Zoetis Belgium S.A. (Irish Branch)

=)
Copse House
Laragh Road
Rathdrum

Co. Wicklow

A67 X704

10t July, 2018

Ms Maeve Rochford

EPA Office of Environmental Enforcement
South East Region,

Environmental Protection Agency Headquarters
PO Box 3000

Johnstown Castle Estate

Wexford.

Ref: PO015-5

Ref: Approval request for new process.

Dear Ms Rochford,

In accordance with Condition 1.4 of the Integrated Pollution Control Licence Register number
P0015-5, Zoetis, request prior written agreement of the agency to produce a new Product .

Project Name: Code MPT

Manufacturing to begin in Q4 2018, expected to produce approximately 1000 kg of product.
Further production campaigns, yet to be confirmed, are also envisaged in following years.

The company will ensure that the operations shall be carried out in a manner that all emissions
shall conform to all emission limit values and conditions of the IPPC license shall be complied
with.

We would appreciate the Agency’s urgent attention as there is a commitment to manufacture
this by October / November to satisfy customer requirements.

Should you require any additional information, please do not hesitate to contact me.
All relevant details shall be retained on file.

A response from the Agency to this request would be greatly appreciated.

Yours sincerely,

Dora Fordeé

EHS lead
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EPA Approval Request for “Mpt ”project

10t July 2018
Introduction

Zoetis Belgium,S.A. Ireland branch, is planning to produce and to supply a material to be used in
Veterinary production as follows:

Project Code: Mpt

This product will be manufactured on site. This production run is expected to produce
approximately 1000kg of product (is this based on annual volumes expected). The Mpt APl will be
packed off in sealed double-lined polythene bags. Further production is anticipated in the future.
This product will be made in Production buildings P5 and P6.

Class of the Activity

Class 5.16: The use of a chemical or biological process for the production of basic pharmaceutical
products.

Class 11.1: The recovery or disposal of waste in a facility, within the meaning of the Act of 1996,
which facility is connected or associated with another activity specified in this Schedule in respect of
which a license or revised license under Part 1V is in force or in respect of which a license under the
said part is or will be required.

Description of the Activity

The product will be produced in a combination of the production building areas and the process is
similar to Legacy chemical processes at the Zoetis Belgium S.A. facility (Irish branch under License
P0015-5).

Pre- existing Utilities will be utilised. The services required to support production are a combination
of existing services. The existing services are listed below:

Electricity

Nitrogen

Process water

Air and instrument air

Cooling water

Chilled water

Vacuum

Process vent header to Liquid Vapor Incinerator (LVI)
Wastewater treatment plant

Low pressure Steam

e ¢ ¢ o o ©& @ 6 ©

There no new services required for the production of this product.
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In Hydrogenation Mode the hydrogenator vent piping is configured such that a blind flange is
installed at the tee connection point to the LVI and vacuum pump line and the hydrogenation vessel
is connected by swing elbow to the fast and slow vent line which are then routed to atmosphere via
the disengagement tank (TAB602). Proximity switches ensure that the swing elbow is installed
correctly and without this set-up, hydrogen cannot flow.

The Non-Hydrogenation Mode provides for process operations (other than hydrogenation) and
provides for cleaning. This mode does not allow for the delivery of gasses under pressure to the
hydrogenator. In this mode the vent piping is configured so that the hydrogenation vessel is
connected to the vacuum pump line and to the LVI via the inert header.

During inertion of the hydrogenator vent lines the disengagement tank (TA602) vent valve
YCV600707 is opened by the control system.

During purging of the hydrogenator the disengagement tank (TA602) vent valve YCV600707 is
closed initially but then operated automatically during the control function.

The equipment to be used is connected into the vent header.

(a) RS-503 is clean, empty and under a nitrogen blanket. RS-503 is venting to atmosphere via vent
regulator PCV-00388 (to maintain the nitrogen blanket) and scrubber SC-1301.

(b) FT-503 is clean, empty and venting to atmosphere via scrubber SC-1301 (regulator on vent-line,
is bypassed.

