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Form IPPC Part A – application for a permit, variation, transfer or surrender 
For Environment & Resources Authority Use Only 
Data received         Fee received: Yes  No      Amount received      Name assigned to installation 

                                  
  

  
Introduction to Part A 
When to use this form 
Use this form if you are sending an application to the 
ERA under the Industrial Emissions (IPPC) 
Regulations, 2013. 
 
The form is to be used for applications made in 
respect of both ‘installations’ and ‘mobile plant’ (and 
in the rest of the form, the term ‘installation’ also 
covers ‘mobile plant’ where appropriate). 

 
Before you start to fill in this form 
There may be two or more operators in a single 
installation.  Each operator will need a permit, each 
obtained by a separate application. Your 
applications will principally relate to the part of the 
installation under your control, but will also need to 
include some information on the rest of the 
installation. This will help us to assess the operation 
of the whole installation. The term “installation”, 
when used in this application form (and elsewhere) 
may refer to either the whole or part of the 
installation, depending on the nature of the 
information we are seeking to obtain. 

 
Which parts of the form to fill in 
The form is in five parts but we usually only send 
you the parts you need to fill in. Everyone has to fill 
in Part A, and prepare and sign a covering letter at 
the end of their application. 
The other parts you need to fill in depends on the 
type of application you are making: 
 
• To apply for a new permit – fill in Parts A and B; 
• To vary an existing permit – fill in Parts A and C; 
• To transfer all or part of an existing permit to 
 
someone else – fill in Parts A and D. This should be 
a joint application by the transferor and the 
transferee; 
 
• To surrender all or part of an existing permit – fill in 
Parts A and E. 

 

Other documents we need to see 
There are a number of other documents you will 
need to send us with your application. Each time a 
request for documents is made in the application 
form you will need to record a document reference 
number for the document or documents that you are 
submitting in the box provided on the form for this 
purpose. 
 
Please also mark the document(s) clearly with this 
reference number and either the application 
reference number if you know it or your existing 
permit number. If you do not have either of these, 
please use the name of the installation. 
 
If you know your Application Reference Number, 
please enter it into the box below: 
 

 
 
Using continuation sheets 
In the case of questions required to be answered on 
the application form itself, please use a continuation 
sheet if you need extra space; but please indicate 
clearly on the form that you have done so by stating 
a document reference number for that continuation 
sheet. Please also mark the continuation sheet itself 
clearly with the information referred to above. 
 

Copies 
Please submit 1 hard copy and 1 soft copy of the 
application form and all supporting information.  
A soft copy of the application form must also be 
submitted to the consultees identified in Regulation 
19(2) of Legal Notice 10 of 2013. A signed delivery 
note must be enclosed with the application to ERA. 

 
If you need help and advice 
We have made the application form as 
straightforward as possible, but please get in touch 
with us on tel: 2292 3500 or email: ippc@era.org.mt 
if you need any advice on how to set out the 
information we need.  

 
 
 

 

Application for a permit, variation, transfer or 
surrender 
Integrated Pollution Prevention and Control (IPPC) 
Industrial Emissions (IPPC) Regulations 2013 

 

     

mailto:ippc@mepa.org.mt
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A1 About your application 

 
A1.1 What type of application are you 

making? 

 
 new permit 

     variation of an existing permit  

 transfer of an existing permit  

 surrender of an existing permit 

 

A1.2 Name of the installation 

 
Please tell us if this name is: 
 
Please tell us if this name is:  
 
     already agreed with the ERA; or 

 one that you are proposing. 

 

A1.3 Please give the address of the site of 

the installation, and a map or plan 

showing the site of the installation and 

the location of the installation on the site 

Street 
Address 

HF 51 
Ħal Far Industrial Estate 
 
 

Locality Birżebbuġa Post Code BBG3000 

 
A site plan is included in Appendix 1. 

 
A1.4 Give details of any existing permit(s) 

for the installation. 

 
Please give details of any applicable waste 
management licences, planning permits, 
environmental permits or sewer discharge permits. 
Include permit number(s), type(s) and date(s) of 
issue, and submit copies. 

 IPPC permit: IP 0001/14/A (August 2015) 
 Relevant development permits: 

o PA 04236/08 (issued April 2010) 
o PA 03033/12 (June 2013) 
o DN 0624/16 (September 2016) 
o DN 23/17 (January 2017) 
o DN 617/17 (July 2017) 
o PA 3638/18 (under review) 

 Sewer discharge permit from WSC (DMU 
6745), last renewed in February 2018. 

 LPG secondary storage permit issued by 
REWS, licence no. LPG-00110-SS (SS110), 
last renewed in May 2018.  
 

Copies of the above permits and pending 
application are included in Appendix 2. 

A2 Authorised contacts 
 
It will help us to have someone who we can contact 
directly with any questions about your application. 
The person you name should have the authority to 
act on your behalf. 
 

A2.1 Who can we contact about your 

application? 

This could be an agent rather than the operator. 
Name 

Marco Garilli 

Position 

HSE Manager 

Address 

Street 
Address 

HF 51 
Ħal Far Industrial Estate 

 

 

Locality Birżebbuġa Post Code 

BBG3000 

 

Phone Number +356 20908700 
 

Fax Number +356 20908799 
 

Email address 
mgarilli@sterlingchemicalmalta.com  

 
A2.2 Operational contact 

 
If different to the above, please identify the person 
we should contact to discuss operational matters on 
an ongoing basis. 
Name 

 

Position 

 

Address 

Street 
Address 

 

 

 

 

Locality  Post Code 

 

Phone Number 
 

Fax Number 
 

Email address 
 

 
 

 

Sterling Chemical Malta Ltd 

mailto:mgarilli@sterlingchemicalmalta.com
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A3  About the operator 
Please provide the information requested below 
about the ‘operator’, which means: 
 
• for applications for a new permit – the person who 
it is proposed will have control over the installation in 
accordance with the permit (if granted), 
 
• for applications for a variation, transfer or surrender 
– the person who currently has control over the 
installation in accordance with the permit. 
 
If you are applying for a transfer, we will ask for 
more information relating to the proposed new 
operator (transferee) in Part D. 

 
Legal status of operator 

 

A3.1 Is the operator an individual, a group 

of individuals, a partnership or a 

company/corporate body? 

 
 Individual (sole trader) or group of individuals: 

go to question A3.2. 

 Partnership: go to question A3.3. 

     Company or corporate body: go to question 

A3.5. 

 

Individual applicants 
 
A3.2 Please give us the following details. 

Where more than one person is applying (other than  
as a partnership) we need details of each person. 
 
Continue on separate sheets if necessary. 
 
Full Name 

 

ID Card/Passport No. 

 

Trading/business name (if any) 

 

Business address 

Street 
Address 

 

 

 

 

Locality  Post Code 

 

Phone Number 

 
 

Fax Number 
 

Email address 

 
Now go to question A4, What to do next.  
 
Applications from partnerships 
 

A3.3 Who is applying? 

 

We can only issue permits to named individuals, not 
to a partnership name. We therefore need details of 
each person in the partnership. 
 
Continue on separate sheets if necessary. 

 
Person  
Full Name 

 

ID Card/Passport No. 

 

Principal place of business 

Street 
Address 

 

 

 

 

Locality  Post Code 

 
 
Contact Numbers 

Phone Number 
 

Fax Number 
 

Email address 

 
Person  
Full Name 

 

ID Card/Passport No. 

 

Principal place of business 

Street 
Address 

 

 

 

 

Locality  Post Code 
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Contact Numbers 

Phone Number 
 

Fax Number 
 

Email address 

 
Person  
Full Name 

 

ID Card/Passport No. 

 

Principal place of business 

Street 
Address 

 

 

 

 

Locality  Post Code 

 
 
Contact Numbers 

Phone Number 
 

Fax Number 
 

Email address 

 
 

A3.4 Please give us the following details 

about the partnership. 
 

Name of partnership (if there is one) 
 
 
 

Principal place of business 

Street 
Address 

 

 

 

 

Locality  Post Code 

 
 
Contact Numbers 

Phone Number 
 

Fax Number 
 

Email address 

 

 

 

Now go to question A4, What to do next. 
 

Companies or other corporate 
applicants 
A3.5 Please gives us the following details. 

 
Full name of company or corporate body. 
 
 
 
Trading/business name (if different) 
 
 
 
 
Registered office address 

Street 
Address 

HF 51 

Ħal Far Industrial Estate 

 

 

Locality Birżebbuġa Post Code BBG3000 

 
Company registration number 
 
 
Date of formation of company 
 

 
 

• For applications from companies, please provide a 
copy of the certificate of incorporation or registration 
and any certificates of subsequent name changes. 
 
Document reference number 
 
 
 
• For applications from other corporate bodies, 
please provide evidence of status. 
 
Document reference number 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 

Sterling Chemical Malta Ltd 

C3250 

9th February 2006 

Appendix 3 
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A3.6 Is the operator a subsidiary of a 

holding company? 

No       

 
Yes       name of ultimate holding company 
 
 

 
 
 
 

Registered office address 

Street 
Address 

Via della Carboneria 30/32 
Corciano (PG) 
 

 

Locality Italy Post Code 06073 

 
Principal office address (if different) 

Street 
Address 

 

 

 

 

Locality  Post Code 

 
Company registration number 
 

 
 
A4  What to do next 
 
Now you need to fill in the other Parts of this form 
available online. 
 
If you are applying for 
 
 • A new permit   – fill in Part B; 

     • A variation       – fill in Part C; 

 • A transfer         – fill in Part D; 

 • A surrender      – fill in Part E. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

d

S.N.I.F.F. ITALIA S.P.A. 

PG 112595 
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FORM C
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Form IPPC Part C:  Application for a Variation 
Use this part of the form if you are applying to vary the conditions or any other provision 
contained in your permit. 

Please read carefully Appendix I attached with this application. 

 

C1  About the installation 
 

Please fill in the installation table below with 
details of all the activities and operators at the 
whole installation, even if you are applying for 
a permit in respect of only part of the 
installation. 
 
In Column 1: Activities in “the stationary 
technical unit”, please describe all activities 
listed in Annex I to the Industrial Emissions 
Directive that are proposed to be carried out. 
 
For Directly associated activities, please 
identify any directly associated activities 
proposed to be carried out on the same site 
which: 
 have a technical connection with the 

activities in the stationary technical unit; 
and 

 could have an effect on pollution. 

These could include, for example, boilers, 
generators, water purification systems, 
scrubbers and other air purification systems. 
 
In Column 2: Schedule 1 references, write 
the category the installation falls under in 
Schedule 1 of the Industrial Emissions 
(IPPC) Regulations (LN 10/13), e.g. 1.1, 
5.3(b)(i). 
 
In Column 3: Operator, write the name of 
the operator for each activity (if you are the 
operator yourself, write “Applicant”). 
 
In Column 4: Variations, indicate how the 
proposed changes would affect the activities. 
 

 
C1.1 Installation details 
 

COLUMN 1 COLUMN 2 COLUMN 3 COLUMN 4 

Permitted activities 
in the “stationary 
technical unit” 

Schedule 1 
references 
 

Operator 
 

Proposed 
variations 

Synthesis of APIs 4.5 Applicant Addition of Stage 3 
block, comprising a 
micronisation facility 
with overlying 
laboratory and two 
offices. 
Includes two new 
emission points to air 
from the laboratory 
fume hoods. 
 

 
 
 
 
 
 
 

 
 

  

For ERA use only 

Application reference:  
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COLUMN 1 COLUMN 2 COLUMN 3 COLUMN 4 

Permitted activities 
in the “stationary 
technical unit” 

Schedule 1 
references 
 

Operator 
 

Proposed 
variations 

Directly associated activities 

Associated activity of 
utilities: 

1. Water 
purification 
plant. 

2. Operation of 9 
reactors 

3. LPG Euro boiler 
(1 in number) to 
produce hot 
water for room 
heating and 
sanitary water. 

4. Steam generator 
(1 in number) 
for the creation 
of steam to be 
used by the tube 
bundle 
exchangers for 
the reactors’ 
heating and the 
air handling unit 
dryers in the 
finishing and 
production 
areas 

5. Operation of a 
cooling tower 

6. Operation of air 
handling units 

- Applicant 1. No changes. 
2. Addition of three 

new reactors (one in 
line 1, and two in 
line 2), carrying out 
the same processes 
as those already 
authorised and 
operational. 

3. No changes to boiler; 
however, the three 
existing LPG tanks 
will be replaced by a 
single new LPG tank. 

4. No changes. 
5. No changes. 
6. No changes. 
7. Addition of new cold 

rooms for storage of 
samples, raw 
materials, 
intermediates, and 
products.  

Associated activity of 
storage, treatment 
and 
disposal/recycling of 
waste materials: 
 Handling, storage, 

treatment and 
disposal/recovery 
of wastes from 
installation 

- Applicant Addition of new 
temporary waste storage 
area.  No other changes 
to waste types or waste 
management practices.  
A small increase in waste 
quantities is expected as 
a result of the increased 
production capacity.  
Such waste will be 
handled with the 
existing waste streams. 

 

 

The proposed variations also include new offices and meeting rooms in the second floor 
overlying the existing administration block; however, no technical activities will occur here. 
 

 
C1.2 Non-technical description   
Please provide a non-technical description of the proposed changes.  
 
Document reference number:  
 Volume 2: Chapter 2 
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C1  About the installation continued 
 
C1.3 The proposed variations 
Please provide a summary of the variations 
which you are applying for. 
 
This should include: 
 a description of the change in operation 

requiring the variation; 
 an indication of the variations to the 

conditions of the permit that you wish to 
apply for. 

 

 
Document reference number for the summary: 

 
 

 
 
C1.4 Site maps and reports 
 
Are you proposing any change in operation that 
would result in additional land being included 
within the site of the installation? 
 
Yes   No  
 
If yes, please provide: 
 

C.1.4.1 
A site report, describing the condition of the site 
of that part of the installation in respect of which 
you are applying for a variation, and, in 
particular, identifying any substance in, on or 
under the land which may constitute a pollution 
risk. A baseline report assessing the state of 
the groundwater and land may also be required 
by the Authority. 
 
Document reference number for the report: 

 
 
 
C1.4.2 
A suitable map (or maps) showing the location 
of the site of the installation, and the area for 
which a variation of the IPPC permit is being 
applied for. The outline of the site and the area 
requiring the variation should be clearly marked 
in colour, and the surroundings of the site 
should be included in the map. 
 
Document reference number for map(s): 
 
 
 

C1.4.3 
Suitable block plans, properly labelled, showing 
any changes to the location and nature of the 
various activities being proposed on that site.   

Document reference number for plans: 
 
 
 

All maps and plans submitted shall be to scale, 
using a scale rule. Soft copies of plans should 
be submitted in .pdf format only. 

