaraldehyde in 98.9 97 [At 361.320mg: F(01)
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Analytical methods for the analysis of the product as such including the active substance, impurities and residues

Analyte (type | Analytical Fortification Linearity | Specificity | Recovery rate (%) Limit of Reference
of analyte method range / quantificat
e.g. active Number of ion (LOQ)
substance) measurements or other
limits
Range Mean RSD
180.401 mg/1
Meas.
361.320 mg/1
Meas.
721.601 mg/3
Meas.
Glutaraldehyde | HPLC-UV-MSD | 0.0288 - 0.0767 [R2= No 99.5-100.2 99.9 0.03 LOQ (1.0%) | BASF
scan mg/L 0.99999 |interference | (at 1 0Q 98.3- |(atLOQ 99.3) A4.01_02 or
(365 nm) (0.00000288- | y=0.00001 100.6) BASF
0.00000767 x-0.0002 OA01323
wt.%) (2005)
2 samples at 5 key study
levels
Glutaraldehyde | HPLC/UV-Vis/ | 0.43-56.5 wt.% |R?= No 98.09 - 110.2 |- <1.4 LOQ Dow/BASF
in 50% aq. LC-MS glutaraldehyde in | 0.9999 interference | (| 0Q recovery (S/N=10) R150228
solution (365 nm) an actual b=6.4923e 100+5%) 0.02% wt. (2015)
formulation +003 LOD Key study
sample m=3.926e (S/N=3)
4 samples at 6 +004 0.01% wt.
levels
Impurity in Capillary GC - 0.9995 No 107.5-110.5 108.8 1.1 LOD for BASF BPD
Protectol GA50 interference detection of |ID A4.01_03
the impurity
- see
IUCLID
Chapter 5
Water Karl Fischer - 0.99986 |No 97.76-100.16 |[98.9-99.9 0.2-1.2 |LOQ 1.0 BPD ID
titration interference g/kg A4.01_03
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Analytical methods for monitoring

See details given for the detection of the active substance in air and water.

Analytical methods for soil

The eCA has accepted the justification considering the method requirement as scientifically unjustified because persistence or accumulation

of glutaraldehyde or its metabolites in soil is not expected (Justification in BASF A4.2a, see AR glutaraldehyde 2014).

Analytical methods for air

Analyte (type of | Analytical | Fortification Linearity Specificity | Recovery rate (%) Limit of Reference
analyte e.g. method range / quantification
active Number of Range | Mean RSD (LOQ) or other
substance) measurements limits
Glutaraldehyde HPLC-UV | 10-400 pg/m3 Range 10- no inter- |68 -96 |77 for 2.6 for the |LOQ: 1.3 pg/m3 | BASF ESE/MA - Z 570
(active substance) | (363 nm) |6 samples at 4 | 400 ug/m?, | ference the range of (for 120 | of (2015)
levels 6 samples range of | 20-400 air/2ml key study
at 4 levels, 20-400 |pg/m3 desorption/10pl
3 NS
For range pg/m injection)
10-25 2.7 for the
Hg/m3 92 for range of
y=12.693x+ the 10-20
7.7087 range of |pg/ms3
R2=0.9992 10'203
For range Hg/m
10-500
pg/ms3
y=15.555x
+15.798
rr=1
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Analytical methods for water

Analyte (type of | Analytical | Fortification Linearity Specificity Recovery rate (%) Limit of Reference
analyte e.g. method range / quantification
active Number of Range Mean |RSD | (L0Q) or other
substance) measurements limits
Glutaraldehyde GC/MS 0.048 pg/L, and [0.01 ug/L - |No Drinking LOQ 0.05 pg/L BASF 06L00277
(active substance) 0.505 pg/L (for |5.05 pg/L interference water: (2007)
drinking water |2 5 90,9994 104 - 115 key stud
: 109 |4 LOD 0,015 pg/L y study
and surface (drinking = (0.048 nug/L) e/
m/z = 450,
water) water)
m/z = 470, or
m/z = 178 93 -99
6 per -
concentration ggé “g;t retention time (0.505 ng/L) BASF A4.02c_01
: K9 20.4 min. o7 |2
r’ > 0.9991 Surface
(surface water:
water) 98 - 123
(0.048 png/L)
101 - 107
(0.505m9/L) 1111 |10
103 2

Analytical methods for animal and human body fluids and tissues

It is technically impossible at the moment to analyse glutaraldehyde in animal tissues as glutaraldehyde will react with the biological

material, followed by rapid metabolisation.

Analytical methods for monitoring of active substances and residues in food and feeding stuff
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The biocidal product is not intended to be added to food and feedstuffs or be used in facilities during food processing. Furthermore, due to
evaporation, photodegradation and rapid reactions with proteins, only trace amounts would be expected even in the case of accident. In

addition, it is technically impossible at the moment to analyse glutaraldehyde in animal tissues as the substance will react with the biological
material, followed by rapid metabolisation.

Conclusion on the methods for detection and identification of the product

The active substance and the product are identical, therefore the methods for analysis of the active substance can be applied to the
analysis of the product.