Mpt

An assessment of the calculations for the Mpt process was completed , we have calculated the
emissions from the reactor for each purge step, of the process

The quantity of isopropyl alcohol (IPA) released from the vessel per purge step. This is
summarised below.

Table 1: Potential IPA release in the
Mpt process.

Purges 1 — 3 (Nitrogen) A potential release of up to 0.60 kg of IPA
from the reactor across all three purge
steps.

Purges 4 — 6 (Hydrogen) A potential release of up to 7.77 kg of IPA

from the reactor for each purge step.

Purges 7 — 9 (Nitrogen) A potential release of up to 0.60 kg of IPA
from the reactor for each purge step.

It is notable that the mass emissions from the reactor are significantly higher for the hydrogen
purges than for the nitrogen purges. This can be explained by the high temperature of the reactor
vessel during these purge steps. The increased temperature in the vessel increases the vapour
pressure of the IPA, thus increasing the quantity of solvent in the headspace.

The effects of the condenser were also examined to see how much it would reduce the atmospheric
emissions. Using the same approach as for previous assessments, the cooling effect that the
condenser would have on the emission was calculated and, from this, calculated the % of IPA that
would be condensed.
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PTS 511 | Powder transfer system Hastelloy C-22 N/A
(RS503)

Note: SS= stainless steel GLCS= Glass lined carbon steel
GMP All items meet GMP standard.

Explosion protection All motors are of E Ex dIIA + IIB standard and Hydrogenator |IC
standard.

All reactors can be linked by flexible pipes to inlets and outlets within the plant.

Bund Register

No change
Raw Materials and Product.

Details are attached on the following pages

50f17



L1IOL

dV
Jo aInjoenUEe

S0

snopJezey
1ON

Ja1em uabolAd
MO| M1

N

jueld |esodsip aisem panoidde ue o} JSUIBJuod /SJUSjuod Jo 2s0dsiq 1L0sd
‘|000 daay| ‘aoeid paje|USA-||aM B Ul 3101 §€Zd + £0vd

‘uoioUIXa

10} Weoy

JUE)}SISal-|oyodJe Jo [eojways Ap ‘pues AIp 9s() 21l Jo 8sed U] 8/€d + 0.¢d
‘asnaJ a40joq Ysem pue Buiyjoo pejeuilueiuod Jo axel Z9¢d

"UoljUSJIe /OJIAPE [EDIPSW 18D 1SIND00 UoRELL UYS §] €1€d + 28ed

-JOMOYS /Ia)em LM upys asury Buiyiop

pajBUIWEIUOD

I1e AjejeIpauiwl Jo axel /aroway (Uey J0) NS NO dI €5€d + 19¢€d + €0€d
‘uonosyoid aoe} juonosiord ok /sanolb aaoalold Jeap 082d

‘Buypuey Jeye Aybnoloys unts Usem ¥92d

-abseyosip oijes jsuiebe sainsesw Aeuonnesald exel ¢¥ed

"s|00} Bupyeds-uou Ajuo asn gzd

‘Juswdinba /Bunyb /Bunejuan /jeouios)e Jooid-uoisojdxe asn LyZd
‘Juawdinba BuiAigo8) pue JaULeluod puog/puncis 0yed

‘pasolo Ajybl Jauleuod desy €c2d

‘Buijos ON "S30EUNS joy/sawey uadossyiedsesy woly keme dady 0lgd

uopel

upyjs sesned §LeEH
“Jnodea pue pinbi|
ajqewweiy AlybiH GzzH

IdV
10 ainpoeNUe

LClL

pinbij
o|qewuwe| 4

¥-70-¥€9

391N

WY

-Jue|d [esodsip a)sem panoidde ue 0} JOUIBJUOD /SJUSU0D JO 9sodsi( 10Gd
"dn pa3o0| 210}3 507d

'|ooo daay| aoe(d pajejjusA-j|am B Ul 810}S GE2d + £0vd

-pasoo Apyby Jautejuoo doay) -aoeld paje|lusA-||am B Ul 8I0IS ££2d + S0vd
"ysinbuixs 0} Weoy