C2  Your proposed techniques 
 
C2.1 Environmental Management System 
Provide details of any changes to 
environmental management techniques 
resulting from your proposals. 
 
Document reference number:  

 
 

 
C2.2 Proposed activities 
C2.2.1 Describe any proposed changes to the 
installation activities. 
 
Document reference number:  

 
 
 
C2.2.2 Describe the proposed techniques and 
measures to prevent and reduce waste and 
emissions of substances and heat (including 
during periods of start-up or shut-down, 
momentary stoppage, leak or malfunction) as a 
result of your proposals. 
 
Document reference number:  

 
 
 
C2.2.3 Submit a flow diagram summarising the 
proposed installation activities and indicating 
the changes. 
 
Document reference number:  

 
 
C2.2.4 Include a comparison of the proposed 
changes to the activities with relevant BAT 
conclusions published by the European 
Commission, where these have been 

published.1 
 
Document reference number:  

 
 
 
C2.2.5 Include an outline of the main 
alternatives considered to the proposed 
changes to the technology, techniques and 
measures. 
 
Document reference number:  

 
 

                                                        
1 Available from http://eippcb.jrc.es/reference/ and/or 
http://ec.europa.eu/environment/air/pollutants/stationary/ied/
implementation.htm  

Volume 2: Chapter 2 

Volume 2: Chapter 2; Volume 3: 
Addendum 1 to Land & Groundwater 
Risk Assessment 

Volume 3: Addendum 1 to Land & 
Groundwater Risk Assessment  

Volume 3: Addendum 1 to land & 
groundwater risk assessment 

Volume 2: Chapter 3 
 

Volume 2: Chapter 3 

Volume 2: Chapter 3 
 

Volume 2: Chapter 3 

Volume 2: Chapter 3 
 

Volume 2: Chapter 3 
 

http://eippcb.jrc.es/reference/
http://ec.europa.eu/environment/air/pollutants/stationary/ied/implementation.htm
http://ec.europa.eu/environment/air/pollutants/stationary/ied/implementation.htm
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C2  Your proposed techniques continued 
 
C2.3 Raw materials 
Identify any changes to the raw and auxiliary 
materials, and any other substances (including 
fuels) proposed to be used as a result of your 
proposals.  
 
If any changes are proposed, give details of 
quantities proposed to be used annually and 
submit respective MSDS sheets. 
 
In addition, identify the storage location of these 
materials on a site layout plan and give details 
on:  

 Maximum storage capacity;  

 Containment measures (including 
bunding capacity, where applicable); 

 Protective measures (including 
security). 

 
Document reference number:  

 
 
 

 
C2.4 Ozone depleting substances and 
fluorinated greenhouse gases 
Identify any changes to the equipment using 
ozone depleting substances and fluorinated 
greenhouse gases, with a fluid charge of 3 kg 
or more. 
 
For each such equipment, identify the type of 
equipment (hermetically-sealed systems, fixed 
systems or mobile systems), its use 
(firefighting, refrigeration/air-conditioning or 
high-voltage switchgear), charge (in kg) and the 
type of substance (e.g. R22, R407c, R134a). 
 
Document reference number:  

 
 
 

 
C2.5 Maintenance  
Describe any changes to the maintenance 
programme for the installation. 
 
Document reference number:  

 
 
 

 
C2.6 Energy 
C2.6.1: Describe any changes to the annual 
energy consumption, highlighting the main 
energy-consuming equipment, and generation 
by source and end-use (including information 
on energy generated on site, if applicable). 
 

C2.6.2: Describe any changes to the proposed 
basic measures for improvement of energy 
efficiency. 
 
Document reference number:  
 
 

 

 
C2.7 Water 
Provide a breakdown of any changes to the 
proposed annual water consumption by source 
and end-use. 
 
Document reference number:  
 

 
 

 
C2.8 Risk assessment 
Describe any changes to the documented 
system used to identify, assess and minimise 
the environmental risks and hazards of 
accidents and their consequences.  
 
Include any changes to emergency plans in 
case of fire, actions to be taken in case of 
failure of abatement equipment and other 
environmentally relevant incidents (e.g. 
spillages, gas leakage). 
 
Document reference number:  
 
 

 

  
C2.9 Training 
Please indicate whether any changes to the 
staff training programme will be required. 
Please submit the name of the technically 
competent person on site who will be 
responsible for such training. 
 
Document reference number:  
 
 

 

 
 
 
 
 
 
 
 
 
 
 

  

Volume 2: Chapter 3 
 

Volume 2: Chapter 3 

 

Volume 2: Chapter 3 
 

Volume 2: Chapter 3 
 

Volume 2: Chapter 3 

 

Volume 2: Chapter 3 

Volume 2: Chapter 3 
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C2  Your proposed techniques continued  

 
C2.10 Cessation 
Describe any changes to the outline 
decommissioning plan describing the draft 
proposed measures upon definitive cessation of 
activities, to avoid any pollution risk and return 
the site of the installation to a satisfactory state 
(including relevant measures for the design and 
construction of the installation). 
 
This plan shall include a draft waste 
management strategy, and a qualitative 
assessment of the potential for contamination of 
land and groundwater pollution which might  
arise from the historical and current processes 
carried out at the installation.  
 
Document reference number:  
 
 

 

 
C2.11 Multi-operator installations 
Where you are not the only operator of the 
installation, describe any change to the 
techniques and measures (including those to be 
undertaken jointly by yourself and other 
operators) for ensuring satisfactory operation of 
the whole installation resulting from your 
proposals.  
 
Document reference number:  
 

 
 

C3  Your proposed emissions 

 

C3.1 Waste2 
C3.1.1: Characterise (using the European 
Waste Catalogue code, in accordance with LN 

184 of 2011 as amended3) and quantify any 
changes to each waste stream from the 
installation.  
 
Document reference number:  
 
 

 
C3.1.2: Describe any changes to the proposed 
measures for waste management, storage and 
handling. If any are identified, also indicate the 
storage location of wastes on a site layout plan 
and give details on:  

 Maximum storage capacity;  
 
 

                                                        
2 For installations carrying out waste management activities 
(activities listed in “Section 5: Waste management” of 
Annex I of the Industrial Emissions Directive), please use 
this section to document both incoming and outgoing waste. 
3 http://www.mepa.org.mt/file.aspx?f=6289.  

C3  Your proposed emissions continued 

 Containment measures (including 
bunding capacity, where applicable); 

 Protective measures (including 
security). 

 
Document reference number:  
 
 

 
C3.1.3: Describe how each waste stream 
identified in C3.1.1 is prepared for re use, 
recycled, recovered or disposed of. If you 
propose any disposal, explain why recovery is 
technically and economically impossible and 
describe the measures planned to avoid or 
reduce any impact on the environment. 
 
For these wastes, give details on authorised 
disposal/recovery facilities proposed to be used 
for each waste. If any on-site recovery of waste 
is proposed, provide details. 
 
For each of these wastes, give details on off-
site transportation, including registered waste 
carriers/brokers to be used. 
 
Document reference number:  
 
 

 

 
C3.2 Emissions to Groundwater 
Could there be changes to groundwater 
discharges from the installation? 
Yes   No  
 
If yes, explain how the requirements of the 
Protection of Groundwater against Pollution and 
Deterioration Regulations (LN 108 of 2009)  
have been addressed, and submit a map 
showing the proposed location of such 
emissions. 
 
Document reference number:  
 
 

 

 
C3.3 Emissions to Sewer 
C3.3.1: Is a new sewer connection envisaged 
as a result of your proposal? 
Yes   No  
 
If yes, please submit a block plan of the site, 
showing the proposed layout of sewer 
connections and any other drains (colour-
coded), as well as the proposed discharge 
point(s). 
 
Document reference number:  
 
 

Volume 2: Chapter 4 

 

Volume 2: Chapter 4 

Not applicable. 

No proposed changes. The original outline 
decommissioning plan is still valid. 

 

Not applicable.  No changes are proposed. 
 

 

http://www.mepa.org.mt/file.aspx?f=6289
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C3  Your proposed emissions continued 
 

C3.3.2: If a new sewer connection is envisaged, 
does the installation have a Sewer Discharge 
Permit? 
Yes   No  
 
Please submit a copy of the permit, or of the 
submitted application if the permit has not yet 
been issued. 
 
Document reference number:  
 
 

 
C3.3.3: Could the proposal involve the release 
of any Schedule A or Schedule B substance 
into the sewers, or changes to releases?  
Yes   No  
  
If yes, explain how the requirements of LN 139 
of 2002 have been addressed. 
 
Document reference number:  
 
 

 
C3.3.4: Are new or changes to cesspit/s being 
proposed? 
Yes   No  
 
If yes, please provide certification by an 
independent, warranted engineer showing that 
each cesspit is in line with the requirements of 
Schedule 1 Activity 43 of LN 106 of 2007 (as 
may be amended). 
 
Document reference number:  
 
 

 

 
C3.4 Emissions to the Sea  
Identify if the proposal may result in changes to 
direct discharges to coastal (up to 1 nautical 
mile from the coast line) or territorial waters. 
Yes   No  
 
If any changes are identified, explain how the 
requirements of the Discharge of Dangerous 
Substances Regulations (LN 213 of 2001) and 
the Water Policy Framework Regulations (LN 
194 of 2004 as amended by LN 24 of 2011) 
have been addressed.  
 
Include details of the source, any treatment 
proposed prior to discharge, composition and 
maximum volumes (in m

3
/day) discharged. 

 
Document reference number:  
 
 

In addition, please submit a block plan of the 
site, showing the proposed discharge point to  
the sea. Indicate the geo-referenced 
coordinates for discharge to sea. 
 
Document reference number:  
 
 

 

 
C3.5 Rainwater  
Describe any changes to how rainwater is 
handled on site. If any changes are proposed, 
attach a site drainage map indicating rainwater 
capture and harvesting/discharge.  
 
Document reference number:  
 
 

 

 
C3.6 Emissions to Air  
Identify if there may be any changes in 
emissions of substances to air. 
Yes   No  
 
If any are identified, submit details of each 
emission point, the nature and the proposed 
quantities of substances emitted from each 
point and treatment/abatement measures. A 
block plan of the site showing each emission 
point should be submitted. 
 
For each new boiler/generator, submit the 
following details: rated thermal input, energy 
output, date of manufacture, stack height, fuel 
type and annual fuel consumption. 
 
Document reference number:  
 

 
 

 
C3.7 Odour emissions 
Identify if there may be changes in emissions of 
odour. 
Yes   No  
 
If any are identified, submit details of the main 
sources of odour, and the proposed techniques 
and measures for control of odour.  
 
Document reference number:  
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C3  Your proposed emissions continued 

 
C3.8 Emissions to Land  
Identify if there may be any changes in 
emissions of substances to land. 
Yes   No  
 
If any are identified, submit details of the nature 
and the proposed quantities of substances 
emitted to land, as well as a map showing the 
proposed location of such emissions. 
 
Document reference number:  
 
 

 

 
C3.9 Noise 
Describe: 
C3.9.1: The main sources of noise and 
vibration (including infrequent sources) of the 
new proposal;  
C3.9.2: The proposed techniques and 
measures for control of noise; 
C3.9.3: The nearest noise sensitive locations 
and distance away from the site (a site map 
may be submitted for this purpose); and 
C3.9.4: Relevant environmental noise 
measurement surveys which have been 
undertaken (monitoring shall be according to 
the latest revisions of ISO1996 and the rating of 
industrial noise affecting residential areas shall 
be according to BS 4142; monitoring shall be 
carried out exclusively using type 1 sound level 
meter).  
 
Document reference number:  
 
 

 

 
C3.10 Monitoring 
Describe the proposed measures for monitoring 
emissions arising from the proposal, including 
any environmental monitoring. The following 
must be specified: 
C3.10.1: The location of each proposed 
monitoring point (plotted on a suitably-labelled 
block plan of the site); 
C3.10.2: The substances (in each 
environmental medium) which are proposed to 
be monitored; 
C3.10.3: The frequency with which monitoring 
is proposed to take place; 
C3.10.4: The proposed measurement 
methodology, which should be a standard 
methodology, such as EN or ISO standard, or 
equivalent; 
C3.10.5: The proposed procedure for 
evaluation of the results. 
 
Document reference number:  
 

C3.11 Emissions & waste summary  
By means of a mass flow diagram, summarise 
the emissions and waste described in sections 
C3.1, C3.2, C3.3, C3.4, C3.6, and C3.8 of this 
application. 
 
Document reference number:  
 
 
 

 
 

C4  Impact on the environment 
 
C4.1 Environmental effects 
Provide an assessment of the potential 
significant environmental effects (including 
transboundary effects) of the foreseeable 
emissions from the proposal. 
 
Document reference number:  
 
 

 

 
C4.2 Effects on other sites 
Provide an assessment of whether the proposal 
is likely to have a significant effect on another 
site in Malta and, if it is, provide an assessment 
of the implications of the installation for that 
site. 
 
Document reference number:  
 
 

 

 

C5  Environmental statements 
 
C5.1 Environmental statement 
Has this proposal required an environmental 
statement (EIS or EPS) under LN 204 of 2001 
on the assessment of the effects of certain 
public and private projects on the environment? 
 
Yes   No  
 
If yes, please supply a copy of the 
environmental statement submitted and details 
of any decision made. 
 
Document reference number:  
 
 

 
 
 
 
 
 
 
 
 

Volume 2: Chapter 5 

Volume 2: Chapter 5 
 

 

Volume 2: Chapter 4 

 

 

Volume 2: Chapter 3 (section C2.2) 
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C6  Statutory consultees 
 

We will use the information in this section to 
identify who we must consult about your 
proposals. 
 
C6.1 Local council 
In which area is the installation located? If 
premises are on a boundary please give the 
names of all the relevant authorities. 
 
 
 
 

 
C6.2 Other sites 
Are there any other sites which may be affected 
by emissions from the proposal? (Refer also to 
your answer to C4.2). 
 
Yes   No  
 
If yes, please give the names of the sites: 
 
 
 
 
 

 
C6.3 Port Authority 
Could the installation involve the release of any 
substance into a harbour managed by a port 
authority?  
 
Yes   No  
 
If yes, please name the port authority: 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

C7  Planning status 
 
C7.1 Planning status 
Which of the following applies to the proposed 
installation activities? 
 
We cannot issue a permit unless one of the 
following applies. Please tick the applicable 
answer and submit a copy of the relevant 
documents. 
 
 You have planning permission. 
 
Document reference number:  
 

 
 
 You have a certificate of lawful existing use 
or development. 
 
Document reference number:  
 
 

 
 Planning permission is not required - please 
say why and enclose written confirmation from 
the Planning Directorate at MEPA.  
 
Document reference number:  
 
 

 
 If you have submitted an application for 
planning permission which has not yet been          
determined, please provide a copy of the         
application. 
 
