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ENVIRONMENTAL ASSESSMENT
NADA 131-675

Safe-Guard® (fenbendazole) Type A Medicated Article (Premix)
in Zoo and Wildlife Animals

Date: September 1993
Name of Applicant: Hoechst-Roussel Agri-Vet Company

Address: Route 202/206
P.O. Box 2500
Somerville, NJ 08876-1258

Description of the Proposed Action:
a. Purpose of Action

A supplemental filing to NADA 131-675 has been approved to expand the
use of fenbendazole Type A Medicated Article (Premix) as an oral
dewormer to a wide variety of Zoo and Wildlife animals. The dosage varies
from 7.5 to 9.0 mg fenbendazole per Kg body weight total dose given over
a three (3) day period.

The population treated will be confined in Zoos and Wildlife Sanctuaries.
The total number of animals in this population is small when compared to
the domestic population of horses, cattle and swine (species that are also
approved to receive fenbendazole as an oral dewormer). The total number
of mammals in United States Zoos is estimated to be 36,669. Of this total
40% (14,668) are estimated to be ruminants. (Information source -
International Species Information System, Apple Valley, MN 55124). It is
projected that 25% of this zoo and wildlife population will be treated with
fenbendazole.

b. Environment to be Affected by the Proposed Action
Approval of this NADA allows the production of fenbendazole bulk drug

- substance at the plant of Hoechst AG in Frankfurt, Germany, shipment to
the United States to the Type A Medicated Article manufacturing sites (Feed
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Specialties, Des Moines, lowa and Purina Mills, Inc., Bridgeton, Missouri).
The Type A Medicated Article (Premix) will be distributed within the United
States for use in zoo and wildlife animals. Therefore, the environments
affected by the proposed action are:

o] The environment adjacent to the plant in Frankfurt, Germany.
o) The environment adjacent to the premix manufacturing sites.
o] The Zoo and Wildlife facilities receiving residues of fenbendazole

contained in animal wastes.

The environmental impact of the proposed action is discussed below in the
format set forth in 21 CFR 25.31 a(b)(4)(i).

1. Discuss the probable impact of the proposed action on the
environment including primary and secondary consequences.

There is minimal to no impact on the environment in Frankfurt,
Germany resulting from the manufacturing process (see Attachment
1- titled: Fenbendazole Synthesis - Environmental Compliance). This
Attachment also includes a Material Safety Data Sheet (MSDS) on
fenbendazole.

The manufacturing process for the premix is controlled to arrive at
a full material balance and no pollutants are formed. See attached
Environmental Statements from Feed Specialties, Des Moines, lowa
and Purina Mills, Bridgeton, Missouri identified as Attachment ll. The
handling distribution and storage of the finished product (Type A
Medicated Article) will not cause environmental exposure because
the drug is marketed in closed containers.

The primary route of introduction “of fenbendazole into the
environment is through excretion by the target animals. The
environmental fate of this drug has been discussed in the original
NADA 131-675 approval (49 FR 3846, Jan. 31, 1984).

The company certifies the operations associated with the
manufacture of Fenbendazole comply with the applicable
environmental protection laws cited in the attached statements and
with all other recognized industry standards.
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Discuss the probable adverse environmental effects which cannot be
avoided.

None.

Evaluate the alternatives to the proposed action.

None

Describe the relationship between local short-term uses of the

environment with respect to the proposed action and the
maintenance and enhancement of long-term productivity.

There is no conceivable effect on the environment from either short-
term or long-term production.

Describe any irreversible and irretrievable commitment of resources
which would be involved in the proposed action should it be
implemented.

Substances which constitute Fenbendazole Type A Medicated Article
are taken from Natural resources which are either replaceable or are
derived from the most commonly existing substances and are
logically reviewed as insignificant.

Discuss the obijections raised by other agencies, organizations, or
individuals which are known to the applicant.

None

The estimated maximum yearly market volume is 570 kg of Type A

Medicated Article.