JUB)SISOI-|OLOD|. 10 [EDIWaYD AIp ‘pues Ap as[ :aly Jo 8sed U] g/¢d + 0.€d
‘gsnal alojoq ysem pue Guiyloo pejeuilleuod Yo axel z9ed

"UOIUS)HE [0IAPE |EDIPAW 199 (SINDD0 UORBJLI UDYS §| €L.Ed + 2€ed
"Buiwon sonpul LON oQ Le€d

"UOIJUSHE /3DIAPE |EDIPALW }89) (pAUIoU0D Jo pasodxe 4] ¢Led + 80¢d
‘(l2mun 99} NOA 41 10300 AT INTD NOSIOd E IleD “Buyiealq

10} 3|qEHOJWO0D

daoy pue Jie ysayj 0} uosiad arowsy :ITVHNI dI 2Led + 0ved + v0ed
"JSMOYS/ISJBM UIM UDS asuly

‘Buiyioo pajeuiweIu0D

Iie AjareipaLuw Yo oxe | :(iey Jo) NIMS NO dI €6€d + 19¢ed + €0ed
*10100p/43LN3D NOSIOJ E |82 Alsleipaluw] :aImOTIVMS

41 0L€d + LOEd UORUBHE [EJPSW JO9) (paUISDU0D J0 Pasodxe d| €L€d + 80€d
“flemun (98} noA 41 10300p YT LNTID NOSIOd E [leD ‘Bulyiealq

104 9|BHOJWOD

daay pue Jie ysay o} uosiad sarowsy :3TVHNI I 2LEd + 0¥Ed + ¥0Ed
"JOMOYS/ISIBM UYIM UDS asuly

‘Buiyiopo pajeulwejuod

18 Aj2jeipawi o axe L :(l1ey Jo) NIMS NO dI €6€d + L9€d + £0€d
*10100p/43 LNID NOSIOd € l1e2 Ajgjelpawiw] :q3MOTIVMS 41 01€d + LOEd
‘uonosjoid

a0y Juonoalold ake /Buiyio|o aalosjold /sanolb aaloslold Jeapp 082d
'JUSUUOIIAUS 8y} 0} 9SEd|al PIOAY €£/2d

‘BaJE PIJE[IUSA-||oM B Ul JO SI00pIno AfUo 8s L/2d

‘Buyjpuey Jaye AjyBnoiou) uiis Ysem ¥9zd

‘Reuds ysinoden fasiw /seb jewiny Asnp ayjeald Jou og 092d

-abieyosip oiels jsujebe sainseaw Aeuonneosasd axel £vzd

"ay)| oenbe o} oixo1 LOyH
‘ainsodxs

pajeadal Jo pabuojosd
yBnouy: sueblio o}
obewep ssned Aey €/EH
"Pllyo uloqun

ay1 Jo Ayiuey Buibewep
40 pajoadsng L9gH
'S59U1ZZIP JO SSBUISMOIP
asned Aepy 9SEH

$1)30Z




L1306

JUBLLIUOIIAUS 3y} O} 8Sedjal PIOAY £/2d
‘Buiipuey Jaye A|ybnoioyy unis Ysem v9zd
"JSIW JO 1SNP dyjealq jou oQ 09Zd
-19u1Bu09 jeuiBuo ul Ajuo desy vEZd

‘obewep aka pue suing
UD|S 219A3s sasneD ¥LEH
‘sjejow

0] aAIS0L02 29 Ael\ 062H

asn Jo almeN

0610

9AIS0LI0D

Z-¢L-0lel

(%06)

HOEN
=]

“ue|d |esodsip 9)Sem panoidde Ue 0} JoUIEJuOD /SIUa3U0D jo asodsiq L0Sd
"dn pax00| 21015 G0¥d

"|002 daay| aoe|d paje|uaA-|lam e Ul 81013 GeZd + £0vd

"paso|o AlyBi} Jaulejuoo doay| ‘aoe|d paje|iuaA-||am e Ul 3I0}S £eZd + £0vd
‘ysinBunxa

