This licence was amended on 16 December 2013 under Section 82A(11) of the Environmental
Protection Agency Acts 1992, as amended. The details of the amendment must be read in
conjunction with this licence. The amendment document is entitled “IED Amendment”

This licence was amended on 10 January 2017 and 31 January 2018 under Section 96(1)(c) of the
Environmental Protection Agency Act, as amended. The details of Amendment A and Amendment B
must be read in conjunction with the licence. The amendment documents are entitled “Technical
Amendment A” and “Technical Amendment B”.
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INTRODUCTION

This introduction is not part of the licence and does not purport to be a legal interpretation of the
licence.

This installation produces a range of Infant Nutritional products including canned powder baby food
formula and liquid Ready-To-Feed formula in glass bottles and Tetra-Packs. A number of expansions
have taken place since the initial 50 employee operation to the present operation employing 599, The
plant is located in a rural area outside the town of Askeaton. The company is in operation 24 hours per
day, Monday to Friday with additional operations at weekends as required.

The activities carried out at this installation are specified in Annex 1 of Council Directive 2008/1/EC
(IPPC Directive) as categories 6.4(¢)and 1.1,

The licence sets out in detail the conditions under which Pfizer Nuiritionals Ireland Limited will
operate and manage this installation.

Introduction
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Glossary of Terms

All terms in this licence should be interpreted in accordance with the definitions in the Environmental
Protection Agency Acts 1992 to 2012 / Waste Management Acts 1996 to 2012, unless otherwise

defined in the section.

Adequate
lighting
AER

Agreement

Annually

Application

Appropriate

Facility

Attachment

BAT

Biannually

Biennially

BOD

CEN

COoD

Containment

boom

Daily

Day

Daytime

dB(A)

20 fux measured at ground level.

Annual Environmental Report.

Agreement in writing.

All or part of a period of twelve consecutive months,

The application by the licensee for this licence.

A waste management facility, duly authorised under relevant law and

technically suitable.

Any reference to Attachments in this licence refers to attachments submitted
as part of this licence application.

Best Available Techniques.

At approximately six — monthly intervals.

Once every two years.

3 day Biochemical Oxygen Demand (without nitrification suppression).
Comité Européen De Normalisation — Evuropean Commitiee for
Standardisation.

Chemical Oxygen Demand.

A booim that can contain spillages and prevent them from entering drains or

watercourses or from further contaminating watercourses.

During all days of plant operation and, in the case of emissions, when
emissions are faking place; with at least one measurement on any one day.

Any 24 hour period.

0800 hrs to 2200 hrs.

Decibels (A weighted).
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DO

Documentation

Drawing

Emission limits
EMP
Environmental
damage

EPA

European Waste
Catalogue

(EWC)

Facility

Fortnightly

Gas Qil

GC/MS

Heavy metals

Hours of
operation

ICP

Dissolved oxygen.

Any report, record, resuits, data, drawing, proposal, interpretation or other
document in written or electronic form which is required by this licence.
Any reference to a drawing or drawing number means a drawing or drawing

number contained in the application, unless otherwise specified in this
licence.

Those limits, including concentration limits and deposition rates, established
in Schedule B: Emission Limits, of this licence.

Environmental Management Programme.

As defined in Directive 2004/35/EC.

Environmental Protection Agency.

A harmonised, non-exhaustive list of wastes drawn up by the European
Commission and published as Commission Decision 2000/532/EC and any
subsequent amendment published in the Official Journal of the European
Community.

Any site or premises used for the purpose of the recovery of disposal of
waste.

A minimum of 24 times per year, at approximately two week intervals.

Gas Oil as defined in Council Directive 1999/32/EC and meeting the
requirements of S.I. No. 119 of 2008.

Gas chromatography/mass spectroscopy.

This term is to be interpreted as set out in “Parameters of Water Quality,
Interpretation and Standards” published by the Agency in 2001. ISBN I-
84095-015-3.

The hours during which the instaliation is authorised to be operational.