Overall the- projected use of FBZ in zoo animals for treatment on
endoparasites will have no adverse environmental effect at the points
of manufacture in Germany, the United States nor in the
circumscribed zoo environments where the product is used.
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Certification: The undersigned official certifies that the information presented is
true, accurate, and complete to the best of the knowledge of this firm
responsible for preparation of the environmental assessment.

Date: q/ { o/i?
Signature of Responsible OWWM /y |

Title: Robert J. Grant, Ph.D.
Group Manager, Nutritional Research

RJG:cri/234

9/93
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ATTACHMENT 1
FENBENDAZOLE SYNTHESIS - ENVIRONMENTAL COMPLIANCE

The purpose of this attachment is to provide a statement that Hoechst AG is

manufacturing the bulk drug compound in compliance with the Environmental Regulations
of Germany.

Included are:

Section A - English translation of

o Environmental statement
o Listing of various German laws/regulations applicable to this
submission.

Section B - English translation of
o] Statement from Hoechst AG (in English)
o} Statement from Hoechst AG (in German), as countersigned and
sealed by the city of Hesse.

Section C - Material (DIN) Safety Data Sheet (MSDS)

/
RJG:crl/233
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SECTION A

Statement from Hoechst AG that Production of Fenbendazole
is in Compliance
with the Environmental Regulations of Germany
[Regulations Included]

December 12, 1990

0068
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Re: [Fenbendazole |

Environmental Assessment

HOECHST AKTIENGESELLSCHAFT, as the producer of . Fenbendazole ¢
its factory:

HOECHST AKTIENGESELLSCHAFT

Hoechst Works

Briiningstrasse 50

Postfach 80 03 20

D-6230 Frankfurt am Main-H&chst 80

-Federal Republic of Germany

herewith certifies that .Fenbendazeole = js manufactured in the
above mentioned plant in <compliance with the existing
enviropmental control 1laws and regulations of the Federal
Republic of Germany.

Environmental protection in the Federal Republic of Germany is
subject to a number of laws and regulations which are strictly
enforced.

The most impoftant ones are listed below:

Searwine 30 13-

Dr. Bdt./CT CExn30s. 6831 Dec. 12,

19¢
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TO WHOM IT MAY CONCERN Dr. Bdt./CT Dec. 12, 1990 2
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- Emissicns__(Air_etc.):

"Gesetz zum Schutz vor schidlichen Umwelteinwirkungen durch
Luftverunreinigungen, Gerdusche, Erschiitterungen und &hniiche
Vorgdnge ("Bundesimmissionsschutzgesetz"),

(Federal Law for Protection of the Environment against the
Adverse Influences Caused by Contamination of the Air, by
Noise, Vibration, and Similar Events). '

March 15, 1974,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 721,
corrected 1193,

amended May 14, 1990/Federal Law Gazette ("Bundesgesetzblatt")
I, 880.

"Gesetz zum Schutze des Wasserhaushaltes"
("Wasserhaushaltsgesetz"),

(Federal Law for Protection of Water Resources).

October 16, 197s,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 3017,
amended March 28, 1980/Federal Law Gazétte ("Bundesgesetz-
blatt") I, 373. '

~ Solid Waste:

"Gesetz zur Vermeidung und Entsorgqung von Abfdllen”
("Abfallgesetz"), (Federal Law for Avoidance and Disposal of
Wasge).

August 27, 1986,

pﬁblished in Federal Law Gazette ("Bundesgesetzblatt') I, 1713.
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"Technische Anleitung zur Lagerung, chemisch-physikalischen und
biologischen Behandlung und Verbrennung von besonders ikerwa-
chungsbediirftigen Abf&dllen"

(Technical Directions for Storage, Treatment and Burning of
Waste) .

April 10, 1990,

published in Joint Ministerial Gazette ("Gemeinsames Ministe-
rialblatt") no. 11, 170.

