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Compliance Assessment Report CAR_NRWO0050936

Permit being assessed: SP3338LF.
For: Blaenwaun Pharmaceutical Plant, held by: Protherics UK Limited
At: Blaenwaun , Ffostrasol, LLANDYSUL, Dyfed, SA44 5JT.

Type of assessment: Report/Data Review,
Reason: Routine.
On: 31/12/2025.

Parts of permit assessed: 2025 Annual Monitoring Returns.

NRW Lead Officer: Daren Pike.
Report sent to: Elaine Davies, Senior EHS Manager, on 04/03/2026.

1. Summary of our findings (full details in section 4)

Part of permitted activity assessed Assessment Permit condition
(compliance criteria) result

IR4B - Installations - Information - Reporting | Assessed (A)

Result types are explained in more detail in the ‘Important Information’ section below.

Total non-compliances recorded Total non-compliance score

0 0

How we use the non-compliance score to calculate your annual fee is explained in the
‘Important Information’ section below.

2. What action is required?
No action required.

3. What will happen next?

Any non-compliance we have identified and recorded on this form is an offence. It can
result in criminal prosecution and/or suspension or revocation of your permit.

At this time, we do not intend to take any further action.

This statement does not stop us from taking additional enforcement action if further relevant
information comes to light or offences continue.
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4. Details of our assessment

Introduction

This Compliance Assessment Report (CAR) has been issued in response to the
submission of the 2024 annual monitoring returns by Protherics UK Ltd (the operator) for
activities at Blaenwaun, Ffostrasol, SA44 5JT under permit EPR-SP3338LF.

The Operator is not subject to parameters for the monitoring of site emissions as per the
below entry.

4. S4.2 Reporting of Monitoring Data

4.1. Air Emissions In accordance with S3.1 there are no parameters set for the monitoring
of air emissions and the site does not produce licensed air emissions.

4.2. Waste / Waste water In accordance with S3.1, there are no parameters for testing set
and permanent sampling access is not required.

4.3. Groundwater / Contaminated Land In accordance with S3.1 & 3.2 of the permit, there
are no parameters set and permanent sampling access is not required.

4.4. Noise / Odour / Vibration In accordance with S3.3 & 3.4 of the permit, the site is not
required to monitor these emissions.

The annual report was received on 23 January 2026 which was within the permitted
timescale, and can be found below. This CAR was undertaken on 4 March 2026. However,
to ensure that the CCS score is attributed to the correct financial year (for billing) the date
on CARS is recorded as 31 December 2025.

Annual Report
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WAL-5P-13.022-F1 Verslon 01 Effsctive Dats ﬁ
Title Annua Reporing BTG

Protherics UK Ltd

2025 Annual Report

EPR/SP3338LF
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WAL-5P-13.022-Fi1 Werslon 01 Effactiva Date ﬁ
THis Annual Regoriing BTG
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WAL-5P-19.022-FI11 Varslon 01 Effsctive Date ﬁ
Title Annual Reporing BTG

2. Intreduction

The purpose of this repart i o provide submission af the performanca af Protherics UK Lid environmental
activities for the year 2025 {Calendar], in Ine with the obigations putined in Pemmit Mumbsr
EPRISGPI33ELF.

3. Facility Information Summary

Pemit Mumbsar: EPRIGPIISELF.

Hame of Slte: Pratherics LK Lid

Site Location: Blaenwaun, Flostrasnd, Liandysul, Ceredigion, SAS4 5JT
Crass of Acthity: 4.5 Alfa)

Hational Grid Referance: ZNI6E6T3 46375

The Prothenics slte 5 responsile Tor he production of poéysional antibody products and the manufacture of
matefals for clinical development  There have been no changes to the physlcal Infrastnecture of the slke
since the last reporting period.

4. 542 Reporting of Monitoring Data

4 1. Air Emissions

In accardance with 53,1 there are np paramsters sl for the moniionng of aF emizssions and the sie doas
nol produce Bcensed air emissions.

42, Waste | Wastewater

In accortance with 53.1, there are no parametens Tor testing =2t and permanant sampling accass ls not
requirad.

