
IPPC Multi-operator permit [IP 0002/05/E]

Medichem Manufacturing (Malta) Ltd.

Combino Pharma (Malta) Ltd.

Renewal and variation IP 0002/05/D

Environmental Permitting Unit

Environment and Resources Authority



Activities on Site

Medichem Manufacturing (Malta) Ltd Combino Pharm (Malta) Ltd

Production of basic pharmaceutical

products (Active Pharmaceutical

Ingredients – APIs)

IPPC permit is required under Section 4.5

in Schedule 1 of the IED Regulations:

“Installations carrying out an industrial

scale the production by chemical or

biological processing of pharmaceutical

products including intermediates”

Manufacture of pharmaceutical

products Production of basic

pharmaceutical products (Solid

dosage forms: tablets and

capsules).



The Installations

Medichem Manufacturing (Malta) Ltd Combino Pharm (Malta) Ltd



The Installation

Combino Pharm (Malta) Ltd. Medichem Manufacturing 

(Malta) Ltd.



The Proposal

• The removal of the QC lab from Medichem;

• The incorporation of operation of Combino Pharma

(Malta) Ltd (CPL)’s environmental permit with MML’s

IPPC permit in view that CPL will now be carrying out

directly associated activities as prescribed in IPPC

legislation;



Application (1)

Timeline of application for variation and renewal

July- November 2018 Discussion with Operator on amalgamation issue of

CPL and MML

August 2018 Draft MML submission of application

October 2018 Request for extension

January 2019 Extension Granted for 12 months

March 2019 Submission of application for a request for a renewal

and variation of the IPPC permit for CPL and MML

April 2020 Initiation of Statutory Consultation (SC)

April 2020 1st Review and SC review sent to applicant



Application (2)

Timeline of application for variation and renewal

May 2020 Replies from Review Received

June 2020 Request for extension of Permit

November 2020 Submission of consolidated IPPC application

November – December

2020

Public Consultation concluded on the 2 December

2020

December 2020 Receipt of feedback from Operators on the draft

permit



Site inspection 31/07/2020



Internal Consultation

Biodiversity 

and Water Unit
No comments

Ambient

Quality & 

Waste 

Combino Pharm (Malta) Ltd: a first noise monitoring study

is to be carried out to assess the noise levels emitted from

the site operations as an impact on the outside

environment and where relevant on the nearest sensitive

receptors, in accordance with the latest revision of BS

4142. Such a request has been reflect in the proposed

permit.

Requested a number to a number of clarification with

respect the designation of an EWC code which was
subsequently amended.

Environmental 

Assessment
No comments



Regulatory Consultation (1)

 Regulator for Energy and Water Services (REWS)

 Water Services Corporation (WSC)

 Occupational Health and Safety Authority (OHSA) 

 Environmental Health Directorate (EHD)

 Civil Protection Department (CPD)

 Malta Competition and Consumer Affairs Authority (MCCAA)

 Malta Resources Authority (MRA)

 Planning Authority (PA)

 Energy and Water Agency (EWA)



Regulatory Consultation (2)

Regulator for 

Energy and Water 

Services (REWS)

Requested clarification pertaining to fuel storage of both 

installations.  REWS has confirmed, that in Medichem 

Manufacturing (Malta) Ltd.’s case, it has applied for 

necessary REWS authorization.

Environmental 

Health 

Directorate 

The Environmental Health Directorate (EHD) provided 

generic comments with respect to nuisances and complaints.

Medichem Manufacturing (Malta) Ltd:- any water supply that 

was being used in the QC Laboratory that will not be need in 

the new office space is to be cut back to the main supply 

pipe for both hot and cold to prevent any deadlegs in the 

water system. This was confirmed by the operator to already 

have been carried out. 

Combino Pharm (Malta,) Ltd:- recommended the construction 

of the rainwater reservoir. It was noted by the Operator that 

rain water is not harvested and whilst the option has been 

reconsidered for its construction the infrastructure of the 

facility as built does not offer a feasible solution.