- A - — A —— . - — . Y T n ——— — ——— " W - ———— A~ -

"Technische Anleitung zur Reinhaltung der Luft" ("TA Luft"),
(Technical Directions for Maintaining Clean Air).

published in Joint Ministerial Gazette ("Gemeinsames Minists-
rialblatt") 95; February 27, 1986,

amended in Joint Ministerial Gazette ("Gemeinsames Minista-
rialblatt"), 202; April 4, 198s6.

Technical Directions for Noise Protection:

- . - YD - G D L — T D —— W T D T T - —— Y T . - — - —

"Technische Anleitung zum Schutz gegen Ldrm" ("TA L&rm"),
(Technical Directions for. Protection Against Noise).

July 16, 1968,

published in Enclosure to Federal Register ("Beilage : iz
Bundesanzeiger") no. 137,

July 26, 1968.

Chemicals:

"Gesetz zum Schutz vor gefdhrlichen Stoffen"
("Chemikaliengesetz"),

(ngeral Law for Protection Against Dangerous Chemicals).
March 14, 1990,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 5c..
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"Gefahrstoffverordnung",

(Regulations for Dangerous Goods).

April 23, 1990,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 790.

- e am - — —— — - ——— W - — —— — — — — S - ————

"Druckbehdlterverordnung®,

(Regulations for p;essurized systems, e.qg. pressurized
containers etc.).

April 21, 1989,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 830.

"Zwdlfte Verordnung zur Durchfiilhrung des Bundesimmissions-
schutzgesetzes" ("Stodrfallverordnung"),

(12th Regulation for the Implementation of the Federal Law for
Protection of the Environment Against the Adverse Influences
Caused by Contamination of the Air, by Noise, Vibration, and
Similar Events).

May 19, 1988, . )

published in Federal Law Gazette ("Bundesgesetzblatt") I, 626.

- Requlations_for_Storage of Inflammable Liguids:

- v o - . —— — . i S —— - —- - - — = - ) > - - =

"Verordnung liber Anlagen zur Lagerung, Abfillung und
Befdrderung brennbarer Fliissigkeiten zu Lande",
(Regulations for Facilities for Storage, Filling, and
Transportation of Inflammable Liquids on Land).
February 27, 1980,

/
published in Federal Law Gazette ("Bundesgesetzblatt") I, 229,
amended May 3, 1982 in Federal Law Gazette ("Bundes-
gesetzblatt") I, S569.
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TO WHOM IT MAY CONCERN Dr. Bdt./CT Dec. 12, 1990
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For Transportation on the Road:

"Gefahrgutverordnung StrafBe",

(Regulations for Transportation of Dangerous Goods on the
Road) .

July 22, 1985,

published in Federal Law Gazette ("Bundesgesetzblatt") I,
1550,

amended December 21, 1987,

published in Federal Law Gazette ("Bundesgesetzblatt") I,
2858.

For Transportation by Rail:

“Gefahrgutverordnung Eisenbahn',

(Regulations for Transportation of Dangerous Goods by Rail).
July 22, 1985,

published in Federal Law Gazette ("Bundesgesetzblatt") I,
1560,

amended December 21, 1987,

published in Federal Law Gazette ("Bundesgesetzblatt") I,
2862.

For Transportation by Sea:

"Gefahrgutverordnung See",

(Regulations for Transportation of Dangerous Goods by Sea).
July 5, 1978,

published in Federal Law Gazette ("Bundesgesetzblatt") I,
1917,

/amended December 21, 1987,

published in Federal Law Gazette ("Bundesgesetzblatt") I,
2863.
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-- For Transportation on Waterways within Germany:
"Gefahrgutverordnung Binnenschiffahrt",
(Regulations for Transportation of Dangerous Goods on
Waterways within the Federal Republic of Germany).
March 24, 1983,
published in Federal Law Gazette ("Bundesgesetzblatt") I,
1977,
amended March 16, 1989,
published in Federal Law Gazette ("Bundesgesetzblatt") I,
489.

-- Dangerous Products Regulations of the IATA (International
Air Transport Association):
"IATA - DGR" (Dangerous Goods Regulations),
28th edition.