4 3 Groundwater { Contaminated Land

In accordance with 53.1 & 3.2 of the permit, there are ND parameisss 5&1 and permaneni samplng access
I6 not reguired

44  Moise | Odour | Vibration

In aceordance wih 53.3 & 2.4 of the perni, the sie s not reguired i monltor these emisslons, and thare
were no related complaints from odfsite recetved in 2025,

Cwnens): Elaine Diavies , Rober! Evans
This document Is confidential and must not be reproduced wihout parmission of BTG Page 3 of 11
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Title  Annual Reporing BTG

5. Waste

Total waste decreased by 20.31% maknly due to decreased hazardous Wasie putoul. Hazamous wase
decreased by 21.11% due to decreased volume of hazardous wasts disposal a5 overordersd explred stock
had been disposed of wihin 2024

In adsEtion, the comparsons betwesen 2024 and 225 shows decreased volumes oy 23.22% of Trade
Effiuent prodwciion. Continued work has been compleied with regards 1o Toous on excess use of waler for
Injaction (WFI) and puriled water {(PFW) In order to reduce the amowni thal the site usas during the
manufacturing process.

5.1. Waste Data Table - Previous Year

i
[ Total Wasls Produced {kg) 134 345
[Tl Wasie recowared [kQ) s ]
Racovery pancantane (i 41.56%
Total Haramous Wasts 62364
Total Liguid Trade EfMuant Produced B.573.513
52 Waste Data Table — Current Year
St Yiesar 2025 Parcentage changs from
prEvious year
Tiotal Wasts Producad (k) 107 054 20.31% diecreasa from
| Tiotal Wasie retrwared (KO) ToaLG 43.13% Increase from
prEvinUs year
Recovery parcentans (kO 5% 33.£4% Incraase from
previous year
Totai Hazamdous Wasits (kg 40 509 21.11% decrezse from
Tiotal Liguid Trade EMuant 582 134 23.22% decreassa from
Producad (L) PrEvious year
Crymienisl Elaine Dawies , Rober Evans
This documernt is confidemial and mist not be reprduced without permission of BTG Page d of 11
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WAL-5P-13.022-FI" Verslon 01 Effactive Date ﬁ
Tile Annual Regoriing ETS
R
5.3 Graph of Waste Comparison
2023 - 2025 Waste Comparison
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Cwmens); Elaine Davies , Robert Evans
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WAL-5P-13.022-FI1 Werslon 01 Effactive Dafe ﬁ
THis Annual Reporiing BETS
e —

b4 Graph of Effluent Chart
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Owner(s): Elaine Davies , Robert Evans
This document i confidential and must not be reproduced without permission of BTG Page & of 11
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WAL-5P-13.022-Fi1 Warslon 01 Effactive Dale
Tile Annual Reporting BTG
R S
6. 542 Annual Production ! Treatment
Anmual producBon output of dnag substancs (K TE2 11 Eg
for 2024
Annual prod@ucion ouTtput of drug subsiancs (Kg) | 61256 Fg
for 2025
| Parcentage change from previous yaar 15,17 5% lower Ban previous year
Comments The producson DUt for e 2025 reporing peniod
decreased oy 10955 Kig This was mn}'%m
nonTial SUpDiyidemand requirsments from fonecssied
units
Cremien(s). Elaine Daviies , Robent Evans
This documant is confidiemial and must not be Feproduced without pemmission of BTG PagaTof 11
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WAL-SP-13.022-Fi

Werslon 01

This Annual Reporiing

7. 543 & 4.4 Performance Parameters
Fobowing review of the previows 12 months, a review of the Eleciric usage was undariaken as this nas
Increased slightly within 2025, Increase In eleciricity consumption can be aitributed to reduced wEage of tha
backup generator, Gas ol consumpdtion shows a decrease In comefation.

Effectiva Dats ﬁ

BTG

7.1.  Uilities Data Table — Previous Year

Previous Year 2024 Parcantape changs from
previous year
e T S LA 21.85% Lower than 2023
Tpecic Wael COnsumphom 16.27 meikg O i e
e iy, 11.44% ower than 2023
Specitc Enerngy Consumption 2,504 .41 KWh/ Kg DS 24.75% higer han 2023
Gas O Usage 94,771 Lirs b i
| e s LA COnGUTIERi 13124 Lirs'vg 0% R
HVO CH Lisage 302,097 Lire e
Spacitc HVD consumption 41574 Liss'Kg DS A
LPG usage " 8 L
TPeCiE LG CONGUTEEON T A
" HWO system Implemented o replace primary gas oll sysiem In 2024,
7.2, Uiilities Data Table — Current Year
S Perceniags changs from
pEVIoUS year
watsr Lsage 1,716.1 M 11.20% Lower than 2024
SpeCic Wael CONSUmphon 1513 ek 05 3.70% Higher han 2024
Efeciricity Lisage 1,940,215 KW 3.56% Higher than 2024
Specic Enangy COnsumpion 3.167.20 00N Eg 05 ZZ08% Hgher han 2024
Gas Ol leagE 86,675 LI J555% Lower than 2024
T T e 108 54 (rsvg 05 T7T5% [ower than 2028 |
[ HWCE O eage 276,562 LG T LDwel dan aaad |
[ Tnesc HVID consamobon 257 06 Lis/kg DS EE0% Higher han 4. |
7% usage HIT R
Specic LPG CoNsUITEEon T Ty

