SUERA

Environment & Resources

Case Officer Report

IP 0001/ 23 — Application for therenewal and variation of IP 0004/21 1
include two additional emissions points, relocate raw materials to QC

Subject: . .
J discharge RO reject to sewer, and change the use and layout of th
MR wardnousesubmitted by Sterling Chemicals Malta Ltd.
Date: 9 May 2024
To: ERA Board
From: Regulatory Affairs Directorate

1. Background

This report las been prepared for the determination ah applicationP 0001/23 which is a
renewal and variation of the current IPPC permiR @0D0421) submitted by Mr Roberto
Tumbiolo obo Sterling Chemical Malta Litdthis regard, the application was received@h
June 2023

This application for a renewal and variation includes the following changes:

1 The introduction of two additional emission to air points, namelpnir the
micronisation plant andire safety cabinet for the storage of raw materials, both
locaed in the HF 51 block;

1 Authorisation to relocate a small amount of raw materials from the raw materials
warehouse to the QC laboratory;

1 The inclusion of reverse osmosis (RO) reject as a sourcdudrefbeing discharged
to sewer, and

1 Changes to the usand layout of the waste warehouse hereinafter referred to as the
22-MR Warehouse.



2. Case Officer Report
2.1. Proposal
Thisoperator isauthorised to carry out operations and associated operations specified in the

table below.Changes in permitted operationslated to the current variation application
include the addition of a reverse osmosiad three emergency generator§here are no

changes to main operations covered by the current IPPC permit.

Operation

Description of Specified
Operation

Limits of Specified Operation

Production by chemica
or biological processing
of pharmaceutical
products including
intermediates.

Synthesis of active
pharmaceutical
ingredients (APIs).

Research & Developmen
of active pharmaceutical
ingredients (APIs).

From receipt of rawnaterialsand
associated chemicals to dispatch
finished product (inelding
packaging and storage).

Includes manufacture of high
potency cytotoxictytostatic drugs.

Does not include preparation of
radioactive APIs

Associatedperations
of utilities.

Two(2) water purification
plants.

From receipt of wateto delivery
of utility. Does not include the
discharge of foul water generated
from high potency line into seage
network.

Sixteen 16) reactors

As described in consolidated IPP(
applications.

Two (2) LPG boilers t¢
produce steanfhot water.

From receipt of fuel to delivery of
utility.

Gooling tower.

Fromintake of water, to treatment
and final discharge.

Air handling units.

From the intake of outside air to
filtration prior to extraction fran
the facility.

One (1) everse osmosis.

From receipt of water, to
treatment and discharge to sewer

Associatedperations
of wastemanagement.

Handling andstorageof
waste generatedrom
installationprior to
dispatch offsite

From generation ofvasteto
dispatd for disposal orecovery
(includingrecycling offsite at
permitted facilities

Includes separation of solvent
mixture from industrial processes
for recovery and reuse where
possible, and storage of rejected
products.




Emissions and Mitigation

Emission Point | Source Mitigation
Reference
EM1 Production Aea HEPA Filter (HF4HF6), Carbon
Weighing Room Filter, Heat Exchanger, Scrubk
Finished Goods area (clean room)
Microniser
EM2 HVAC (General ventilation and air | Fabric filter
conditioning —H51 block
EM3A HVAC Production Line 2 clean room{ HEPA filter (HF1)
EM3B HVAC Production Line 1 clean room{ HEPA filter (HF2)
EM3C Micronisation plant clean rooms HEPA filter (HF3)
EM4A Laboratories Fume Hood Extraction vent
EM4B Laborataies Fume Hood Extraction vent
EMAC QClab fume hoods Carbon filter
EM4D QClab fume hoods Carbon filter
EM4E QClab fume hoods Carbon filter
EM5 Boiler Boiler stack
EM6 Boiler Boiler stack
EM7 Cooling Tower Cooling tower stack
EMBA AMS (Quality Cdrol) lab fume hoods| Carbon filter
EM8B AMS (Quality Control) lab fume hood Carbon filter
EM8C AMS (Quality Control) lab fume hood Carbon filter
EM8D AMS (Quality Control) ladabinet and | Carbon filter
localised hoods
EM10A R&Dlaboratory Fume Hood Eraction vent
EM10B R&D lab fume hoods Carbon filter
EM10C R&D lab fume hoods Carbon filter
EM10D R&D lab fume hoods Carbon filter
EM11 Micronisation laboratory Fume Hood Extraction vent
EM12 Cold Rooms Vent
EM13A Production area Heat Exchanger, Gaon Filter,
Scrubber
EM13B Production area Scrubber backup fan
EM14 General ventilation HVAC
EM15 HVAC Production LineCiean rooms | HEPA filte(HF7)
EM16 Laboratory Fume Hood Extraction vent
EM17 Laboratory Fume Hood Extraction vent
EM18 Laboratory Fume Hood Extraction vent
EM19 Laboratory Fume Hood Extraction vent
EM20 Laboratory Fume Hood Extraction vent