Document reference number:  
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Birżebbuġa 
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Page | 19  
 

C8  Technically competent person 

 

Technically competent person 
We need to make sure that whoever holds the 
permit is a ‘technically competent person’. This 
includes consideration of relevant offences, 
technical competence and financial provision. 
 
C8.1 Technically competent management 
Are any changes to the technically competent 
management of the activities proposed? 
Yes   No  
 
If yes, please give details for each person and 
provide the written evidence requested. 
 
Responsible person 1: 
 
 
 
 
 
 
Document reference number for copies of CV, 
relevant qualifications and recent police conduct 
certificate:  
 
 

 
Responsible person 2: 
 
 
 
 
 
 
Document reference number for copies of CV, 
relevant qualifications and recent police conduct 
certificate:  
 
 

 
Responsible person 3: 
 
 
 
 
 
 
Document reference number for copies of CV, 
relevant qualifications and recent police conduct 
certificate:  
 
 

 

 
 
 
 
 
 
 
 
 

C8  Technically competent person cont. 
 
C8.2 Management of other installations 
Is any of the technically competent 
management already providing the technically 
competent management at other IPPC 
installations or at sites licensed under the 
Environmental and Development Planning Act 
2010? 
 
Yes   No  
 
If yes, please use a separate sheet to give 
details of these people. For each person we 
need to know the:    
 site/installation name and address; 
 licence/permit reference number. 

 
Document reference number for this information:  
 
 

 

 
 
 

C9  Expenditure plan   
 
C9.1 Expenditure plan 
Please provide a plan of the estimated 
expenditure for each phase of the following 
specified activities arising from your proposal. 
 
The plan should include the likely costs of: 
 monitoring (emission/discharge and 

ambient monitoring); 
 clearing the installation (including drainage  

systems) of all wastes; 
 remedial action in the event of the failure of 

pollution control systems. 
 
We recognise that this plan may need to be 
revised before the issue of the final permit. 
 
Document reference number for expenditure plan:  
 
 

 

 
 

C10  What to do next 
 
Please read Appendix I, then prepare and sign 
a covering letter to attach to your application 
form. 
 

 
 
 
 
 
 
 

Volume 1: Appendix 5 

Full Name: Alessandro Bianchi 
Position: Production Director 
Date of employment: 03/11/2014 
Mobile number: +356 99963496 

Volume 1: Appendix 4 

Full Name: Marco Garilli 
Position: HSE Manager 
Date of employment: July 2017 
Mobile number: +356 9910 1171 

Volume 1: Appendix 4 

 

Full Name: 
Position: 
Date of employment: 
Mobile number:  
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Appendix I 
Data Protection Clause 

 
In terms of the Data Protection Act (Chapter 440 of the Laws of Malta), we will process any personal 
and/ or sensitive data supplied on/ in this submission or subsequently supplied by yourself, whether 
orally or in writing, for all or any of the following purposes: 
 

1. The proper processing of your submission; 
2. internal management, research and statistics;  
3. the protection and promotion of our legitimate interests and the proper conduct of our 

obligations arising under any law or statutory instrument; and 
4. to make public the necessary information as specified in the relevant law and/or instrument. 

 
Relevant data will be disclosed or shared as appropriate with all our employees and with other third 
parties if pertinent to any of the purposes listed above. 
 
You have the right to require that we provide you with access to your personal data as well as the 
right to rectify, or, in appropriate circumstances, erase/edit any inaccurate, incomplete or immaterial 
personal data which is being processed. However, you are required to inform us immediately of any 
alterations relating to your personal data which we are processing. 
 
By sending your submission, you confirm that you are giving your explicit consent, in terms of the Data 
Protection Act, on behalf of yourself and all the other persons specified in this submission for the 
Authority to process your respective personal information as outlined above and you confirm that you 
have brought this Data Protection notice to the attention of these other persons and obtained their 
respective consents. 
 
We undertake to implement appropriate measures and safeguards for the purpose of protecting the 
confidentiality, integrity and availability of all personal data processed. 
 

 
 
 
 
 
 
 
 
 
 
 

 
 
 



 

 
 

 

 

 

Appendix 1: Site plan





 

 
 





 

 
 

 

 

 

Appendix 2: Existing permits and pending planning application 

 



 
 
 
 
 
 
To:  Sterling Chemical (Malta) Ltd.   

HF 51, 
Hal Far Industrial Estate 
Birzebbuga 
BBG 3000 

 
 

Date: 11th August 2015 
Our Ref: IP 0001/14/A  

 
 

Application Number:  IP 0001/14 
Application Type: Integrated Pollution Prevention and Control Permit 
Approved Documents: Document IP 0001/14/A 
 
 
 
Location: HF 51, Hal Far Industrial Estate, Birzebbuga 
Proposal: Production of basic pharmaceutical products (Active Pharmaceutical 

Ingredients) 
 
 

Industrial Emissions (Integrated Prevention and Control) Regulations            
(LN 10 of 2013) 

 
The Malta Environment and Planning Authority (MEPA) hereby grants consent to issue the 
IPPC permit in accordance with the application described above, of the operations detailed in 
the attached IPPC permit document (IP0001/14/A) and associated approved documents.  
 
This permit regulates the management and operational conduct of the site. 
 
This permit is valid until 11th August 2019 however, it may be varied/surrendered/transferred 
as specified in pages 3 and 4 of the introductory note in the permit. An application for renewal 
of this permit is to be submitted at least six months prior to expiry of this permit and must 
show how the obligation in the improvement programme have been met.  
 
This permit is granted subject to the following conditions: 

1. Operations are to conform to the standards and operating conditions specified in the 
IPPC permit document (IP 0001/14/E) and associated approved documents as listed 
above. 

2. Prior to issue of this permit, the applicant is to submit a financial guarantee of 
€22,000 to secure the obligations under this permit. This guarantee consists of the 
following: 
a. €3000 covering the attainment of ISO 140001 and the implementation of a 

corresponding Environment Management System  
b. €3,000 covering the submission of a land and groundwater risk assessment and 

,if required, a monitoring strategy and baseline report. 
c. €1,000 covering the implementation of the 1st noise monitoring exercise.  

 
d. €15,000 to secure the other obligations under this permit. 



Parts (a)-(c) of the financial guarantee will only be released when the respective 
component has been achieved to the satisfaction of the Authority. Otherwise, the 
financial guarantee shall be maintained by the permit holder throughout the term of 
validity of this permit and shall only be released on surrender of the permit. 

3. Additionally, a processing fee of €15,000 and a basic annual contribution of €1,500 is 
to be remitted by the permit holder to cover the 2015 annual fees for operations.  

 Future remittances will consist of the fixed annual amount of €1500 and a variable 
 addition reflecting MEPA’s cost for inspections. The fixed annual amount of €1500 will 
 be reduced to €750 should the installation obtain environmental management 
 certification recognised by the Malta Competition and Consumer Affairs Authority 
 (MCCAA). The latter variable component depends on the actual number of site 
 inspections, which is determined by the performance of the operator. This total 
 annual contribution has to be paid before the anniversary of the date of issue of this 
 permit. Variations in MEPA’s inspection expenditure will be reflected in the following 
 year’s contribution. 

 
 
This permit is granted saving third party rights. The applicant/permit holder is not excused 
from obtaining any other permission, authorisation, etc., required by any other law. 
 
 
 
 
 
 
_______________________ 
 
Perit Vince Cassar 
Chairman  
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Industrial Emissions (Integrated Pollution Prevention and Control) Regulations (LN 10 of 
2013). 
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Introductory note 
This introductory note does not form part of the Permit 
 
The following Permit is issued under Regulation 7 of the Industrial Emissions (Framework) 
Regulations, 2013 (LN 9 of 2013) to operate an installation carrying out activities covered by 
the description in Section 4.5 in Schedule 1 of the Industrial Emissions (Integrated Pollution 
Prevention and Control) Regulations (LN10 of 2013) (“the Industrial Emissions (IPPC) 
Regulations”), to the extent authorised by the Permit, i.e. 
 

“Installations carrying out an industrial scale the  production by chemical or 
biological processing of pharmaceutical products in cluding intermediates”. 

 
Aspects of the operation of the installation which are not specifically regulated by conditions in 
the Permit may also be subject to the condition implied by Regulation 8 of the Industrial 
Emissions (IPPC) Regulations, which require the Operator to use the best available 
techniques for preventing or, where that is not practicable, reducing emissions from the 
installation. 
 
Techniques include both the technology used and the way in which the installation is 
designed, built, maintained, managed, operated and decommissioned. 
 
In some sections, the Permit conditions require the Operator to use Best Available 
Techniques (BAT), in each of the aspects of the management of the installation, to prevent 
and where that is not practicable to reduce emissions. These conditions do not explain what 
BAT is. 
 
A non-technical description of the installation is given in the application, but the main activity 
of the installation is as follows: 
 

• Production of basic pharmaceutical products (Active  Pharmaceutical 
Ingredients – APIs). 

 
Note that the Permit requires the submission of certain information to the Competent Authority 
(see sections 1, 2, 4 and 5). In addition, the Competent Authority has the power to seek 
further information at any time under regulation 11 of the Industrial Emissions (Framework) 
Regulations, provided that it acts reasonably. 
 
Other IPPC Permits relating to this installation 
Operator Permit Number Date of Issue 
Not applicable   
   
 
Superseded Licences/Authorisations/Consents relatin g to this installation 
Holder Reference Number Date of Issue 
Not applicable   
   
  
Public Registers 
This IPPC Permit and application is available to the public through the Competent Authority in 
accordance with the requirements of the Industrial Emissions (IPPC) Regulations. The 
applicant has made a request for certain information of a commercial nature to be withheld 
from the public. MEPA has been supplied with all this information and has accepted the 
request of the applicant, because it was deemed to be commercially confidential. Alternative 
text which provides relevant information but does not include the confidential information, has 
however been included in the application.  
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Variations to the Permit 
This Permit may be varied at any time in the future (by the Authority serving a Variation 
Notice on the Operator). If the Operator himself wants any of the Conditions of the Permit to 
be changed, a formal application must be submitted to the IPPC Committee of the Competent 
Authority. The Status Log  within the Introductory Note to any such Variation Notice will 
include summary details of this Permit, variations issued up to that point in time and state 
whether a consolidated version of the Permit has been issued. 
 
Surrender of the Permit 
Before this Permit can be wholly or partially surrendered, an Application to surrender the 
Permit has to be made to the Competent Authority by the Operator. For the application to be 
successful, the Operator must be able to demonstrate to the Competent Authority that there is 
no pollution and public health risk and that no further steps are required to return the site to a 
satisfactory state. 
 
 
Transfer of the Permit or part of the Permit 
Before the Permit can be wholly or partially transferred to another person, an Application to 
transfer the Permit has to be made to the Competent Authority, by the existing and proposed 
operators jointly. A transfer will be allowed unless the Authority considers that the proposed 
operator will not be the person who will have control over the operation of the installation or 
will not comply with the conditions of the transferred Permit. If, however, the Permit authorises 
the carrying out of a specified waste management activity, the transfer will only be allowed if 
the proposed Operator is also considered to be a technically competent person. 
 
Status Log 
Detail Date Comment 
Application IP 0003/06 
 
 
 

Received 28 May 2014   Not ‘Duly Made’ 

Request for further 
information and Response  

Request dated 17 February 
2015 

Response dated 18 March 
2015 
 

Internal Consultation and 
Consultation with statutory 
consultees. 
  

Commenced on 17 February 
2015 

Concluded on 19 March 2015 

Request for further 
information and Response 
 

Request dated 15 April 2015 Response dated 28 May 
2015 

Request for further 
information and Response  

Application regarded as  
‘Duly Made’ on 6th June 2015 
and 12 June 2015. 
 
Request for consolidated 
version for commencement 
of public consultation 
 

Consolidated application 
submitted on 18 June 2015 
 

Public consultation Commenced on 19 June 
2015 

Concluded on 19 July 2015 
 

Permit determined 30 July 2015 
 

 

Permit issued 13 August 2015  
 
End of Introductory Note  
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Permit 
 
Industrial Emissions (Integrated Pollution Prevention and Control) Regulations (LN 10 of 
2013) 
  
Permit number 
IP 0001/14/A 
 
The Malta Environment and Planning Authority (hereinafter the Authority; the Competent 
Authority or MEPA) in exercise of its powers under Regulation 7 of the Industrial Emissions 
(Framework) Regulations, 2013 (LN 9 of 2013) (“the Industrial Emissions (Framework) 
Regulations”), hereby authorises: 
 
Sterling Chemical (Malta) Ltd. (hereinafter “the Operator” ) 
Of / Whose Registered Office (or principal place of business) is at: 
  
HF 51, Hal Far Industrial Estate, Birzebbuga, BBG 3 000 
(Company registration number: C3250B/6) 
 
to operate an installation at: 
 
HF 51, Hal Far Industrial Estate, Birzebbuga, BBG 3 000 
 
to the extent authorised by and subject to the conditions of this Permit. 
 
 
Signed Date 
 
 
 
 
 
 

 
 
 
 
 

 
Authorised to sign on behalf of the Competent Autho rity 
 
 
Name in block letters: 
 

 
 

 
ID Number: 
 

 
_________________________________ 
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Conditions  
 
1 General 

These permit conditions shall be read in conjunction with the original IPPC 
Application and the application for variation, as subsequently clarified and recorded in 
the status log above, which forms an integral part of these permit conditions. 

 
1.1 Permitted Activities 
1.1.1 The Operator is authorised to carry out the activities and the associated activities 

specified in Table 1.1.1. 
  

Table 1.1.1   
Activity listed in Schedule 
1 of the Industrial 
Emissions (IPPC) 
Regulations / Associated 
Activity 

Description of specified 
activity 

Limits of specified activity 

Section 4.5: Production by 
chemical of biological 
processing of 
pharmaceutical products 
including intermediates.  
 
 

Synthesis of active 
pharmaceutical 
ingredients (APIs). 

From receipt of raw 
materials and associated 
chemicals to dispatch of 
finished product (including 
packaging and storage).   
 
Does not include the 
preparation of any 
radioactive APIs or use of 
cytotoxic/cytostatic 
materials.  
 

Associated activity of utilities Water purification plant. 
 
 
Operation of 9 reactors 
 
 
 
 
LPG Euro boiler (1 in 
number) to produce hot 
water for room heating 
and sanitary water. 
 
Steam generator (1 in 
number) for the creation 
of steam to be used by 
the tube bundle 
exchangers for the 
reactors’ heating and the 
air handling Unit dryers in 
the finishing and 
production areas  
 
Operation of a cooling 
tower 
 
 
Operation of a air 
handling units 
 

From receipt of water to 
delivery of utility. 
 
As described in the 
consolidated  IPPC 
application submitted on 19 
June 2015 
 
From receipt of fuel to 
delivery of utility. 
 
