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ATTACHMENT A.1 - NON-TECHNICAL SUMMARY

Scope

Pfizer Irdand Pharmaceuticds is gpplying for an Integrated Pollution Prevention and
Control Licence review, for its Dublin Sterile Products Facility at Pottery Road, Din
Laoghaire, County Dublin. The Pfizer Dublin Sterile Products Fecility currently operates
under Integrated Pollution Control Licence Register Number 19, issued by the
Environmenta Protection Agency to the site in 1995. The plant requires an TPC Licence,
under the EPA Acts 1992 and 2003, an is applying for an IPC licence review for Class
516 the use of a chemicd or biologica process for the production of basc
pharmaceutica products. This review is being undertaken in light of the provison of a
new production building and ancillary fadlities which will conditute a sgnificant
increase in production at the facility and to incorporate the requirements of the EPA Acts
1992 and 2003 and the IPPC Directive as appropriate.

Introduction
Pfizer Irdand Pharmaceuticals is a subsdiary of Pfizer Inc., New York. Pfizer Inc. is a
diversfied, research-based hedthcare company with approximately 135,000 employees
worldwide. In 2003 it had sdes of $48 billion in morgthan 100 countries. Since its
foundation in 1849, Pfizer has invested significantly i research, and has produced a
seady stream of new products, including makg\‘}@ers such as Norvasc®, Zoloft®,
Zithromax®, Diflucan®, Lipitor® and ViagraQ@gieS‘o
IS

The Dublin Serile Products Facility e\p‘\@jﬁery Road, Din Laoghare, has been in
operation snce 1972, when it was o{l\@?{éﬁbed from a brownfield ste. It was origindly

owned by Warner-Lambert Limit §4§beca‘ne part of Pfizer Irdland Pharmaceuticals in

2000. Approximately 190 staff are guirrently employed a the plant, which occupies a ste
é\\ﬁigure 1, indicating the locetion of the gte is included in

s

of circa 6.9 hectares (17 acres)
atachment A. 1.1

The products manufactured and/or formulated a the Pfizer Dublin Sterile Products
Fecility are as follows.

Brand Name Active Product Benefit

VFEND® Voriconazole Anti Fungal

Zithromax® Azithromycin Antibiotic

Zeldox® Ziprasidone Anti Psychaotic

Cerebyx® Fosphenytoin Anti  Epileptic

Prodif® Fodfluconazole Anti Fungal

Ketanest/Ketalar Ketamine Geneard Anaesthetic

Elase® Fibrinolysin Wound Heding

PEG-HGH Genotropin Human Growth
Hormone
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Pfizer Irdand Pharmaceuticas are currently undergoing a Ste expandon project. This
expanson will result in an increase in the capacity of the plant, to formulate Serile liquid
and freeze-dried pharmaceutical products. The active pharmaceutica ingredients will
come from Pfizer's pharmaceutical manufacturing plants in Ireland and oversess.

The expanson project will increese the cgpacity for the deile fill/finish of exiging
products VFEND®, Zithromax® and Zeldox®. In addition there will be capacity for
freeze-dried and serile liquid products, which are currently under development by Ffizer,
and which are expected to come to market in the next five to ten years.

The devdopment will result in the Dublin Sterile Products Facility becoming the key

location within the globa Pfizer organisation for the production of freeze-dried and

derile liquid products. The aseptic production capacity of the Dublin Sterile Products

Facility is currently approximatdy seven million vids per annum. When the proposed

expanson in completed, the totd production capacity will be approximately 35 million .
vids per annum.

Current Plant Layout, Facilitiesand Activities .
There are two main buildings on the 6.89-hectare ste - & two-storey  pharmaceutical
building and a single-storey gum base building, curr ﬁeased to Cadbury Schweppes.
There ae dso a number of andillary buildings @hd fadilities on the ste, induding a
security gatehouse, parking aress, singleustoregg?gﬁ'r?ce accommodation, a switch room,
cooling towers, an emergency generator, a &' storage compound, refrigeration units, a
wastewater balancing and neutralisatiOn\gSf@it, and firewater retention tanks. A drawing
indicating the current Ste layout is ind{gp&dﬁn atachment A. 1.2.