A new analytical method (HPLC/UV-Vis, LC-MS) has been provided for the determination of glutaraldehyde in glutaraldehyde biocide
products (Dow/BASF study, 2015). The LOQ of this method is 0.02% wt. and the LOD 0.01% wt.

A new analytical method (HLPC/UV, BASF/Dow 2015) has been provided for the determination of glutaraldehyde in air.

The eCA has accepted the justification considering a method requirement for the detection of glutaraldehyde in soil as scientifically
unjustified because persistence or accumulation of the substance or its metabolites in soil is not expected.

Furthermore, it is technically impossible at the moment to analyse glutaraldehyde in animal tissues as glutaraldehyde reacts with any
biological material by rapid metabolic process.

The biocidal product is not intended to be added to food or feedstuffs or be used in facilities during food processing. Therefore, no method
is required for these matrices.
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2.2.5 Efficacy against target organisms

2.2.5.1 Function and field of use

Biocidal product Protectol® GA 50 is used as a preservative and slimicide in product types 6,
11 and 12.

The product demonstrated efficacy against a variety of Gram-positive and Gram-negative
bacteria as well as yeasts and fungi.

2.2.5.2 Organisms to be controlled and products, organisms or
objects to be protected

The products are used to control microorganisms including Gram-positive and Gram-
negative bacteria, yeasts and fungi as well as biofilm producing bacteria.

For the application in PT6, bacteria, yeasts and fungi should be controlled. In PT11
applications biocorrosion inducing sulphate reducing bacteria and bacteria causing
microbially induced deterioration of auxiliaries should be controlled.

For PT12 applications, Protectol® GA 50 is used as a slimicide. Thus, biofilm forming bacteria
and fungi should be controlled.

Examples of typical microbes to be controlled:

Gram-negative bacteria: Pseudomonas aeruginosa, Alcaligenis faecalis, Klebsiella
pneumoniae, Escherichia coli, Enterobacter aerogenes

Gram-positive bacteria: Staphylococcus aureus, Bacillus subtilis

Sulfate reducing bacteria (associated with microbial induced corrosion): Desulfovibrio
alaskensis G20, Desulfovibrio vulgaris

Fungi: Candida albicans (yeasts)
Aspergillus brasiliensis

The following uses of Protectol® GA 50 and objects to be protected are intended as
follows:

As preservative for manufactured products during storage (PT06), Protectol® GA 50 is
intended for the use in (i) preservation of detergents and cleaning fluids and any water
based raw materials thereof (ii) preservation of wax and polymer emulsions and raw
materials thereof, (iii) preservation of water based products used in the paper industry, (iv)
preservation of paints/inks and raw materials thereof and (v) preservation of auxiliaries used
in leather and textile industry.

As a preservative for liquid-cooling and processing systems (PT11) Protectol® GA 50 is used
for vi) preservation of hydrotesting fluids in oil field applications (prevent corrosion on
pipelines) and vii) preservation of production and injection water in oilfield applications such
as seawater injection system (prevent corrosion in equipment upstream of injection
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wellhead), produced water re-injection (prevent corrosion in water treatment units before
produced water is re-injected), produced water disposal (prevent corrosion in
hydrocyclones, gas floatation unit and filters), gas/crude production and transmission
pipelines and systems (prevent corrosion in transmission lines or systems where low
amounts of water that could be present), crude and gas storage wells and systems (prevent
corrosion in storage systems), pipeline pigging and scraping operation (prevent corrosion in
pipelines by water in the pipelines during the cleaning process).

As a slimicide (PT12), Protectol® GA 50 is effective against biofilm and is used as viii)
slimicide for hydrotesting fluids in oilfield applications (prevent biofilm formation on
pipelines), ix) slimicide for production and injection water in oilfield applications (prevent
biofilm formation in (produced) water (re-) injection systems in water treatment units, in
the produced water system, in gas/crude production, transmission and storage systems and
during pipeline pigging and scraping operations), x) slimicide in paper industry, wet-end
(slime prevention) and xi) slimicide for paper industry, de-inking (slime prevention).

2.2.5.3 Effects on target organisms, including unacceptable
suffering

Glutaraldehyde kills actively growing microbial cells if the concentration and time period are
suitable. The microorganisms are killed faster at higher concentrations, higher temperatures
and higher pH. Because glutaraldehyde reacts easily with primary amines of amino acids,
activity is influenced by soilents.

For PT6, 11 and 12 no product type specific guidance for the efficacy testing of biocidal
products was available when the application was prepared and submitted. There was only a
guidance giving general principles: “Transitional Guidance on Efficacy Assessment for
Preservatives” which was published in May 2014 after a public consultation. The performed
tests have been selected to provide convincing data to confirm the efficacy of Protectol® GA
for various applications.

For PT6 and PT12 papermill uses, the matrix used for the efficacy test is the corresponding
soiling, therefore no separate tests were done. The testing was performed on relevant
representatives of potential formulations because the variety of the potentially to be
preserved formulations doesn’t allow individual testing.

According to BPC-opinion, efficacy tests have to be performed in comparison to non-
preserved samples. These tests have been performed (please refer to confidential part).
For field trials of PT11/12 paper mill applications please refer to the comment/justification
in the confidential part. Corresponding semi-field trials are available in oilfield water for PT11
applications.

