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SOP NUMBER: 6.1021
SOP VERSION: 3.0
SOP TITLE: DISPOSAL OF WASTE BOVINE MATERIAL

NO. REVISION DETAILS EFFECTIVE
DATE
ORIGINAL 22/07/96
. Updated to reflect recent legidative changes, to change responsibilities
Revision 1 1\yithin SOP and update packaging reguirements. Updated circulation ligt. 02.04.99
Revision 2 Updated to reflect current disposa routes. 29.08.02

All references to Warner Lambert amended to Pfizer.

Section 4 revised to included further information on Waste Bovine
Materia on-site.

Section 5 updated to include references to safety shoes and SOP 6.0205.

Section 6 revised in-line with current practices and new disposa routes
for animal healthcare waste.

Appendices 1 & 2 removed as are no longer applicable.

Revision 3 Title changed from Animal Healthcare Waste to Waste Bovine Materidl.

The following changes were made:

&‘
Section 3.0 revised to update responsihilities. \(\@3}
Section 4.0 terms of reference deleted and geplg%d with Pfizer Waste

Designations.
oc%

Section 5.0 updated to include wh@\%h?n weight restrictions.

Section 6.0 revised to remove g}&é%renc& to cultures and stocks of

infectious agents and ﬁmp&@d ude wastes classified as waste bovine
material and to detail haq@‘fg:g d disposa for each waste. All references
to ‘Designated Member,\ Maintenance/Engineering Department’
amended to ‘Waste lers'.

Section 7 added foo?ncl ude reference to Waste Management Policy SOP
6.1025

Reference to SOP 6.0911 included.
Reference to SOP 6.1002 removed.
Official Copy List deleted and Circulation List amended.

Origina to be filed in QA
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SOP NUMBER: 6.1021
SCPVERSION: 3.0

SOP TITLE: DISPOSAL OF WASTE BOVINE MATERIAL

1.0 PURPOSE

To detail the requirements for the disposal of Waste Bovine Materidl.
2.0 SCOPE

Waste bovine material results from the production of Biological Products on site; therefore this
procedure applies to al areas where biological product manufacturing takes place.

3.0 REFERENCES

All waste streams detailed in this SOP are classified in accordance with the Pfizer Corporate
Waste Management Guideline 19.

The collection of Waste Bovine Materid, the treatment of the waste off-site and associated
documentation is detailed in the Waste Management Policy SOP 6.1025.

4.0 RESPONSIBILITIES

It is the responsibility of the EHS Department to correctly cagggorise al bovine related wastes
generated on site and to ensure that they are dlsposedod? in accordance with the site IPC
Licence, relevant waste legidation and the CorporathEI:ObS Waste Management Guideline 19.

\O
It is the responghility of the Production FLM tdfgﬁjre that all wastes generated are disposed

of in accordance with this SOP and that sgx@a@equment and areas for waste storage are

available to ensure correct disposal. &é}\@
\.

It is the responsibility of the Productlta?l@?ﬁ\/l to ensure that all waste is labelled correctly.
S\
5.0 PFIZER WASTE D@GNATION
O

@)

In line with the Pfizer Corporate EHS Waste Management Guideline 19, al waste bovine
material is classified asa‘ Specia Waste'.

A definition for Pfizer Specid Waste is detailed below:

Special Waste is any wastestream comprised of biological, radioactive or pharmaceutical
wastes. A waste is also considered a Special Waste if the total wastestream volume is more
than 100 kg per year and it contains any hazardous constituents in concentrations of greater
than 0.1 percent, that could adversely impact public hedth or the environment, if mismanaged.

cOR WFO o
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SOP NUMBER: 6.1021
SOP VERSION: 3.0

SOP TITLE: DISPOSAL OF WASTE BOVINE MATERIAL

6.0 SAFETY

Wear the appropriate personal protective equipment including gloves and safety shoes when
deding with waste bovine materia

Report al accidents/near misses to your FLM or supervisor and complete the relevant forms as
soon as practicable in accordance with SOP 6.0205.

Ensure you use the correct manua handling technique - follow SOP 6.0911 at al times.

Ensure that all 400L Wheelie Bins are only filled to the level/weight designated in this SOP in
order to control the 100Kg per wheelie bin weight restriction, imposed by the waste
management contractor.

7.0 PROCEDURE

7.1 Waste Bovine Material

The following wastes are classified as waste bovine material:
« Bovine Lung

« Bovine Lung Packaging &
. PLE Waste N
« Non-Aqueous Protein Waste NN
« Waste Bovine Plasma and Serum og%:g\é
o& N

7.2  Bovine Lung and Associated Bovi eeé,%?ng Packaging
Rejected bovine lung and any assomatedgé@fagl ng resulting from bovine lungis placed in a

400L wheelie bin as it arises. Th (\bﬁle bins are then stored in the -20°C waste freezer
prior to collection by the waste contr@% I

7.3 Purified Lung Extract Wgste

PLE Waste is placed into a%00L Wheelie Bin as the waste arises during the production

process. These bins are then brought to the -20°C waste freezer for storage prior to collection
by the waste contractor.

In the case of PLE Waste it is important that the 400L wheelie bin should only be filled to %
full in order to adhere to the 1 00Kg weight restriction per bin.

7.4  Non-Agueous Protein Waste

As is arises, non-agueous protein waste is placed in labelled white plasma/serum buckets.
These buckets are then placed in the designated wheelie bins outside the bulk manufacturing
area, by production personnel.

It is the responsibility of the production personnel to ensure that thel00kg weight restriction
is adhered to when placing the buckets in the wheelie bins.

¢OR W

SOP STATUS: Effective

EFFECTIVE DATE: 30/09/2003 11:35:00 AM

page 4 of 5
Template Plug-In Version 2.2

EPA Export 25-07-2013:16:08:06



SOP NUMBER: 6.1021
SOP VERSION: 3.0

SOP TITLE: DISPOSAL OF WASTE BOVINE MATERIAL

7.5 Bovine Serum/Bovine Plasma

As bovine serum and bovine plasma is rejected a  Eirfreeze, this waste is delivered on site,

placed into 200L wheelie bins by the waste handlers and stored in the -20°C waste freezer prior
to collection by the waste contractor.

7.6 Additional Wastes

Filters and associated wastes that have come in contact with Biologica Products are placed in
Whedlie Bins located outside the Bulk Manufacturing Area.

8.0 WASTE COLLECTION AND DISPOSAL

Waste bovine materia in the designated 400L whedlie hin is collected by an approved waste
contractor upon request by the EHS Department. The waste is treated at the contractor facility
to render it non-infectious and is disposed to landfill at an approved facility.

Documentation and records associated with the shipment of this waste off-site is detailed in the
Waste Policy SOP 6.1025.

