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Section A2

Annex Points ITA, I1.2.1 to
2.9

Identity of Active Substance

Subsection

2.1 Common name
(ITA2.1)

2.2 Chemical name
(I1A2.2)

23 Manufacturer’s
development code
number(s)
(IIA2.3)

24 CAS No and EC
numbers (ILA2.4)

241 CAS-No

Isomer 1

242 EC-No

Isomer 1

2.4.3 Other

2.5 Molecular and
structural formula,

molecular mass
(I1A2.5)

2.5.1 Molecular formula

2.5.2 Structural formula

2.5.3 Molecular mass

2.6 Method of
manufacture of the
active substance
(ITA2.6)

2.7 Specification of the
purity of the active
substance, as
appropriate
(IIA2.7)

Sulfuryl fluoride (There is no ISO common name for this substance;
the name “sulfuryl fluoride” has been used in the literature but has
no official status except as a systematic name.)

Sulfuryl fluoride (CA)
Sulfuryl difluoride (TUPAC)

No development numbers have been used for sulfuryl fluoride

2699-79-8

Not applicable

Sulfuryl fluoride is an inorganic substance and does therefore not
contain any stereo isomers.

220-281-5 (EINECS)

Not applicable

Sulfuryl fluoride is an inorganic substance and does therefore not
contain any stereo isomers.

-

SO,F,

F\ /F
A

0]
102.1

Confidential information, see Annex Confidential Data and
Information

g/kg g/ % wiw %aviv
Min 99.4
Aim 99.8
Max 100
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Section A2.10

Annex Point ITA, 11.2.10

Exposure data in conformity with Annex VIIA to Council
Directive 92/32/EEC (OJ No L, 05.06.1992, p. 1) amending
Council Directive 67/348/EEC

1. Professional
Users

1) Description of
application process

11) Workplace
description

public.

Dow AgroSciences is committed to a comprehensive product
stewardship programme which minimises potential risk to operators
and bystanders. These programmes will meet or exceed Member
States” existing guidance and legislation for the conduct of
fumigations. Only those individuals, who attend, pass and adhere to
our strict health and safety policies will be allowed to use ProFume;
such training is mandatory and has to be reviewed on an annual
basis.

Only those professional fumigators who have been certified under
local country regulations AND who have been approved by Dow
AgroSciences.

PT18

The same method of application and system used described for PT8
for structural fumigation is used for the disinfestation of insects
from emptied food processing structures and storage areas. This
allows penetration of the fumigant into all areas where insects may
be present e.g. within the fabric of the building (floors, walls,
ceilings) and machinery.

Structural fumigation (PT18)

Structural fumigation (emptied {ood processing facilities) is a
periodic/seasonal activity similar to the mill fumigation scenario.
Temperature 1s an important factor to consider in fumigation. The
higher the temperatures the less gas is needed, the shorter the
fumigation ime can be and the better the efficacy. Therefore
structural fumigation 1s mainly done during the warmer months of
the year. Potential exposure could happen to bystanders and
operators.

Professional fumigator exposure would be essentially limited to
structural fumigations. Data from ‘worst-case’ structural
fumigations trials show that operator exposure would most often be
less than 1 ppm over an 8-hr working day, but could occasionally
exceed 3 ppm. Mandatory use of SCBA (during gas introduction
and aeration) would reduce these values to even lower levels during
commercial use of sulfuryl fluoride.

Bystanders can be incidental or residential. Exposure of residential
or incidental bystanders around a structural fumigation are be
limited to a single, isolated occasion over a period of a year or more.
Therefore incidental (passing by) bystander exposure represents a
negligible risk scenario for which risk characterization and
management are considered unnecessary. The worse-case for
bystanders is the residential situation.

a) Introduction of the fumigant

Structure is well sealed to achieve virtual gas tightness. Fumigation
lines, as well as monitoring lines, are laid into the building. The
operation to introduce the gas 1s managed from outside of the
structure. The operator will wear SCBA during gas mntroduction.
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Section A2.10

Annex Point ITA, 11.2.10

Exposure data in conformity with Annex VIIA to Council
Directive 92/32/EEC (OJ No L, 05.06.1992, p. 1) amending
Council Directive 67/348/EEC

ii1) Inhalation
exXposure

b}  Surveillance of fumigant concentration during fumigation

(Gas concentrations inside the structure are measured via monitoring

lines. The monitoring lines are attached to a calibrated Fumiscope

located outside the fumigated structure. Surveillance of the gas
concentration around the fumigated structures is done by using a

calibrated hand-held Interscan. When external air concentrations are

above the Upper Limit Ceiling Value of 3 ppm, operators have to Xl
vacate the area or immediately don SCBA. An exclusion zone of 10

metres will ensure that residential bystander exposure does not

exceed the 24-hour TWA limit of 3 ppm.