 
 
From receipt of fuel to 
delivery of utility. 
 
 
 
 
 
 
 
 
From intake of water, to 
treatment and final 
discharge. 
 
From the intake of outside 
air to filtration prior to 
extraction from the facility 
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Associated activity of 
storage, treatment and 
disposal/recycling of waste 
materials 

Handling, storage, 
treatment and 
disposal/recovery of 
wastes from installation.  
 
 
 

From generation of waste to 
disposal or recycling onsite 
or offsite. 
 
Includes separation of 
solvent mixture from 
industrial process for 
recovery and re-use where 
possible, storage of rejected 
products. 
 

      
 
1.2 Site  
 
1.2.1 The activities authorised under condition 1.1.1 shall not extend beyond the Site, as 

shown on the Site Plan in Schedule 3B to this Permit. 

1.2.2 A site notice shall be erected and displayed in a prominent position such as to be 
readily visible by the public. The notice shall contain the following information: 

 1.2.2.1 State that the site operates under an IPPC permit issued by MEPA. 

 1.2.2.2 Provide the permit number and the name of the Operator. 

1.2.2.3 Provide a 24-hour emergency contact name and telephone number for the 
operator. 

 
1.3 Overarching Management Condition 
 
1.3.1 Without prejudice to the other conditions of this Permit, the Operator shall implement 

and maintain an Environmental Management System (EMS), and an organisational 
structure, and allocate resources that are sufficient to achieve compliance with the 
limits and conditions of this Permit. An EMS can take the form of a standardised 
system (e.g. EN ISO 14001:1996 or EMAS) or a non-standardised (“customised”) 
system, provided that is properly designed and implemented. 

 
1.3.2 Within 2 years of issue of the permit, the operator shall obtain ISO 14001 

accreditation and implement a corresponding Environmental Management System 

1.3.3 The Operator shall submit (including as part of the EMS) the following reports 
annually as part of the Annual Environmental Report of the site, according to the 
timeframe specified in Condition 4.1.2:  

 
1.3.3.1 Environmental Policy containing the installation’s environmental objectives 

and targets; 
1.3.3.2 Environmental Management Programme report (for the reporting year); 
1.3.3.3 Environmental Management Programme proposal (for the following year); 

1.3.4 The Permitted Installation shall, subject to the conditions of this Permit, be managed, 
controlled and operated as described in the application and subsequent responses to 
requests for information submitted as per the Status Log above, or as otherwise 
previously agreed in writing by the Authority.  
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1.4 Improvement Programme 
 
1.4.1 The Operator shall complete the improvements specified in Table 1.4.1 by the date 

specified in that table, and shall send written notification of the date of completion of 
each requirement to the Authority within 10 working days of the                                                            
completion of each such requirement. 

 
 
Table 1.4.1: Improvement programme 
Reference  Requirement Date 

1 Installation of a site notice as per condition 1.2.2. Within 1 month of issue 
of the IPPC Permit 
 

2 Obtaining ISO 14001 accreditation and 
implementation of the corresponding Environmental 
Management System. 
 

Within 2 years of issue of 
the IPPC permit 

3  Submission of a land and groundwater risk 
assessment and ,if required, a monitoring strategy 
and baseline report in line with “communication from 
Commission - European Commission Guidance 
concerning baseline reports under Article 22(2) of 
Directive 2010/75/EU on industrial emissions (2014/C 
136/03)” pursuant to Regulations 9(3) and 16(2) of the 
Industrial Emissions (IPPC) Regulations.  
 

By not later than 31 

December 2015 for 
submission of the land 
and groundwater risk 
assessment for approval. 
 
By not later than 31 
March 2016, for the 
submission of monitoring 
strategy for approval (if 
required).  
 
By not later than 30 June 
2016, for the submission 
of baseline report (if 
required). 
 

4  A noise monitoring exercise shall be carried out once 
full commercial production commences. 

By 31 not later than 
December 2015 

. 
 
 
1.5 Operational Changes 
 
1.5.1 The Operator shall seek the Authority’s written agreement prior to any operational 

changes by sending to the Authority: written notice of the details of the proposed 
change, including an assessment of its possible effects (including changes in 
emissions and waste production) on risks to the environment and public health from 
the Permitted Installation; any relevant supporting assessments and drawings; and 
the proposed implementation date. Operational changes shall include but not be 
limited to: 

 
1.5.1.2 Shifting reactors from one part of the facility to another; 
1.5.1.3 Installation of new reactors, centrifuges, driers and other equipment; 
1.5.1.4 Inclusion of new production lines or process areas; 

1.5.2 Any such change shall not be implemented until agreed to in writing by the Authority. 
As from the agreed implementation date, the Operator shall operate the Permitted 
Installation in accordance with that change, and relevant provisions in the Application 
shall be deemed to be amended. 
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1.5.3 The Director of Environment Protection and any officials to whom this role is 
delegated are hereby authorised to make decisions on variations to this permit, with 
the exception of the following cases: 

(a) variations which could lead to significant impact on human health or the 
environment; 

(b) any change in the nature or functioning or an extension of an installation where 
the change or extension in itself reaches the capacity thresholds set out in Schedule 
1 of the Industrial Emissions (IPPC) Regulations; 

(c) variations covered by the Environmental Impact Assessment Regulations; 

(d) aspects of the operations specifically prohibited by this permit; 

(e) changes to emission limit values; 

(f) changes to fees; 

(g) renewal of the validity of this permit. 

 
 
1.6 Pre-Operational Conditions 
 
1.6.1 There shall be no open storage or handling of API’s in dry powder form in the 

external flammable warehouse. Receptacles containing dry powders shall only 
be opened in  process areas serviced with dedicated extraction and room 
filtration that are separate from the ‘open’ production areas as specified in 
condition 2.2.1.3 

 
 
1.7 Off-site Conditions 
 
1.7.1 The operator shall ensure that no chemicals or waste escape to the environment 

especially when transporting such materials offsite or onsite. 
 
 
2 Operating Conditions 
 
2.1 In-Process Controls 
 
2.1.1 The Permitted Installation shall, subject to the conditions of this Permit, be operated 

using the techniques and in the manner described in the IPPC application, or as 
otherwise agreed in writing by the Authority in accordance with conditions 1.5.1 and 
1.5.2 of this Permit. 

 
2.2 Emissions 
 
2.2.1 Emissions to Air (excluding Odour, Noise or V ibration) from Specified 

Points 
 
2.2.1.1 This Part 2.2.1 of this Permit shall not apply to releases of odour, noise or vibration. 
 
2.2.1.2 Emissions to air shall only arise from the emission points specified in Table 2.2.1, as 

described in the IPPC application. 
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Table 2.2.1 : Emission points to air 
Emission point 

reference 
Source Location of emission point 

 
Production area 

 
Weighing Room 

 

 
 
 

EM1 
Finished Goods 

area (clean room) 
 

 
 
 

Scrubber stack 

EM4 Laboratories 
 

Scrubber stack 

EM5 Steam Generator 
 

Generator extractor 

EM6 Boiler 
 

Boiler stack 

EM7 
 

Cooling tower stack 

EM8 
 

 
Cooling Tower 

 Cooling Tower stack 

 
2.2.1.3 Emissions to air from all areas where active pharmaceutical ingredients in dry powder 

form are handled shall only be released following filtration through abatement 
equipment having at least 99.9% efficiency. 

 
2.2.1.4 The limits for emissions to air for the parameters and emission points set out in Table 

2.2.2 shall not be exceeded. These limits relate to dry gas and volume flows without 
dilution. 

 
Table 2.2.2 : Emission limits to air and monitoring   
Emission 

point 
reference 

Parameter Limit  

EM1, EM4 VOC as carbon 20 mgC/Nm3  
EM1 <1 mg/ Nm3 
EM4 

Powder 
<2 mg/ Nm3 

EM1 50 µg/ m3 
EM5, EM6 

Oxides of Nitrogen 
 0.35g/ m3 (1) 

EM4 Benzene 1 µg/ m3 
EM1 NH3 10mg/m3 

EM1 HCl 7.5 mg/Nm3 
EM5, EM6 Carbon Monoxide Mass concentration of 80 mg/m3 (1) 
EM5, EM6 Total Particulate 

Matter 50 mg/m3 (1) 

EM5, EM6 Carbon Dioxide 12,5% in volume(1) 
(1) All concentrations from emission point EM5 and EM6 shall be corrected to 273K, 
101.3 KPa, dry gas volume and to an oxygen content of 3%.  

 
2.2.1.4 Regarding emissions of VOCs from organic solvents , the installation shall comply 

with either  of the following emission limits: 
 
i.  a total emission limit value of 15% of the solvent input, or 
ii.  the emission limit value for waste gases as defined in table 2.2.2 for point 
 sources EM1 and EM4 and a fugitive emission value of 15% of the solvent 
 input.  
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2.2.1.5 Compliance with the total emission limit value or with the fugitive emission value is to 

be demonstrated in accordance with the guidance provided in Schedule IV of the 
Industrial Emissions (Limitation of Emissions of Volatile Organic Compounds) 
Regulations (LN 12 of 2013), and as may be subsequently amended, and shall take 
account of all organic solvents used within the installation, including raw materials 
used in the process and solvent used for cleaning the equipment . 

2.2.1.6 Compliance with the waste gas emission limit value in table 2,2,2 shall be 
demonstrated through a monitoring exercise carried out in accordance with 
Regulations 7 and 8 of the industrial Emissions  (Limitation of Emission s of Volatile 
Organic Compounds) Regulations (LN12 of 2013).  

 
2.2.1.7 Discharges from the scrubber of VOCs from substances or preparations which, 

because of their content of VOCs are assigned or need to carry the hazard 
statements H340, H350, H350i, H360D or H360F or the risk phrases R45, R46, R49, 
R60, or R61, where the mass flow of the sum of the compounds causing the risk 
labelling is greater or equal to 10 g/hour, shall comply with an emission limit value of 
2 mg/Nm3. The emission limit value refers to the mass sum of the individual 
compounds causing the risk labelling and these limits relate to dry gas and volume 
flows without dilution. Where the operator has not used such substances during a 
particular year, he shall notify the Authority as part of the Annual Environmental 
Report, and such monitoring shall not be required during that year. 

2.2.1.8 Without prejudice to the emission limit for total VOC as carbon specified in Table 
2.2.2, discharges from the scrubber of halogenated VOCs which are assigned or 
need to carry the hazard statements H341 or H351 or the risk phrases R40 or R68, 
and where the mass flow of the sum of the compounds causing the labelling is 
greater than or equal to 100 g/hour, shall comply with an emission limit value of 20 
mg/Nm3. The emission limit value refers to the mass sum of the individual compounds 
and these limits relate to dry gas and volume flows without dilution. Where the 
operator has not used such substances during a particular year, he shall notify the 
Authority as part of the Annual Environmental Report, and such monitoring shall not 
be required during that year. 

2.2.1.9 The Operator shall monitor the parameters listed in Table 2.2.2 and in Conditions 
2.2.1.4 – 2.2.1.5 annually provided that the limits detected are within the emission 
limit values specified in Table 2.2.2 and Conditions 2.2.1.4 – 2.2.1.5. Otherwise, 
monitoring shall be carried out at six-monthly intervals Monitoring from the scrubber 
shall be carried out during production, while monitoring from the boiler shall be carried 
out during its operation. Measurements for the parameters in Conditions 2.2.1.4 and 
2.2.1.5 shall be carried out according to Regulations 7 and 8 of the Industrial 
Emissions (Limitation of Emissions of Volatile Organic Compounds) Regulations (LN 
12 of 2013). 

 
2.2.1.10 Under abnormal operating conditions such as in the case of breakdown, the Operator 

shall reduce or close operations as soon as practical until normal operation can be 
restored. 

 
2.2.1.11 The operational effectiveness of filters (such as HEPA filters) for the control of 

particulate emissions of pharmaceutical raw materials, intermediates and products 
shall be monitored by means of a pressure differential recorder or equally effective 
means. Such recorders shall be visible to operators working on the equipment such 
that an out of range incident can be easily and immediately identified. 

2.2.1.12 When filters are found to have reached the pressure alert limit indicated by filter 
manufacturer, these shall be immediately replaced and where applicable, damaged 
filters shall be treated as hazardous waste as per LN 184 of 2011, as amended. 
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2.2.1.13 In the event of a local nuisance from emissions to air, the operator must, at the written 
request of MEPA and within 10 working days, identify the specific cause of the 
nuisance and examine means for its elimination or minimisation including: 

 
2.2.1.13.1 Relocating / redesigning/ extending the stack(s) or vent(s) to a point 

where nuisance is minimised. 
2.2.1.13.2 Replacement of fuel. 
2.2.1.13.3 Preventative measures such as replacement of process materials (e.g. 

odorous solvents) by more environmentally sensitive compounds.  
2.2.1.13.4 Improved storage of materials. 
 

2.2.1.14 The operator shall submit a method statement or standard operating procedure for 
Approval by the Authority, indicating how cleaning of abatement equipment and 
ducting is carried out.  

 
 

2.2.1.9 Cooling Tower Registration  
 

2.2.1.9.1 Any new cooling tower on site shall be registered with the Environmental Health 
Directorate, within a timeframe agreed with the Environmental Health Directorate.  

 
2.2.1.9.2 The installation shall comply with the conditions set by the Environmental Health 

Directorate and with the provisions of the Control of Legionella Regulations, 2006 
(L.N. 5 of 2006 as amended).  

 
2.2.1.9.3 The Operator shall abide to the following Minimum Disinfection and water monitoring 

conditions for cooling towers: 
 

a. water of the cooling tower should be continuously treated with one or more 
biocides to effectively control the growth of micro-organisms including Legionella 
and with chemical or other agents to minimise scale formation, corrosion and 
fouling; 
 

b. a chlorine-compatible bio-dispersant is added to the recirculating water of the 
cooling tower system and, that the system is then disinfected, cleaned and re-
disinfected; 

 
i. immediately prior to initial start up following commissioning, or any 

shut down period of greater than one month; 
ii. at intervals not exceeding 6 months; 

 
c. at least every 6 months a sample of the recirculating water of the cooling tower 

system shall be tested for Legionella  and at least every month for heterotrophic 
colony count, at a laboratory accredited for such tests (or other laboratory 
providing the equivalent performance and reliability). The results of such tests 
shall be submitted as part of the Annual Environmental Report of the installation 
in the format specified therein (Table S2.4.2). 

 
 
2.2.2     Discharges to water (other than to ground water and to sewer) 
 
2.2.2.1 This Part 2.2.2 of this Permit shall not apply to releases of odour, noise or vibration 

or to releases to groundwater. 
 