SOP STATUS: Effective
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SOP NUMBER: 6.1023
SOP VERSION: 5.0
SOP TITLE: DISPOSAL OF IN PROCESS AND FINISHED PRODUCT WASTE

No. Revison Detalls Effective Date
ORIGINAL 25/10/96
Revision 1 | Procedure updated for Cerebyx 03102197
Revision 2 | Procedure updated to reflect recent legidative changes in waste 04/09/97

¢lassification,
Revision 3 | IProcedure updated for C11025 27/07/99
Revision 4 |[!Updated to correct revision no. 26/08/99
Revision 5 | Updated Section 5.2 to include UK-292,663 Fluconazole Prodrug. Other 1011112000
minor text chanees
Revision 6 | Updated to include Azithromycin for injection 500mg/vial (1 00mg/ml 1 1/06/2001

When Recondtituted) and Azithromycin Powder for Solution for Infusion
500 mg/vial (100mg/ml When Reconstituted)

Revision 7 | Updated to include Voriconazole for Infusion 10mg/ml when reconstituted, 30/11/2001
200mg/Vial

Remove reference to SOP 6.0901 ‘Hazard Awareness and Reporting at
Warner Lambert’ ( Section 3.0) as this SOP has been discontinued

Revison 8 | Title changed to Disposal of In Process and Finished Product Waste.
Complete rewrite to include the Pfizer waste designations of Special and

Non-Special Waste. &

Waste Streams and associated disposa routes updat@‘q?or currency.

References to the following SOP's included: & )

6.1004 Disposal of Municipal Waste at PfiZexc

6.1021 Disposa of Waste Bovine Mategtal

6.1025 Waste Management Policy QQ@G\\’“

Officia Copy List Deleted. &

O
Original to be filed in QA Qo*@@
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SOP NUMBER: 6.1023
SOP VERSION: 5.0
SOP TITLE: DISPOSAL OF IN PROCESS AND FINISHED PRODUCT WASTE

1.0 PURPOSE

The purpose of this procedure is to define the waste stream handling, collection and treatment/

disposal methods for in process and finished product waste and any waste formed as a result
of the production processes on Site.

2.0 ORGANISATIONAL UNITS AFFECTED

Bulk Manufacturing

Manufacturing Suite 1

Manufacturing Suite 3

Manufacturing Inspection and Packaging
QC

QCI

Materials Management

Maintenance/Engineering Department ~ Waste Handlers
EHS Department

e o o o & ¢ ¢ o O

3.0 RESPONSIBILITIES éo”?'

P
It is the responsibility of the EHS Department to clagslfpa? | waste streams generated on site to
ensure they are adequately disposed of in accordan ewith applicable legidation, the site IPC
Licence and the Pfizer Corporate Waste Man t Guideline 19.
RO
It is the responsibility of the EHS Departsiiesit to schedule the shipment of all wastes detailed

in this SOP off site. The requiremen \‘é\@@documentati on associated with these shipments are
detailed in the Waste Management Foli€y SOP 6.1025.

($)

It is the responsihility of the Q@?artmental Managers to ensure that waste is segregated and
disposed of in accordance witttthe disposal routes detailed in this SOP.

4.0 SAFETY

Report all accidents/near misses immediately to a Supervisor/Manager and compile an
Accident/Near Miss Report as soon as possible as per SOP 6.0205.

Ensure you are aware of the safety requirements for al products. Consult MSDS before
working with pharmaceutica materials.

Handle al Speciad Waste with care using the appropriate safety equipment, refer to SOP
6.093 1. Wear respirator with combination filter if exposed to product waste in powder form.

Label all waste appropriately and clearly.
Ensure correct manual handling technique is used. See SOP 6.0911.

Leaking containers should be identified and notified to the relevant Departmental Manager
immediately. In the event of a spillage consult SOP 6.1007.
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SOP NUMBER: 6.1023
SOP VERSION: 5.0

SOP TITLE: DISPOSAL OF IN PROCESS AND FINISHED PRODUCT WASTE

5.0 PFIZER WASTE DESIGNATION

In line with the Pfizer Corporate EHS Waste Management Guideline 19, al waste streams on
site are classified as either * Special Waste' or ‘Non-Specia Waste'.
A definition for Pfizer Specid and Non-Special Waste is detailed below:

Specid Waste is any wastestream comprised of biological, radiocative or pharmaceutical
wastes. A waste is aso considered a Special Waste if the total wastestream volume is more
than 100 kg per year and it contains any hazardous constituents in concentrations of greater
than 0.1 percent, that could adversely impact public health or the environment, if mismanaged.

Non-Special Waste is any wastestream comprising of non-hazardous constituents.
A wastestream will also be considered as non-specia if the total wastestream volume is less
than 100 kg and it can be demonstrated that it does not contain any hazardous congtituents in

concentrations of greater than 0.1 percent, that could adversely impact public hedth or the
environment if mismanaged.

6.0 PROCEDURE

6.1 Production of Biological Products &

AN
Biologica products include the following intermediates al@ebroducts:
\\\’7@
| ntermediates chﬁoo‘\d
«  Prothrombin Q\§Q®§
. Purified Lung Extract S
. Fibrinolysin ey
. BPT Glycerine 50:50 QO*O@\\Q
S\Q
Products @(\\o
« Thrombin (liquid) &

« Thrombostat (freeze dried)
« Fibrinuclease Powder
o Elase

The following waste streams arise from the production of these intermediates/products. All
biologica product related waste is considered Special Waste and must be disposed of in
accordance with the site IPC Licence and the Pfizer Corporate Waste Management Guideline.

6.1.1 Biological Solid Waste

All solid waste resulting from the production of these intermediates and products must be
labelled and placed into the appropriate hiological waste bin. Solid waste includes items such
as used filters and waste garb. This waste is disposed of to the designated 400L wheelie bins

and stored in the -20°C waste freezer prior to collection for treatment of site by an approved
waste contractor.

Waste bovine materia including bovine lung, plasma and serum, PLE waste and non-aqueous

protein resulting from the production of these intermediates/products is detailed in SOP
6.1021 Disposa of Waste Bovine Material.

INFORMATIO"
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SOP NUMBER: 6.1023
SOP VERSION: 5.0

SOP TITLE: DISPOSAL OF IN PROCESS AND FINISHED PRODUCT WASTE

6.1.2 Biological Liquid Waste

All intermediate and product liquid waste may go to drain. In the event of a batch falure it is
the responsihility of the FLM to inform the Environmenta Officer, who will arrange for the
waste liquid to be transferred to a 200L drum. This waste will then be stored in the external
waste cabinets prior to disposal off-site by incineration at an approved facility.