Inductively coupled plasma spectroscopy.
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Incident The following shall constitute as incident for the purposes of this licence:
(i) an emergency;
(ii} any emission which does not comply with the requirements of this
licence;
(iii) any trigger level specified in this licence which is attained or
exceeded; and,
(iv) any indication that environmental pollution has, or may have, taken
place.
Installation A stationary technical unit or plant where the activity concerned referred to in

the First Schedule of EPA Acts 1992 to0 2012 is or will be carried on, and
shall be deemed to include any directly associated activity, which has a
technical connection with the activity and is carried out on the site of the

activity.
IPPC Integrated Pollution Prevention & Control.
K Kelvin.
kPa Kilopascals.
Lieg Equivalent continuous sound fevel.
Licensee Pfizer Nutritionals Ireland Limited, Coolrahnee, Askeaton, County Limerick.

Lighting-up time 30 minutes after sunset.

List I As listed in the EC Directives 2006/11/EC and 80/68/EEC and amendments,
List 11 As listed in the EC Directives 2006/11/EC and 80/68/EEC and amendments.

Local Authority Limerick County Council.
Maintain Keep in a fit state, including such regular inspection, servicing, calibration
and repair as may be necessary to perform its function adequately.

Mass flow limit An emission limit value expressed as the maximum mass of a substance that
can be emitted per unit time.

Mass flow A mass flow rate above which a concentration limit applies.

threshold

Monthly A minimum of 12 times per year, at intervals of approximately one month.
Night-time 2200 hrs to 0800 hrs.
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Noise-sensitive
focation (NSL)

ppm

PRTR

Quarterly

Sample(s)

Sanitary effluent

sor

Specified

emissions

Standard method

Storm water

The Agency

TOC

Trade effluent

Trigger level

Water Services

Authority

Weekly

WWTP

Any dwelling house, hotel or hostel, health building, educational
establishment, place of worship or entertainment, or any other instatlation or
area of high amenity which for its proper enjoyment requires the absence of
noise at nuisance levels,

Parts per million.
Pollutant Release and Transfer Register.
All or part of a period of three consecutive months beginning on the first day

of January, April, July or October.

Unless the context of this licence indicates to the contrary, the term samples
shall include measurements taken by electronic instruments.

Wastewater from installation toilet, washroom and canteen facilities.
Standard operating procedure.
Those emissions listed in Schedule B: Emission Limits, of this licence.

A National, European or internationally recognised procedure (e.g. 1.S. EN,
ISO, CEN, BS or equivalent); or an in-house documented procedure based on
the above references; a procedure as detailed in the current edition of
“Standard Methods for the Examination of Water and Wastewater” (prepared
and published jointly by APH.A., AW WA & WEF.), American Public
Health Association, 1015 Fifteenth Street, N.'W., Washington DC 20005,
USA; or an alternative method as may be agreed by the Agency.

Rain water run-off from roof and non-process areas.

Environmental Protection Agency.
Total organic carbon.
Trade effluent has the meaning given in the Water Services Act, 2007,

A parameter value, the achievement or exceedance of which requires certain
actions to be taken by the licensee.

Limerick County Council.

During atl weeks of plant operation and, in the case of emissions, when
emissions are taking place; with at least one measurement in any one week,

Waste water treatment plant,

Licence Reg. No P(395-03
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Decision & Reasons for the Decision

The Envirommental Protection Agency is satisfied, on the basis of the information available, that
subject to compliance with the conditions of this licence, any emissions from the activity will comply
with and will not contravene any of the requirements of Section 83(5) of the Environmental Protection
Agency Acts 1992 to 2012.

In reaching this decision the Environmental Protection Agency has considered the application,

supporting documentation and objection received from the applicant, all submissions received from
other parties and the reports of its inspectors,

Part I Schedule of Activities Licensed

In pursuance of the powers conferred on it by the Environmental Protection Agency Acts 1992 to 2012,
the Agency hereby grants the review of the existing licence (Reg. No. P0395-02) granted to:

Pfizer Nutritionals Ireland Limited, Askeaton, County Limerick

under Section 90(2) of the said Acts to carry on the following activities:

: - The treatment and processing of milk, the quantity of milk received being greater than 200
tonnes per day (average value on a yearly basis)

And

:~  The operation of combustion installations with a rated thermal input equal to or greater than
50MW,

at Askeaton, County Limerick, subject to the following twelve Conditions, with the reasons therefor
and associated schedules attached thereto.

Part Il Schedule of Activities Refused

None of the proposed activities as set out in the licence application have been refused.
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2.1.2

The licensee shall ensure that personnel performing specifically assigned tasks shall
be qualified on the basis of appropriate education, training and experience as required
and shall be aware of the requirements of this licence.