SN
The main production activity on sﬁgﬂ?\s the formulaion of gerile liquid and freeze dried
products. Powdered active phar 2ceutical ingredients, manufactured at Pfizer plants in
Irdland and oversess, are co nded in agueous solutions, sexile filtered and filled into
derile glass vids, which ranéé in 9ze from 2ml to 30ml. This activity, dso referred to as
“fillfinid’, is undertaken using aseptic preparation methods. Aseptic means the absence
of bacteria and these methods involve ensuring that the products are not exposed to .
contamination by micro-organisms or dust. The ultra clean products, produced in this
way, are referred to as sterile products.

Water for injection, which is water trested to achieve a very high standard of purity, is
produced on site and used in the solutions. Some of the derile liquid vids are freeze-
dried. The filled vids are then ether individualy labelled and packed for digtribution and
sde, or packed in bulk cartons and sent to another Pfizer facility for later labdling and

packing.

While the primary focus of the Dublin plant is serile manufacturing, the pharmaceutica
ingredient for one of the biologicd pharmaceutica products is dso manufactured there.
In this biologics production activity the active pharmaceutical ingredient is produced by
extracting proteins using a fractionation process.
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The production processes on dte are batch operations. Very detailed equipment cleaning
protocols are implemented between batches, usng detergent and hot water, or isopropyl
acohol. The gerile suites and other process areas are disinfected periodicaly.

The company operates a two shift, 5-day week starting at 7am on Monday and ending at
10pm on Friday

Future Plant Layout, Facilities and Activities

The dte devedlopment project involves the condruction of two main new buildings, and
andllay fadlities There will be some modly internd modifications to the exiding
phamaceuticd  building. The new dte layout following expanson is induded in
attachment A. 1.3. The new buildings will be as follows:

« A new production building which will be circa 168m by 56m in plan and
agoproximately 24m in height, and which will accommodate two production
modules and a warehouse. This building will be two doreys high, with a
penthouse plant room

o A laboratory and canteen building, which will be two storeys with a penthouse
plant room. This building will be L-shagped, with a road frontage of circa 35m
and a depth of circa46m, é\é

o A security building, located close to the new entrance. This will be a smdl,
single-storey huiilcing with an irregular flogrpfen,

+ A central utlities building will be approxifgaiely 36m by 19m in plan, two storeys
in height, and located to the north onvbes’\of the exigting production buildings,

« Vaious other works including zttgéi@nstruction of pipe racks, ingdlation of new

diesdl-tired emergency gener. relocation of the exising waste compound,
relocation of the Ste mtraa(cé\ @and the construction of a car park,

« Some modificaions, mostg(ocfﬁtemd, to the exising pharmaceuticd building, and

« Extensive site works apdt landscaping, including mounding around the perimeter
to screen the developrient thereby reducing noise and visua impect.

The buildings will be fabricated from conventiona congtruction materids such as sted
and concrete.

Environmental Management of the Activity

The Pfizer Dublin Sterile Products Facility is committed to good environmentd practice.
Pfizer operaes an Environmentd, Hedth and Safety Management System and has
procedures and equipment in place to respond to emergencies, and ensure tha any
releases from the activity will not cause a sgnificant environmenta impact.

The management system ensures regular monitoring of emissons is carried out to ensure
compliance with legd and regulatory requirements and best practices Wade
management practices are continuoudy improved and updated in line with changes in
technologies;, BAT and legidative updates. Where feasble, waste minimisation
progranmes are employed, for the efficient use of resources hence reducing the
environmenta impact of Pfizer operations.
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Pfizer cary out regular energy and water conservation audits in order to develop
objectives and targets to reduce consumption of these resources on ste.

In accordance with Pfizer Corporate guiddines, in the event of cessation of the activity,
detailed divedtiture plans will be put in place to ensure;

a) full legd compliance and

b) protection for subsequent users of the land from the implication of Pfizer's activities.