The submitted studies are summarised in table under 2.2.5.5 (Efficacy data). Microbiological
tests to prove adequacy of preservation should be undertaken by the user of Protectol® GA
50 in order to determine the effective dose of the preservative for the specific
matrix/location/system. Responsibility of sufficient storage stability is with the producer of
the respective product preserved with Protectol GA 50. If needed, the manufacturer of the
preservative product shall be consulted.
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2.2.5.4 Mode of action, including time delay

Glutaraldehyde readily Kkills actively growing cells, while killing of viruses and bacterial spores
requires longer exposure times and/or higher glutaraldehyde concentrations. The mode of
action of glutaraldehyde is thought to differ according to the target organism. Bacterial cells
are killed by cross-linking with primary amines located in the cell wall of the microorganisms,
sealing the outer layer of the bacterial cell surface and inactivating cell enzymes. In fungi,
inhibition of germination, spore swelling, mycelial growth and sporulation has been
demonstrated.

The kinetics of the cross-linking mechanism is influenced by pH, glutaraldehyde
concentration and temperature.

Kill rate of glutaraldehyde is rapid and ranges from 1 minute contact time for bacteria up to
several hours for bacterial spores.

There is no time delay. The killing rate is faster at alkaline conditions, high temperatures
and at higher glutaraldehyde concentrations. Under acidic conditions the free amino groups
react more with H* ions (eq.1) and are less susceptible to react with glutaraldehyde (eq.2).

pH <6: R-NH2 + H* => RNH3* eq.1
pH >7: R-NH2 + GA => cross-linking eq.2

Further details on the mode of actions (study data) were already provided for the active
substance approval.
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BASF SE Protectol® GA 50 PT6, 11 and 12
2.2.5.5 Efficacy data
PT06 APPLICATIONS
Experimental data on the efficacy of the biocidal product against target organism(s)
Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
Bactericide | PTO06, Protectol® GA | Gram-negative [Preservation |Bacteria inoculum Protectol® GA 50 was BASF
Preservation of |50 (50% bacteria: challenge (mixed inoculum) efficacious in the Grenzach
organic solutes | glutaraldehyde) | Pseudomonas test under Test item: organic preservation of organic | GmbH
in water (liquid aeruginosa, aerobic solutes (liquid cleaner [solutes against BIO16-28
formulations Alcaligenis conditions formulation) with 20, bacteria. (2016a)
used for faecalis, (in-use test, |50 and 100 mg/kg
cleaning (hand Klebsiella Tier 2) Protectol® GA 50 100 mg/kg Protectol®
dish washing, pneumoniae (internal No replicates GA 50 (50 mg/kg a.s.)
laundry method) reduced the bacteria

detergent, hard
surface cleaner)

(Use #1)

Gram-positive
bacteria:
Bacillus subtilis

Initial cell
numbers in test
system: 2.02 x
106 cfu/g

Incubation of
inoculated test
products: 20 - 25°C for
28 days

Assessment:
Reduction in total
viable counts (logio)
compared to time 0
was recorded on day 7,
14, 21 and 28. Results
of the unpreserved
control indicate that
the mixed bacterial
inoculum exhibited a
clear growth

in the absence of
Protectol® GA 50 over
the time of the
experiment.

efficiently already by
day 7 and until day 28.
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
Bactericide, | PTO6, Protectol® GA | Gram-negative [Preservation |Single inoculum Protectol® GA 50 was Labor L+S
fungicide preservation of |50 (50% bacteria: challenge Test item: organic efficacious in the AG
organic solutes | glutaraldehyde) | Pseudomonas test under solutes (liquid cleaner |preservation of organic |BP11/056_c1
in water (liquid aeruginosa aerobic formulation) with 125, |solutes against (2016a)
formulations Escherichia coli | conditions 250, 500 and 1000 bacteria.
used for (in-use test, | mg/kg Protectol® GA
cleaning (hand Gram-positive | Tier 2) 50 125 mg/kg Protectol®
dish washing, bacteria: (internal No replicates GA 50 (62.5 mg/kg
laundry Staphylococcus | method) a.s.) efficiently reduced
detergent, hard aureus Incubation of bacteria (Gram-
surface cleaner) inoculated test negative and Gram-
Fungi: products: 20 - 25°C for | positive) and yeast.
(Use #1) Candida 28 days For the fungi
albicans Aspergillus brasiliensis
(yeast), Assessment: preservation with 250
Aspergillus Reduction in total mg/kg product (125
brasiliensis viable counts (logio) mg/kg a.s.) was
compared to time 0 sufficient.
Initial cell was recorded on day 2,
numbers in test 7, 14 and 28. Results At an appropriate
system: 10° - of the unpreserved concentration (125
106 cfu/g control indicated that mg/L against bacteria

the Gram-positive
bacteria
Staphylococcus aureus
was reduced over the
time of the experiment
and the yeast Candida
albicans maintained at
its initial cell number
level only until day 7.
The germ numbers of
the fungi Aspergillus
brasiliensis decreased

and yeast or 250 mg/L
against bacteria, yeast
and fungi) the product
was efficacious from
day 7 throughout day
28.