2.2.2.2 No discharges to water (other than to groundwater and to sewer) shall take place 

at the installation. 
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2.2.3 Discharges to the sewer 
 
2.2.3.1 The Operator shall seek to obtain a Sewer Discharge Permit from the Water Services 

Corporation (WSC) and shall supply all the information requested by the WSC and 
take all the necessary actions as instructed by the WSC and/or the Authority. The 
operator shall forward to the Authority a copy of any Sewer Discharge Permit issued 
by the Water Services Corporation within 10 days of its issue. 

 
2.2.3.2 The Operator shall follow the conditions of the Sewer Discharge Permit , as may be 

updated from time to time by the Water Services Corporation and the provisions of 
the Sewer Discharge Control Regulations (LN139 of 2002 as amended by LN378 of 
2005 and as may be amended from time to time).  

2.2.3.3 Rainwater shall be segregated from all process areas that are potentially 
contaminated with raw materials, intermediates and/or products. As far as possible, 
rainwater shall be reused.  

2.2.3.4 Rainwater shall not be discharged into the sewer. The operator shall endeavour to 
collect rainwater in a suitable reservoir or cistern.  

2.2.3.5 There shall be no emissions of trade effluent to sewer. Emissions shall only arise 
from the emission point specified in Table 2.2.3, as described in the IPPC application 
and shall only constitute emissions from sanitary facilities: 

 
 

Table 2.2.3 : Emission point to sewer 
Emission point 

reference 
Source Location of emission point 

 
EM9 Sewer discharge connection Sewer discharge point  

 

2.2.3.6 The operator shall monitor emissions to the sewer as may be directed by the Water 
Services Corporation from time to time. The Operator shall inform the Authority of any 
changes to the Sewer Discharge Permit of the installation or changes made by the 
Water Services Corporation to monitoring requirements or frequency of monitoring. 

 
2.2.3.7 The operator shall report discharges to the sewer as part of the Annual 

Environmental Report of the installation, in addition to any other reporting 
requirements set by the Water Services Corporation. 

 
 
2.2.4 Discharges to groundwater 
 
2.2.4.1 No emission from the Permitted Installation shall give rise to the introduction into 

groundwater of any substance in List I and List II (as defined in the Regulations for 
The Protection of Groundwater against Pollution caused by Certain Dangerous 
Substances, 2002 (LN 203 of 2002)). 

2.2.4.2 For substances other than those in List I or II (as defined in LN 203 of 2002), the 
Operator shall not allow any discharges to groundwater from the Permitted 
Installation without prior consent of the Malta Resources Authority. 

2.2.4.3 The operations of the installation shall not hinder the achievement of good chemical 
and quantitative status of groundwater as prescribed under the Water Policy 
Framework Regulations, LN 194 of 2004. 
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2.2.5 Fugitive emissions of substances to air 
 
2.2.5.1 The Operator shall use BAT so as to prevent or where that is not practicable to 

reduce fugitive emissions of substances to air from the Permitted Installation, in 
particular from the: 

 
• process areas  
• storage areas, including solvent storage, raw materials storage and waste 

storage  
• buildings 
• pipes, valves and other transfer systems 
• open surfaces 
 

provided always that the techniques used by the Operator shall be no less effective 
than those described in the Application, where relevant. 

2.2.5.2 The Operator shall use BAT so as to prevent or where that is not practicable to 
reduce emissions of litter from the Permitted Installation provided always that the 
techniques used by the Operator shall be no less effective than those described in 
the Application, where relevant. 

2.2.5.3 A summary report on fugitive solvent emissions shall be submitted annually as part of 
the Annual Environmental Report of the installation and in the format specified in 
Schedule 2. 

 

2.2.6 Fugitive emissions of substances to water and  sewer 
 
2.2.6.1 Subject to condition 2.2.6.2, the Operator shall use BAT so as to prevent or where 

that is not practicable to reduce fugitive emissions of substances to water (including 
to groundwater) and sewer from the Permitted Installation, in particular from: 

 
• All structures under or over ground 
• Surfacing 
• Storage areas 
• Bunded areas. 

2.2.6.2 There shall be no release to water that would cause a breach of an EQS 
(Environmental Quality Standard) established to implement the Dangerous 
Substances Directive 76/464/EEC (LN 213 of 2001) and daughter directives (LN 218 
of 2001, LN 219 of 2001, LN 220 of 2001, LN 221 of 2001 and LN 227 of 2001) and 
any other directives regulating discharges into the aquatic environment.  

2.2.6.3 The Operator shall undertake all necessary measures and precautions to prevent 
spillage of raw materials, intermediates, products, waste and any other materials. 

2.2.6.4 Catchment pits and bunds on site must be tested and certified to be leak-proof by an 
independent, warranted civil engineer or engineer before any renewal of this IPPC 
permit. Such certification shall be also submitted as part of the AER by end of March 
after the end of each year when testing has occurred. 

2.2.6.5 All process and storage areas must be appropriately contained. Any accidental 
release of substances shall be duly treated prior to discharge into the sewers, or 
disposed as described in the IPPC application if treatment does not enable 
compliance with emission limit values. Records shall be kept of such discharges, 
including the volume discharged and other parameters, as agreed with the Water 
Services Corporation, as per the Sewer Discharge Permit.  
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2.2.6.6 As part of the Annual Environmental Report of the Permitted Installation, the Operator 
shall submit the information detailed in Table S2.4.3 of Schedule 2, in the format 
specified therein, by end of March of each year. 

2.2.6.7 The operations of the installation shall not hinder the achievement of good ecological 
status for surface waters as prescribed under the Water Policy Framework 
Regulations, LN 194 of 2004. 

 
2.2.7 Odour 
 
2.2.7.1 The Operator shall use BAT so as to prevent or where that is not practicable to 

reduce odorous emissions from the Permitted Installation, in particular by: 
 

• limiting the use of odorous materials;  
• restricting odorous activities; 
• controlling the storage conditions of odorous materials; 
• controlling processing parameters to minimise the generation of odour; 
• optimising the performance of abatement systems;  
• timely monitoring, inspection and maintenance; 
• employing, where appropriate, an approved odour management plan; 
 
provided always that the techniques used by the Operator shall be no less effective 
than those described in the Application, where relevant. 

 

2.2.7.2 There shall be no significant offensive odour, as perceived by an Authorised Officer of 
the Competent Authority, at sensitive locations. 

 
2.2.8 Emissions to Land 
 
2.2.8.1 This Part 2.2.8 of this Permit shall not apply to emissions to groundwater. 
 
2.2.8.2 No emission from the Permitted Installation shall be made to land. 
 
 
2.2.9 Noise and Vibration 

2.2.9.1 The Operator shall use BAT so as to prevent or where that is not practicable to 
reduce emissions of noise and vibration from the Permitted Installation, in particular 
by: 

 
2.2.9.1.1 equipment maintenance, e.g. circulating pumps, extraction fans,  

  compressors. 
2.2.9.1.2 use and maintenance of appropriate attenuation, eg. silencers,  

  barriers, enclosures; 
2.2.9.1.3 appropriate timing and location of noisy activities and vehicle  

  movements; 
2.2.9.1.4 periodic checking of noise emissions, either qualitatively or  

  quantitatively; and 
2.2.9.1.5 maintenance of building fabric. 

 
 provided always that the techniques used by the Operator shall be no less effective 
 than those described in the Application, where relevant. 

2.2.9.2 Emergency generators/alarms/sirens/release valves shall only be tested between the 
hours of 10.00 and 17.00 Monday to Friday and not on any Public Holiday. 
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2.2.9.3 The level of noise emitted from the installation at all operational times shall not 
exceed the background noise level by 5dB.  

2.2.9.4 Noise monitoring is to be carried out every 5 years to ensure that the above limits are 
not exceeded. Noise monitoring shall also be carried out upon commissioning of any 
new equipment which in the opinion of the Authority has the potential to significantly 
increase noise emissions from the installation. The locations shall be chosen and the 
measurements and assessment made according to BS 4142:1997. 

2.2.9.5 The next noise monitoring exercise shall be carried out once the plant commences 
with the commercial production of Active Pharmaceutical Ingredients, but not later 
than 31 December 2015.  

2.2.9.6 Following the execution of the noise monitoring exercise outlined in condition 2.2.9.5, 
the operator shall implement any suggested corrective actions which may arise from 
the results of such a report within a timeframe agreed upon with the Authority. 

2.2.9.7 As part of the AER, records of noise monitoring of the previous year shall be 
submitted to the Competent Authority by not later than end of March after the end of 
each reporting year, in the format specified in Schedule 2 of this permit. A detailed 
report shall also accompany such results. 

 
2.3  Management and Technically Competent Person 
 
2.3.1 A copy of this Permit and those parts of the application referred to in this Permit shall 

be available at the place of work, at all times, for reference by all staff carrying out 
work subject to the requirements of the Permit. 

 
 Training 
 
2.3.2 The Permitted Installation shall be supervised and controlled by staff who are suitably 

trained and fully conversant with the requirements of this Permit. 

2.3.3  All staff shall be fully conversant with those aspects of the Permit conditions which 
are relevant to their duties and shall be provided with adequate professional technical 
development and training and written operating instructions to enable them to 
effectively carry out their duties. 

2.3.4 The Operator shall maintain a record of the skills and training requirements for all 
staff whose tasks in relation to the Permitted Installation may have an impact on the 
environment and on public health and shall keep records of all relevant training.  

 Maintenance  

2.3.5 All plant and equipment used in operating the Permitted Installation shall be 
maintained in good operating condition. 

2.3.6 The Operator shall maintain a record of plant and equipment covered by condition 
2.3.5, and for such plant and equipment: 

 
2.3.6.1  a written or electronic maintenance programme; and 
2.3.6.2  records of its maintenance. 
 

2.3.7 The operational effectiveness of filters (such as HEPA filters) for the control of 
particulate emissions of pharmaceutical raw materials intermediates and products 
shall be monitored by means of a pressure differential recorder or equally effective 
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means. Such recorders shall be visible to operators working on the equipment such 
that an out of range incident can be easily and immediately identified. 

 
2.3.8 When HEPA filters are found to have reached the pressure alert limit indicated by the 

filter manufacturer, these shall be immediately replaced and where applicable, 
damaged filters shall be treated as hazardous waste as per LN 184 of 2011 (as 
amended).  

 
 Incidents and Complaints  

2.3.9 The Operator shall maintain and implement written procedures for: 

 
2.3.9.1 taking prompt remedial action, investigating and reporting to the Competent 

Authority actual or potential non-compliance with operating procedures or 
emission limits and if such events occur; 

2.3.9.2 investigating incidents, (including any malfunction, breakdown or failure of 
plant, equipment or techniques, down time, any short-term and long-term 
remedial measures and near-misses) and prompt implementation of 
appropriate actions; and 

2.3.9.3  ensuring that detailed records are made of all such actions and 
investigations. 

2.3.10  The Operator shall record and investigate complaints concerning the Permitted 
Installation’s effects or alleged effects on the environment and public health. The 
record shall give the date and nature of complaint, time of complaint, name of 
complainant (if given), a summary of any investigation and the results of such 
investigation and any actions taken. 

2.3.11 As part of the Annual Environmental Report of the Permitted Installation, the Operator 
shall provide the information specified in Sections S2.5.1 and S2.5.2 of Schedule 2 by 
not later than end of March after the end of each reporting year.  

 Attendance of Technically Competent Person(s ) 

2.3.12   Attendance of the technically competent person(s) at the Site shall be recorded in the 
Site diary on arrival and departure. 

2.3.13 For the whole operational hours permitted for the Site under this Permit, the 
Technically Competent Person/s or his/her/their delegate/s shall be physically in 
attendance at the Site. The Technically competent Person/s oh his/her/their delegate 
has to be permanently present on site during the manufacture of APIs. The operator 
is to provide details as to how he/she intends to provide this coverage in order to take 
into account unavoidable absences due to vacation or sick leave. Details including 
Curriculum Vitae of the technically competent person/ and his/her/their delegate/s 
shall be provided to the Authority 

2.3.14 Where the Site has been notified to the Authority as being either non-operational or 
closed, the Technically Competent Person shall be capable of attending the Site 
within one hour.  

 
 Changes in Technically competent Persons 

2.3.15 Any changes in technically competent management (Person/s) and the name of any 
incoming person together with evidence that such person has the required technical 
competence shall be submitted to the Authority in writing within 5 working days of the 
change in management. 
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2.3.16 In the event of the death, dismissal, resignation, leave, or of extended sick leave of 
the Technically Competent Management of the Site, the Operator shall immediately 
inform the Authority, and prove to the Authority that the Operator is actively seeking a 
replacement. 

2.4 Solvents  
 
2.4.1 A monthly inventory of solvent usage shall be maintained on site. 

2.4.2 Substances or preparations that are used in the installation and which, because of 
their content of VOCs are classified as carcinogens, mutagens or toxic to 
reproduction and are assigned or need to carry the risk phrases R45, R46, R49, R60, 
or R61, shall be replaced as far as possible and as soon as possible. Details of the 
substances that shall be used as replacements and timeframes for substitution shall 
be submitted to the Competent Authority for approval prior to substitution. A reduction 
programme shall be submitted to the Competent Authority on an annual basis 
together with the submission of the Annual Environmental Report.  

2.4.3 The operator shall, annually as part of the Annual Environmental Report, report 
progress on substitution of substances referred to in Condition 2.4.2. 

2.4.4 The operator shall, annually as part of the Annual Environmental Reports submit an 
updated list of the raw materials and generated waste streams being produced.  

 
2.5 Waste 

2.5.1 Waste storage and handling 

2.5.1.1 The Operator shall use BAT in the design, maintenance and operation of all facilities 
for the storage and handling of waste on site such that there are no releases to water 
or land during normal operation and that emissions to air and risk of accidental 
release to water or land are minimised. 

 
 
2.5.2  Waste recovery or disposal 
 
2.5.2.1 The Operator shall be committed to reduce waste generation where possible. 

2.5.2.2 Waste produced at the Permitted Installation shall be recycled, reused or recovered 
unless technically and/or economically impossible. 

2.5.2.3 The Operator shall keep up to date records of all wastes. Such a system of record 
keeping shall include records of: 

2.5.2.3.1  quantities of waste; 

2.5.2.3.2  information on the date of removal from site; 

2.5.2.3.3  European Waste Catalogue (EWC) code of the waste; 

2.5.2.3.4  Consignment Note number, in the case of hazardous wastes; 

2.5.2.3.5  description of the waste; 

2.5.2.3.6  the mode of transport and the names of the agent and transporter of 
 the waste, together with the Waste Carrier Registration Number 
 (GBR Number) where applicable;  
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2.5.2.3.7  information on where such wastes are deposited and the name of the 
 person responsible for ultimate disposal or recovery; 

2.5.2.3.8  whether wastes are recovered or disposed, and if they are recovered, 
 the details of this process; 

2.5.2.3.9  information on any treatment/s applied (before disposal/recovery). 
 