EM22 22-MRWarehouse None
EM23 Microniser (Nitrogen Outlet) HEPA filtes (HF4 HF6)
EM24 Ventilation System dFire Safety Carbon ilter
Cabinet
EM25 Emergency DieséluelledFire pump | None

From theabovelist of emission points, EM 23 and EM24 are tlegv emission points being
proposed Location of enission points is available imAex II.

Emission Limits to Air and Monitoring

Emission Point Parameter Limit | Frequency
Reference
Total VOC 20 mg C/Nr
CO (Carbon Monoxide) N/A
HCI (Gaseous Chloride) 7.5 mg/Nn# | Annually
HF (Gaseous Fluoride) <1 mg/Nn¥
Total Particulate Matter (Dust) <1 mg/Nn?
EM1 NH: (Ammonia) 10 mg/Nn?
EM13AB SQ (Sulphur Dioxide) <150 mg/Nm
Toluene <1 mg/Nn?
Dichloromethane <1 mg/Nn? | Every 6 months
Dimethylformamide 2 mg/Nn¥
Tetrahydrofuran 10 mg/Nn#
Methyl Isobutyl 10 mg/Nn#
EM??C Total Particulate Matter (Dust) <1 mg/Nn# | Annually
BM4A-E Total VOC 20 mg C/Nr
EMSAD
EM10AD Total Particulate Matter (Dust) <1 mg/Nn? | Every4 years
EM11
EM23 Total Particulate Matter (Dust) <1 mg/Nn?

2.2. Supporting documents recommended for approval

2.2.1. Document IP0O00Y 23 —-Permit document
2.2.2. Drawing Nimbers:IP0001/23 DOCZ- Site layout Plan

2.2.3. Document:IP 0001/23/DOC2 Emissions to Air Monitoring Method Statement
2.2.4. Document:IP0001/23/DOC3- Decommissioning and cessation plan

2.3. Applicable Law/ Policy

The proposal is to comply with:
1 Environment Proteebn Act (CAP. 549)

i Monitoring frequency is subject to compliance with emission limit value, otherwise monitoring shall be carried out annually.
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(S.L.549.77)

1 Industrial Emissions (Limitation of Emissiorfs\Mwlatile Organic Compounds)

Regulatios (S.L.549.79
T BREF Documents:

0 Best available techniques (BAT) specified for Manufacture of Organic Fine

Chemicals (August 2006);

0 Best available techniques (BAT) specifieddommon Waste Watemal Waste

Industrial Emissions (Framework) Regulations (S.L.549,76)
Industrial Emissions (Integrated Pollution Prevention And Control) Regulations

Gas Treatment/Management Systems in the Chemicetio8éMay 20.6)

0 Best available technigues (BAT) specifiedfommon Waste Gas Management

and Treatment Systems in the Chemical Sector (December 2022)

2.4. Site Description and Constraints

Sterling Chemical Malta Ltd. is | oc@ded
per Annex L)
2.5. Site History
The following permitting history is noted on site:
Number Title Status
IP 0001/14/A] New Application Granted13" August 2015
IP 00@/14/B | Variation Granted5™ April 2019
IP 0001/19 | Renewal and Variation Granted29" November 2019
IP 0004/21 | Variation Granted 229 September 2021
PA 4236/08 | F a c t o ralyFar dot Steing Chemicg Granted 22" April 2010
Ltd. This excludes the installation of| (Minor amendment to extend th
plant and operation as an API| fg Canopy over tr_\e outdoor chemicg
manufacturing which is subject to waste store which was approved.)
separate permit.
PA 3033/12 | Installation of LPG bulk storage in| Granted14" June 2013
facility/factory already covered by perm
PA4236/08.
PA 3638/18 | Removal of existing LPG storage appro| Granted 7 March 2019
in PA/03033/12, and installation of ne
25,000 Litre LPG storage tank, including
required ancillary equipment an
pipework, minor amendments to parking
area layout and construction of ne
boundary wall
PA 8089/19 | To sanction changes from pproved| Granted12" November 2020
permits PA 4236/08, DN 1094/18, [
0624/16, including the increase in over
height; to change useapproved m DN
1094/18 from general manufacturin
(Class 5B) to production of Acti

Wi



Pharmaceutical Ingredients (API);
replae parking layout approved in R
3638/18 with waste containment area ar
including changes to landscaping; chan
to boundary wall and aess gates an(
extension of external warehouses.