¢) Aeration of structure

Aeration occurs via the highest possible point of the structure (e.g.,
through the bell tower in the case of a church). Fumigators will start
the fumigation process either from outside (where possible) or from
inside, wearing SCBA. At the end of the aeration period, a
fumigator wearing SCBA enters the fumigated premises to measure
the gas concentrations. Only after all gas concentrations are
measured and confirmed to be below the AOEC for the bystander
and worker of 3 ppm 1s SCBA removed and a building officially
signed-over to the owner. An exclusion zone of 10 metres will
ensure that residential bystander exposure does not exceed the 24-
hour TWA limit of 3 ppm.

d)  Duration and frequency of the operation and the recommended
Personal Protection Equipment

Variable as described in the Human Exposure Document.
Fumigators will wear SCBA (Self contained breathing apparatus), as
a mandatory requirement, when introducing the gas, re-entering a
structure and if air concentrations exceed the Upper Limit Ceiling
Value of 3 ppm. Rubber boots and gloves should not be worn,
because of danger of {reeze burns in case the liquid gas under
pressure gets trapped in the rubber boots or gloves.

X1

Operator exposure refers to potential exposure of the person or
persons involved in tasks relating to fumigation and aeration of the
structure. A summary of air concentrations in 10 fumigation trials
across Europe and the USA is tabulated below.
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Section A2.10

1) Dermal
exposure

2. Non-professional
Users including the
general public

(i) via inhalational
contact

Exposure data in conformity with Annex VIIA to Council
Directive 92/32/EEC (OJ No L, 03.06.1992, p. 1) amending
Council Directive 67/348/EEC

In conclusion: potential operator exposure resulting from the use of
sulfuryl fluoride in structural fumigations has been investigated in
10 individual trials. TWA air concentrations above the proposed
AOEC of 1 ppm occurred in 3 US trials, none of the EU trials
showed exceedenses. Additional use of respiratory protection
(SCBA) in accordance with the ProFume recommendations (i.e.,
when working directly with cylinders during the introduction of gas
and when working in or entering areas where the concentration
exceeds the Upper Limit Ceiling Value of 3 ppm) would X1
substantially reduced exposure. These data show that use of
ProFume would be without any adverse effects on health of
fumigators.

The SCBA 1s effectively 100 % efficient and no exposure results
from wearing SCBA in a house. The fumigator 1s not in a rush to put
on SCBA, since he first measures, in case of SF concentration, he
will then back up and put on properly the SCBA (there is a standard
procedure to put on SCBA - it 1s tested, checked for tightness and
functionality everytime it is used), only then he will proceed into the
risk zone.

Bystanders (could be passers-by, or residents in the vicinity of the
structure) are not exposed to gas concentrations above the AOEC.
The fumigator has to set the risk zone to exclude such possibility. In
case a neighbouring house is too close (and the fumigator has to
measure gas concentration), this house would belong to the risk
zone and residents would have to leave, the same is true for roads
and pathways.

Exposure to sulfuryl fluoride is via inhalation only.

Results of the acute percutaneous toxicity study (4-hour dermal
vapour exposure in fisher 344 rats) (Ref. 91/414 II1A 7.1.2/01,
B07)) indicate no acute toxicological hazard on exposure to sulfuryl
fluoride via the skin.

Sulfuryl fluoride is a gas packed under pressure in cylinders. Upon
accidental contact with the liquid gas under pressure, the gas will
evaporate. Operators are advised not to wear protective rubber
gloves or boots. If sulfury] fluoride 1s trapped in gloves or boots the
gas (boiling point -54°C, Ref. 91/414 TTA, 2.1.2/01) will cause
freeze burns.

The product is excluded from being used by non-professionals or
the general public.