. ——t - s - = = — — " —— " b s —— e -

"Verordnung {ber Trinkwasser und liber Wasser flir Lebensmittel-
betriebe",

(Regulétions for Drinking Water and for Water to be Used in
Food Industries).

May 22, 198s, .

published in Federal Law Gazette ("Bundesgesetzblatt") I, 760.

"Futtermittelgesetz",

(Federal Law on Feedstuffs).

July 2, 1975,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 1745,
and: ‘

"Futtermittelverordnung",

(Regulations on Feedstuffs).

April 8, 1981,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 352.
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"Verordnung Uber Arbeitsstdtten" ("Arbeitsstittenverordnung"),
(Regulations for Work Places).

May 20, 1975,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 729.

"Gesetz iber den Verkehr mit Arzneimitteln" ("Arzneimittelge-
setz"), (Federal Law for Handling of Drugs).

August 24, 1976,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 2445,
2448,

last amendment April 11, 1990,

published in Federal Law Gazette ("Bundesgesetzblatt") I, 717;
and:

"Betriebsverordnung fiir pharmazeutische Unternehmer",

(Operations Ordinance for Pharmaceutical Entrepreneurs).

March 8, 1985,

published in Federal Law Gazette ("Bundesgesetzblatt'") I, 3546,
(and amendments).

Yours faithfully
HOECHST AKTIENGESELLSCHAFT

/ (Dr. Schikorr) (ppa. Dr. Bauerschmidt)
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SECTION B

Statement from Hoechst AG
Countersigned and Certified by the
State Government of Hesse (City of Darmstadt, Germany)
that Hoechst AG
is in Compliance with the
Environmental Regulations of Germany

Dated August 8, 1990
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Hoechst
Hoechst Aktiengeselischaft

TO WHOM IT MAY CONCERN Pharma Production

Referat inspection and GMP
August 8. 1990

“ENVIRONMENTAL ASSESSMENT”

Hoechst AG. as the manufacturer of various pharmaceutical active ingredients
(drug substances) and finished medicinal products (drug products). having the
official address:

Hoechst Aktiengesellschaft
BriiningstraBe 50

P.O. Box 80 03 20

D-6230 Frankfurt/M 80
Federal Republic of Germany

herewith certifies that the manufacture of these active ingredients and finished
products in the above works is carried out according to the current laws and re-
gulations of the Federal Republic of Germany for purposes of environmental pro-
tection.

The construction and the operation of plants for the manufacture of pharmaceu-
tical products is principally subject to approval according to § 4 of the Bunde-
simmissionsschutzgesetz (BImSchG) (Federal Law on Emissions). This re-
quirement is based on the regulations concerning plants subject to approval
(4th BImSchV = Regulations on the Federal Law on Emissions), which are given
in the enclosures under subparagraph

4.1: Plants for the manufacture o-f products by
chemical conversion . . .

and under subparagraph

4.3: Plants for the manufacture »f medicinal products
or medicinal-product intermediates . . .

Approval for these plants is to be obtained by submitting a detailed written appli-
cation to the relevant authorizing body. Only after thorough inspection is a notice
of /approval conferred by the authorizing body (for Hoechst AG, the
Regierungsprasidium Darmstadt (Directorate of the Administrative District,
Darmstadt ). This notice may only be conferred if the relevant permit require-
ments have heen satisfied according to § 6 BImSchG (see enclosure).
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It is therefore essential to guarantee the fulfillment of the aobligations in § 5
BImSchG which are incumbent on the operator of plants subject to approval. In
addition. the construction and operation of the plants should not contravene fur-
ther regulations under public law and the interests of industrial safety.

In accordance with § 5 BImSchG plants subject to approval are to be constructed
and operated in such a manner that

1. harmful environmental effects and other hazards. considerable disturbance
and considerable inconvenience to the community and vicinity can not be
evoked,

2. provisions are made against harmful environmental effects, in particular
through the use of state-of-the-art measures for the limitation of emissions,

3. residues are avoided where possible, or are processed and rendered harm-
less according to regulations. or. where avoidance and processing is not
technically feasible or is unreasonable, they are remaoved as waste without
harm to the well-being of the community, and

4. any resulting heat is used in the operator’'s plant or transferred to a third
party that has declared itself as willing to accept, provided that the process
involved is technically possible and acceptable, and that it is compatibie with
the obligations according to subparagraphs 1 to 3.