6.1.3 Waste/Reject Biological Vials

All biological product waste vials should be placed in the waste vial bin along with
pharmaceutica vias. These vias are collected by the waste handlers at designated collection
points and brought to the trash room. The waste handlers then transfer the waste vids into
labelled 200L drums. These drums are then stored in the external waste cabinets prior to
disposal off-site by incineration a an approved facility.

Rejected batches of biological product vials are placed in 200L drums for disposal by

warehouse personnel. These drums are then stored in the external waste cabinets prior to
disposal off site.

6.2 Production of Pharmaceutical Products

Pharmaceutica products on site include: @\&?"
«  Azithromycin for Injection 500mg/vial . &
. Cerebyx 150mg/vial, 750mg/vial Ss?

« Ketalar 10mg/ml, 50mg/ml, 100mg/ml

I
. Ketanest S Smefml, 25mg/ml O
. Phosphenytoin  750mg/vial S @

+ Fosfluconazole 100me/vial, 200mgAvial, 400mg/vial
+  Voriconazole for Infusion 200mg/yial
S\

O
The following waste streams ar,\'@\ from the production of these products. All pharmaceutical
product related waste is con§dered Specia Waste and must be disposed of in accordance
with the site IPC Licence and the Pfizer Corporate Waste Management Guideline.

6.2.1 Solid Pharmaceutical Contact Waste

All solid pharmaceutical contact waste arising from the production of the products detailed
above must be suitably labelled and placed in the appropriate bin for incineration. Solid waste
includes used filters, used mask cartridges, spent vacuum HEPA filters, waste garb etc. This
waste is placed in 200L Drums and sent to an approved facility for incineration.

Large HEPA filters from the dispensary are placed in FIBC Bags and sent off site for
incineration at an approved facility.

6.2.2 Pharmaceutical Liquid Waste

All liquid product waste must be collected for incineration in suitably labelled containers. In
the event of a batch falure it is the responsibility of the Production FLM to ensure that the
liquid product waste is placed in a 200L Drum for disposal by incineration. These drums are
stored in the externa waste cabinets in preparation for disposal.

SOP STATUS: Effective RMAT\ON
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SOP NUMBER: 6.1023
SOP VERSION: 5.0

SOP TITLE: DISPOSAL OF IN PROCESS AND FINISHED PRODUCT WASTE

6.2.3 Waste Pharmaceutical Vials

All waste pharmaceutical product vials should be placed in the waste via bin. These vials are
collected by the waste handlers at designated collection points and brought to the trash room.
The waste handlers then transfer the waste viads into labelled 200L drums. These drums are
then stored in the external waste cabinets prior to disposal off-site by incineration at an
approved facility.

Rejected batches of pharmaceutical product vials are placed in labelled 200L drums for
disposal by warehouse personnel. These drums are then stored in the external waste cabinets
prior to disposa off site.

6.3 Wastes Associated with Production Activities

Additional Special Wastes arise on site as a result of production activities. These wastestreams
are detailed below.

6.3.1 Chloroform Bovine Waste

Chloroform bovine waste results from the production of Fibrinolysin in the Bulk
Manufacturing Area. This waste is pumped into a labelled 200L drum in the external bunded
store outside the Bulk Manufacturing Area. These drums arQ@%ollected by the waste handlers

and placed in the external waste cabinetsin the Wa%e%rm prior to disposal off site by
incineration at an approved facility. 0&30;79

6.3.2 Carbon Contaminated with Chlorofor ’\%5‘

This waste results from a change in t\h‘%ﬁarbon absorbent filter (associated with the
production of Fibrinolysin) located on@iéd%ezzanine. Waste carbon is placed into labelled
200L drums by an external contrast\g@carryi ng out the carbon change. These drums are

transported to the external waste cz;bﬁ?ets by the waste handlers prior to disposal off site by
incineration at a approved facility, s
O

Q
6.3.3 Klercide A and KIercicfé B Waste
All waste klericide resulting from production should be placed in labelled plastic 200L drums
for disposal. Plastic drums must be used as klericide is corrosive and will corrode steel drums.
This waste is collected by the waste handlers and placed in the external waste cabinets in the
waste area prior to disposal off site by incineration at a licenced facility.

6.4  Pharmaceutical Raw Material and Other Excipients

Surplus and reject pharmaceutical raw materias and production excipients are also considered
Speciad Wastes. These wastes are disposed off site by incineration at an approved licenced
facility. These wastes originate from the Dispensary and the Warehouse and are stored (in
their original containers) in the external waste cabinets prior to disposal.

The Materials Manager will notify the Environmental Officer of reject/surplus pharmaceutical
raw materials and excipients as they arise and the Environmental Officer will organise the
disposa of these wastes, by incineration.

ZOR INFORMATION
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SOP NUMBER: 6.1023
SOP VERSION: 5.0
SOP TITLE: DISPOSAL OF IN PROCESS AND FINISHED PRODUCT WASTE

6.5 Contaminated Raw Material Packaging

All packaging that has been in contact with products produced on site is considered a Specid
waste and must be sent off sSite for incineration. This waste originates in the Dispensary and is
placed in suitable drums by the waste handlers. This waste is stored in the externa waste
cabinets prior to disposa off-gte.

6.6 Non-Special Waste

Non-special waste resulting from production related activites includes non-contaminated
packaging, fibre kegs and general waste. This waste is disposed of to the site compactor.

Rejected non-product contact glass vials should be placed in 200L drums for disposal off site
by recycling.

7.0 WASTE SHIPMENT OFF STE

All requirements associated with the shipment of waste off site is detailed in the Waste
Management Policy SOP 6.1025.

.
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SOP NUMBER: 6. 1024
SOP VERSION: 2.0
SOP TITLE: DISPOSAL OF MAINTENANCE AND PROJECT RELATED WAS-E

/ersion | levision Details | Zffective Date
1.0 Jriginal « Written to document the waste streams produced 26/09/03
rom maintenance activities and project related operations on
ite.

‘his SOP details the Pfizer Waste Designations of ‘Special
Yaste' and ‘Non-Speciad’ Waste in line with the Pfizer
“orporate EHS Waste Management Guidelinel9. This SOP also
nakes reference to the Waste Management Policy SOP 6.1025
vhich details the requirements and associated documentation
or shipping waste off-site.

20 yections 7.1.10 and 7.1.11 added to include detail on Asbestos
ind PCB waste streams.
Table in Section 7.3 updated accordingly.
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SOP NUMBER: 6.1024
SOP VERSION: 2.0

SOP TITLE: DISPOSAL OF MAINTENANCE AND PROJECT RELATED WASTE

1.0 PURPOSE

The purpose of this procedure is to define the waste stream handling, collection and

treatment/disposd  methods for dl maintenance related wastes generated on dte at Ffizer,
Dublin.