0} Weoj

JuBSISBI-|Oyo9|e 10 [eojWwayd AIp ‘pues Ap asn :ali Jo 9sed U] 8/ed + 0.€d
‘UOIJUSNE /@DIADE [BDIpaW 199 :sisisiad uonell ake Jj gled + /£€d
-Bulsul enunuo) "op o} Asea pue jussald Jl ‘sesug)| JoBluod

a0y "sajnuIW

|B49A3S Jo) Jajem ypm Ajsnofjnes asuly :S3A NI di 8e€d + 1G€d + S0€d
“jlemun |93} noA 1 10Jo0p/4TINTO NOSIOd € IieD Buiyiealq

10} 9|qEHOJUOD

dasy pue Jle ysayy 0} uosiad aroway :GITVHNI I Zhed + 0ved + #0ed
"JOMOUS/IBIBM YIM UDS asuly

‘Buiyloo pateuIweIuod

le AjereIpawiwl 4o axe] :(Jtey 10) NIMS NO I €6€d + 19€d + €0Ed
‘uonosjold aoey suoioalold aka /sanolf aanosjold Jespa 082d

"BOJB PAJE|USA-]|om B U] Jo sioopino Aluo 8sn 12Z2d

‘Bunpuey Jaye Ajybnoloyy ujs ysepn ¥9zd

Aeuds ssinoden psiw jseb jawny Asnp Buiyiealq ploAy 1.92d

‘abieyosip oness Jsuiebe sainsesw Aeuonnessid exel ¢vzd

'5100} Buyjieds-uou Aluo asn zyed

uswdinba /Bunybi| /Buineliuaa /jeslos|e jooid-uoisojdxa asn Lzd
wswdinba BujAia0a) puk IBUIBJUOD PUOT/PUNOISD O0FZd

‘paso|o Aj3ubiy Jaujejuod desy £c2d

‘Buiyows oN “seaepuns jou/sawely uadoysyiedspesy woiy Aeme desy 012d

'$S9UIZZIP JO SSBUISMOIp
asneo Ael\ 9SEH
“uoneyll

afko snouos sesne) 6LEH
"1nodeA pue pinbi|
s|qewwey AlyBiH gzzH

Idv
0 ainjoeynuep

00§V

pinbry
s|qewwe(4

0-€9-29

vdli
N

suolje|nbal

[BUOIIBU PUEB [BD0] ||B YIIM S8OUBPIOIDE U JAUIBIUOD/SIUSIUOD J0 8s0dsIq - 10Sd
uoIjUS)IB/20IAPE [BOIPaLU 199 :sisisiad uopejll 9As Jl - £1¢d + LE€€d

Buisul anunuo ‘op o} Asea pue Juasaid JI 'SOsUS| JOBRJUCD

an0WaY “saNuIL

[BJOASS 10} J1BJEM YHM AlSnojned asuly :SIAT NI dI - 86€d + LGEd + G0Ed

yInow asury - 0€€d
jlomun

|92} NoA JI ueldisAyd/ioloop

10 34INID NOSIOd B 118D :Q3IMOTIVMS 4l - ¢led +10€d

uonoajoid

aoeyuonoajold aka/Buiyio aajoaloid/sanolb aajosiold Jespn - 082d
1onpoud sy} Buisn usym axows 1o Juup ‘1es jou oqd - 0.2d

Bunpuey Jaye Alybnoioyl spuey Ysepa - #92d

Buijows opN - "sadeuns joy/sawe)y uado/syiedspeay woiy Aeme daay - 012d

JIE Ul SUOI}BIJUSDUOD JSNP
a|qusnquiod wioy Aejy
sjoays Bujse| Buo| yum
ay)| onenbe o} o1xo - | L¥H
uopoeal ups olbisje

ue asneo Aepy - /LEH

IdvY
10 ainjoejnuepy

050

JUEL IX

¢INSd
NS

suolje|nbai

JeUOI}EU PUE [BDO] [|B YlIM SOUBPIODOE Ul JOUIBJUOS/SIUSUO0D Jo 8sodsiq - 10Sd
uonusS)e/a0IAPE [BoIpaW 189 sisisiad uonejl 949 §| - ¢L€d + LE€d