Regulatory Consultation (3)

Occupational 

Health and Safety 

Authority (OHSA)

Provided general requirements in relation to XXVII of 2000 and

relevant occupational health and safety regulations which are

to be adhered to by both installation. Conditions of such were

already included in Medichem Manufacturing (Malta) Ltd ‘s

permit (IP002/05/D) and are thus now being extended to apply

also to Combino Pharma (Malta) Ltd.

Requested a verification for a list of dangerous substances with

their classification under the Control of Major Accident Hazards

regulations, L.N. 179 / 2015. Following such submissions it

transpired that neither installation falls within the COMAH

threshold

Water Services 

Corporation (WSC)

Commented that both entities had their permit renewed on 14th

January 2020. The Discharge Permit Unit is to be notified in the

event that the operators intended to cease activities. No

objection to the proposed permit conditions.



Regulatory Consultation (3)

Malta Competition

and Consumer 

Affairs Authority 

(MCCAA)

Combino Pharm (Malta) Ltd:- No further comments

following a clarification on the importation of F-gases in

relation to the quota system as per Regulation 517/2014.

Civil Protection 
Department (CPD)

• numerous familiarization visits have taken place and are 

satisfied with the up keeping of the installations.

• Continuation of training to all the staff in basic 

firefighting and spillage control training to their staff 

alike was recommended. 

• The Operator noted that all employees are trained on 

basic fire fighting on an annual basis. 

• Spill response training is being provided to quality 

control personnel and will be provided to production 

personnel.



Feedback from Compliance and Enforcement Directorate

 With respect to Medichem Manufacturing (Malta) Ltd ‘s

application, CED queried whether any wastes were produced in

the conversion of this lab into offices (with particular attention

to contaminated equipment and chemical wastes) and how

these were disposed of.

 Following clarification from the Operator, CED had no further

comments on the replies to our queries from the first round of

consultation on this application. With respect to Combino

Pharm (Malta) Ltd.’s application a number of minor

clarification were requested and clarified in subsequent

submissions.



Feedback from Compliance and Enforcement Directorate

 AERs for 2016-2019 all submitted and for each year for

both MML and CPL. With respect MML for each year the

fugitive emissions were below the 5% of total solvent

consumed.

 Made a number of minor recommendations to the permit



Public Consultation

18th November till the 2nd December 2020

No feedback was received.



Summary of Operator(s) feedback

 Requested that HEPA Filter efficiency certification for exhaust filters is to be

submitted every two-years as opposed to an annual basis

 ERD recommends the annual requirement is to remain in the permit.

 Requested that since LPG is the main source of fuel for the boilers, consideration

needs to be made in the event that diesel is utilised as a back-up fuel in the cases of

damage to the supply of LPG. Did not agree with having a stricter ELV set for NOx

which is set for gas oil. To consider amendment, and to change the ELV back to 250

from 200.

 ERD recommends in view that both fuels can be used the strictest emission limit

values shall apply.



Summary of Operator(s) feedback

 On the notification procedure for the production of any new

Active Pharmaceutical Ingredient other than those approved by

the Authority, the Operator requested to have this condition

applied only to products which are introduced for

manufacturing on a large scale (around 5T) and on a

continuous production routine.

 ERD does not recommend any changes to the condition, in

view that the IED interpretation does not contemplate a

threshold for what is considered industrial production.



Summary of Operator(s) feedback
. 

 On the permit condition stating that bulk storage tanks for 
liquids and associated bunding and pipe work shall be visually 
inspected and documented at least twice a month, the Operator 
recommended a replacement to this condition that instead of 
visual inspections every two weeks it would be more adequate 
to perform ultrasonic tests on the bulk storage tanks every 10 
years. 