2.5.2.4 Without prejudice to Condition 2.5.2.2, disposal of wastes including rejects, expired 
products, and other wastes are to be managed in accordance with the legal 
obligations of The Waste Regulations 2011, as published by S.L. 504.37, or any 
statutory provisions or regulations amending or replacing them. Off-site disposal or 
recovery of wastes may only take place at a facility licensed for that purpose.  

2.5.2.5 Without prejudice to Condition 2.5.2.2, movement of hazardous waste to authorised 
facilities shall be covered by a valid consignment permit obtainable from the 
Competent Authority. Each movement shall also be covered by a consignment note 
obtainable from The Authority 

2.5.2.6 Disposal certificates shall be kept on record and made available for inspection for a 
period of at least 5 years from date of their issue.  

2.5.2.7 Without prejudice to Condition 2.5.2.2, shipment of hazardous waste outside the 
Maltese Islands is to follow the obligations listed in Council Regulation (EC) 
1013/2006 of the European Parliament and of The Council of 14 June 2006 on 
shipments of waste and as amended from time to time. 

2.5.2.8 As part of the Annual Environmental Report for the installation, the Operator shall 
produce a report on the off-site transfers of waste and wastes recycled/ recovered  at 
the Permitted Installation over the previous calendar year, providing the information 
listed in Schedule 2. 

 
2.6  Energy Efficiency 
 
2.6.1 As part of the Annual Environmental Report, the Operator shall produce a report on 

the energy consumed at the Permitted Installation over the previous calendar year, by 
the end of March of each year, providing the information listed in Schedule 2. The 
energy consumption of the waste recovery unit is also to be included in this report.  

 
2.6.2 The Operator shall maintain and operate the Permitted Installation so as to secure 

energy efficiency, in particular by: 
 

� ensuring that the appropriate operating and maintenance systems are in place; 
� ensuring that all the plant is adequately insulated to minimise energy loss or gain; 
� ensuring that the type of lighting used is energy-efficient; 
� ensuring that all appropriate containment methods (e.g. seals) are employed and 

maintained to minimise energy loss; 
� maintaining and implementing an energy efficiency plan which identifies energy-

saving techniques that are applicable to the activities and their associated 
environmental benefit, and prioritises them. 

2.7  Accident prevention and control 

2.7.1  In the case of an accident, the Operator shall follow the Emergency Plan submitted 
as part of the IPPC application, as may be updated from time to time. 
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2.7.2  The plan shall be reviewed at least every 2 years or as soon as practicable after an 
accident, whichever is the earlier, and the Authority notified of the results of the 
review within 2 months of its completion. 

2.7.3  The Operator shall maintain and implement all health and safety measures in 
compliance with Act XXVII of 2000; Occupational Health and Safety Authority 
Chapter 424 and all relevant subsidiary legislation. 

2.7.4  The Operator shall have sufficient employees trained to deal with any emergency that 
may arise, e.g. fire-fighting and first aid. 

2.7.5  The Operator is to keep the Authority updated on any major changes in operations 
that may impact on the health and safety of the employees. 

2.7.6  The Operator is to make available Health and Safety documentation freely available. 
 

2.8 Monitoring 

2.8.1 The Operator shall maintain and implement an emissions monitoring programme 
which ensures that emissions are monitored as specified in this Permit, and the 
results of such monitoring shall be assessed. The programme shall ensure that 
monitoring is carried out under an appropriate range of operating conditions, and that 
measurements for the determination of concentrations of substances specified in this 
Permit shall be carried out representatively. 

2.8.2 Sampling and analysis of all pollutants, as well as reference measurement methods 
to calibrate automated, continuous measurement systems shall be carried out as 
specified by the appropriate CEN standards. If CEN standards are not available, ISO 
standards, national or international standards, which will ensure the provision of data 
of an equivalent scientific quality, as agreed in writing with the Authority, shall apply. 
In addition, VOC discharges shall be measured and assessed according to 
Regulation 8(2) of the Industrial Emissions (Limitation of Emissions of Volatile 
Organic Compounds) Regulations. 

2.8.3 Monitoring equipment, techniques, personnel and organisations employed for the 
emissions monitoring programme in condition 2.8.1 of this Permit shall be from a 
certified or accredited laboratory or laboratory in the process of accreditation, as 
confirmed by the National Accreditation Body (NAB-Malta). As part of the Annual 
Environmental Report, the operator shall provide evidence of certification or 
accreditation of laboratories used for the emissions monitoring programme. 

2.8.4 The Operator shall maintain records of all monitoring taken or carried out (this 
includes records of the taking and analysis of samples, instrument measurements 
(periodic and continual), calibrations, examinations, tests and surveys) and any 
assessment or evaluation made on the basis of such data, for at least a period of 5 
years. Such records may be requested at any time by the Authority. 

2.8.5 The Operator shall provide MEPA with monitoring reports as indicated in Section 4 of 
this permit. 

2.8.6 There shall be provided safe and permanent means of access to enable 
sampling/monitoring to be carried out in relation to the emission points already 
mentioned in this Permit; and safe means of access to other sampling/monitoring 
points when required by the Authority. 
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2.9 Transport  
 
2.9.1 Independent of any Environment Management System, the Operator shall be 

responsible for making use of the services of an ADR (The European Agreement 
concerning the International Carriage of Dangerous Goods by Road) certified carrier 
for transport of chemicals and hazardous wastes on land.  

2.9.2 The Operator shall make use of the services of a registered waste carrier for the 
transport of waste (including brine) from the site in accordance with LN 106/2007.  

2.9.3 As part of the AER, the operator shall submit the name of each carrier used in the 
transport of the substances specified in Conditions 2.9.1 and 2.9.3, in the format 
specified in Schedule 2 of this Permit, by end of March after the end of each reporting 
year. 

 

2.10 Ozone Depleting Substances and Fluorinated Gre enhouse Gases 

 
2.10.1 All maintenance and servicing of equipment containing Ozone Depleting Substances 

shall abide by the requirements of Regulation (EC) No. 1005/2009 on substances that 
deplete the Ozone Layer & L.N. 280 of 2010 on substances that deplete the ozone 
layer, Regulations 2010. No new equipment or components containing substances 
falling  within the scope of this legislation shall be installed within the site. 

 
  
2.10.2 The use of HCFCs in the maintenance and servicing, in particular refilling, or products 

and equipment whose function relies on such substances shall be prohibited.  
 
 
2.10.3 All installation, maintenance and servicing of equipment containing Fluorinated 

Greenhouse Gases shall abide by the requirements of Commission  Regulation 
(EC) Nos 1493/2007, 1516/2007, 1494/2007, 1497/2007, 303/2008,  304/2008, 
305/2008, 306/2008, 308/2008, Regulation (EU) No. 517/2014 on Fluorinated 
Greenhouse Gases and repealing Regulation (EC) No. 842/2006, and L.N. 93 of 
2010 on Certain  Fluorinated Greenhouse Gases, Regulations 2010. 

 
2.10.4 For all equipment installed on site utilising Ozone Depleting Substances or 

Fluorinated Greenhouse Gases, information pertaining to installation, maintenance 
and servicing shall be provided as part of the AER in format specified in Schedule 2. 
When any equipment is replaced by new equipment, the Authority shall be notified in 
this regard and details provided on the new equipment installed.   

 
2.10.5 Upon decommissioning of all equipment containing foam and insulation panels 

containing substances falling within the scope of EC Regulation No. 1005/09 on 
substances that deplete the Ozone Layer & L.N. 280 of 2010 on substances that 
deplete the ozone Layer,  regulations 2007, together with EC Regulation No. 
842/2006 on certain Fluorinated Greenhouse Gases , the waste gas should be 
treated as hazardous waste and any foam  containing components need to be 
disposed of at specialised facilities where possible  ODS/F gas can be extracted 
prior to disposal. 

 
2.10.6 No new equipment or components containing substances falling within the scope of 

EC Regulation No. 1005/2009 on substances that deplete the Ozone Layer & L.N. 
280 of 2010 on substances that deplete the Ozone Layer, regulations 2007, shall be 
installed within the site. 
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2.11 Closure and Decommissioning 
 
2.11.1 The Operator shall maintain and operate the Permitted Installation so as to prevent or 

minimise any pollution and public health risk, including the generation of waste, on 
closure and decommissioning in particular by:- 

2.11.2.1  Attention to the design of new plant or equipment; 

2.11.2.2  The maintenance of a record of any events which have, or might 
have, impacted on the condition of the site along with any further 
investigation or remediation work carried out; and 

2.11.2.3  The maintenance of the preliminary site closure plan to demonstrate 
that the installation can be decommissioned avoiding any pollution 
and public health risk and returning the site of operation to a 
satisfactory state. 

2.11.2  The Operator shall carry out a full review of the Site Closure Plan at least every 4 
years. 

2.11.3  The Operator shall notify the Authority immediately upon a decision being taken to 
decommission the site. 

2.11.4 A finalised version of the Site Closure Plan shall be submitted to the Authority for 
approval not later than 10 days after the Authority is notified of the intention to 
decommission the site.  

2.11.5  The approved Site Closure Plan shall be implemented on final cessation or 
decommissioning of the Permitted activities or part thereof. 

 
 
 
2.12  Multiple Operator installations 

2.12.1  This is not a multi-Operator installation. 
 
 
2.13 Storage 
 

2.13.1. Chemicals of different properties shall be stored as specified in respective MSDS 
sheets. Such sheets shall be made available and accessible to personnel responsible 
for the management of the storage areas and for inspection by the Competent 
Authority. Incompatible chemicals shall not be stored within the same bund. 

2.13.2. Containers for bulk storage of chemicals shall be properly designed, located, 
labelled, bunded and maintained so as to prevent accidental spillage. The capacity of 
the bund shall be a minimum of 110% of the largest tank within the bund or 25% of 
the total capacity of all the tanks within the bund, whichever is the greater. 

2.13.3. Independent of any Environment Management System, the Operator shall be 
responsible for making use of the services of an ADR (The European Agreement 
concerning the International Carriage of Dangerous Goods by Road) certified carrier 
for transport of chemicals and hazardous wastes on land. 
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2.13.4. Bulk storage tanks for chemicals and associated bunding and pipe work shall be 
visually inspected at least once a month. Records of such checks shall be kept and 
made available to the Competent Authority upon request... 

2.13.5. The Authority reserves the right to request that catchment pits and bunds on site be 
tested and certified to be leak-proof by an independent, warranted architect or 
engineer.   

2.13.6. All fuels on site shall be stored in tanks which comply with relevant MRA standards. 

 
 
3  Records 
 
3.1  The Operator shall ensure that all records required to be made by this Permit and any 

other records made by it in relation to the operation of the Permitted Installation shall:- 

3.1.1  be made available for inspection by the Authority at any reasonable time; 

3.1.2  be supplied to the Authority on demand and without charge and in the format 
requested; 

3.1.3  be legible; 

3.1.4  be made as soon as reasonably practicable; 

3.1.5  indicate any amendments which have been made and shall include the 
original record wherever possible; and 

3.1.6  be retained at the Permitted Installation, or other location agreed by the 
Authority in writing, for a minimum period of 5 years from the date when the 
records were made, unless otherwise agreed in writing. 

 
 
4  Reporting 
 
4.1  All reports and written and/or oral notifications required by this Permit and 

 notifications required by Regulation 7 of the Industrial Emissions (IPPC) Regulations 
 shall be made and sent to the Authority using the contact details notified in writing to 
 the Operator by the Authority. 

 
4.2  The Operator shall submit to the Authority an Annual Environmental Report (AER) of 

 the previous year to the Competent Authority by the end of March of each year. The 
 AER shall contain all the information listed in Schedule 2 of this Permit and in the 
 format specified therein, subject to the other conditions of this permit. 

 
4.3  The European Pollutant Release and Transfer Register (E-PRTR) report for the 

 installation shall be submitted as part of the Annual Environment Report, by end of 
 March of each year, or as required by Legislation. All quantities shall be reported, 
 even when these do not exceed the thresholds mentioned in EC Regulation 
 166/2006. The format used for reporting shall be that established by Legislation, 
 notably Legal Notice 152 of 2007, as may be amended from time to time. 

 
4.4  The Operator shall, within 6 months of receipt of written notice from the Authority, 

 submit to the Authority a report assessing whether all appropriate preventive 
 measures continue to be taken against pollution, in particular through the application 
 of the best available techniques, at the installation. The report shall consider any 
 relevant published technical guidance current at the time of the notice which is either 
 supplied with or referred to in the notice, and shall assess the costs and benefits of 
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 applying techniques described in that guidance, or otherwise identified by the 
 Operator, that may provide environmental improvement. 

 
 
5  Notifications 
 
5.1 The Operator shall notify the Authority without delay of:- 
 

5.1.1   the detection of an emission of any substance which exceeds any limit or 
criterion in this Permit specified in relation to the substance; 

5.1.2    the detection of any fugitive emission which has caused, is causing or may 
cause significant pollution and/or a public health risk unless the quantity 
emitted is so trivial that it would be incapable of causing significant pollution 
and/or a public health risk; 

5.1.3  the detection of any malfunction, breakdown or failure of plant or techniques 
which has caused, is causing or has the potential to cause significant 
pollution and/or public health risk; and 

5.1.4 any accident which has caused, is causing or has the potential to cause 
significant pollution and/or public health risk. 

5.2  The Operator shall submit written confirmation to the Authority of any notification 
under condition 5.1.1, by sending:- 

 
5.2.1  the information listed in Part A of Schedule 1 to this Permit within 24 hours of 

such notification; and 

5.2.2  the more detailed information listed in Part B of Schedule 1 as soon as 
practicable thereafter;  

5.2.3 the information listed in Table S2.5.1 of Schedule 2 according to the 
timeframe specified in Condition 4.1.2; 

and such information shall be in accordance with that Schedule. 

5.3  The Operator shall give written notification as soon as practicable prior to any of the 
following:- 

 
5.3.1 permanent cessation of the operation of part or all of the Permitted 

Installation; 

5.3.2  cessation of operation of part or all of the Permitted Installation for a period 
likely to exceed 1 year; and 

5.3.3  resumption of the operation of part or all of the Permitted Installation after a 
cessation notified under condition 5.1.3.2. 

5.4  The Operator shall notify the Authority, as soon as practicable, of any information 
concerning the state of the site which affects or updates that provided to the Authority 
as part of the Site Report submitted with the application for this Permit. 

5.5  The Operator shall notify the following matters to the Authority in writing within 10 
working days of their occurrence:- 

5.5.1  Where the Operator is a registered company:- 
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5.5.1.1 any change in the Operator’s trading name, registered name or 

registered office address; 
 
5.5.1.2 any change to particulars of the Operator’s ultimate holding 

company (including details of an ultimate holding company where an 
Operator has become a subsidiary); and 

 
5.5.1.3  any steps taken with a view to the Operator going into 

administration, entering into a company voluntary arrangement or 
being wound up. 