Buisul anuuos ‘op o} Ases pue jussaid JI ‘sesus] J0BjU0D

9A0WIRY "sajnuIW

Jelanes 10} Jajem yym Ajsnoned asuly :SJA3 NI 4l - 8€€d + LG€d + S0€d

s13902




L1JOTI

¥ 9jou 993 | 38| §I spunodwod
oluebio e UM LOWWOoD ”
ul ‘Jonpoud siy} ' uogiesopAH, e sy ON ON a|qeoidde JoN ajqeoydde JoN ON ON W jonpold
- - - 2 = E - NS
BpIX0IpAH wnipog
s|qe|iene
- - | Eelep ON ajlj-joyoo|e S9A [l SSEID vl N
a|qe|ieAe a|qe|iene
- - (o] eje o] o - ZINSY
ejep N 1ep N N NS
a|qe|iene a|qe|iene
- - | e o] ele o] [o] = 1-INSYH
Jep N jep N N e
a|gejiene a|geliene
- - | eep ON | ElEp ON ON - seb uaboipAH
i}s]
a|qe|ieAe
- - | ew o] - = = 9/Pd%S
1ep N /Pd% W
s|qe|iene
- - | elep ON ayl|-loyod|e SOA |1l SSEID |ouedoud -z .
a|ge|ieAe ajge|ieae
- - | eje 0 eje o o - Md1
jep N jep N N N
a|ge|ieae a|ge|ieae
M M| BlEP ON | Ejep ON ON Il sse|Q 391N .
s|qe|ieae
M M| E¥Rp ON oljeLLIoY SOA 11 sse|D auan|ol .
s|qejiene so - PIOE 2D
r r BJEp ON = A ) o NS
pinbi|
N S a|qejiene JoN | ssaunojoo 1es|D ON 11l SSED auo0)eY .
s | [ES] 262+ 111817 1351
033/89/08 033/¥9%/9. ¢lu/Br uogdiosaq ON/S2A
3Alj9811Q Jajempunols) aAloalIg Seoueisans shossbueq piousaiyl snoINopo glog (y9oueIsang apon
(taquinn Aiwed/dnoss Ayoads pue ot ) ‘L sse|n /lelsien 10 5N
1l pue | sisin N3 inopo ¥ vl ‘JoH

L Jo L ajgel - (1) 1'O algeL

a)s 8y} uo pajesauab 1o pasn “o3e ‘SJoNpPold ‘SajelpaLIRIU] ‘S[BLISIBIN MEY Pajejal SS800.d Jo siiejad (1Y) 1O s|qel

$1)o0z




L13O T

uonpesauabail Joy Jeiddns oy} 0} pauInial ag [IIM Yolym suonesado uolel Wolj pajos|jod 1sAje1en pausepn (U)

-sejeIpaWIS}Ul PUE 1onpold 1IN PUB ¥00}Spad) sseoxe Jonpold-Aq JUSA|OS JO SSOBJ} UIBJUOD |IIM SIYL "JSIEM dID wedsg (6)

'suonesado
uonebnyued wolj aseyd pinbi| Se pajos|[09 ‘PIoe JLJID SSSOXS PBAJOSSIP BujuIElU0D Jojem pue Jg | N ‘Su0}eo. Jo ainixiw aseyd 3jbuls v )]

‘punodwoo | BjnwLIo} S)elpauLIslul
19npoId POAIOSSIP SWIOS PUE 00ISPas) 8ZE€ ST -dD POAOSSIP SS90X8 SUlejuo) ‘suolesado uoiebnijuso woy aseyd pinbi| se pa}os)|09 ‘Vdl (d)

‘punodwon q| BjnwJo} sjeipawialul Jonpoid paAjossIp
SWIOS PUB /17 40 MIA Ylim saioads epydins-auciey :jonpoid-Aq panjossip Buluiejuod ‘uoijejuedap Ag psjosyjod ‘uoinios apixolpAy wnipos aniq (p)