Air Emissionsfrom the Installation
The primary sources of ar emissons currently from the plant, result from the biologics
production process and weighing of maerids in the serile production dispensary. The
biologics process results in a source of T.A Luft Class 1 organics while the production
dispensary produces a source of particulates. Both of these ar emissons are monitored
and controlled by abatement systems on site. The average concentration released from
these emission points are 25% of the T.A Luft Class 1 organics limit and 40% of the T.A. ‘
Luft particulates limit respectively. The particulate emisson point will become removed
and will no longer be in operation from quarter 2, 2006 as a result of the new Ste
development project. 2

\‘,-

Following the completion of the expanson project, theo‘ﬁ'lmary source of ar emissons
from the ste will be the new boilers. The boHersgei‘{léﬁe natura ges fuelled. A computer
emisson disperson modd was used to du bﬁ? impact of the current and proposed
boilers on air qudlity in the vicinity of the sit& sSThe computer modelling showed that the
predicted ground level concentrations of Segissions from the plant will be within the
rlevant air qudity sandards. The ergp@ns to ar from the devdopment will have a

negligible impact on ar qudity méjs% inity.

The operaion of the deved opme%g&loes not have a sgnificant effect on the globd climate,
or on loca climate.

Effluent Generation and Treatment

Wastewater arises from severd sources in the facility. Process effluent results from the .
cleaning of process equipment, the washing of vids, and the washing of floor and wal

surfaces and wastewater from the protein extraction fractionation process in the biologics

production area. Equipment is washed with hot water and detergent, or isopropyl acohoal.

The other equipment washings and floor washings contain low levels of detergent or

disinfectant.

The seam boilers, purified water and water for injection production systems, freeze
dryers, cooling towers and chillers produce wastewater streams. The wastewater streams
arigng from this eguipment contain dissolved sdts as well as resdues of proprietary
chemical formulations used to treat the boiler and cooling water.

Sanitary wastewater arises from the canteen, washrooms and toilets, and is amilar in
composition to norma domestic sewage.
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The volume and characteridics of effluent are varidble. To ensure tha the effluent
characterigtics and flow volume meet the Integrated Pollution Contral licence limits the
effluent is collected in a baancing tank, and neutrdised by the addition of acid or caustic
soda if necessary. The wastewater is then monitored for pH prior to being discharged
from Ste to the Loca Authirity sanitary sewer in Pottery Road. Pfizer carries out regular
monitoring of the effluent relessed from the Ste to ensure compliance with Specified
regulatory limits

Sanitary wastewater is combined with the process effluent downstream of the monitoring
point, prior to discharge into the Local Authority sanitary sewer in Pottery Road.

The Loca Authority sewer in Pottery Road is connected to the Shanganagh Works. At
the Shanganagh Works there is primary screening prior to discharge through a one-mile
long sea outfdl. Din Laoghaire-Rathdown County Council plans to condruct a sewage
trestment plant & Shanganagh. The treatment plant will be desgned to meet the
requirements of the EU Urban Wastewater Directive (1991).

The wastewater streams from the expansion project will be smilar to the streams from
the exising plant. The badancing and neutralising sysem.ill operate in line with the
exiding system but will have a greater capacity, sufficient for the expanson project.
There will be increased volumes of wastewater @ed in the proposed development,
but the biologicd and chemicd loading will ‘\%gnlflcmtly change from its current
level. The increased volume will be within t@@ limits.
(\ \

No sgnificant resdud impact on the @?@%ment is anticipated as a result of the effluent
released from the development. <<0* $<>

N
Waste Management S
Pfizer has a well-developed @@e management drategy, which is amed a determining
the mogt environmentdly beheficia methods for controlling the generation, management
and ultimate reuse or disposa of al wastes.

Wadte dreams arisng from the development include hazardous wastes such as rgect
pharmaceuticad vids, waste liquid product, waste chemicds, waste pharmaceuticas,
product contaminated packaging and laboratory waste, and non-hazardous wastes
including office paper, cardboard and canteen waste. Smidar waste streams will result
form the new development.