The reduction of
Staphylococcus aureus
and Candida albicans in
the unpreserved
control suggests that
these species might
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
and the Gram-negative | not be representative
bacteria Escherichia species of those
coli and Pseudomonas |deteriorating such a
aeruginosa exhibited product used in the
growth in the absence |test.
of Protectol® GA 50 After consultation with
over the time of the cMSs it was decided
experiment. that the claim against
yeasts and fungi
cannot be accepted
because no growth in
the untreated control
was demonstrated in
this study.
Furthermore, the CFU
method for filamentous
fungi is not acceptable
according to The
Transitional Guidance
on Efficacy Assessment
of Preservatives (May
2014), and therefore, it
is considered that
efficacy against
filamentous fungi was
not demonstrated.
Bactericide, | PTO6, Protectol® GA | Gram-negative [Preservation |Single inoculum Protectol® GA 50 was Labor L+S
fungicide preservation of |50 (50% bacteria: challenge Test item: car polish as | efficacious in the AG
polymer glutaraldehyde) | Pseudomonas test under polymer emulsion with | preservation of EX15/028
emulsion aeruginosa aerobic 50, 180, 500 and 2000 | polymer emulsion (2016b)
(surface conditions mg/kg Protectol® GA against bacteria, yeast
treatment or Gram-positive | (in-use test, |50 and fungi.
cleaning bacteria: Tier 2) No replicates
products)
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
Staphylococcus | (internal Incubation of 50 mg/kg Protectol GA
(Use #2) aureus method) inoculated test 50 (25 mg/kg a.s.)
products: 20 - 25°C for | efficiently reduced
Fungi: 28 days bacteria (Gram - and
Candida Gram-positive) and
albicans Assessment: yeast.
(yeast), Reduction in total For the fungi
Aspergillus viable counts (logio) Aspergillus brasiliensis
brasiliensis compared to time 0 preservation with 180
was recorded on day 7, | mg/kg product (90
Initial cell 14, 21 and 28. Results | mg/kg a.s.) was
numbers in test of the unpreserved sufficient.
system: 10° - control indicated that
106 cfu/g the Gram-positive At an appropriate

bacteria
Staphylococcus aureus
was reduced over the
time of the experiment
and the yeast Candida
albicans maintained at
its initial cell number
level only until day 14.
In the absence of
Protectol® GA 50 the
Gram-negative bacteria
Pseudomonas
aeruginosa also
decreased during the
experiment but more
slightly. The viable cell
numbers of the fungi
Aspergillus brasiliensis
maintained at the level
of inoculation in the

concentration (50 mg/L
against bacteria and
yeast or 180 mg/L
against bacteria, yeast
and fungi) the product
was efficacious from
day 7 throughout day
28.

The reduction of
Staphylococcus aureus
and Candida albicans in
the unpreserved
control suggests that
these species might
not be reprentative
species of those
deteriorating such a
product used in the
test.
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function

Field of use
envisaged

Test
substance

Test
organism(s)

Test
method

Test system /
concentrations
applied / exposure
time

Test results: effects

Reference

absence of Protectol®
GA 50 over the time of
the experiment.

After consultation with
cMSs it was decided
that none of the claims
on target organisms
(against bacteria,
yeasts and fungi) can
be accepted because
no growth in the
untreated control was
demonstrated in this
study. Furthermore,
the CFU method for
filamentous fungi is not
acceptable according to
The Transitional
Guidance on Efficacy
Assessment of
Preservatives (May
2014), and therefore, it
is considered that
efficacy against
filamentous fungi was
not demonstrated.

Bactericide,
fungicide

PTO6,
preservation of
inorganic
dispersion as
used in paper,
paint and
plastic industry,
CaCoOs slurry

(Use #3)

Protectol® GA
50 (50%
glutaraldehyde)

Gram-negative
bacteria:
Pseudomonas
aeruginosa,
Klebsiella
pneumoniae,
Alcaligenis
faecalis

Gram-positive
bacteria:

Preservation
challenge
test under
aerobic
conditions
(in-use test,
Tier 2)
(internal
method)

Single inoculum

Mixed inoculum for
Klebsiella pneumoniae,
Alcaligenes faecalis,
Bacillus subtilis

Test item: CaCOs slurry
with 5, 20, 50, 180 and
2000 mg/kg Protectol®
GA 50

Protectol® GA 50 was
efficacious in the
preservation of
inorganic dispersion
against bacteria and
fungi.

Protectol® GA 50 at 20
mg/L (10 mg/L a.s.)
efficiently reduced
bacteria (single and

BAV Institut
GmbH
EXBIO16_003
(2016)
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function

Field of use
envisaged

Test
substance

Test
organism(s)

Test
method

Test system /
concentrations
applied / exposure
time

Test results: effects

Reference

Staphylococcus
aureus
Bacillus subtilis

Fungi:

Candida
albicans (yeast)
Aspergillus
brasiliensis

Initial cell
numbers in test
system: 10° -
106 cfu/g

No replicates
Incubation of
inoculated test
products: 20 - 25°C for
28 days

Assessment:
Reduction in total
viable counts (logio)
compared to time 0
was recorded on day 7,
14, 21 and 28. Results
of the unpreserved
control indicated that
the Gram-positive
bacteria
Staphylococcus aureus
was reduced over the
time of the experiment.
Pseudomonas
aeruginosa exhibited
growth and the viable
cell counts of other
species maintaind at
the level of inoculation
in the absence of
Protectol® GA 50 over
the time of the
experiment.

mixed inoculum) and
yeast.