DN0624/16 | Extension to factory Granted ¥ Septenber 2056
DNO0023/17 | Extension to external area and carpark | Granted 2% January 2017
DN0810/17 | Construction of Factory Granted9" October 2017
DN 1094/18 | Construction of factory Granted 19 November 2018
DN 0259/20 | Construction of external stores ar] Granted13" April 2020

security room, and alterations t
boundary wall and site entrance.

2.6. Consultations

2.6.1. Intra-ERA Feedback

The Environmental Assessment Unit stated that the proposed interventions were not
significant from an environmental perspective, however it is noted that an additional
IPPC variation application is required in order to address additional interventions
proposed through PA 4688/23 that are currently not reflected in IP 0001/23.

Since the initial variation proposal included the installation of 3 standby generabars, t
Air Quality & Water Unit (Noise Team) had initially inquired whether said generators
would be considered in the upcoming noise monitoring study, however this is no longer
relevantsince the installation of these generators are no longer part of this proposal

The Compliance and Enforcement Unit noted that all AERs were submitted and all
previouslP items were addressed. During inspections the site was found to be largely
compliant, with the exception of inadequate bunding for storage of liquid waStee
issue is being followed by through the compliance process.

2.6.2. External Consultedseedback

The Malta Resources Authority stated that there were no commers since the
amendments covered by this variation do not fall within their remit.

Since the initial variation proposal included the installation of 3 standby generators, the
Regulatory for Energy & Water Services had initially informed the applicant of the
procedure to be followed, however this is no longer relevaimice the installation of
these generators are no longer part of this proposal

TheWater Services Corporation stated thatthere isno objection, provided that the IPPC
permit covers annual renewal of the public sewer discharge permit, that all discharges to
sewer are permitted, and that any changes to discharge sources are reported to them.
Such requirements have been included in thegosed permit.

TheCivil Protection Department had no further comments after it was clarified by the
applicant that there were no proposed changes to tuerentfire safety measures.



The Environmental Health Directorate and the Planning Authority had no oljections
with the renewal and proposed variations.

The Environment & Water Authority encouraged the applicant to consider the
installation of a solar photovoltaic system on the available warehouse roof space.

No feedback was provided fite Malta Competition & Consumer Affairs Authority, and
the Occupational Health & Safety Authority.

2.7. Representations from Public

2.7.1. Public Consultation Dates®*&eptember to 28 September 2023
2.7.2. Responses Received: None

2.8. Discussion

Sterling Chemical Malta Ltd is a pharmaceaiti company that produces Active
Pharmaceutical Ingredients (ARI&)PIs with antineoplastic/ cytotoxic, aatiflammatory,
contraceptive properties, amongst others are also produced on Site549.77 requires that
installations carrying out activitiesdisted in section 4.5 of Schedule 1 to apply and obtain

an IPPC permit prior to operations. In the case of this facility, operations consist of the
“production of basic pharmaceuti cal products

The site has been covered by aRP@permit since 2015 with various renewals and variations
being approved throughout the years.

The application is in line with the Best Available Techniques specified in the BREF for
Manufacture of Organic Fine Chemicals and those specified in the BREF-dommon waste
water and waste gas treatment/management systems in the chemical sector.

The BREFor Common Waste Gas Management and Treatment Systems in the Chemical
Sectoris still under review by both the Authority and the applicaint line with Rgulation
15(4), theimplementation datefor these BAT conclusions is of four years from its publication
i.e. byend of 2026.To the extent possible, thproposedpermit for IP 0001/23 has been
drafted to incorporatehe requirements otheseBATconclusims, however an improvement
programmefor its submission is being proposethould any further conditions based on this
assessment be required to be incorporated, the Directorate will include these either as part
of any variation applications (should thie bubmitted prior to the implementation deadline)

or amend the permit to include such requirements.