Bystanders can be incidental or residential. Incidental bystander

exposure comprises people who may pass by during fumigation or

aeration and receive a very transient exposure lasting a few seconds

or minutes at the most. Data show that even if a person stayed

within 5 metres of a structure for 24 hours the exposure would not

exceed an AOEC of 3 ppm (Ref. 91/414 MIII, Section 3, Point X2
7.2.2). In reality, this situation represents a negligible risk scenario

for which risk characterization and management are considered

unnecessary.

The worse-case for bystanders is represented by the residential
situation. In this case, unidirectional 24-hour TWA air
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(i1) via skin
contact

(ii1) via drinking
water

{(1v) via food

{v) indirect via
environment

2.10.2 Environmental
exposure towards
active substance

Exposure data in conformity with Annex VIIA to Council
Directive 92/32/EEC (OJ No L, 03.06.1992, p. 1) amending
Council Directive 67/348/EEC

Exposure to sulfuryl fluoride is via inhalation only.

Sulfuryl fluoride will not directly impact surface water bodies
because of its physical properties and use patterns. Spray drift and
runoff and other typical routes of entry of biocides into aquatic
ecosystems are not relevant for a permanent gas such as sulfuryl
fluoride with no terrestrial or aquatic use patterns.

As negligible amounts of sulfuryl fluoride are expected to be
present in soil (PECsoil approximately 6 x 10™ mg/ke) as a result
of the physical properties and use patterns, and as confirmed by the
fugacity modelling (see 91/414, M-111, Point 9.1.3), the potential for
sulfuryl fluoride to reach groundwater at concentrations >0. 1 ug/L.
is negligible. There are no relevant metabolites, degradation and
reaction products.

The results of the fugacity modelling can be found in Doc ITI, B7.5.

Not applicable

Prior to fumigation of emptied food processing facilities all
machinery 1s run out to complete emptiness and then dry cleaned.
All storage areas and silos are normally emptied. All stored finished
products are removed. No food materials are left in areas to be
fumigated.

Sulfuryl fluoride 1s a gas under all environmental conditions
(boiling point -54°C, see Ref. 91/414 TTA 2.1.2/01, A15) and has an
extremely high vapour pressure (1,611,467 Pa at 20°C, see Ref.
91/414 11A 2.3.1/01, A20). These properties, combined with the
relatively umque use pattern of sulfuryl fluoride as a structural and
commodity fumigant, result in negligible exposure and risk to
terrestrial and aquatic ecosystems.

As described in the Human Exposure Document indirect exposure at
fumigation may occur to the by-stander via inhalation. This scenario
has been described in Section 2 (i) above.

Studies conducted in mills (91/414, M-III, pt. 7.2), which represent
a worst-case scenario in terms of building size and gas volume used,
showed that air concentrations 10 m or more from the fumigated
structure would not exceed the proposed AOEC of 3 ppm. An
exclusion zone of 10 m around a fumigated structure (e.g., emptied
food processing facility) will ensure no exposure to a residential
bystander above the AOEC.

See DOC 111, B6.6/02 (Annex point 11B, V1.6.6), bystander
exposure.

Environmental exposure to SO,F, occurs only after use of the
product for fumigation and release of the product to the atmosphere
at the completion of the fumigation event. The frequency of
exposure will be determined by the specific number of fumigation
events conducted in any given time period. Because the exact
number of potential environmental exposures over short time
periods will be variable and unpredictable, environmental exposures
have been estimated using two limiting scenarios. These two
scenarios represent either a single fumigation event (releasing 3840
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Table A2.10: Workplace exposure / Inhalation exposure (use additional terminology from the TNsGs on Human exposure)
Exposure scenario ‘Workplace operation PPE Year(s) of Number of Type of measurements Exposure
measurement | measurements concentration
Production The biocidal product is manufactured in the USA. According to the TNsG Data Requirements, Ch.2, 2.10 and 6.6, for products manufactured outside
the European Union, no details on production need to be included.
Formulation The biocidal product is manufactured in the USA. According to the TNsG Data Requirements, Ch.2, 2.10 and 6.6, for products manufactured outside

the European Union, no details on production need to be included.

Application MG3. /PTI8.

ProFume is used as a
fumigant for the control
of stored product insect
pests (SPIs) in emptied
food processing facilities
and emptied storage
facilities.

SCBA — fumigators only.
When working with gas
cylinders during
introduction of gas and
when air concentrations
exceed the Upper Limit
Ceiling Value of 3 ppm.

Structural
fumigation trials
were conducted
over a period of
2-3 years.