For the fungi
Aspergillus brasiliensis
preservation with 180
mg/L product (90
mg/kg a.s.) was
sufficiently active from
day 14.

However, the CFU
method for filamentous
fungi is not acceptable
according to The
Transitional Guidance
on Efficacy Assessment
of Preservatives (May
2014), and therefore, it
is considered that
efficacy against
filamentous fungi was
not demonstrated.

The slurries furnished
with 2000 mg/L
Protectol GA 50 (1000
mg/kg g a.s.) reduced
bacteria, yeast and
fungi efficiently already
by day 7.

The reduction of
Staphylococcus aureus
in the unpreserved
control suggests that
this species might not
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
be a reprentative
species of those
deteriorating such a
product used in the
test.
Bactericide, | PTO6, Protectol® GA | Gram-negative [Preservation |Single inoculum Protectol® GA 50 was Labor L+S
fungicide preservation of |50 (50% bacteria: challenge Test item: CaCOs slurry | efficacious in the AG EX15/023
inorganic glutaraldehyde) | Pseudomonas test under with 180, 300, 400, preservation of (2016c)
dispersion as aeruginosa aerobic 1000 and 2000 mg/kg |inorganic dispersion
used in paper, conditions Protectol® GA 50 against bacteria and
paint and Gram-positive (in-use test, |No replicates fungi.
plastic industry, bacteria: Tier 2)
CaCoOs slurry Staphylococcus | (internal Incubation of 180 mg/kg Protectol®
aureus method) inoculated test GA 50 (90 mg/kg a.s.)
(Use #3) products: 20 - 25°C for | efficiently reduced
Fungi: 28 days bacteria (Gram-
Candida negative and Gram-
albicans Assessment: positive) and yeast.
(yeast), Reduction in total For the fungi
Aspergillus viable counts (logio) Aspergillus brasiliensis
brasiliensis compared to time 0 preservation with 400
was recorded on day 7, | mg/kg product (200
Initial cell 14, 21 and 28. mg/kg a.s.) was
numbers in test Results of the moderate and sufficient
system: 10° - unpreserved control at 1000 mg/kg product
106 cfu/g showed that the viable | (500 mg/kg a.s.).

count maintained at
least at the level of the
inoculation except for
Pseudomonas
aeruginosa and
Staphylococcus aureus
at day 7 and Candida
albicans from day 14

However, the CFU
method for filamentous
fungi is not acceptable
according to The
Transitional Guidance
on Efficacy Assessment
of Preservatives (May
2014), and therefore, it
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations

applied / exposure

time

on. Aspergillus is considered that

brasiliensis decreased | efficacy against

slightly in the absence |filamentous fungi was

of Protectol® GA 50 not demonstrated.

during the experiment.
At an appropriate
concentration (180
mg/kg against bacteria
and yeast or 400
mg/kg against
bacteria, yeast and
fungi) the product was
efficacious from day 7
throughout day 28.

Bactericide | PTO6, Protectol® GA Gram-negative |Preservation |Bacteria inoculum Protectol® GA 50 was BASF
preservation of |50 (50% bacteria challenge (single and mixed efficacious in the Grenzach
inorganic glutaraldehyde) | Pseudomonas test under inoculum) preservation of GmbH
dispersion as aeruginosa aerobic Test item: inorganic inorganic dispersions BIO16-018b
used in paper, (single conditions dispersion (Kaolin) with | against bacteria. (2016b)
paint and inoculum) (in-use test, |10, 100, 250, 500 and
plastic industry, Tier 2) 1000 mg/kg Protectol 100 mg/kg Protectol®
Kaolin slurry Gram-negative | (internal GA 50 GA 50 (50 mg/kg a.s.)

bacteria method) No replicates reduced the bacteria
(Use #3) Alcaligenis efficiently already by
faecalis, The test formulations day 7, even after re-
Klebsiella were inoculated at time | inoculation, and until

pneumoniae,
Gram-positive
bacteria
Bacillus subtilis
(mixed
inoculum)

point zero and after 14
d

Incubation of
inoculated test
products: 20 - 25°C for
28 days

day 28.
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
Initial cell Assessment:
numbers in test Reduction in total
system: 10° - viable counts (logio)
106 cfu/g compared to time 0
was recorded on day 7,
14, 21 and 28. Results
of the unpreserved
control showed that the
mixed bacterial
inoculum as well as the
Pseudomonas
aeruginosa inoculum
exhibited a clear
growth in the absence
of Protectol GA 50 over
the time of the
experiment.
Bactericide, | PTO6, Protectol® GA | Gram-negative [Preservation |Single inoculum for Protectol® GA 50 was BASF
fungicide Preservation of |50 (50% bacteria: challenge yeast, fungi, efficacious in the Grenzach
organic polymer | glutaraldehyde) | Pseudomonas test under Pseudomonas preservation of GmbH
dispersion as aeruginosa, aerobic aeruginosa and polymer dispersions BIO16-049
used in pulp Klebsiella conditions Staphylococcus, against bacteria, yeast |(2016c¢)
and paper pneumoniae, (in-use test, |aureus, mixed and fungi.
industry. Alcaligenes Tier 2) inoculum for Klebsiella
faecalis (internal pneumoniae, Addition of 100 mg/kg
(Use #3) method) Alcaligenes faecalis and | Protectol® GA 50 was