The Regulatory consultation was carried out betw@&# August and 30 September 2023
and no objections to the variation application were received

A sike visit was carried out offuesday 39 April 2024, where the sitewas found to be

compliant with permitconditions An additional emission point was noted to be associated

with the fire pumps’ room, for whi chont he ar
accordinglyand thus a good working order certificate is being required by the permit as an
Improvement program item and subsequently every five years

The amendments to the permit being recommended include:

1. The amendment of the permitted emission pt$ to air (to include the proposed
additional emission points this variation application);



2. The amendment to the emissions air monitoring programme to include monitoring
from the new emission points, and monitoring of parameters to reflect the current
APIs being produced at the facility;

3. Standardisation of certain conditions

4. Updating the Improvement Programme Items to include further assessment of the
BAT conclusionsspecified in BREF foa€ommon Waste Gas Management and
Treatment Systems in the Chemi&actor

5. Updating of site layout plans to include new emission points.

2.9. Financial Matters

Application Fee €7, Renewal+€ 1, pvaridtion= € 9(PadP O
Financial Guarantee |€22,000( pr evi ously €25, 350)
Annual Fee Annual fee amounhg to 5% of the original application fe

together with inspections fees &200 per inspection have beg
paid. The annudkee is calculated at 5% rather than 10% in v
that the installation is covered by a certified Environmg
Management System.




3. Recommendation:

The RegulatonpffairsDirectorate recommends the GRANTING of fRenewal and Variation
Permit for a perid of ten (10 years i.e. until 17" May 2034 subject to the following
conditions as post decision requirements:

(a) Submission of bank guarantee&#2,000

The proposed permit conditions include
(a) Standard conditions applicable to this sector

1 Priorto the production of any new Active Pharmaceutical Ingredient other than those
approved by the Authority, the Permit Holder shall notify the AuthoBtmonths prior
to the start of production and submit the followirdipcumentatiori:

a. An updated Waste Gas Inventory as per #hclusion No. 2 of WGC (2028)
include the additional emissions envisaged;

b. An_updated Emissions to Air Monitoring PrograeniMethod Statement, if
necessary;

c. Safety Data Sheets for the raw materials, intermediates and final product;

d. An emission diagram detailing the production process and associated mitigation
measures for the identified emissions; and

e. A mass flow calculatiomithe case of the use of solvents carrying the hazard
statements indicated in Conditior’s2.19and2.2.23

9 Prior to restarting the production of Active Pharmaceutical Ingredients already
approved by the Authority, the Permit Holder shall submit the foilayv
documentation:

a. An updated Waste Gas Inventory to include the additional emissions envisaged;
b. An updated Emissions to Air Monitoring Programme Method Statement, if
necessary.

9 Further to Conditionsl.6.1 and 1.6.2 emission monitoring is to be deternad
depending on theAPI production carried out at the Permitted Installation, and the
respective emissions, as outlined in the waste gas inventory. When a change in API
production leads to additional emissions not listed in Tab®&4 the Permit Holders
to apply for a Variation not later tha@months prior to the start of production.

1 Emission monitoring is to be carried out using the standards indicatégppnoved
Document IP 0001/23/DOC2. At least 3 readings shall be obtained during each
measurementexercise. The Authority may request further additional tests should this
be necessary.

g pulated in ‘Commission | mpl eme nwastengas niaeageimsrd teeatmeqt Bydtgms e 2 / 242 7
chemicalset or ' .



(b) Site-specific condition

1 The Permit Holder shall carry out continuous monitoring of emissions to air for the
emission points EM1 and EM1-BAonly if the stacks to wth abatement equipment is
connected, emit a mass flow equal to or greater than ZKy of total organic carbon.
Should emissions be less than 2 kg C/hr of total organic carbon, the Permit Holder shall
carry out periodic measurements as listed in Table 2.2.4.

(c) Improvement programme items:

Reference | Requirement Deadline

21 Submission oBest Available Techniques (BAT) compari¢ Within four (4)
under Directive 2010/75/EU of the European Parliament | months from
the Council on industrial emissions, for common waste | the granting of
management & treatment systems in the chemical secto| the permit.
accordance with Condition.1.4

22 Good working order certificate for diesel fire pump (EM{| Within four (4)
in accordance with Condition 2.2.16. months from
the granting of
the permit.

This report to the ERA Board has been preparediewed and endorsed by:

Case Officer: Reviewed & endorsed by:
Signature: Signature:
Date: 9" May 2024 Date: 9" May 2024
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Annex |- SitePlan
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Sterling IPPC Micronisation Variation
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Map by
Client: Sterling Chemical Ltd
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Basemap is for indicative purposes only, and shall not be used for direct interpretation.
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Annex |- Emission Points
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