20 ORGANISATIONAL UNITS AFFECTED

o MaintenancelEngineering Department
o Proect Enginesring Department

o EHS Depatment

o IS Depatment

3.0 REFERENCES

All wade dreams detalled in this SOP are classfied in accordance with applicable

legidation, the dte IPC Licence and the Pfizer Corporate EHS Waste Management Guiddine
19.

The shipment of al waste off Ste is detailed in the Waste Mangement Policy SOP 6.1025.

The Disposa of Municipa wadte off dte is detaled in 8(3&6 1004 - Digposa of Municipd
Waste a Ffizer, Dublin. O&* S

>°
R
4.0 RESPONSIBILITIES (\QJ\\&\?
It is the responsbility of the EHS D @a‘fto classfy al wastes generated on Ste and to

ensure that these waste streams are g auately disposed of in accordance with applicable
legidation, the Site IPC Licence md‘{bé Pfizer Corporate EHS Waste Management Guiddine

19. &
&
It is the responghility of the EHS Department to schedule the collection of dl wastes detailed

in this SOP. The requirements and documentation associated with the collection of these
wastes is detailed in the Waste Management Policy SOP 6.1025.

It is the responsbility of the Departmental Managers to ensure that al wastes generated are
disposed of in accordance with this SOP and that suitable equipment and aress for waste
storage are available to ensure correct disposal.

5.0 SAFETY

Waste containers must be properly labelled to indicate the specific types of waste being
disposed.

Wear persond protective equipment relevant to the waste you are handling and how well it is

packaged. This includes safety glasses, gloves and safety shoes a a minimum. Consult the
relevant MSDS before handling.

Ensure you use the correct manua handling technique - follow SOP 6.0911 at dl times.
Where possible use mechanicd aids such as fork trucks, palet trucks etc. when handling

\}
heavy loads. “FOP\MM \OW
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SOP NUMBER: 6.1024
SOP VERSION: 2.0

SOP TITLE: DISPOSAL OF MAINTENANCE AND PROJECT RELATED WASTE

Report al] accidentsnear misses immediatdy to a Supervisor/Manager and complete an
Accident/Near Miss Report as soon as possible, in accordance with SOP 6.0205

6.0 PFIZER WASTE DESIGNATION

In line with the Pfizer Corporate EHS Waste Management Guiddine 19 dl waste streams on
dte are classfied as either *Specia Waste' or ‘Non-Specid Waste' .
A definition for Pfizer Specia and Non-Specia Waste is detailed below:

Specid Waste is any wastestream comprised of biologicd, radioactive or pharmaceutica
wades. A waste is dso consdered a Specid Wadte if the tota wastestream volume is more
than 100 kg per year and it contains any hazardous condtituents in concentrations of grester

than 0.1 percent, tha could adverssly impact public hedth or the environment, if
mismanaged.

Non-Specid Wadte is any wastestream comprising of non-hazardous congtituents.

A wastestream will aso be consdered non-specid if the totd wastestream volume is less
than 100 kg per year and it can be demondrated that it does not contain any hazardous
condtituents in concentrations of greater than 0.1 percent, that could adversely impact public
hedth or the environment, if mismanaged. &

<&
7.0 PROCEDURE _ \\o’\

HE
Each of the maintenance and project related b@é sreams produced on dte, where it is
produced and how it is handled and stored iS@%“Ted below.

Note: Chemica Waste Streams cannot b%ﬂ?j@sbsed unless a current MSDS is available for the
S

materid. &
S

71 Special Waste X

The following specid waste %@'ns aie on dte from mantenance and project related
activities S

7.1.1 Fluorescent Tubes

Huorescent tubes and lamps result from lighting replacements throughout the plant. These

tubes should be placed in the desgnated lamp storage container (coffin) located in the
Maintenance/Engineering Plant Room

It is the respongbility of the Environmentd Officer to schedule a lamp collection by an
externd agpproved contractor when instructed by the Maintenance/Engineering Personnel.

7.1.2 Waste Oil
Weasgte ail is generated from equipment oil changes and is stored in a 200L waste oil drum in
the oil store.

It is the respongbility of the Environmenta Officer to schedule a waste oil collection by an
external gpproved contractor when instructed by the Maintenance/Engineering Personndl.
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SOP TITLE: DISPOSAL OF MAINTENANCE AND PROJECT RELATED WASTE

7. 1.3 Grease
The Environmental Officer should be informed of any waste grease or waste empty grease
containers as they arise. The Environmentd Officer will arrange for the grease/containers to

be stored in a suitably labelled container in the externd waste cabinets and will schedule
disposd of the waste off-dite.

7.1.4 Glycol Waste
All ethylene glycol waste resulting from the plant chilled water syssem should be placed in a
labelled fixed top 200L sted drum. The Environmentd Officer should be notified of this

wade as it arises and will arrange for it to be dsored in the externd waste cabinets in
preparation for disposa off-ste.

7.1.5 Contaminated Resin
This wadte results from a change in the resin associated with the Elga water trestment system.
The Environmenta Officer should be natified of this waste as it arises and will arrange for it

to be placed in labelled 200L drums and stored in the externad waste cabinets in preparation
for disposd off-site.

7.1.6 Paint
The Environmentd Officer should be informed of any W@e pant or waste empty paint
containers as they arise. The Environmenta Officer will q&mge for the paint/paint tins to be
sored in a suitebly labelled container in the eter “waste cabinets and will schedule
disposd of the waste off-gite to an approved di &09
S

7. 1.7 Contaminated Plastic Containers QQO\T&\?
Contaminated plastic containers reﬂjltéﬁgxﬁ boiler dosng chemicds and cooling tower
chemicd contaners. It is the respo&é%ﬁty of the Maintenance/Engineering personne to
inform the Environmentd Officer<<°2§$t ese contanes aise and disposd off dte to an
approved waste contractor will beo*éc%eduled Empty containers or waste materia should be
stored in the waste cabinets in p@aratlon for digposa.

CJO
7.1.8 Drain and Interceptor Waste
Only an approved externa waste contractor can be commissoned to clean out and dispose of
drain and interceptor waste. The Environmental Officer should be contacted in advance of
any drain cleaning operations to ensure that the correct documentation is available to be
singed as per the Waste Management Policy SOP 6.1025.

7.1.9 Refrigerants
It is the responghility of the Environmental Officer to schedule the disposa of refrigerants or
equipment containing refrigerants off Ste as they aise. The Environmentd Officer will

ensure that only approved contractors that are licensed to accept refrigerants and refrigerant
related waste will be used.