 ERD recommends that the documented visual checks shall
take place every three months and additional condition for 10
yearly ultrasonic tests shall also be included. In addition ERD
recommends that an a additional IP item is to be included
with the first ultrasonic testing to be carried out within the
first four years prior to renewal.



Permit Structure

This Permit consists of three main parts which have been structured so as to 

include: 

 The framework permit addressing the obligation of all operators and 

coordinating these obligations due to the nature of the facility as a multi-

operator installation (IP 0002/05/E). 

 Subsidiary permit 1 addressing the operation carried out by Medichem 

Manufacturing (Malta) Ltd. (IP 0002/05/Ei);

 Subsidiary permit 2 addressing the operations carried out by Combino Pharma 

(Malta) Ltd.(IP 0002/05/Eii);



Framework Permit : General Conditions

 Permitted activities

 Operational Changes

 Discharges to land

 Odour

 Noise and Vibration

 Storage

 Accident prevention 
and control

 Monitoring

 Closure and 
decommissioning

 Records, Reporting 
and notification



Specific Conditions Subsidiary Permit 1

 Site specific condition for Medichem Manufacturing (Malta) 
Ltd.:

 Emissions to air from two combustion plants (generator & 
boiler) on site are allowed. One combustion plant falls 
within the threshold for Medium Combustion plants.

 Various conditions prescribing the Best Available Techniques 
(BAT) for the activities of this facility.

 Prior to the production of any new Active Pharmaceutical 
Ingredients other than  those approved by the Authority, the 
Operator is notify the Authority 1 months prior to the start 
of production and submit the necessary documentation.

 An inventory of solvent usage shall be maintained on site.



Emission points for Medichem 

Manufacturing Malta Ltd
Emission point 

reference

Source Mitigation Measures

1 Production area Wet scrubber

2a Vent atmospheric tank The vent of each tank passes through a condenser

to minimise the emissions.
2b Vent atmospheric tank

2c Vent atmospheric tank

3 Boiler Stack height in accordance with regulations, 3 m

above roof level.

4a HVAC plant exhaust HEPA filters

4b HVAC exhaust from HPAPI isolator chambers All chambers have double HEPA filters system in

their exhaust.

5 Cooling Towers Biocide treatment

6 Generator N/A

7 Blowdown Tank The blowdown tank is in itself a mitigation measure

8 R&D Fumehoods vent G4 & carbon active F7 filters



Specific Conditions Subsidiary Permit 2

 Site specific conditions Combino Pharma (Malta) Ltd.:

 Emissions to air from two combustion plants (generator & boiler) on site 

are allowed. The combustion plants do not fall within the threshold for 

Medium Combustion plants.

 Wastewaters from Combino Pharm should result in any exceedance of 

the limits set in the Water Services Corporation Sewer Discharge Permit 

for Medichem

 Specific conditions in relation to the fluid bed drier emergency stack.

 In the event that the VOC solvent consumption threshold exceeds 50 

tonnes/year as per Activity 20 in Schedule II of S.L.549.79 the operator 

is to notify the Authority.



Emission points for Combino Pharma 

(Malta) Ltd.
Emission point 

reference

Source Mitigation Measures

PS1 Boiler N/A

PS2 Generator N/A

PS3a HVAC production process room HEPA Filters (H13 99.95% efficiency)

PS3b HVAC production room N/A

PS3c HVAC production room N/A

PS3d HVAC packaging room N/A

PS3e Fluid bed drier HEPA Filters (H13 99.95% efficiency)

PS3f Fluid bed drier emergency stack Polyester filter 

PS3g Coater
2-stage HEPA Filter (H14 99.995%

efficiency)

PS4 Fumehood vent N/A

PS5 Fumehood vent N/A

PS6 Fumehood vent N/A



Improvement Programme

In terms of improvement programme items:

• MML had one improvement programme which has 

been satisfactorily addressed

• CPL has no improvement programme items has part 

of EP0120/2020.