5.5.2  Where the Operator is a corporate body other than a registered company: 

 
5.5.2.1  any change in the Operator’s name or address; and 
 
5.5.2.2   any steps taken with a view to the dissolution of the Operator. 

5.5.3  In any other case: - 

 
5.5.3.1  the death of any of the named Operators (where the Operator 

consists of more than one named individual); 
 
5.5.3.2  any change in the Operator’s name(s) or address(es); 
 
5.5.3.3  any steps taken with a view to the Operator, or any one of them, 

going into bankruptcy, entering into a composition or arrangement 
with creditors, or, in the case them being in a partnership, dissolving 
the partnership. 

 
6  Interpretation 
 
6.1  In this Permit, the following expressions shall have the following meanings:- 

6.1.1  “AER” means the Annual Environmental Report. 

 6.1.2  “Application” means the application for this Permit, together with any  
  response to a notice served under Regulation 5 to the Industrial Emissions 
  (IPPC) Regulations and any operational change agreed under the conditions 
  of this Permit. 

 6.1.3  “Authorised Officer” means any officer of the Authority. 

 6.1.4   "Background concentration” means such concentration of that substance as is 
  present in: 
 6.1.4.1 water supplied to the site; or 
 
 6.1.4.2 where more than 50% of the water used at the site is directly 
 abstracted from ground or surface water on site, the abstracted water; or 
 
 6.1.4.3 where the Permitted Installation uses no significant amount of 
 supplied or abstracted water, the precipitation onto the site. 
 

 6.1.5   “BAT” means best available techniques, which means the most effective and 
  advanced stage of development of activities and their methods of operation 
  which indicates the practical suitability of particular techniques to prevent and 
  where that is not practicable to reduce emissions and the impact on the  
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  environment as a whole. For these purposes: “available techniques” means 
  “those techniques which have been developed on a scale which allows  
  implementation in the relevant industrial sector, under economically and  
  technically viable conditions, taking into consideration the cost and  
  advantages, whether or not the techniques are used or produced in Malta, as 
  long as they are reasonably accessible to the operator”; “best” means “in 
  relation to techniques, the most effective in achieving a high general level of 
  protection of the environment as a whole” and “techniques” “includes both the 
  technology used and the way in which the installation is designed, built,  
  maintained, operated and decommissioned.” 

 

 6.1.6  “Fugitive emission” means an emission to air or water (including sewer) from 
  the Permitted Installation which is not controlled by an emission or  
  background concentration limit under conditions 2.2.1, 2.2.2, 2.2.3, or 2.2.4 of 
  this Permit. 

 6.1.7  “Groundwater” means all water which is below the surface of the ground in 
  the saturation zone and in direct contact with the ground or subsoil. 

 6.1.8  “Industrial Emissions (IPPC) Regulations” means the Industrial Emissions 
  (Integrated Pollution Prevention and Control) Regulations (LN 10 of 2013) 
  and words and expressions defined in the Industrial Emissions (IPPC)  
  Regulations shall have the same meanings when used in this Permit save to 
  the extent they are specifically defined in this Permit. It shall include any  
  future amendments or superseding legislation. 

 6.1.9  “Malta” means the Island of Malta, the Island of Gozo and the other islands of 
  the Maltese Archipelago, including the territorial waters thereof. 

 6.1.10 “Monitoring” includes the taking and analysis of samples, instrumental  
  measurements (periodic and continual), calibrations, examinations, tests and 
  surveys. 

 6.1.11  “Permitted Installation” means the activities and the limits to those activities 
  described in Table 1.1.1 of this Permit. 

 6.1.12  “Sewer” means sewer within the meaning of section 219(1) of the Water  
  Industry Act 1991. 

 6.1.13  “Staff” includes employees, directors or other officers of the Operator, and 
  any other person under the Operator’s direct or indirect control, including 
  contractors. 

 6.1.14  “Technically Competent Person” means a person possessing the  
  qualifications, experience and technical competence to abide by the  
  conditions of the Permit; 

 6.1.15  “Technically Competent Management” means the Technically Competent 
  Person or Persons in control of the day-to-day activities authorised by the 
  Permit and carried on at the Site; 

 6.1.16  “The Authority” or “the Competent Authority” or “MEPA” means the Malta 
  Environment and Planning Authority or such other body or person as the  
  Minister responsible for the environment may by order in the Gazette  
  prescribe; 

 6.1.17  “The Operator” means a person who is in occupation of the Site and has  
  responsibility for carrying out day to day activities at the Site; 
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 6.1.18  “The Regulations” means the Industrial Emissions (Integrated Pollution  
  Prevention and Control) Regulations (LN 10 of 2013) and any regulations 
  amending or replacing them; 

 6.1.19  “The Site” means the land, structures, plant and equipment to which this  
  Permit relates; 

 6.1.20  “VOC” means Volatile Organic Compound as defined by the Industrial  
  Emissions (Limitation of Emissions of Volatile Organic Compounds)  
  Regulations (LN 12 of 2013, as may be amended from time to time);  

 6.1.21  “VOC Solvents Regulations” means the Industrial Emissions (Limitation of 
  Emissions of Volatile Organic Compounds) Regulations (LN 12 of 2013, as 
  may be amended from time to time); 

 6.1.22  "Year" or “reporting year” means calendar year ending 31 December. 
 
6.2 Where a minimum limit is set for pH, reference to exceeding the limit shall mean that 

the parameter shall not be less than that limit. 

6.3  Unless otherwise stated, any references in this Permit to concentrations of 
substances in emissions into air means:- 

6.3.1  in relation to gases from combustion processes, the concentration in dry air at 
a temperature of 273K, at a pressure of 101.3 kPa and with an oxygen 
content of 3% dry for liquid and gaseous fuels, 6% dry for solid fuels; and/or 

6.3.2  in relation to gases from non-combustion sources, the concentration at a 
temperature of 273K and at a pressure of 101.3 kPa, with no correction for 
water vapour content. 

6.4  Where any condition of this Permit refers to the whole or parts of different documents, 
in the event of any conflict between the wording of such documents, the wording of 
the document(s) with the most recent date shall prevail to the extent of such conflict. 
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Schedule 1 
Notification of abnormal emissions and significant adverse environmental effects 

 
This page outlines the information that the Operator must provide to satisfy conditions 5.1.1 
and 5.1.2 of this Permit. 
 
Units of measurement used in information supplied under Part A and B requirements shall be 
appropriate to the circumstances of the emission. Where appropriate, a comparison should be 
made of actual emissions and authorised emission limits. 
 
If any information is considered commercially confidential, it should be separated from non-
confidential information, supplied on a separate sheet and accompanied by an application for 
commercial confidentiality under the provisions of the Industrial Emissions (IPPC) 
Regulations. 
 
Part A 
Permit Number  
Name of Operator  
Location of Installation  
Location of the emission  
Time and date of the emission  
 
Substance(s) emitted Media 

(e.g. air, 
groundwater) 

Best estimate of the 
quantity or the rate of 
emission (include units) 

Time between 
which the 
emission took 
place 

    
    
    
 
Measures taken, or intended to be 
taken, to stop the emission 
 
 

 

 
Part B 
Any more accurate information on the 
matters for notification under Part A. 
 

 

Measures taken, or intended to be taken, to 
prevent a recurrence of the incident. 
 

 

Measures taken, or intended to be taken, to 
rectify, limit or prevent any pollution of the 
environment or harm to human health which 
has been or may be caused by the emission. 
 

 

The dates of any unauthorised emissions 
from the installation in the preceding 24 
months. 

 

 
Namei  
I.D. Card No./Passport No.  
Post  
Signature 
 

 

Date  
                                                
i authorised to sign on behalf of Operator 
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Schedule 2 
Annual Environmental Report 

 
Important note 
By this submission, you confirm that you give your explicit consent for the entire contents of 
this Annual Environment Report to be made available on the Authority's public website. 
 
S2.1 Introduction 
 
IPPC Permit Number  
Reporting Year  
Name and location of Site  
Brief description of activities at the site  
 
 
S2.2 Environment Management System & Reporting 
 
Please attach a supporting document with the following: 

Tick (�) 
1. Environmental Policy containing the installation’s environmental objectives 

and targets; 
 

2. Environmental Management Programme report (for the reporting year);  
3. Environmental Management Programme proposal (for the following year);  
4. European Pollutant Release and Transfer Register Report (as per 

Condition 4.1.3) i. 
 

 
 
S2.3 Process Data 
 
S2.3.1 Annual Summary  
 Units Previous 

reporting year ii 
Current 

reporting year 

Quantity of product  tonnes   
Total Annual Energy Consumption  
(from electricity and other sources) 

MWh   

Electricity from renewable energy 
sources 

MWh   

Energy consumption per unit product MWh/tonne 
of product 

  

Annual water consumption m3   
Water consumption per unit product m3/tonne  

of product 
  

Annual quantity of waste produced tonnes   
Waste produced per unit product tonne waste/ 

tonne product 
  

 
 
 
 
 
 
                                                
i The format used for reporting shall be that published in the Government Gazette 
(http://www.doi.gov.mt/EN/gazetteonline/2007/07/gazts/GG%2013.7.pdf)  
ii “Previous reporting year” is not applicable for the first reporting year (2009) 
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 S2.3.2 Fuel consumption 
 

Consumption  Units  Sulphur  
Content i Previous Year Current Year 

Heavy Fuel Oil m3    
Light Fuel Oil m3    
Natural gas m3    

 
S2.3.3 List of Raw Materials 
 
Raw Material Risk phrase Annual Quantity Used (kg) 
   
   
   
 
S2.3.4 Data on ozone depleting substances and fluor inated greenhouse gases 
 
Table 1: Registration of equipment  
Equipment 
code 

Type of equipment Use Charge  (kg) 
/CO2 (eq) 

Type of 
substance 

EQ 1     
EQ 2     
EQ 3     
EQ 4     
 
Table 2: Maintenance Schedule ii 

Equipment Code 
 

Data Submitted 
for each 
scheduled 
inspection iii  

EQ 1 EQ 2 EQ 3 EQ 4 EQ 5 EQ 6 EQ 7 Continue as 
required 

Date of inspection         
All amounts of 
leakages detected 
(in Kg/CO2 equiviv) 

        

Actions taken to 
eliminate such 
leakages 

        

Quantity and nature 
of the substances 
involved 

        

Serial number of the 
personnel involved 

        

Quantities addedv 
and/or recovered  
(in Kg/ CO2 equiv). 

        

                                                
i Specify units (e.g. as percentage, or mg/kg) 
ii (a) for equipment that contains fluorinated greenhouse gases in quantities of 5 tonnes of CO2 equivalent or more, 
but of less than 50 tonnes of CO2 equivalent: at least every 12 months; or where a leakage detection system is 
installed, at least every 24 months; (b) for equipment that contains fluorinated greenhouse gases in quantities of 50 
tonnes of CO2 equivalent or more, but of less than 500 tonnes of CO2 equivalent: at least every six months or, where 
a leakage detection system is installed, at least every 12 months; (c)for equipment that contains fluorinated 
greenhouse gases in quantities of 500 tonnes of CO2 equivalent or more: at least every three months or, where a 
leakage detection system is installed, at least every six months. 
iii Table to be repeated for every scheduled inspection as per ‘footnote 1’ above 
iv Carbon Dioxide equivalent – use annex 1 for calculation 
v The quantities of added fluorinated greenhouse gases are from  recycled or reclaimed stocks, please include the 
name and address of the recycling or reclamation facility and, where applicable, the certificate number 
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S2.4 Monitoring Data 
 
S2.4.1 Emissions to air 

Total annual number 
of exceedances i 

Concentration  
(Annual Average) 

Total Annual Load Parameter 
 

Emission 
 point 

reference 

Limit Value Standard 
methodolo

gy used Previous 
year ii 

Present 
year 

Unit Previous 
year 

Present 
year 

Unit  Previous 
year 

Present 
year 

EM1 20 mgC /Nm3     mgC/m3   kg   VOC as Carbon 
EM4 20 mgC /Nm3    mgC/m3   kg   

EM1 2 mg/Nm3 
 iv  

mgC/Nm3   kg   
VOCs: R45, R46, R49, 
R60 or R61 (H340, H350, 
H350i, H360D, or H360F) 
where mass flow of sum of 
compounds ≥ 10 g/hiii 

EM4 2 mg/Nm3 
 v  

mgC/Nm3   kg   

EM1 20 mgC/Nm3 
 v  

mgC/Nm3   kg   
Halogenated VOCs: R40 or 
R68 (H341 or H351) where 
mass flow of sum of 
compounds ≥ 100 g/hvi EM4 20 mgC/Nm3  v  mgC/Nm3   kg   

NH3 EM1 0.1-10mg/m3    
mg/m3   kg   

HCl EM1 0.2 – 7.5 
mg/Nm3 

   mg/m3   kg   

EM5 Mass 
concentration of 

80 g/m3 

   
g/m3   kg   

Carbon Monoxide 

EM6 Mass 
concentration of 

80 g/m3 

   
g/m3   kg   

EM5 50 mg/m3    mg/m3   kg   Total Particulate Matter 
EM6 50 mg/m3    mg/m3   kg   
EM1 50 µg/ m3    µg/ m3   Kg   
EM5 0.35g/m3    g/m3   kg   

Oxides of Nitrogen 

EM6 0.35g/m3    g/m3   kg   
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Name of laboratory where tests in this section have been carried out  
Is this laboratory accredited (certified) for the above tests? Yes �     No � 
  
Additional documentation to be submitted: 
 Tick (�) 
Accreditation certificate(s) of laboratory  
Calculations showing mass flow of VOCs with risk phrases  R45, R46, R49, R60, or R61 (H340, H350, H350i, H360D, or H360F) where 
mass flow of sum of compounds < 10 g/h 

 

Calculations showing mass flow of halogenated VOCs with risk phrases R40 or R68 (H341 or H351) where mass flow of sum of 
compounds < 100 g/h 
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S2.4.2 Cooling tower monitoring 
 

Result Parameter Timeframe Standard 
methodology 

used 
Previous year 

vii  
Present  year 

1st month    
2nd month    
3rd month    
4th month    
5th month    
6th month    
7th month    
8th month    
9th month    
10th month    
11th month    

Heterotrophic colony count 

12th month    
1st six months    Legionella 
2nd six months    

 
 
Name of laboratory where tests in this section have been carried out  
Is this laboratory accredited (certified) for the above tests? Yes �     No � 
  
Additional documentation to be submitted: 
 Tick (�) 
Accreditation certificate(s) of laboratory  
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S2.4.3 Discharges to sewer 
 

Total annual 
number of 

exceedances ix 

Concentration 
(Annual Average) 