7.1.10 Asbestos

It is the responghbility of the Environmental Officer to schedule the disposal of asbestos waste
or equipment containing ashestos off site as required. Only approved waste contractors and
wadte disposa facilities will be used.

N
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7.1.11 PCS S

All lighting capacitors and ballasts suspected of containing PCB’s must be disposed to the
dedicated 200L waste Combi drum in the Electricdl Waste Store. The Waste Electrical Store
is located in the contractor’s compound.

7.2 Non-Special Wastes

The following Non-Specid Wadtes arise on dte as a result of maintenance and project related
activities.

7.2. | Batteries
Batteries arise from a variety of sources on Site. Batteries should be segregated and placed in
the appropriate storage containers as follows:

a) Lead Acid Batteries - these batteries can be identified by the Pb symbol
detailed on the battery. These batteries should be stored in the waste
battery storage container in the externa waste storage area.

b) Nickd Cadmium Batteries - these batteries include household batteries,
mobile phone batteries and rechargegble batteries. They can be identified
by the NiCd symbol detalled on the battery. These batteries should be

disposed to the battery recycling container located in the
Maintenance/Engineering Plant Room. &

&
It is the responsibility of the Environmental Officer to ﬁ;edule a waste battery collection by

an approved wagte contractor when ingtructed %@\dﬁémber of the maintenance/engineering
department or the waste handlers & \.}\@6

&

7.2.2 Waste Electronic and Electrical %gﬁigaﬁ?ent (WEEE)

WEEE is defined as ‘equipment whichs «fependent on dectric currents or eectromagnetic
fidds in order to work properly and ment for the generation, transfer and measurement

of such currents and is ‘designed fgf’ouse with a voltage rating not exceeding 1000 Volt for
dternaing current and 1500 V(zgé’f‘or direct current.’
O

WEEE contains a variety of materids and components, including some that are consdered
dangerous. Commonly found components include: printed circuit boards, flame retarded
plastics, cathode ray tubes, liquid crystd displays, mercury switches, capacitors and resistors.
White goods such as computers and computer related equipment, fridges, televisons, toasters
and microwaves also fal into this category.

All WEEE should be stored in the dedicated storage container located in the contractor
compound.

It is the respongbility of the Environmental Officer to schedule a collection of this waste by
an goproved waste management contractor upon ingruction from a member of the Project
Enginesring Department or the Maintenance/Enginesring Department

7.2.3 Metal Waste

Scrgp metd arises from congruction and demolition activities and from the dis-invesment of
equipment on Ste. This metd is stored on Site and then placed in a designated skip.
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7.2.4 Construction Waste

As it arises dl condruction and demolition waste that leaves dte will be undertaken by
licenced hauliers to licensed disposd facilities.

7.2.5 Canteen Cooking Oil

Waste Canteen Cooking Ol as it arises, is placed in a labelled 200L drum for disposa by the
Waste Handlers. This wadte is sent off dte for incineration at an gpproved facility.

7.2.6 Municipal Wastes
Additiona non-specid municipad wastes generated on Ste are detailed in SOP 6.1004,
Disposd of Municipd Wadte a Pfizer, Dublin.

7.3  Waste Stream Storage and Disposal Method

The follow table detalls the storage container and disposd method for each of the waste
streams listed above.

Waste Stream

Pfizer Storage Container Disposal Method
Designation
Fluorescent Lamps Special Lamp Coffin . { Recycling
Waste Oil Special 200L Drum s> | Recovery
Grease Special Original Container> Incineration
Glycol Special 200L Drums % Incineration
Contaminated Resin Special 200L Dryimd Incineration
Paint Special ZOOLﬁQd?\ﬁ Incineration
Contaminated Plastic Specid Wﬁ\@@abi nets Cleaning, shredding and
Containers {E° landil
Drain and Interceptor | Specid ~~ <“qNlot applicable Wagtewater Treatment
Waste &°
Refrigerants Specid Q@‘\ Origind Container/ Incineration
& Ecuipment
Asbestos Specid Dedicated Storage Landfill
Container Required
PCB’s Specid 200L Drum in Waste Incineration
Electricd  Equipment
Store
Batteries - Lead Acid Non-Special |Waste Battery Container| Recovery
Batteries -Nickel Non-Specid |Recycling Battery Recovery
Cadmium Container
WEEE Non-Specia | Storage Container in Recovery / Recyding
Contractor Compound
Metal Waste Non-Speciad Metd Skip Recyding
Condtruction Waste Non-Special [Storage container Disposd method determined
determined as the waste | as the waste arises
arses
Canteen Cooking Qil Non-Specia |200L Drum Incineretion
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7.4 Additional Waste Streams

It is the respongbility of the Departmentad Managers to ensure that the Environmenta Officer
is contacted to confirm the correct disposd for any new waste streams that result from
maintenance or project related operations on Ste.

8.0 DISPOSAL OFF-SITE

The documentation requirements for collection of waste and shipment off Ste is detailed in
SOP 6.1025 Waste Management Policy.
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‘ersion |-Revision Retails

_Effective Date

0 Origina - Written to Comply with the Pfizer Corporate Waste 25/09/2003

Management Guideline 19, the PGM EHS Specia Waste

Management Procedure and Pfizer Quality Standard 13.

This Sop also details the following:

o The Documentation Requirements for Collection and
Disposal of all Waste Streams Off-Site.

« Control and Auditing of Waste Management Contractors.

o Current Legislative Requirements.

« Management of the Waste Area.

« Updated Anninfo and EPA Reporting requirements.

.0 Updated Section 11 .0 to include details on waste collection and
storage points as per Pfizer Quality Standard 13.
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SOP NUMBER: 6.1025
SOP VERSION: 2.0
SOP TITLE: WASTE MANAGEMENT POLICY

1.0 PURPOSE

To Define the Waste Management Practices and Documentation Requirements associated
with Waste Management On-Site and Wagte Shipment Off-Site.

20 SCOPE
The EHS Depatment is the Ste waste digposd authority and is respongble for writing al
waste related SOPs and ensuring that dl waste management practices on dte and dl waste

disposd off gte is in compliance with applicable legidation, the Ste IPC Licence, the Pfizer
Corporate Waste Management Guiddine 19 and Pfizer Quality Standard 13.

30 ORGANISATIONAL UNITSAFFECTED
EHS Department

Maintenance / Engineering Department -Waste Handlers

40 RESPONSIBILITY

It is the respongbility of the Environmenta Officer to ensure that the Waste Inventory is
accurate and kept up to date.