Pfizer drive where possible to minimise wastes arising from the processes, and adso
endeavour to find re-use, recovery and recycling options for wastes.

Weades arisng from the plant are not expected to cause a dgnificant environmenta
impact.
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Noise
Pfizer carries out environmenta noise surveys a therr ste on Pottery Road on an annuad
basis. These surveys have been used in the noise impact assessment for the ste, in order
to predict noise levels in the vicinity of the plant from the new plant and equipment.
During the operation of the plant, noise from the existing and new development will not
cause the rdlevant guiddine night time and day time noise limits to be exceeded a the
noise sengtive locations. The noise impact from the development will be negligible.

In addition to this, the noise impact associated with gte traffic and additiona vehicle
movements on public roads as a result of the new development, is predicted to be
minimd.

Ground and Groundwater

The bedrock under the dte is expected to be granite, associated with the Leinster

Bahalith, overlan by topsoil over giff Sty sandy gravelly day or dense sandy gravels. .

There are no releases to ground from the site, however the early editions of the Ordnance

Survey maps indicate that part of the Ste was previoudy a quarry or sand pit. The dte

investigations indicate that the pit was filled with materid&. which incdluded municipa

refuse, some time before 1969. @\}
3

Th . . WY Ao. . .

e bedrock underlying the site and surrounding’@ea is rdatively impermesble. The
groundwater under the dte is monitored o@%ﬁoegular bass by Pfizer. While the
groundwater is classfied as dightly contm@%gﬂ the qudity of the groundwater leaving
the gte is not sgnificantly different fromygﬁgzdudity of the groundwater entering the gte.
This suggests that there are sources gﬁ%undvvater contamination upsiream of the gte,
and tha the maeid in the fiIIed<< pit on gte is not having a dgnificant negetive
effect on the quadlity of the grou as it flows under the dte.

O

A
The development does not h@é‘% ggnificant impact on ground or groundwater.

Surface Water

There are no surface waters (Sreams or drainage ditches) within the Ste or a the dte .
boundaries. The Deansgrange Stream runs on a northwest-southeast axis, to the west of

Pottery Road, at a distance of approximately 150m from the Site.

Ranwater runoff from roofs, site roads, hard standings and car park areas is collected in a
dedicated surface water drainage system. The surface water discharged from the dte is
monitored continuoudy for pH. If the levels fdl outsde the preset limit the outlet valve
can be closed and the water retained.

Following monitoring, when the surface water fdls within presat limits, ranwater from
the ste discharges to the Din Laoghaire-Rathdown storm water sewer in Pottery Road.
The sewer discharges to the Deans Grange stream.

This sysem will continue to function as it does currently, following dte devdopment, to
ensure that Pfizer does not to have a gnificant impact on surface waters.
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Fire Water Containment

In the event of a fire on dte, there would be the possibility that the water used for fire
fighting could become contaminated with chemicas and that this contaminated water
could drain into the ground or, via the storm water system, into the Deans Grange stream.
To ensure tha this will not happen, a system has been provided for the containment of
water used for fire fighting. The firewater retention system will continue to function as it
does currently following Ste development, diverting dl surface water to retention tanks
upon the initiation of the dte firepumps.

SUmmary

The contents of this application details the information to support the application by
Pfizer Irdand Pharmaceuticds for a reviewed Integrated Pollution Prevention and
Control Licence for Class 5.16 the use of a chemicd or biologicd process for the
production of basic pharmaceutical products for its Dublin Sterile Products Facility at
Pottery Road, Dun Laoghaire, County Dublin.

This review is being undertaken in light of the provison of a new production building
and ancllary facilities which will conditute a Sgnificant increase in production a the
facility and to incorporate the requirements of the EPA A%S%QQZ and 2003 and the IPPC
Directive as appropriate. &
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Pfizer Aseptic Production Plant

ARUD  [pfizer

Site Location ( OS Discovery Sheet 50) Figure 1
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