Gram-positive
bacteria:
Staphylococcus,
aureus, Bacillus
subtilis

Fungi:

Bacillus subtilis

Test item: organic
polymer dispersion
(cellulose) with 10,
100, 200, 500, 1000
and 2000 mg/kg
Protectol® GA 50

No replicates

sufficient to effectively
preserve against the
inoculated bacteria mix
and Staphylococcus
aureus.

At a concentration of
200 mg/kg Protectol®
GA 50 the bacteria
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function

Field of use
envisaged

Test
substance

Test
organism(s)

Test
method

Test system /
concentrations
applied / exposure
time

Test results: effects

Reference

Candida
albicans (yeast)
Aspergillus
brasiliensis

Initial cell
numbers in test
system: 10° -
106 cfu/g

Incubation of
inoculated test
products: 20 - 25°C for
28 days

Assessment:
Reduction in total
viable counts (logio)
compared to time 0
was recorded on day 7,
14, 21 and 28. Results
of the unpreserved
control indicated that
all tested germs
exhibited a

clear growth or
maintaind at least at
the level of the
inoculation (yeast
Candida albicans) in
the absence of
Protectol® GA 50
during the experiment.

Pseudomonas
aeruginosa and at 500
mg/kg Protectol® GA
50 the yeast were
reduced sufficiently. At
1000 mg/kg biocidal
product the cellulose
dispersion was also
protected against
fungis.

At the appropriate
concentrations (200
mg/kg against
bacteria, 500 mg/kg
bacteria and yeast or
1000 mg/kg against
bacteria, yeast and
fungi) the product was
efficacious from day 7
throughout day 28.
However, the CFU
method for filamentous
fungi is not acceptable
according to The
Transitional Guidance
on Efficacy Assessment
of Preservatives (May
2014), and therefore, it
is considered that
efficacy against
filamentous fungi was
not demonstrated.
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
Bactericide, | PTO6, Protectol® GA | Gram-negative [Preservation |Single inoculum for Protectol® GA 50 was BASF
yeasticide |Preservation of |50 (50% bacteria: challenge yeast, mixed inoculum | efficacious in the Grenzach
organic solutes | glutaraldehyde) | Pseudomonas test under for bacteria preservation of organic | GmbH
in water used in aeruginosa, aerobic Test item: Starch solutes (starch BIO16-026a
wet end paper Klebsiella conditions solution in water with solution) against (2016d)
processes and pneumoniae, (in-use test, | 100, 200, 300, 500 bacteria and yeast.
wall paper Alcaligenes Tier 2) and 2000 mg/kg Protectol® GA 50 at
paste faecalis (internal Protectol® GA 50 200 mg/kg (100 mg/kg
method) No replicates a.s.) was sufficiently
(Use #3) Gram-positive effective against the
bacteria: Incubation of mixed bacterial
Bacillus subtilis inoculated test inoculum.
products: 20 - 25°C for | Addition of 500 mg/kg
Yeast: 28 days product (250 mg/kg
Candida a.s.) was required to
albicans Assessment: efficiently reduce
Reduction in total yeast.
Initial cell viable counts (logio) At the active
numbers in test compared to time 0 concentrations, the
system: 10° - was recorded on day 6, | product was effective
108 cfu/g 14, 21 and 28. Results |already by day 6.
of the unpreserved
control indicated that
the mixed bacterial
inoculum as well as
yeast Candida albicans
exhibited a clear
growth in the absence
of Protectol GA 50.
Bactericide, | PT06, Protectol® GA | Gram-negative [Preservation |Single inoculum Protectol® GA 50 was Labor L+S
fungicide preservation of |50 (50% bacteria: challenge Test item: pigment efficacious in the AG
organic glutaraldehyde) | Pseudomonas test under slurry with 180, 400, preservation of organic | EX15/024
dispersions aeruginosa aerobic (2016d)
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BASF SE

Protectol® GA 50

PT6, 11 and 12

Experimental data on the efficacy of the biocidal product against target organism(s)

Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
used as conditions 800 and 2000 mg/kg dispersion against
pigment or filler Gram-positive (in-use test, | Protectol® GA 50 bacteria and fungi.
in paper, paint bacteria: Tier 2) No replicates
and plastic Staphylococcus | (internal 180 mg/kg Protectol
industry, here aureus method) Incubation of GA 50 (90 mg/kg a.s.)
pigment slurry inoculated test efficiently reduced
Fungi: products: 20 - 25°C for | bacteria and yeast.
(Use #4) Candida 28 days For the fungi
albicans Aspergillus brasiliensis
(yeast), Assessment: preservation with 400
Aspergillus Reduction in total mg/kg product (200
brasiliensis viable counts (logio) mg/kg a.s.) was
compared to time 0 sufficiently active after
Initial cell was recorded on day 7, | 14 days. However, the
numbers in test 14, 21 and 28. CFU method for
system: 10° - Results of the filamentous fungi is not
<1068 cfu/g unpreserved control acceptable according to

indicate that the germ
numbers of the fungi
and the yeast remained
unchanged over 28 d.
The Gram-negative
bacteria Pseudomonas
aeruginosa exhibited
significant

growth in the non-
preserved formulation.
Germ numbers of
Gram-positive bacteria
Staphylococcus
aureus decreased
during the experiment.

The Transitional
Guidance on Efficacy
Assessment of
Preservatives (May
2014), and therefore, it
is considered that
efficacy against
filamentous fungi was
not demonstrated.

At 800 mg/kg the
product was efficacious
from day 7 throughout
day 28 for all tested
germs.
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Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
The reduction of
Staphylococcus aureus
in the unpreserved
control suggests that
this species might not
be a reprentative
species of those
deteriorating such a
product used in the
test.
Bactericide, | PTO6, Protectol® GA | Gram-negative [Preservation |Single inoculum Protectol® GA 50 was Labor L+S
yeasticide |preservation of |50 (50% bacteria: challenge Test item: pigment efficacious in the AG
organic glutaraldehyde) | Pseudomonas test under slurry with 20, 60 and | preservation of organic | BIO16_002
dispersions aeruginosa aerobic 100 mg/kg Protectol® |dispersion against (2016e)
used as conditions GA 50 bacteria and yeast.
pigment or filler Gram-positive (in-use test, |No replicates
in paper, paint bacteria: Tier 2) 20 mg/kg Protectol®
and plastic Staphylococcus | (internal Incubation of GA 50 (10 mg/kg a.s.)
industry, here aureus method) inoculated test efficiently reduced S.
pigment slurry products: 20 - 25°C for |aureus from day 7 on
Yeast: 28 days and yeast starting on
(Use #4) Candida day 21. Full efficacy for
albicans Assessment: yeast starting on day 7
Reduction in total was observed at 60
Initial cell viable counts (logio) mg/kg Protectol GA 50.
numbers in test compared to time 0
system: 10° - was recorded on day 7, [ At 100 mg/kg product
<10° cfu/g 14, 21 and 28. Results | (50 mg/kg a.s.) the

of the unpreserved
control indicated that
the Gram-negative
Pseudomonas
aeruginosa exhibited a
clear growth (except

product was efficacious
from day 7 throughout
day 28 for all tested
bacteria strains and
yeast.

The reduction of
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Function |Field of use Test Test Test Test system / Test results: effects | Reference

envisaged substance organism(s) method concentrations

applied / exposure

time

for day 21) and viable |Staphylococcus aureus

numbers of Gram- and Candida albicans in

positive bacteria the unpreserved

Staphylococcus control suggests that

aureus decreased in these species might

the absence of not be reprentative

Protectol® GA 50 species of those

during the experiment. |deteriorating such a

In the absence of product used in the

Protectol® GA 50 test.

Candida albicans

showed

a reduction to the 104

level (days 14 and 21)

and further down to

the 103 level on the

last quarter of the

experiment.

Bactericide, | PTO6, Protectol® GA Gram-negative |Preservation |Single inoculum Protectol® GA 50 was BASF
fungicide preservation of |50 (50% bacteria: challenge efficacious in the Grenzach
water based glutaraldehyde) | Pseudomonas test under Mixed inoculum for preservation of water | GmbH
formulations aeruginosa, aerobic Klebsiella pneumoniae, |based formulations BIO16-004
with multiple Klebsiella conditions Alcaligenes faecalis, with different (2016e)
ingredients pneumoniae, (in-use test, |Bacillus subtilis ingredients against
Alcaligenes Tier 2) bacteria and fungi.
(Use #4) faecalis (internal Test item: water based
method) wall paint with 5, 20, Protectol® GA 50 at 5

Gram-positive
bacteria:
Staphylococcus
aureus

Bacillus subtilis

Fungi:

50, 180, 500 and 2000
mg/kg Protectol® GA
50

No replicates
Incubation of
inoculated test

mg/kg (2.5 mg/kg
a.s.) efficiently reduced
bacteria (single
inoculum) and yeast.
The fungi and mixed
bacterial inoculum
preservation with 50
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Function

Field of use
envisaged

Test
substance

Test
organism(s)

Test
method

Test system /
concentrations
applied / exposure
time

Test results: effects

Reference

Candida
albicans
(yeast,)
Aspergillus
brasiliensis

Initial cell
numbers in test
system: 10° -
<1068 cfu/g,
except for the
mixed bacteria
inoculum B.
subtilis, A.
faecalis and K.
pneumoniae)
for which the
total initial cell
number was
1.52*10%

products: 20 - 25°C for
28 days

Assessment:
Reduction in total
viable counts (logio)
compared to time 0
was recorded on day 7,
14, 21 and 28. Results
of the unpreserved
control indicated that
all tested germs
exhibited a

clear growth or
maintaind at least at
the level of the
inoculation in the
absence of Protectol®
GA 50 during the
experiment, except for
Gram-positive bacteria
Staphylococcus
aureus, which
decreased to < 100
cfu/g from 14 days on,
and Candida albicans,
the cell count of which
was at the level of 104
at day 7.

mg/kg product (25
mg/kg a.s.) was
sufficiently active.