It is the responghility of the EHS Department to schedule the collectlon/shlpmem of dl waste
streams off site. N

o®
It is the respongbility of the waste handlers to maﬁg@h the waste area and trash room in an
orderly manner and to label waste drums with %é? abpropriate hazards and labels.
Q o
50 REFERENCES £S5
Pfizer Corporate Waste Mawagmlga?@ldelme 19
PGM EHS Specid Waste Manaj@\mt Procedure
Pfizer Quality Standard 13 5\"
Waste Management Act 1996 and Associated Regulations
Carriage of Dangerous Gaods by Road Regulations, 2001
+ European Communities (Safety Advisors for the Transport of Dangerous Goods by Road
and Rall) Regulations, 2001.

+ Disposa of Municipd Waste at Pfizer dte is detalled in SOP 6.1004
+ Disposa of Maintenance and Project Related Waste is detailed in SOP 6.1024
+ Disposa of Laboratory Waste is detailed in SOP QCG009
+ Disposa of Waste Bovine Materid is detailed in SOP 6.1021
Disposd of In Process and Finished Product Waste is detailed in SOP 6.1023
The SOP's detalled above describe waste streams and wastes generated in functiona areas on
gte in further detail than this SOP. This SOP uses the broad categories of waste produced on
site to further stipulate the specific digposa routes for each waste category.

6.0 PFIZER WASTE DESIGNATION

In line with the Pfizer Corporate EHS Waste Management Guideline 19, dl waste streams on
Ste are classfied as ether *Specia Waste' or ‘Non-Specid Waste'.

A definition for Pfizer Specid and Non-Specid Waste is detailed below:
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Specid Wadte is any wastestream comprised of biological, radiocative or pharmaceutica
wagtes. A waste is dso condgdered a Speciad Wadte if the total wastestream volume is more
than 100 kg per year and it contains any hazardous congtituents in concentrations of grester
than 0.1 percent, that could adversdy impact public hedth or the environment, if
mismanaged.

Non-Specid Wadte is any wastestream comprising of non-hazardous congtituents.

A wastestream will also be consdered as non-specid if the totd wastestream volume is less
than 100 kg and it can be demongrated that it does not contain any hazardous congtituents in
concentrations of greater than 0.1 percent, that could adversdly impact public hedth or the

environment if mismanaged.
7.0 CHARACTERISATION OF WASTE STREAMS

7.1 In line with the Pfizer Waste Management Guidedine dl waste streams for digposa on
Ste have been characterised and defined as;

« Solid or Liquid

« Hazardous or Non — Hazardous

« Specia or Non Specid ,
0&

7.2  These wadte streams have been tabulated to forth Waste inventory which details how
the sreams are managed, ther EWC (Europ@* Waste Catadlogue) Code, their storage
arrangements and their final disposa route. Tgé?@kﬂe inventory is filed on the Centrd N

Drive a the following location: \\}é}\}\

N
N:\S& H Management System\Pharm éﬁﬁqﬂxtv\Envnonmcnt\Waste\Waste Inventory\Waste
Inventory 2003.xls

<© §§
8.0 WASTE DISPOSAL ROU(F@
For the purpose of this dowmeg\“waste disposa routes are divided into four main categories

based on their disposa route/method of trestment and Pfizer Speciad or Non-Specid
Designation. These categories are as follows:

o Pharmaceuticd Wagte and Chemicad Waste for Incineration
» Biologicd Wade

+ Other Specid Wastes

e Municipd Waste

The documentation requirements for transporting each Waste Stream off Site are described in
detail below:

8.1  Pharmaceutical and Chemical Waste for Incineration
This includes the following wastes as detailed in the Wagte Inventory: Pharmaceuticd Waste,

Chemicd Waste, Packaging Waste Contaminated with Pharmaceuticd Products, Filters
Contaminated with Pharmaceutical Products and any other Hazardous Wastes.

It is the respongbility of the Environmentd Officer to schedule and arrange wadte shipments
when ingructed by the Waste Handlers. The Waste Handlers will make a ligt of dl wagte to

be sent off dte and the Environmenta Officer will forward this to the Waste Disposa
Contractors.
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Additiondly it is the responghbility of the Environmenta Officer to commisson an gpproved
externd company to come on ste and pack ‘lab smals and waste laboratory chemicas (as
disposed into the waste cabinet in the Chemigtry Laboratory) into UN approved drums
suitable for shipping. Shipping of lab smdls off Ste takes place on an annud basis or more
frequently depending on waste generation rates.

The following must be taken into condderation when preparing Pharmaceuticd and
Chemicd Wadte for shipment.

8.1.1 Packaging and Labelling

Liquids and Solids sent off dte for disposd are, where appropriate classified, packaged and
labelled in accordance with the relevant legdl requirements.

This & a minimum includes

e The use of UN approved drumg/shipping containers

« Affixing the gppropriate hazard identification labe

o Removd of all other labels

« Securing the drums/containers on the shipping palet where necessary

The Environmental Officer/ DGSA will advise the Wastog Handlers on packaging and

labdling requirements. &>
&

812 Analysis of Waste Streams S &

It is the responghility of the Environmentd Of{@%zbto ensure that a sample is taken from the
following waste streams prior to shipment gﬁfgﬁé

« Chloroform Bovine waste §

+ Cabon Contaminated with Ch|0(6f§§ﬁ“l

Q
This sample mugt be sent to ano‘\externd consultant laboratory in order to determine the
Chloroform Concentration of Qbé\ Wage Stream in accordance with Condition 7.1.3 of the
Site IPC Licence.

8. 1.3 Security

In line with the requirements of PQS 13 prior to leaving site, drums containing
Pharmaceutical Vids are tagged with a unique identification number. These tag numbers are
recorded and documented by the Environmenta Officer prior to shipment. The Tag numbers

are detailed on the Certificates of Destruction returned to Pfizer by the Waste Contractor
Company.

8.1.4 Preparation of Load Plan:

A load plan is prepared for each 40ft contaner load, which leaves the dSte. The plan is
prepared as the materids are being placed on the container. A copy of the load plan is held by
the Environmentd Officer and filed with al documentation related to the waste shipment.
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8. 1.5 Transportation of Waste:

It is the responghility of the Environmentd Officer/DGSA to ensure that the following
documentation accompanies each waste shipment and that al documentation has been
correctly completed.

« Cl Foom - A Cl Consgnment Note must dways accompany hazardous waste that is
being moved within Irdand. The Environmenta Officer must complete Block 12 on Part
A of the Cl form and witness the Sgnature of the driver in Part B. The Environmentd
Officer retains the pink copy of the Cl Form.

e Cl Anmnex/ADR Document - The Cl Annex is dtached to the Cl Form detailing any
hazardous wasgte to be moved in the shipment. The Environmenta Officer must ensure
that Columns 2,3 and 5 in the ClI Annex/ADR Document contain the accurate
information regarding the waste shipment, before signing and retaining a copy.

e Tremcads - If any materid is hazardous for trangport under ADR Regulations, the
Environmentd  Officer/DGSA must ensure that the driver has signed the appropriate
tremcards and take a copy of each.