“1onpo.d-Aq suszuag-Axo-[Ayiew ay} sulejuo) ‘suoijeiado uole||isip Wolj Sle||isip Se ps3o9||od ‘suenjo] (9)
‘suonesado uoie|IsIp Woly Sje||isip Se pajod||od ‘dInXiw 1sjem — vd| aseyd s|buis v (q)
‘uoney Aq pasmdes sxeo 1sAteles sy jo Buiysem sy Aq peonpoid ‘vd| PSAIOSSIP SWOS Buiuieiuoo eseyd Jayepp (e)

‘swieaJ)s aysem Buimo|jos ayy @onpoud sdajs Bunjoejnuew ay

‘sjusWwaJINbal 8SUDDI| Y)IM S0UBPIODE Ul AJ|10B) S)SEM snopiezeH paroidde ue o} pajodsuel) ale pue sjis uo pejeloush Apealje alom sa)sem asay |

‘uonejuainoop aeudoidde ay)
ajelauab |Im [ouuosiad Juswpedsp SHI pue uley) Alddng “jo-{|eod J1swo3snd 10 SJis Uo 8sn-al Buipuad yue) pajesipap e ul palo)s 8q AL JUDA|OS PRISACIDY

$anpisaJ uofjoeal pue swojod jlis JByio 806010
sjuan|os olueblo pajeusboleH UON 05020

$1390Z



zoetis

Emissions during a Malfunction.

Bursting disc rupture

Failure of the cooling medium to condensers

Failure of cooling medium to reactor.

Emissions during a conservation vent failure.

Any potential new malfunctions shall be identified as part of the HAZOP.

Emissions Monitoring

As all process vents are connected to the scrubber system emission monitoring of the proposed expansion
shall take place at LVI-and vent numbers 6001 and 6002. Any samples shall be taken and analysed as per
routine method.

Emissions to Surface Water

There are no additional emissions to surface water as a result of this process.

Emissions to Sewer

There are no emissions to sewer as a result of this process.

Emissions to Ground

There will be no additional emissions to ground as a result of this process.
Noise
There will be no additional noise sources added as part of this process.

Waste Management

Although a new process is being produced, the type of wastes generated will not vary from the waste historically
generated on site. There will therefore be no new requirements for the handling, storage, and disposal of
waste. There should not therefore, be any significant adverse environmental impact resulting from the disposal
of waste from this project. As the proposed new process will be run in existing equipment, there will not be an
increase in the amount of overall waste being produced.

Environmental Considerations

Where appropriate, Zoetis Belgium S.A. (Irish branch), has sought to use the most cost effective methods of
reducing its environmental impact.

The following waste minimization technologies as outlined in the relevant Guidance Note for the Chemical
Sector will be used.

a) Technologies for load minimization

| Optimisation of Condenser Efficiency.
Checks will be carried out before each distillation on major items of equipment to ensure air leakage is
kept to a minimum.

. Inventory Control
Where possible, only the amount of chemical used in the process will be ordered.
There are regular stock checks done on raw materials inventory
There is a computerised inventory listing
Quantities of raw materials used are specified on batch sheets to avoid overuse of materials.
Catalysts used will be recycled for re use
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Details of storage of all raw materials, products and wastes such as segregation, labelling, designation and
impervious surface;

Details of spill or emergency containment measures and structures such as bunds, high level alarms, absorbent
materials;

Details of fire detection and fire-water retention facilities in the event of emergencies or other measures to
contain fire-water;

Details of transport of material within the site, solid, liquid or sludge transported by pipe, vehicle or conveyor,
etc.,

Training
Process training will be carried out on- site and fully documented.

Cessation of Activity

The site’'s Decommissioning Management Programme (Closure, Restoration and Aftercare Management plan)
will not be affected as a result of this new process.

Site Management and Control
A copy of the following is available:

e Zoetis Corporation Environmental Protection, Health and Safety Policy.
e Organisational charts
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