Measurements were
taken at 11
independent
structural fumigation
trials.

Potential fumigator
exposure was estimated
using personal air samplers,
fixed air samplers around
each structure and also
using hand-held equipment
{e.g., Interscan).

Potential fumigator
exposure in trials where
SCBA was not used
was, on average, 0.9
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Section A3

Annex Points ITA, ITI 3.1.1
to 3.13, Annex Points ITTA,
I 1 to 2 and TnsG
Chapter 3, Part A, Point
3.6 and Point 3.14

Physical and Chemical Properties of Active Substance

The used method and the obtained results are acceptable.
3.1.3 Relative density

Materials and Method

X3: In accordance with the Technical Notes for Guidance on Data Requirements
(TNsG) the density (i.e. not the relative density) of the gas sulfuryl fluoride was
calculated using the Ideal Gas Law.

Results

The applicant’s version is adopted.

Reliability

Reliability indicator 0: Not applicable since no study was performed for the
relative density.

Acceptability
The calculation is acceptable.

3.2 Vapour pressure
Materials and Method

X4: In the study from 1957 the boiling point at eight pressures between 73 and
785 mm Hg was measured.

The set of measured boiling points and corresponding pressures were inserted into
Antoine’s equation (log(P)=A-B/(T+C)) where after the parameters A, B and C
were calculated. This resulted in the vapour pressure curve:

log (P)=7.094-797.34/(T +244.78)

This vapour pressure curve was then utilized in the study from 2001 to calculate
(extrapolate) the vapour pressure at 20 °C.

The study was performed 1957, and 1is therefore not in compliance with GLP and
1s not conducted in accordance with recommended OECD or EC methods.
Moreover the method used is insufficiently described since only the above
information is given in the study report together with the results.

Results

The applicant’s version is adopted.

Reliability

X4: Reliability indicator 3: Study with major methodological and/or reporting
deficiencies.

The low reliability indicator allocated, is due to the major deficiency in the
reporting of the study from 1957.

Acceptability
X4: Since the used test method is insufficiently described, the validity of the

reported value cannot be completely assessed. However the method used (see
Materials and Method above) 1s a standard procedure to determine the vapour
pressure. Moreover a comparison of the obtained vapour pressure with vapour
pressure data for molecules having similar chemical properties (i.e. molar weight,
polarity and boiling point) indicates that the reported value is of the right
magnitude (e.g. the vapour pressures of bromtrifluoromethane, CAS-No: 75-63-8
and HEC 125 (C,HF5), CAS-No: 354-33-6 are 1.6 MPa and 1.4 MPa respectively;
source: The Physical Properties Database (PHY SPROP), Syracuse Research
Corporation)
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Section A3

Annex Points ITA, ITI 3.1.1
to 3.13, Annex Points ITTA,
I 1 to 2 and TnsG
Chapter 3, Part A, Point
3.6 and Point 3.14

Physical and Chemical Properties of Active Substance

The used method and the obtained results are therefore considered to be
acceptable, despite the low reliability indicator.

3.2.1 Henry’s law constant

Materials and Method

The applicant’s version 1s adopted.

Results

The applicant’s version is adopted.

Reliability

X5: No special study is performed for the Henry’s law constant. However, the
result is calculated from the experimentally obtained results on the vapour
pressure and the water solubility and a reliability indicator can therefore be
applied.

Reliability indicator 3: Study with major methodological and/or reporting
deficiencies.

The low reliability indicator allocated is due to the major deficiency in the
reporting of the study from 1957.

Acceptability

X5: Since there is no requirement to determine the Henry’s law constant for
gaseous substances no further action is taken, despite the low reliability indicator.
3.3.1 Physical state

Materials and Method

The applicant’s version 1s adopted.

Results

The applicant’s version 1s adopted.

Reliability

Reliability indicator 1: Study conducted in compliance with agreed protocols,
with no or minor deviations from standard test guidelines and/or minor
methodological deficiencies, which do not affect the quality of relevant results.

Acceptability
The used method and the obtained results are acceptable.

3.3.2 Colour

Materials and Method

The applicant’s version is adopted.
Results

The applicant’s version is adopted.

Reliability

Reliability indicator 1: Study conducted in compliance with agreed protocols,
with no or minor deviations from standard test guidelines and/or minor
methodological deficiencies, which do not affect the quality of relevant results.