+ The Environmentd Officer will complete an Audit Checklis of the Waste Contractor

Vehicle prior to it leaving Ste. Copy of this audit checkligt is located on the N Drive a
the following location:
NAS&H Managsement Svslc:m\PIwrm_FaciIily\Environment\Waslc\Ml%Shipmcnl Audit and Checklist\Waste
Shipment Audit and Checklist.doc éﬁ‘

&

Copies of dl documentation above are hed by gdé'\ﬁﬁvironmemd Officer and filed in the
EHS Depatment. All Details relating to the waseshipment are logged on a dedicated Excdl

Spreadsheet on the EHS Database. (\Q\%&\
8. 1.6 Records KO

RS ,
Once the waste has been accepted @'\Lh% Waste Contractor Company at the transfer station, a

Certificate of Receipt is forwarded é@oﬁwe EHS Department.
3

Certificates of Destruction detgiling the TFS assgned to the waste and a copy of the yelow

copy of the Cl Form with Part C Complete are forwarded to the EHS Department by the
Waste Contractor following Incineration of the wadte.

These records ae filed with the trangportation documentation for the load in the EHS
Department. All records are held for a period of 7 years.

8.2  Biological Waste

Biologicd Waste Comprises of the following wastes as detalled in the Wade Inventory:
Waste Bovine Materid (which incdludes Regect/ Waste Bovine Lung / Serum and Plasma,

Asxociated Bovine Packaging, and PLE Waste), Autoclaved Microbiology Laboratory Waste,
Clinicd waste from the OH Department and Sharps.

It is the responghility of the Environmentd Officer to schedule a Biologicd Waste
Collection upon indruction of the Waste Handlers.

FOR INFORMATION
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8.2.1 Packaging and Labelling
All Biologicd waste is held in designated 400L Whbedlie Bins in the -20°C Waste Freezer.
These bins are dl labelled with the gppropriate UN Number for the Waste.

Each 400L Whedlie bin is dso labelled with a unique bin number and a dient identification
number for tracking during the processng of the waste.

8.2.2  Preparation of Waste for Transportation

The Waste Handlers will ensure that the inner liner in each bin has been securely closed with

the cable tie and that the lids of each bin have dso been seded closed with an additiond
cable tie.

The Wage Handlers will furnish the Environmentd Officer with detals of the number of
Whedlie Bins for collection and the specified bin numbers.

8.2.3 Transportation of Waste

It is the responghbility of the Environmenta Officer/DGSA or nominated deputy to ensure

that the following documentation accompanies Biologicd Wade shipments and that al

associated documentation has been correctly completed.

The Environmentd Officer must dso ensure that the fied Whedie Bin Numbers are

detailed on the Transport Documentation &

+ Cl Form = The Environmenta Officer must cgﬁo@e Block 12 on Pat A of the Cl form
and witness the sgnature of the driver in g‘%&k& The Environmental Officer retains the
pink copy of the Cl Form. QQ\\}Q@\}\

e Dangerous Goods Note - The @09 mental  Officer must complete the following
information within the DmgefQ\lﬁng oods Note Dangerous Goods Declaration, Cl
Number, Totad Number of Bing Bin Numbers before witnessng the Waste Contractor
Sgning to recaive the wadte. Tgé nvironmental Officer retains a copy of this form.

o The Environmentd Offlce@wnl complete an Audit Checklist the Waste Contractor

Vehicle prior to the coritaner leaving dte. As detaled in Section 8.1.5. This audit
checkligt is filed on the N Drive.

Copies of dl documentation above are held by the Environmentd Officer and filed in the
EHS Depatment. All Details relating to the waste shipment are logged on a dedicated Excel
Spreadsheet on the EHS Database.

82.4 Records

Once the waste has been treated by Indudtrial Autoclave a Certificate of Dedtruction detailing
the specific Whedie Bin Numbers and a copy of the yelow copy of the Cl Form with Pat C
Complete are forwarded to the EHS Department by the Waste Contractor Company.

These records are filed with the trangportation documentation for the load in the EHS
Department. All records are held for a period of 7 years.
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8.3  Other Special Wastes
As ddaled in the Waste Inventory the following waste streams detailed in the table below

are classfied as Specid Wadtes and require specific trangport documentation for movement
off ste.

Waste Stream Waste Transport Records
Documentation
Oil No Cl Form Recovery Certificate
Necessary
Batteries Cl Form Cl Form
Recycling Catificae
Hadtic/Sted  Drums Contaminated C1/Trem Cards Cl Form
with Chemicd Substances Recyding Cetificate or
Cetificate of Disposd
Interceptor / Drain Cleaning Wagte | C 1 Form Cl Form
Certificate of Disposal
WEEE Waste Cl Form Cl Form
Recovery Cetificate
Fluorescent  Lamps Cl Form Cl Form
_ | Recovery Certificate
N
&

8.3.1 Scheduling of Waste Collections . &
It is the responsiblility of the Environmental OW\\%O schedule Waste Collections for the
Waste Streams detailled above upon instr l@ﬁ\ from the Waste HandlersMaintenance
Engineering Department or Project Engin%g%ﬁgﬁ)epa’tmem.
&

8.3.2 Waste Transport DocumentatiQdel‘i?(f\:\O\$
All of these Wagte Streams must@%ﬁ‘:’compmied by a Cl Form with the exception of Qll
Weaste and must be transported irgé%ntai ners deemed suitable by the Environmental Officer/
DGSA. S

&
8.3.3 Records
Upon digposd/ recycling or recovery of these waste streams the Waste Contractor Company
forwards a Certificate of Disposa/Recovery to the EHS Department as detailed in the table
above. Thee Cetificates are filed in the EHS Depatment dong with the associated
transportation documentation.The Environmentad Officer dso logs this information on the
dedicated Excel Spreadsheet on the EHS Database.

All records are held for the period of 7 years.

8.4  Municipal Wastes

This waste stream includes the following non-specid waste sreams as detalled in the Waste
Inventory: Municipd Waste, Canteen Waste, Peper Waste for Recycling, Newspapers and
Magazines for Recyding, Metd Waste, Printer and Toner Cartridges, Glass Waste / ad
Aluminium Cans
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It is the respongbility of the Waste Handlers to schedule the disposa of the Municipd Waste
and Canteen Waste Streams.

It is the responshility of the Environmenta Officer to schedule disposa of the remaning
waste streams detailed above waste streams where necessary.

All Documentation relating to these waste streams including Skip Documentation, Collection
Cetificates, Certificates of Disposa and Certificates of Recycling are held in the EHS
Department and logged on the dedicated Excel Spreadsheet on the EHS Database.