2.2 Environmental Management System (EMS)

2.2.1

222

The licensee shall maintain an Environmental Management System (EMS). The
EMS shall be updated on an annual basis.

The EMS shall include, as a minimum, the following elements:

2221
2222

2223

2224

2225

2226

Management and Reporting Structure.
Schedule of Environmental Objectives and Targets.

The licensee shall maintain a Schedule of Environmental Objectives and
Targets. The schedule shall, as a minimum, provide for a review of all
operations and processes, including an evaluation of practicable options, for
energy and resource efficiency, the use of cleaner technology, cleaner
production, production related carbon footprint, and the prevention,
reduction and minimisation of waste and shall include waste reduction
targets. The schedule shall include time frames for the achievement of set
targets and shall address a five-year period as a minimum. The schedule
shall be reviewed annually and amendments thereto notified to the Agency
for agreement as part of the Annual Environmental Report (AER).

Environmental Management Programme (EMP)

The licensee shall maintain an EMP, including a time schedule, for
achieving the Environmental Objectives and Targets prepared under
Condition 2.22.2. Once agreed the EMP shall be maintained by the
licensee. It shall include:

] designation of responsibility for targets;
" the means by which they may be achieved;
. the time within which they may be achieved.

The EMP shall be reviewed annually and amendments thereto notified to the
Agency for agreement as part of the Annual Environmental Report (AER}.

A report on the programme, including the success in meeting agreed targets,
shall be prepared and submitted to the Agency as part of the AER. Such
reports shall be retained on-site for a period of not less than seven years and
shall be available for inspection by authorised persans of the Agency.

Documentation

(i) The licensee shall maintain an envirommental management
documentation system which shall be to the satisfaction of the
Agency.

(ii) The licensee shall issue a copy of this licence to all relevant

personnel whose duties relate to any condition of this licence.
Corrective Action

The licensee shall establish procedures to ensure that corrective action is
taken should the specified requirements of this licence not be fulfilled. The
responsibility and authority for persons initiating further investigation and
corrective action in the event of a reported non-conformity with this licence
shall be defined.

Awareness and Training

The licensee shall maintain procedures for identifying training needs, and
for providing appropriate training, for all personnel whose work can have a
significant effect upon the environment. Appropriate records of training
shall be maintained.















Environmental Protection Agency Licence Reg. No. P0395-03

6.7

6.8

6.9

6.10

6.11

6.12

6.13

6.14

6.15

The frequency, methods and scope of monitoring, sampling and analyses, as set out in this
licence, may be amended with the agreement of the Agency following evaluation of test
resulis.

The licensee shall prepare a programme, to the satisfaction of the Agency, for the
identification and reduction of fugitive emissions using an appropriate combination of best
available techniques. This programme shall be included in the Environmental Management
Programme.

The integrity and water tightness of all underground pipes, tanks, bunding structures and
containers and their resistance to penetration by water or other materials carried or stored
therein shall be tested and demonstrated by the licensee. This testing shall be carried out by
the Jicensee at least once every three years and reported to the Agency on each occasion. This
testing shali be carried out in accordance with any guidance published by the Agency. A
written record of all integrity tests and any maintenance or remedial work arising from them
shall be maintained by the licensee.

The drainage system (i.e., gullies, manholes, any visible drainage conduits and such other
aspects as may be agreed) and bunds, silt traps and oil separators shall be inspected weekly
and desludged as necessary. Al sludge and drainage from these operations shall be collected
for safe disposal. The drainage system, bunds, silt traps and oil interceptors shall be properly
maintained at all times.

Process Effluent

6.11.1 The acute toxicity of the undiluted final effluent on the two most sensitive species
from different trophic levels shall be determined by standardised and internationally
accepted procedures and carried out by a competent laboratory as per Schedule C.2.2
Monitoring of Emission to Water, of this licence. The Agency shall decide when this
testing is to be carried out and copies of the complete reports shall be submitted by
the licensee to the Agency within six weeks of completion of the testing.

An inspection for leaks on all flanges and valves on over-ground pipes used to transport
tnaterials other than water shall be carried out weekly. A log of such inspections shall be
maintained.

Storm Water

A visual examination of the storm water discharges shali be carried out daily. A log of such
inspections, shall be maintained.