Improvement programme for  Medichem 

Manufacturing Malta Ltd.

 v

Ref Requirement Date

7 a) Identification of waste gas pollutants and implementation  of a 

waste gas stream inventory in line with the requirements of BAT 2 and 

BAT 16 of the CID 2016/902 [Establishing best available techniques 

(BAT) conclusions, under Directive 2010/75/EU for common waste 

water and waste gas treatment /management systems in the chemical 

sector 

b) Depending on the outcome of item (a), a revised monitoring 

proposal to reflect established best available techniques, as 

applicable

c) Depending on the outcome of item (b), submission of  monitoring 

results to reflect established best available techniques.

a) Within six 

months of the 

granting of the 

permit

b) Within nine 

months of approval 

of 7a)

c) Within twelve 

months of 7b)



Improvement programme for  Medichem 

Manufacturing Malta Ltd.

 v

Ref Requirement Date

8 Submission of a noise monitoring plan in line with Schedule 2 of 

IP002/05/E

Within three 

months of 

granting of the 

permit

Implementation of a noise monitoring exercise and submission of the 

report.

By end 2021

9 Submission of the monitoring proposal for a one-time air emission 

monitoring exercise from the fume hood exhaust vent (PS 8)

By 31 December 

2021

10 Ultrasonic testing of shell thickness on  tanks and pipework. By End July 2024



Ref Requirement Date

1 Submission of a noise monitoring method 

statement in line with Schedule 2 of the 

Framework permit

Implementation of a noise monitoring 

exercise and submission of the report.

Within three months from 

the granting of the permit

Within one year from the 

granting of the permit

2 Submission of an addendum to the land and 

groundwater risk assessment for the 

consideration of Combino Pharm Ltd. site.

Within one year from the 

granting of the permit

3 Submission of the monitoring proposal for a 

one-time air emission monitoring exercise 

from the fume hood exhaust vents (PS4-

PS6)

By 31 December 2021

Improvement programme for  Combino 

Pharma (Malta) Ltd.



Permit Fees
Application Fee:

 €7,500 for renewal application – PAID

 €1,500 for variation application – PAID

Outstanding Fees:

 For MML a total of €5,025

 - €400 in inspections fees carried out to date (rate of €200 per inspection),  
€4,500 in annual fees until 2021 (€700 per year) & MCP renewal (€ 125)

 For CPL a total of €1,700

 - €200 in inspections fees carried out to date (rate of €200 per inspection), 
€1,500 in annual fees until 2021 (€1,500 per year).



Permit Fees & Guarantee

Future Remittances:

 For MML €750  (ISO 14001 certified) in annual fees + 
variable sum depending on inspections carried out in 
the preceding year.

 For CPL €1,500 in annual fees + variable sum depending 
on inspections carried out in the preceding year.

Bank Guarantee: 

 For MML €15,025 (previously €14,900)

 For CPL €11,850 (no financial guarantee was in place)



Recommendation

 Based on 

 The submissions by the Operator(s);

 Recommendations by the Regulatory Consultees

The ERD recommends the GRANTING of this permit for a period of 4 years subject to:

 Submission of a bank guarantee of €15,025 by Medichem Manufacturing (Malta) Ltd. 

 Submission of an annual fee of €4,900 covering the period 2016 - 2021  (€750 per year) and 2 
inspections carried out to date (rated at €200 per inspection) by Medichem Manufacturing (Malta) 
Ltd.

 Submission of payment of € 125 for the renewal of a medium combustion plant as per S.L.549.122 
by Medichem Manufacturing (Malta) Ltd. 

 Submission of a bank guarantee of €11,850 by Combino Pharma (Malta) Ltd. 

 Submission of an annual fee of €1,700 covering the period 2021 €1,500 per year) and 1 inspection 
carried out to date (rated at €200 per inspection)by Combino Pharma (Malta) Ltd. 