All records are held for the period of 7 years.
No records are held for the Recydling of Glass Bottles and Aluminium Cans.

9.0 REQUIREMENTSRELATING TO THE TRANSPORTATION OF WASTES

9.1 Coalleague Training

Pfizer Colleagues who handle and transport waste on ste must be trained with respect to the
fallowing:

« Sdfe practices for carying out their assigned raoonsb@t\tffa

« Legd requirements for handling and transportln% Wgﬂ%
« Hazardsof Waste &

9.2  Reguirements for the Transporters@%ﬁpeclal Waste
Vehicles employed by Pfizer for the tr tation of waste must be properly authorised for

that purpose as required by law. Thlsc@gsﬁement is addressed through the holding of waste
collection permits for al waste co S used.

Details of the Waste Contractor gamlts and Associated licences are filed on the Centra N
Drive & the following location!™

N:AS& H Management System\Pharm Facility\Environment\Waste\Waste_Contractor
Collection Permits and Licences actor Waste Collection Permits and [.icences. xls

9.3  Hazard Warning Provided to Waste Management Contractor
Pfizer Dublin must disclose to the waste management contractors, in writing, the hazards,
known to Pfizer associated with the handling of the specid wadte.

These warnings must:
o Accurady characterise the waste
« Be accurate to protect the employees of transporters and contractor waste handlers

« Warn of any potentid environmental impacts, ether from unplanned releases or through
planned waste management

9.4  Dangerous Goods safety Advissor ( DGSA)
It is the responghility of the site DGSA to ensure that dl Waste Shipments sent off dte are in
compliance with the rules governing the trangport of dangerous goods.
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9.5 Cl Consignment Notes

It is the responghility of the Environmenta Officer to ensure that an adequate number of Cl
conggnment notes are held on ste for waste shipments.

Cl Consggnment notes are obtained from Dun Laoghaire-Rathdown County council a a price

of * 20 each. Payment must be accompanied with aletter of request to the Executive Waste
Management Enginesr.

10.0 SELECTION OF WASTE CONTRACTORS
Waste Management Contractors who manage Pfizer generated Specid Wastes in excess of

100 Kg per year are subject to criteria for sdlection and audit prior to use and on an ongoing
bass a intervas of 4 years.

10.1 Pfizer Ireland Waste Management Team

The Pfizer Irdand Waste Management Team is comprised of a member of the EHS
Department from dl Pfizer Stes in Irdand, who is reponsble for waste Activities.

The team meets on a monthly basis a the Pfizer Loughbeg Drug Substance Plant in Cork. To
discuss items pertaining to Waste Management Contractor Sdlection and Waste Management
Contractor Auditing. The team schedules and oversees the auditing of al Waste Management
Contractors who manage Specid Wastes in line with, the Pfizer Corporate Waste

Management Guideline 19 and PGM EHS Specid Wagte Mﬁ%agement Procedure.

10.2  All Waste Management Contractors who @\%{ﬁge Pfizer generated Specid Waste are
audited for compliance and the following @@*nentalon is submited to corporate for
approval S
o The Pfizer Pre-Audit Questlonnags &Fhls questionnaire was developed by Ffizer
Loughbeg. A copy of this qua@ﬁare is locaed on the N drive a the following
location: <<°\\°
N:\S&H Management Svstem\Phqg&_Facxlntv\Envuonmem\Waste\Pﬁzel Waste Management
Team\Waste Contractor Pre Au@ Questionnaire.doc
S

o The Specid Waste Vendor Report. A copy of this report template is located on the PGM
Website as follows: http:/pgm.pfizer.com.

All origind copies of Waste Contractor Audits for Irdland are held in Pfizer Loughbeg.

10.3  Only Specid Waste Management Contractors on the ‘Group Approved List’ are used
by Pfizer Dublin. The Group Approved List of approved Waste Management Contractors is
located on the PGM Website a the following location: http://pgm.pfizer.com.

New facilities that are not on the group approved li may only be used to manage Pfizer
Generated Special Waste following a pre-sdection audit and approva from group.

104 Additiondly each Pfizer Irdand facility mantans a lis of Waste Management
Contractors used by that dte detailing the last audit date and next proposed audit date for
each Waste Management Contractor.

A lig of the Waste Management Contractor Audit details for Pfizer Dublin is filed on the N
Drive a the following location:

N\S&H Management Svstem\Pharm  FacilitWEnvironment\Waste\Waste_ Contractor Audit
mation\Waste Contractor Audit Information.xls
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11.0 MANAGEMENT OF THE WASTE AREA
It is the respongbility of the waste handlers to maintain the trash room, waste area and
asociated waste cabinets in a clean and tidy manner. It is aso the respongbility of the waste

handlers to ensure that the gate to the waste area and doors of the waste cabinets are kept
closed and secured at dl times.

It is the respongbility of the waste handlers to collect al waste streams from the various
sorage points throughout the plant on a timely basis in order to prevent the accumulation of
waste materid. In accordance with PQS 13 al waste collection and storage points must be
separate from Production  Modules.

These wagte streams should be stored in the trash room and the waste storage area prior to
disposd off ste.

120 REPORTING REQUIREMENTS

121  Reporting to the EPA
The following waste Related Reports must be submitted to the EPA.

12.1. | Bi-Annual Monitoring of Waste of Site
This report is submitted to the Agency bi-annudly on 10tlgz\illy and 10™ January every year
detailing the following information for the previous gg( Tgibnth period:

o Waste Stream &ﬁo &
+  Quantity of each Waste Stream \}@0 \g\@é
« EWC Code oQé &

o Degtination of each Waste Stream &éd\ >

The report dso detals the dwlorof%r@\ concentration of the Chloroform Bovine Waste and
Carbon Contaminated with Chlorqﬁ%)rm Waste Streams.

12.1.2 Annual Waste Summar?oReport

This report is submitted to the Agency with the Annua Environmental Report and includes
the following information:

o Waste Stream

« EWC Code

Trangporting Agent

o Disposa Site

« Disposa Method

e Quantity of each Waste Stream

12.2 Anninfo Reporting

The following mugt be submitted to Anninfo on an Annud basis

e Mass of Specid and Non-Specid Waste Resulting from Routine and Non-Routine
Operations

+ Wade Streams that are not yet managed by an acceptable method (In accordance with
Attachment 19A of the Pfizer CorporateWaste Management Guideline 19)

o Each Wasgte Stream greater than 1,000Kg per month that is managed by a conditiona
method, unless an assessment of the method has be completed and found to be acceptable

by Group EHS and Corporate EHS. 0 R INF ORM AT\ON
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