Total Annual 
Mass Emissions 

Parameter viii  
 

Limit viii Standard 
methodology 

used 
Previous 

year 
Present 

year 
Units Previous 

year  
Present 

year 
Units Previous 

Year 
Present 

Year 
Volume   - - - -  - m3   
           
           
           
           
           
           
           
           
           
           
           

 
 
Name of laboratory where tests in this section have been carried out  
Is this laboratory accredited (certified) for the above tests? Yes �     No � 
  
Additional documentation to be submitted: 
 Tick (�) 
Accreditation certificate(s) of laboratory  
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S2.4.4 VOC solvents  
 
S2.4.4.1 Total/ Fugitive emissions of solvents x (tick as applicable)  
 
Total Emission Limit Value Option  
 

Tick (�) 

  
 
 

 Annual quantity Units 
VOC solvent input   
Fugitive VOC solvent emissions   
% fugitive VOC solvent emissions   % 

 
Fugitive and Waste gas Emission Limit Value 
Option  
 

Tick (�) 

  
 

 Annual quantity Units 
VOC solvent input   
Fugitive VOC solvent emissions   
% fugitive VOC solvent emissions   % 

 
S2.4.4.2 VOCs used in the installation with specifi c risk phrases: 
 

Risk phrase Name of VOC substance(s) used 
R45 (H340)  
R46 (H350)  
R49 (H350i)  

 R60 (H360D)  
R61 (H360F)  

 
Additional documentation to be submitted: 
 Tick (�) 
Mass balance for total/fugitive emissions  
Progress on substitution of above VOC substances  
 
 
S2.4.5 Noise monitoring xi 
 
Year when noise monitoring was last carried out   
Testing due in (year)  
 
Additional documentation to be submitted if test was carried out during previous reporting 
year: 
 Tick (�) 
Noise monitoring report according to BS 4142:1997  
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S2.4.6a Off-site transfers of waste 
 

Date of 
transfer  

EWC 
Code xii  

Description 
of waste 

Quantity 
of waste  
(in kg) 

Treatment 
applied 
before 

transfer 

Mode of 
transport  

Names of 
agent & 

transporter 
of waste 

(GBR 
Number) 

Ultimate 
destination  
(address) 
of waste 

Consignment 
note number 

xiii  

Name of person 
responsible for 

ultimate 
disposal/recovery  

Disposal/  
Recovery  

Details of 
Recovery 

(if 
applicable)  
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S2.4.6b  On-site recycling/recovery of wastes 
 
 

EWC Code Description of Waste 

Amount Recycled 
or recovered (in 

kg) Recycling or Recovery 
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S2.4.7 Testing of catchment pits and bunds (on both  A50 and A61) 
 
Number of catchment pits on site  
Number of bunds on site  
Date of last test  
Testing due on (date)  
 
Additional documentation to be submitted if test was carried out during previous reporting 
year: 
 Tick (�) 
Certification by warranted engineer  
 
 
 
S2.5 Incidents and Complaints 
 
S2.5.1 Non-Compliance Incidents during Reporting Ye ar 
 
Date of 
incident  

Brief description of  
Incident 

Cause Corrective action 

    
    
    
    
    
 
Total number of non-compliance incidents for previous year:xiv  
Total number of non-compliance incidents for current reporting year:  
 
 
S2.5.2 Complaints made by the public 
 

Date of  
Complaint 

Description of complaint Actions taken 

   
   
   
   
   
 
Total number of complaints for previous year: i  
Total number of complaints for current reporting year:  
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S2.6 Transport 
 
 
 

Name of registered waste carrier 
used 

during reporting year 

Waste type(s) transported 
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Schedule 3A 
Effluent and Air Emission Points 
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Schedule 3B 
Site Plan 

 
 

END OF PERMIT 
 

























































 

 
 

 

 

 

Appendix 3: Company registration certificate 







 

 
 

 

 

 

Appendix 4: Technically competent management 

 



   Curriculum Vitae Alessandro Bianchi
   

 Page 1 / 2  

PERSONAL INFORMATION Alessandro Bianchi 
 

 45, Jahweh, FL 2 – Triq il-Kitarristi – Birzebbuga, Malta (MT) 

 +356 99963496    +39 3204915127       

 alewhite@tiscali.it 
 abianchi@sterlingchemicalmalta.com 

 

 

Sex  M | Date of birth 12/03/1989 | Nationality Italian  

 
EDUCATION AND TRAINING   

 

   

 

03/11/2014 – Present 
 
 
 
 
 
 
 
 

Production and Warehouse Manager 

Sterling Chemical MaltaLtd. Hal Far Industrial  Estate, HF51 (BBG 3000) Birzebbuga – Malta  

Pharmaceutical Company  
 

▪ Management of Production in APIs’ synthesis and GMP operations 

▪ Management of Warehouse GMP operations 

▪ Responsible of training for Production and Warehouse personnel 

▪ Coordinator for the maintenance of the plant 

▪ Reference person for MEPA permits/queries (TCP) 

▪ Reference person for H&S  

▪ Coordinator of the activities between all the departments: Production, Warehouse, QC, QA, R&D 

▪ Coordinator for the development of a new plant (Micronization Plant) 

▪ Interface with suppliers  
 ▪ Planning of Production and Warehouse program 

▪ Validation of Production systems 

▪ Medicine Authority and USFDA approval gained 

09/01/2012 – 31/10/2014 
 
 
 
 
 
 
 
 

Production Supervisor 

Sterling S.p.A. Solomeo, Via della Carboneria (PG) – Italy 

Pharmaceutical Company  
 

▪ GMP operations Supervisor 

▪ Responsible of a production work-shift 

▪ Interaction with R&D, QC and QA 

▪ Carrying out of In process control TLC,HPLC and GC 
 
 

01/07/2007 – 31/07/2007 
 
 
 
 
 
 
 
 

Production Operator – Summer Stage 

Clam Soc. Coop. Via A. Ranocchia, Marsciano (PG) – Italy 

Manifacturing Company  
 

▪ Production-chain operator 

▪ Creating, assembling and painting of heating systems 

▪ Interaction with QC and sales 
 
 

mailto:alewhite@tiscali.it
mailto:abianchi@sterlingchemicalmalta.com


   Curriculum Vitae  Replace with First name(s) Surname(s)  

  Page 2 / 2  

 

PERSONAL SKILLS   

 

 

 

 

 

 
 

08/09/2008 – 15/07/2011 Graduation in Chemistry  

University of Perugia (Italy) 

▪ Mark: 104/110 

Mother tongue Italian 

  

English UNDERSTANDING  SPEAKING  WRITING  

Listening  Reading  Spoken interaction  Spoken production   

 B1 B1 B1 B1 B1 

 B1 (CEFR), University of Cambridge 

 Levels: A1/2: Basic user - B1/2: Independent user - C1/2 Proficient user 
Common European Framework of Reference for Languages 

Organisational / managerial skills ▪ Leadership (currently responsible for a team of 13 people) 

▪ Organization of activities according to priorities  

▪ Organization of third parts activities  

▪ Start up of a new production facility 

▪ “Management keys of XXI century” Training Course Certificate - INFORMAZIONE 

Job-related skills ▪ Use of lab. Instrumentation (In-process controls): GC, HPLC, Moisture Analyzer, Karl-Fischer 

▪ Respect of procedures and GMP 

▪ BPR (Production) and BWR (Warehouse) 

▪ Using and functions of automatic and manual production plants 

▪ Maintenance principles: PLC, chilling systems, boilers, AHU, HVAC, Water Softener systems, 
compressors, vacuum pumps, pneumatic pumps. 

▪ Fire Warden certificate gained 

▪ First Aid certificate gained 

Computer skills ▪ Microsoft Office (ECDL) 

Driving licence ▪ B 

▪ A1 

▪ Fork Lifter 
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PERSONAL INFORMATION: 
 
 
 
 
 

Marco Garilli 
 

Coccinella Home, 

Triq iz-Znuber, Attard, Malta 
 

 
     +356 99707995 

 

    marco.garilli28@gmail.com 
 
 
 
 

 

WORK EXPERIENCE (Occupational Health and Safety): 
 

 From 2017 to currently: 

 Sterling Chemical Malta Ltd, HF51, Hal Far Industrial Estate, Birzebbuga,MT 

  

 Business Sector: Pharmaceutical principles (API) 

 

Role: EHS Manager 

 Role Responsible of training for production, warehouse and laboratory personnel. 

 Reference person for ERA permits/queries Malta. 

 Reference person for H&S. 

 Interface with suppliers. 

 Curator of the ISO System 14001 and 18001 OHSAS. 

 Member of the Team for the Development of a New Plant (Micronization Plant and 
distillation/laboratory unit ). 
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2011 to 2014: 
 

Demont s.r.l. 

Braia Z.I. 17017 Millesimo (SV) Italy 
 

Business Sector: Oil and Fuel Refinery, Manufacturing, Plant/Industrial Engineering 

Role: Health and Safety Manager 

In this role my main responsibility was to develop, implement, monitor and administer health, 
safety and environmental protection programmes and this was done in accordance with the 
relevant Italian standards which were based on the relevant European Union Legislation. 

 

Other work related duties included the following: 
 the creation and administration of archive documents of the Production Unit in 

accordance with the directives of the D. LGS. 81/08 (Italian legislation) and 
according to the European 

 Union standards on the health and security of the system and the business environment; 

 the organization of internal audits aimed at training the staff in force at the Production 
Unit in accordance with the statutory obligations of art. 37 of the D. LGS 81/08 (Italian 
legislation) and art. 4 of the Agreement of State Regions, such as the health and safety 
risks at work, manual handling, use of work equipment, safety training supervisors, 
general information on HSE policies, use of display screen equipment, DPI 3rd class, 
work in confined spaces pursuant to Presidential Decree 177 of 14 September 2011; 

 the preparation of documentation such as health and safety policy documents, 
internal emergency plans; 

 the carrying out of risk assessments with particular analysis of specific risks; 

 the creation, monitoring and administration of internal emergency plans; 

 the carrying out of supervisory activities in accordance with art. 97 of Legislative Decree 
81/08 and control phases of work; 

 the carrying out of supervisory activities over sub-contracted work in accordance with 
art. 97, paragraph 1 of legislative Decree 81/08; 

 

 the development and implementation of policies relating to the management of waste 
from building projects in accordance with the regulations of Legislative Decree 3 April 
2006, n. 152 and the applicable standards of the European Union; 

 the monitoring of the implementation of environmental regulations. 

 
 

In my role as HSE officer with Demont s.r.l., I was also assigned HSE projects in the following 
companies: 

 

 ISAB Sud Refinery (LUKOIL Group), Priolo, Syracuse (SR), Italy 
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 S.A.R.P.O.M. (Exon Mobil) Refinery, Trecate, Noto (NO) Italy 

 ENEL powerplant, Civitavecchia, Rome (RM) Italy 

 ENI Group, Ferrara Erbognone, Pavia (PV) Italy. 
 

2009 to 2010: 
 
 

IBC Impianti s.r.l. 
Tifeo Street, 96011, Augusta, Syracuse (SR) Italy 

 
Business Sector: the manufacture of heavy industrial machinery. 

Role: Health and Safety Officer 

 
EDUCATION AND TRAINING 

 
 

2000 to 2005 
 

Diploma in Business Studies (Economia e tecnica aziendale) 
 

Institute of Studies: I.P.S.S.A.R.T Syracuse, Italy (Institute of Tourism Studies) 
 
 

2007 to 2008 
 

Certificate in Waste and Resource Management. 
 

Institute of Studies: The Institute of Studies P. Calapso of Syracuse (I.P.S.I.A.) 
 

This course enabled the applicant to acquire the following skills and competences: 
 

 
 To evaluate the waste quality in order to assess the degree of environmental impact of 
different types of waste. 

 
 To  assess  the  various  systems  of  waste  collection  and  their  effectiveness  and 
sustainability. 

 
 To liaise with State entities in order to assess and run checks and controls over large 
and small scale activities to ensure compliance with statutory standards. 

 
 To evaluate the effectiveness or otherwise of the waste management systems of large 
and small scale activities. 
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2008 to 2009 
 

Advanced diploma in Occupational Health and Safety 

First Aid course 

Fire Safety course (medium risk) 
 

Institute of Studies: Pao. Mar, Syracuse (a private institution offering courses in health and 
safety). 

 
 
 

PERSONAL SKILLS 
 
 
 

Mother Tongue: Italian 
 

 
Other language(s) 

 

 

English  B1/2 C1/2 B1/2 B1/2  

C1/2 Replace with name of language certificate. Enter level if 

known. 

French  A1/2 A1/2 A1/2 A1/2  

A1/2 Replace with name of language certificate. Enter level if 

known. 

Levels: A1/2: Basic user - B1/2: Independent user - C1/2 Proficient user 
Common European Framework of Reference for Languages 

 
 
 

Communication and other skills: 
 

Very good interpersonal skills, ability to listen, to work in teams, leadership qualities, 
managerial skills, ability to work under pressure, efficiency in meeting deadlines, ability to 
co-ordinate work related activities, reporting, analysis and observation. 

 
 
 

Computer skills: Good command of Microsoft Office tools. 
 
 
 

Hobbies: Passion for all kinds of sports, diving, spear fishing, 
 

Driving Licence: B, A1. 

UNDERSTANDING SPEAKING WRITING 

Listening Reading 
Spoken 

interaction 
Spoken 

production 
 

 



























 

 
 

 

 

 

Appendix 5: Expenditure 





 

 
 

1. ERA’s ToR in respect of expenditure are: 

Please provide a plan of the estimated expenditure for each 
phase of the following specified activities arising from your 
proposal. 

The plan should include the likely costs of: 

o monitoring (emission/discharge and ambient 
monitoring); 

o clearing the installation (including drainage  systems) of 
all wastes; 

o remedial action in the event of the failure of pollution 
control systems. 

We recognise that this plan may need to be revised before the 
issue of the final permit. 

2. As described in section C3.10 of the IPPC application (Volume 2), a one-time air 
emission monitoring exercise from the micronisation laboratory fume hoods will 
be carried out.  It is estimated that this will be at a cost of around €1,000. 

3. Additionally, a noise monitoring session will be carried out once the microniser is 
commissioned.  The cost for this study is estimated at around €2,000. 

4. Additionally, as described in section C3.1 of the IPPC application (Volume 2), 
since the proposed variations are similar to the existing processes, no new waste 
types are envisaged.  Therefore there are no new expenses associated with 
clearing the installation of all wastes. 

5. The Scheme’s pollution control systems (including the scrubbers and 
containment systems), as well as the types of substances and waste to be handled 
will also largely remain the same.  There are two new emission points associated 
with the laboratory fume hoods; however, these are minor emission points with 
negligible environmental impacts in the event of failure of the pollution control 
systems.  It is therefore considered that the types of emissions (and associated 
expenses) in the event of a failure of the pollution control systems will remain 
approximately the same as in the current scenario. 

 

 




