Application to the relevant hazardous substances autherity {planning authority)

The Planning (Hazardous Substances) Act 1990 - Section 13
England - The Planning (Hazardous Substances) Regulations 2015 {Regulation 5)

Wales - The Planning (Hazardous Substances) {Wales) Regulations 2015 (Regulation 5)

Application for modification or removal of condition(s) attached to a hazardous substance consent

[application for Hazardous Substances Consent without a condition(s) subject to which a previous
consent was granted]

1 Applicant Dr Reddy’s Laboratories (EU) Limited
Address Steanard Lane, Mirfield,
Woest Yorkshire,
England
Post code WF14 8HZ
Telephone number | 01482389858
Person in control of | N/A
the land to which
the application
relates, if different
to above
Address
Post code N/A
Telephone number N/A
2

Address or other N/A
location details of
application site

Post code N/A
0S grid ref Easting: 421407, northing: 419461




3

Substances covered by the application

[consented substance(s) for which a variation in condition(s) is being applied for]

(a)

In the Table below, list named substances falling within Part 2 of Schedule 1 to the Regulations
first, then list any substances falling within the categories in Part 1 of that Schedule; finally list
substances falling within the description in Part 3.

Substances falling within Parts 1 or 3 of Schedule 1 to the Regulations may be listed under the
relevant category or description or named specifically. Where a substance falls within Part 1
and 2 list under Part 2 only; where a substance falls within more than one category in Part 1 list
under the category which has the lowest controlled quantity. Where a substance falling within
Part 1 or 2 also falls within Part 3 list under the Part which has the lowest controlled quantity.
The “controlled quantity” means the quantity specified for that substance in column 2 of Parts
1, 2 or 3 of Schedule 1 to the Regulations.

This submission is variation of the Hazardous Substance Consent 2000/52/91764/EO
(https://www.kirklees.gov.uk/beta/planning-applications/search-for-planning-
applications/filedownload.aspx?application number=2000/91764&file reference=895261). The
table below represents the establishments full inventory of hazardous materials including the
A15 expansion project. The Establishment’s full inventory has been provided to be complaint
with the more recent hazardous substance categorisation outlined within The Planning
(Hazardous Substances) Regulations 2015. Additional materials and quantities associated with
A15 project have been noted within the table.




Nome or relevant category | Part number in Schedule 1 Maximurn quantity Part of Area 15 project
or description of substance to the Regulations, and proposed to be present {in
entry number if Part tonnes)
2,category if Part 1, identity
if Part3
Part 2
Methanol A47 (Tank) 22, Methanol 29.2 No
Methanoil A15 {Tank) 22. Methanol 27.7 Yes
Methano! Filtrates A47 22, Methanol 29.2 No
{Tank)
Methanol Distillate A47 22. Methanol 29.2 No
{Tank}
Methanol {Drums) 22. Methanol 6.30 No
W069 LEQ Methanol 22 Methanol 15.8 Yes
cleaning solvent {IBC)
Hydrazine Hydrate 33. Carcinogen 0.634 Yes
Hydrogen Gas 15. Hydrogen 0.0183 No
Part
1,3-Dibromo-5,5- P8, E1* 0.0182 No
Dimethylhydantoin
3-Phenoxybenzyl E1l 1.754 No
Alcohol
Chioro Acetonitrile E2 0.0011 No
Cuprous Cyanide Hi, E1 0.0030 No
DCVC Acid Chloride 03, E1 0.579 No
40/60
Heptane (Drums) Ei, P5¢c 4.44 No
Heptane (Prums P5Sh, E1 0.137 No
connected to process)
Hexane (Drums} E2, P5c 1.75 No
Hexane (Drums P5h, E2 0.132 No
connected to the
process)
Hexane A47 (Tank) P5h, E2 5.28 No
lodine Crystals El 0.005 No
Lithium Tert Amoxide E1, 01, P5¢c 1.03 No
40% in Heptane
N-Butyllithium/Hexane P7,E2, 02 0.0484 No
Peracetic Acid H2, E1, P5¢c 0.0536 No
Permethrin E1l 16.6 No
Sodium Periodate P8, E1 0.0488 No
T-Butyllithium In P7,E2, 02 0.00%0 No
Pentane
Bromoacetaldehyde H2, P5¢ 0.0290 No
Diethylacetal
Carbon Monoxide P2, H2 0.0341 No
CH4071 Blue Zone Bulk H2 0.0010 No
Stage lll
Dicobalt Octacarbonyl H2 0.0017 No
LEQO7522A H2 0.390 No
Thionyt Chloride H2, O3 0.407 No
Trimethyl Chloro Silane H2, P5c, 01 0.357 No
(R)-Methyi P5c 0.0481 No

oxazaborolidine 1M in
toluene




2-Methyl P5c 0.162 No
Tetrahydrofuran

4-Methyl Morpholine P5c 0.0017 No
Acetic Acid, Glacial Psc 0.0333 No
(UCC)

Acetone (Drums) P5¢ 4.20 No
Acetone (Drums P5b 0.157 No
connected to process)

Acetone ALS (Tank) P5b 27.3 Yes
Acetonitrile {drums) P5c 21.1 Yes
Acetonitrile {drums P5b 0.16 Yes
connected to process)

Acetyl Acetone {drums} P5c 3.80 Yes
Acetyl Acetone (drums P5h 0.20 Yes
connected to process)

Borane DMS Complex 02, P5¢c 0.0129 NG
Diethyl Ether P5a 0.0309 No
Dimethylformamide P5¢c 0.165 No
{(DMF)