Acceptability
The used method and the obtained results are acceptable.

3.3.3 Odour

X6: See the justification below the evaluation box.

3.4 Spectra for active substance

Materials and Method
The applicant’s version is adopted.
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Section A3
Annex Points ITA, ITI 3.1.1

Physical and Chemical Properties of Active Substance

to 3.13, Annex Points ITTA,

T 1 to 2 and TnsG
Chapter 3, Part A, Point
3.6 and Point 3.14

Results
NMR speciroscopy
The applicant’s version 1s adopted

Mass spectroscopy
X7: The obtained fragments were identified as:

m/z

102 (molecular ion)

83 ([SO.FT)

67 ([SOF]")

UV Vis

X38: Absorption maxima were found for the solution in purified water (pH 2.0)
and for the solution in water + HCI (pH 1.3) at 276 nm and at 278 nm
respectively. Included in the table are also the molar absorption coefficients at a
specified wavelength 290 nm. The absorption bands were not present in the basic

system (pH 12.4) and this was considered to be due to the fact that sulfuryl
fluoride is rapidly hydrolysed in aqueous alkali.

IR spectroscopy

The applicant’s version is adopted

Reliability

Reliability indicator 1: Study conducted in compliance with agreed protocols,
with no or minor deviations from standard test guidelines and/or minor
methodological deficiencies, which do not affect the quality of relevant results.

3.5 Water solubility

Materials and Method

X9: Since the test material 1s a gas, the solubility in water was determined by a
method based on purging purified water with the matenial for varying periods of
time until analysis of the test solutions demonstrated that the concentration had
reached equilibrium.

Results

X9: The water solubility was determined to be 1.04= 0.12 g/l at 20 °C in
unbuffered purified water. The raw data file shows that the mean pH of the
measured solutions was approximately 2.5. This means that the result could be
seen as the solubility of sulfuryl fluoride in water at a pH of approximately 2.5.

The pH dependence of the solubility in water was not examined as sulfuryl
fluoride does not dissociate. However as shown in Document 111-A.7 sulfuryl
fluoride hydrolyses very rapidly under alkaline conditions (DT 55=4.0 min at pH
9), which means that a significantly higher solubility in water in the alkaline range
1s to be expected.

Reliability

Reliability indicator 1: Study conducted in compliance with agreed protocols,
with no or minor deviations from standard test guidelines and/or minor
methodological deficiencies, which do not affect the quality of relevant results.

Acceptability
The used method and the obtained results are acceptable.

3.6 Dissociation constant
X10: See the justification below the evaluation box.
3.7 Solvent solubility
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Section A3
Annex Points ITA, ITI 3.1.1

Physical and Chemical Properties of Active Substance

to 3.13, Annex Points ITTA,

T 1 to 2 and TnsG
Chapter 3, Part A, Point
3.6 and Point 3.14

Materials and Method
X11: The method used for the water solubility (see above) was employed for the
solvent solubility.

Results

X11: The solubility in n-octanol was also determined (14 g/1).

Reliability

Reliability indicator 1: Study conducted in compliance with agreed protocols,
with no or minor deviations from standard test guidelines and/or minor
methodological deficiencies, which do not affect the quality of relevant results.

Acceptability
The used method and the obtained results are acceptable.

3.8 Stability in organic solvents used in biocidal products
X12: See the justification below the evaluation box.
3.9 Partition coefTicient

Materials and Method

X13: Since sulfuryl fluoride is a gas a modified version of the “shake-flask™-
method (OECD 108) was utilized. A saturated stock solution in water (pre-
saturated with n-octanol) was prepared by purging the water with sulfuryl
fluoride. This stock solution was then mixed and equilibrated with water (pre-
saturated with n-octanol) and n-octanol (pre-saturated with water) in different
ratios and the layers were then separated and the partition coefficient was
subsequently calculated.

Results

The used method and the obtained results are acceptable.

Reliability

Reliability indicator 1: Study conducted in compliance with agreed protocols,
with no or minor deviations from standard test guidelines and/or minor
methodological deficiencies, which do not affect the quality of relevant results.

Acceptability
The used method and the obtained results are acceptable.

3.9 Effect of pH on the n-octanol/water partition coefTicient

X14: This parameter was not studied since sulfury] fluoride does not dissociate.
However, as sulfuryl fluoride rapidly hydrolyses under alkaline conditions a
significantly lower log P, is to be expected for the alkaline range.