At the active
concentrations (5
mg/kg against single
inoculum bacteria and
yeast or 50 mg/kg
against bacteria, yeast
and fungi), the product
was effective already
by day 7.

However, the CFU
method for filamentous
fungi is not acceptable
according to The
Transitional Guidance
on Efficacy Assessment
of Preservatives (May
2014), and therefore, it
is considered that
efficacy against
filamentous fungi was
not demonstrated.

The reduction of
Staphylococcus aureus
in the unpreserved
control suggests that
this species might not
be a reprentative
species of those
deteriorating such a
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Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
product used in the
test.
Bactericide, | PT06, Protectol® GA | Gram-negative [Preservation |Single inoculum Protectol® GA 50 was Labor L+S
fungicide Preservation of |50 (50% bacteria: challenge efficacious in the AG
polymer glutaraldehyde) | Escherichia coli, |test under Test item: aqueous preservation of EX13/006A
dispersion as Pseudomonas aerobic polymer dispersion aqueous polymer (2016f)
used in aeruginosa conditions with 125 and 500 dispersion against
production for (in-use test, | mg/kg Protectol® GA bacteria and fungi.
sealants, glues Gram-positive | Tier 2) 50
and adhesive bacteria: (internal No replicates Protectol® GA 50 at
formulations Staphylococcus | method) Incubation of 500 mg/kg (250 mg/kg
aureus inoculated test a.s.) was capable to
Use #3, 4 products: 20 - 25°C for | control the growth of
Fungi: 28 days the bacteria and the
Candida yeast from day 7. The
albicans Assessment: fungi was controlled at
(yeast), Reduction in total the same concentration
Aspergillus viable counts (logio) from day 14. However,
brasiliensis compared to time 0 the CFU method for
was recorded on day 7, |filamentous fungi is not
Initial cell 14 and 28. No activity |acceptable according to
numbers in test against any of the five |The Transitional
system: 10° - test strains was Guidance on Efficacy
<1068 cfu/g observed in the Assessment of
unpreserved control. Preservatives (May
Instead, the 2014), and therefore, it
total viable counts is considered that
increased over the 28 d | efficacy against
of the test compared to | filamentous fungi was
the inocululation. not demonstrated.
Bactericide, | PTO6, Protectol® GA | Gram-negative [Preservation |Single inoculum Protectol® GA 50 was Labor L+S
fungicide Preservation of |50 (50% bacteria: challenge efficacious in the AG
liquid glutaraldehyde) test under preservation of organic
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Function |Field of use Test Test Test Test system / Test results: effects | Reference
envisaged substance organism(s) method concentrations
applied / exposure
time
formulations Pseudomonas aerobic Test item: re-fatting emulsions against EX15/015
used in leather, aeruginosa conditions agent (organic bacteria and fungi. (20169)
textile or paper (in-use test, |[emulsion) with 50,
industry Gram-positive | Tier 2) 180, 400 and 2000 Protectol® GA 50 at 50
bacteria: (internal mg/kg Protectol® GA mg/kg (25 mg/kg a.s.)
(Use #5) Staphylococcus | method) 50 efficiently reduced
aureus No replicates bacteria and yeast
Incubation of already by day 7.
Fungi: inoculated test For the fungi
Candida products: 20 - 25°C for | Aspergillus brasiliensis
albicans 28 days preservation with 400
(yeast), mg/kg product (200
Aspergillus Assessment: mg/kg a.s.) was
brasiliensis Reduction in total sufficiently active
viable counts (logio) efficiently already by
Initial cell compared to time 0 day 7.
numbers in test was recorded on day 7, | The reduction of
system: 10° - 14, 21 and 28. Results |Staphylococcus aureus,
<1068 cfu/g of the unpreserved Candida albicans and

control indicated that
Staphylococcus aureus
was reduced to the
level of 102 over the
time of the experiment.
The germ numbers of
Candida albicans and
Aspergillus brasiliensis
exhibited a not
significant reduction
until day 14, while the
number of the
surviving germs of
Pseudomonas
aeruginosa was

Aspergillus brasiliensis
in the unpreserved
control suggests that
these species might
not be reprentative
species of those
deteriorating such a
product used in the
test.

After consultation with
cMSs it was decided
that the claim against
yeasts cannot be
accepted because no
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Function

Field of use
envisaged

Test
substance

Test
organism(s)

Test
method

Test system /
concentrations
applied / exposure
time

Test results: effects

Reference

increased or
maintained at least at
the level of inoculation
except for day 7.

growth in the
untreated control was
demonstrated in this
study. Furthermore,
the CFU metho