Diphenylphosphine 30% | P5c 0.0317 No
in 2-MeTHF

Ethanol- Absolute P5c 0.167 No
Ethyl Acetate (drums) P5c 5.42 Yes
Ethyl Acetate {drums P5b 0.18 Yes
connected to process}

Ethynylmagnesium P5¢ 0.0700 No
Chioride

Hexane {drums} P5¢c 1.75 No
Hexane {(drums P5h 0.132 No
connected to process)

Hexane tank A47 P5h 5.28 No
Isopropanol A15 {Tank} P5b 27.3 Yes
1sopropanol (drums} P5c 12.8 Yes
Isopropanol {process) P5b 0.16 Yes
isopropyl lodide P5c 0.0064 No
Low benzene P5c 5.27 No
Acetonitrile

Manganese Dioxide P8 0.0101 No
Tert-Butyl methyl ether P5c 10.9 Yes
{drums)

Tert-Butyl methyl ether | P5h 0.15 Yes
{drums connected to

process)

Mixed Sclvent Waste P5h 28.0 No
(Tank)

Potassium T-Butoxide, 02, P5c 0.0365 No
1.0M {in THF)

T-Butylethyl Ether P5c 0.148 No
T-Butyl magnesium P7,02 0.0028 No
Chloride

Tert amyi alcohol P5c 14.4 Yes
{drums}

Tert amy! alcohol {drums | P5Sb 0.16 Yes
connected to process)

Tetrahydrofuran (drums) | P5c 5.32 Yes




Tetrahydrofuran {drums | PSh 0.18 Yes
connected to process)

Thiophene P5c 0.0030 No
Toluene {drums) P5c 0.794 No
Toluene (drums P5h 0.172 No
connected to process)

Toluene A15 (Tank) P5b 30.1 Yes
Triethylamine Pharma P5c 0.0014 No
Grade

W022 LEQ142881a P5c 2.36 Yes
(SM3-a) IPA filtrate {IBC)

WO025 LEO10430a (SM3- | P5¢ 2.22 Yes
b} MTBE filtrates {IBC}

W026 LEO10430a (SM3- | PS¢ 2.69 Yes
b} THF filtrates (IBC)

WO030 LEO133860 P5c 2.60 Yes
Toluene filtrate {IBC)

W032 LE0124249d P5c 2.36 Yes
Acetonitrile filtrate {IBC)

2-Naphthalenesulfonyl o1 0.0259 No
chloride

Sodium Borohydride 01,02 0.0053 No
T-Butylmagnesium c2 0.0028 No
Chioride

*Where a substance falls into more than one category in Part 1 Section 1 of the regulations, the

substance is listed under the category which has the lowest controlled quantity, shown first and in
bold for clarity. The other categories to which the substance belongs are listed after the comma for

completeness.

4 Application for modification or removal of a condition(s) attached to a previous consent

(a} Describe any condition previously attached to the relevant consent which it is proposed should
no longer be attached to the consent, or which should only be attached in a modified form. In
the latter case, indicate the proposed modification—

covered by the application,
the “Very Toxic”
categorisation of materials

No. Condition previously attached Action {modification or removal) if modification, details of proposed
) modification
1 Applicant name: Mitchell Modification Change to: Dr Reddy’s
Cotts Chemicals Laboratories (EU) Limited.
2 Section 3 substances Remnoval




(b) Give the reasons why the condition(s) referred to in {a) should not be attached, or should oniy

be attached in a modified form—

No. Reason
1 The establishment on Steanard Lane to which 00/52/91764/EO was registered has since
changed ownership from Mitchell Cotts Chemicals to Dr Reddy’s Laboratories (EU)
Limited.
2

Control of Major Accident Hazards (COMAH) regulation was updated in 2015, therefore
the categorisation of materials has been updated.

{c) Describe any relevant changes in circumstances since the date of the relevant consent—

1. Change in establishment ownership.

2. Change in COMAH 2015 and The Planning (Hazardous Substances) Regulations 2015.




5 Additional Information

Give any additional information which you consider to be relevant to the determination of this
application—

Dr Reddy's EU Ltd {DRL) require a medification to the Hazardous Substance Consent to
manufacture commercial scale quantities of a novel Active Pharmaceutical ingredient for a
glebal pharmaceutical company. Dr Reddy's Mirfield site is the only site globally registered to
manufacture this material. It is the first treatment of its kind with a novel mode of action for
this medical condition so will serve a currently unmet medical need. Manufacture of this
material at Dr Reddy's Mirfield will bring significant revenue to the site and secure the sites
future. The site currently employs over 100 peopie many of which have technical gqualifications
in technical high value add jobs. The site is supported by many local suppliers and service
providers and has a positive impact on the local economy.

The additional materials stated within this application do not raise Dr Reddy’s Laboratories
beyond a Control of Major Accident Hazards Regulations (COMAH) lower tier establishment. As
such a Safety Report and COMAH regulation 10 update is not required.



Attach in relation to any relevant consent, a copy of the consent, claim or direction.

Attach a change of location plan if the application relates to a condition restricting the location of a
hazardous substance.

A “change of location plan” is a plan of the land to which the application relates, drawn to a scale of
not less than 1:2,500 which identifies the location of the hazardous substance at the date of the
application, and the proposed location requiring the application.

I/We hereby apply for hazardous substances consent in accordance with this application

Redacted

Signed ..

Redacted
on behalf of

(insert name of person in control of the land |f drfferent to appllcant)

Date 22/02/2025

To be accompanied by the notices and certificates required by regulations 6 and 7 of the Planning
(Hazardous Substances) Regulations 2015