3.10 Temperature of decomposition
X15: See the justification below the evaluation box.
3.11 Flammability

Materials and Method

X16: The used method ASTM E681 1s equivalent to the recommended EC
method A.11. The testing conditions were in the concentration range 1.1 to 50.5
volume%s in air at 24 °C. The purity of the test material was 99%.

The study report does not state whether the study was performed in compliance
with GLP or not.

Results

X16: No flame propagated under the conditions used. The test material was
therefore not considered to be flammable.

Relability
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Physical and Chemical Properties of Active Substance

Annex Points ITA, ITI 3.1.1
to 3.13, Annex Points ITTA,

T 1 to 2 and TnsG

Chapter 3, Part A, Point

3.6 and Point 3.14

X16: Reliability indicator 2: Study conducted in accordance with generally
accepted scientific principles, possibly with incomplete reporting or
methodological deficiencies, which do not affect the quality of relevant results.

Acceptability
The used method and the obtained result are acceptable.

3.11 Auto-flammability

X17: See the justification below the evaluation box.
3.12 Flash point

X18: See the justification below the evaluation box.
3.13 Surface tension

X19: The surface tension is not addressed for the active substance but it is
addressed for the product. Since the product solely contains the technical active
substance the results on the surface tension can be adopted from document IT1-B
3101

Materials and Method
The method used was EEC Method A5. The purity of the test material was 99.8%.

Results
The surface tension was determined to be 67.5 mN/m {90% saturated solution) at
20 o

Reliability

Reliability indicator 1: Study conducted in compliance with agreed protocols,
with no or minor deviations from standard test guidelings and/or minor
methodological deficiencies, which do not affect the quality of relevant results.

Acceptability
The used method and the obtained results are acceptable.

3.14 Viscosity
X20: See the justification below the evaluation box.

3.15 Explosive properties

X21: See the justification below the evaluation box.

3.16 Oxidizing properties

X22: See the justification below the evaluation box.

3.17 Reactivity towards container material

X23: This parameter 1s not addressed with a study. However a study was
performed to calculate the average corrosion rate for the steel cylinders used to
transport and store the biocidal product Vikane. This study is used to address the
requirements in Annex point [1B, T11.3.7 (shelf-life).

Since the product solely contains the technical active substance this study can also
be evaluated for this parameter.

Materials and Method

The following method was used:

A statistical sampling of the thickness measurements from 200 cylinders was
taken and used to calculate cylinder corrosion rates.

Results

The obtained result was:

The average corrosion rate calculated was less than 2 mils per year (=0.05
mm/year).
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Section A3 Physical and Chemical Properties of Active Substance

Annex Points ITA, ITI 3.1.1
to 3.13, Annex Points ITTA,
I 1 to 2 and TnsG
Chapter 3, Part A, Point
3.6 and Point 3.14

Reliability

Reliability indicator 2: Study conducted in accordance with generally accepted
scientific principles, possibly with incomplete reporting or methodological
deficiencies, which do not affect the quality of relevant results.

Acceptability
The used method and the obtained results are acceptable.
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Please note:

e The dossier on sulfuryl fluoride submitted under Directive 98/8/EC
contained studies and information prepared originally for the dossier
submitted under Directive 91/414/EEC. This was accepted by the RMS since
the compilation of the dossier was made at an early stage, i.e. prior to the
finalisation of the guidance document on how to utilize PPP dossiers for the
preparation of BP dossiers.

¢ As a consequence, in many studies submitted by the applicant, the
numbering system and format adopted under Directive 91/414/EEC and used
for Plant Protection Products have been used. Several cross-references done
by the applicant in the text of the studies, as well as in the text within
justifications for non-submission of data, also refer to the dossier submitted
under Directive 91/414/EEC (e.g., "PPP IIA 2.1.2/01"). A guide to the
numbering system of ‘BP vs. PPP’ can be found in the last appendix of
DOC L.

¢ In the reference list, however, the studies submitted are sorted also by
reference number to facilitate the location of a study after its generic
reference number (which is the same regardless of which directive it was
submitted under).

¢ The CA's evaluations and in those cases where new study summaries have
been submitted by the applicant, the numbering system of the TNsG on
Preparation of Dossiers and Study Evaluation, adopted under Directive
98/8/EC, has been used.
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