2017

Cramer{sl. Elaine Diawtes , RoDer Evane
This document |s confidential and must not be reproduced without permission of BTG

" LPG & no longer used on the Protherics / BTG Wales site. This was remowed from use In Sepiamber
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8. Energy Usage
Parmit Numbar EPR/GPI3ZELF
Opsrator: Prothencs UK Lid

Instaliation: Phamacewtical Plant, Slaemyvaun

B.1. Reporting of Energy Usage for the year 20235

Enargy Sourca Guaniity Specific Usags
LPG i ) HiA
Elecincity 1,940,216 KW 3,167.39 KM / K DS
Gas OF (white diesel) E5.675 Lirs 108.84 LasKg DS
Hvo Oil 273,552 Lire 447.06 Lirs'®g DS

8.2,  Energy Usage Conclusion

LPG s no langer wiilsed on site and the storage tank has been removed.

The glecirical energy usage on sie shows 3 decrease In comparison o 2024 and the gas ol wsage shows a decraase In companson 1o 2024, The decraase In
elecincal usage may be atiributable to the decrease of production output by 152 %, and the solar panels which were filed In August 2022, and further

aoditions of Thorkex Eghting WCISE slte.
Ehactonially shgred by Lk

vl epis Pl
1 i
Sl - Ebact BT 13-Jan-20218
o Date ...

Owmens): Elaine Dawies , Robent Evans
This document |5 confidertial and must not be reproduced without permission of BTG Page 10of 11
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Tiie Annual Reporting BTG

10. Production — Drug Substance
Parmit Humber: EPRIGP3336LF
Operator: Prothercs UK Lid

Installation: Pharmaceutical Plant, Blasnwaun, Frostrassd, Liandysul, Ceredigion, SA44 5JT

CAR_NRWO0050936

10.1. Reporting of other performance indicators for the Period 2025

Paramaier Units
Froduchion of Sefum (Drug SUbSIance) G1256 KO

10.2. Other Indicator Performance

Durng the 2025 producton perod, there was 3 gecrease of 15.2 % in the manufachwing produciivity in companson to 2024. This was mainty due to narmal
supplytdemand reguiremeants from forecasied unks

bt icaly tgresd S Lok
Hite St A

Erabc i Jid Ehooba 13 GHT

Y N O L S : Dt S e

Oemen|sl Blaine Dawies , Robent Evans
This document Is confidemilal and must nof be reproduced without pammisslon of BTG Page 1ol 11
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Daren Pike
Senior Industry Regulator

daren.pike@cyfoethnaturiolcymru.gov.uk

END OF REPORT

If you have any queries about this report, or to discuss completion of any actions, please
contact the NRW Officer named above.
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Important information

Legal status of this report

Your permit is issued to you under the Environmental Permitting Regulations. You have a
responsibility to comply with the conditions of your permit and prevent pollution/harm of the
environment. You must also ensure that you comply with any other relevant legislation that
may apply to your site’s operations.

This report explains the findings of our assessment and any action you are required to take.
We categorise non-compliance using our guidance for assessing non-compliance at
regulated sites.

When we find potential non-compliance/s we will normally give you advice on how to
maintain compliance.

To correct non-compliance, we may:
e require you to take specific actions
e issue a notice
e review the conditions of your permit.

Any advice and guidance we give will be without prejudice to any other enforcement
response that we consider may be required.

Assessment results and non-compliance categories (used in section 1):

Assessment result  Description

Assessed (A) Assessed or assessed in part, no evidence of non-compliance
found

Action only (X) Action required for the permit condition assessed to avoid non-
compliance. No non-compliance scored at this time

Ongoing (O) Ongoing non-compliance, not scored

Non-compliance Description Score

category

C1 Major Potential to have a major, serious, persistent and/or 60
extensive impact or effect on the environment, people
and/or property

C2 Significant Potential to have a significant impact or effect on the 31
environment, people and/or property

C3 Minor Potential to have a minor or minimal impact or effecton | 4
the environment, people and/or property

C4 No environmental = Non-compliance at a regulated site that cannot 0.1

impact foreseeably have any impact on the environment,

people and/or property

www.naturalresourceswales.gov.uk Page 13 of 16
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How we use assessment scores

The number and severity of non-compliances recorded in a year will affect your annual
subsistence fee the following year. A non-compliance factor is added to your site’s Operator
Performance Risk Appraisal (OPRA) score when we calculate your fee to reflect the
additional resource we use to assess permit compliance.