Noise

6.14.1  The licensee shall carry out a noise survey of the site operations annually. The
survey programime shall be undertaken in accordance with the methodology specified
in the ‘Environmental Noise Survey Guidance Document’ as published by the
Agency. The licensee shall consult with the Agency on the timing of the survey. A
record of the survey results shall be available for inspection by any authorised
persons of the Agency, at all reasonable times.

6.14.2 TFor noise sources, the licensee shall prepare a noise mitigation and control
programme to reduce noise emissions. This programme must specify target noise
levels for key equipment and highlight specific goals and a time scale, together with
noise mitigation and control measures having regard to Agency guidelines ‘Guidance
Note for Noise in relation to Schedule Activities, 2nd Edition’ (2006). The
programme and a report on the implementation of this programme shall be submitted
to the Agency as part of the AER.

Pollutant Release and Transfer Register (PRTR)

The licensee shall prepare and report a PRTR for the site. The substance and/or wastes to be
included in the PRTR shall be as agreed by the Agency each year by reference to EC
Regulations No. 166/2006 concerning the establishment of the European Pollutant Release
and Transfer Register, The PRTR shall be prepared in accordance with any relevant
guidelines issued by the Agency and shall be submitted electronically in specified format and
as part of the AER.

12
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11.2

I1.3

11.6

1.7

In the event of any incident which relates to Condition 11.1(iv) having taken place, the
licensee shall notify the Local Authority as soon as practicable after such an incident.

In the case of any incident relating to discharges to water, the licensee shall notify the Local
and Water Services Authority and Inland Fisheries Ireland as soon as practicable after such an
incident.

The licensee shall make a record of any incident. This record shall include details of the
nature, extent, and impact of, and circumstances giving rise to, the incident. The record shall
include all corrective actions taken to manage the incident, minimise wastes generated and the
effect on the environment, and avoid recurrence. The licensee shall, as soon as practicable
following incident notification, submit to the Agency the incident record. The licensee shall
record all incidents which affect the normal operation of the activity and which may create an
environmental risk.

The licensee shall record all complaints of an environmental nature related to the operation of
the activity. Each such record shall give details of the date and time of the complaint, the
name of the complainant (if provided), and give details of the nature of the complaint. A
record shall also be kept of the response made in the case of each complaint,

The licensee shall record all sampling, analyses, measurements, examinations, calibrations
and maintenance carried out in accordance with the requirements of this licence and all other
such monitoring which relates to the environmental performance of the installation,

The licensee shall as a minimum keep the following documents at the site:

(i) the licences relating to the installation;

(i} the current EMS for the installation;

(iii) the previous year’s AER for the installation;

(iv) records of all sampling, analyses, measurements, examinations, calibrations and

maintenance carried out in accordance with the requirements of this licence and all
other such monitoring which relates to the environmental performance of the

installation;
(v} relevant correspondence with the Agency;
{vi) up-to-date site drawings/plans showing the location of key process and

environmental infrastructure, including monitoring locations and emission points;

(vii) up-to-date Standard Operational Procedures for all processes, plant and equipment
necessary to give effect to this licence or otherwise to ensure that standard operation
of such processes, plant or equipment does not result in unauthorised emissions to the
environment; and

(viii)  any elements of the licence application or EIS documentation referenced in this
licence.

This documentation shall be available to the Agency for inspection at all reasonable times.

The licensee shall submit to the Agency, by the 31* March of each year, an AER covering the
previous calendar year. This report, which shall be to the satisfaction of the Agency, shall
include as a minimum the information specified in Schedule D: Annual Environmental Report,
of this licence and shall be prepared in accordance with any relevant guidelines issued by the
Agency.

A full record, which shall be open to inspection by authorised persons of the Agency at all
times, shall be kept by the licensee on matters relating to the waste management operations
and practices at this site. This record shall be as a minimum contain details of the following:

(i) the tonnages and EWC Code for the waste materials sent offsite for
disposal/recovery;

(i) the names of the agent and carrier of the waste, and their waste collection permit
details, if required (to include issuing authority and vehicle registration number);

(ii1) details of the ultimate disposai/recovery destination facility for the waste and its

appropriateness to accept the consigned waste stream, to include its permit/licence
details and issuing authority, if required,;

a
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