If your assessment result in Section 1 is suspended, what does this mean?

In line with our guidance, we may suspend scores for up to six months to allow time for
remedial action to be taken. Suspended scores will be re-instated if the action is not
completed.

Full list of Industry compliance criteria (used in section 1 and 2):

1. Management

¢ |IR1A — General management
e IR1B - Finance (only applicable to Landfill)
e |R1C — Energy efficiency
e [IR1D - Efficient use of raw materials
¢ |IR1E - Avoidance, recovery and disposal of wastes produced by the activities
¢ |R1F - Multiple operator installations
2. Operations
o |R2A - Permitted activities
e |IR2B - The site
e |R2C — Operating techniques
¢ [R2D - Technical requirements
¢ |IR2E - Improvement programme
e |IR2F — Pre-operational conditions
e IR2G - Landfill engineering (only applicable to Landfill)
e |IR2H — Waste acceptance (only applicable to Landfill)
e |IR2I - Leachate levels (only applicable to Landfill)
e |R2J - Closure and aftercare (only applicable to Landfill)

e |R2K - Landfill gas management (only applicable to Landfill)
3. Emission and Monitoring
e IR3A(1) — Emissions to water
IR3A(2) — Emissions to air
IR3A(3) — Emissions to land
IR3B — Emissions of substances not controlled by emission limits
IR3C — Odour
IR3D — Noise and vibration
IR3E — Monitoring
IR3F — Pests
IR3G — Air quality management plans
IR3H — Monitoring for the purposes of the Industrial Emissions Directive (this
heading includes Large Combustion Plants)
e IR3I - Fire
4. Information
e |R4A — Records
e |IR4B - Reporting
e |R4C — Notification
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Enforcement response

Any non-compliance with a permit condition is an offence and we may take legal action
against you. Action we take can include prosecution, serving a notice on you and/or
suspension or revocation of your permit. See our Enforcement and Sanctions Guidance for
further information.

Data protection notice

You should make sure that anyone named in this report knows that the information it
contains will be processed by Natural Resources Wales to fulfil its regulatory and
monitoring functions and to maintain the relevant public register(s).

We may also use and/or disclose the report in connection with:
e offering or providing you with our literature or services relating to environmental
matters
e consulting with the public, public bodies and other organisations (e.g. Health and
Safety Executive, local authorities) on environmental issues
carrying out statistical analysis, research and development on environmental issues
providing public register information to enquirers
investigating possible breaches of environmental law
assessing customer service satisfaction and improving our service
Freedom of Information Act or Environmental Information Regulations requests.

We may also pass it on to our agents or representatives to do these things on our behalf.

Disclosure of information — this report will be available to view on-line

If you think this report contains commercially confidential information that should not be
placed on our public register, you must contact your local Natural Resources Wales office
within fifteen working days of receiving this report, using the contact details in the
accompanying email or letter. You must give a full explanation of why it should not be
added to our public register, including specifying which information is commercially
confidential. We will assess your request and respond to you within twenty working days to
let you know if we agree to your request.

Disputing the Content of this Compliance Assessment Report Form

If you disagree with the content of this Compliance Assessment Report form, you should
submit your concerns, in writing, to the regulating officer who issued it within 15 working
days of its issue. This will be treated as a Stage 1 review.

If you are not satisfied with the outcome of the stage 1 review, you may request a Stage 2
appeal. This request must be submitted within 21 working days of receiving the response
from the stage 1 review.

Further details on our review and appeal process are available at: Natural Resources Wales
/ Appeal a regulatory decision from Natural Resources Wales

Concerns Not Related to the Content of this Compliance Assessment Report Form
If your concerns do not relate to the content of the Compliance Assessment Report form,
you should first attempt to resolve the issue with the regulating officer or their line manager.
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If the issue remains unresolved, please contact our Customer Contact Team:
e Telephone: 0300 065 3000 (Monday to Friday, 09:00-17:00)

o Email: enquiries@naturalresourceswales.gov.uk

They will provide details on how to escalate your concerns through our Complaints and
Commendations procedure.

If you are dissatisfied with our response, you may contact the Public Services
Ombudsman for Wales:
e Telephone: 0300 790 0203

o Email: ask@ombudsman.wales

Welsh Language Standards

We are committed to establishing Natural Resources Wales as a naturally bilingual
organisation. We will provide compliance reports in your preferred language.
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