However, where plants not subject to approval with respect to the BImSchG. ap-
provals according to other laws may be binding (e.g. according to building reg-
ulations. according to industrial code and others). Moreover, § 22 and § 23 of the
BImSchG lay down the obligations for the operator and also the requirements for
the construction and the operation of such plants (see enclosure). Accordingly,
such plants are to be constructed and operated so that

1. harmful environmental effects are prevented through the use of state-of-the-
art technology,

2. unavoidable harmful effects on the environment are minimized through the
use of state-of-the-art technology. and

3. waste arising from the operation of the plants can be removed according to
regulations.
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We will enforce strict measures. in cooperation with the authorities responsible.
in order to ensure compliance with the legal rulings described herein. Intentional

violation of these regulations constitutes a legal irregularity which is punishable
by fines.

Additionally. we draw attention to the fact that we are subject to the constant su-
pervision of the civil Industrial Inspection Board.

Yours faithfully

HOECHST AKTIENGESELLSCHAFT

{(ppa. RA Senft) (ppa. Dr. Bauerschmidt)

Enclosures

The accuracy of the given details is hereby confirmed.

Darmstadt, 19.09.1990

Regierungsprasidium Darmstadt
By attorney
(Schwanecke)

Senior Director of
the Industrial inspection Board
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Federal Law on Emissions

oD
D

Plants Subject to Approval

§4
Approval

(1) The construction and the operation of plants which, due to their
nature or their function on certain scales. evoke harmful
environmental effects or, by other means. endanger the community
or the vicinity, or considerably inconvenience or disturb, require an
approval. Plants which do not serve industrial purposes and have no
utilization within the scope of commaercial enterprises only require the
approval when they are capable, at certain scales, to evoke harmful
environmental effects through impurities in the air or noise. The
Federal Government designates, after hearings with the groups
concerned (§ 51), by statutory order, with affirmation of the Bundesrat
(Upper House of Pariiament), the plants which require an approval
{plants subject to approval).

{2) Plants for mining or parts of these plants only require the approval
according to paragraph 1 when they are constructed and operated
above ground. No approvai according to paragraph 1 is required for
opencast mines nor for plants required for the operation or for the
ventilation of opencast mines.




Federal Law on Emissions

Plants Subject to Approval

§5
Obligations of the Operator
of Plants Subject to Approval

(1) Plants subject to approval are to be constructed and operated in a
such a manner that

1. harmful environmental effects and other hazards. considerable
disturbance and considerable inconvenience to the community and
the vicinity can not be evoked,

2. provisions are made against harmful environmental effects, in
particular throught the use of state-of-the-art measures for the
limitation of emissions.

3. residues are avoided where possible, or are processed and
rendered harmless according to regulations, or, where avoidance
and processing is not technically possible or is unreasonable. they
are removed as waste without harm to the well-being of the
community, and

4. any resulting heat is used in the operator’s plant or transferred to
a third party that has declared itself as willing to accept, provided
that the process involved is technically possible and acceptable.
and that it is compatible with the obligations according to
subparagraphs 1 to 3.

(2)The Federal Government designates, after hearings with the
groups concerned (§ 51), by statutory order with affirmation of the
Bundesrat (Upper House of Parliament), the plants where effective
heat can evolve in non-insignificant quantities and which have to
be constructed and operated corresponding to the requirements,
given in the statutory regulations, according to paragraph 1 No. 4.

(3) The operator has also to ensure after the shut down of operations
that

1. from the plant or the plant site no harmful environmental effects
and other hazards, considerable disturbances and considerable
inconveniences to the community and the vicinity can be evoked.
and

2. residues are processed and rendered harmless according to
reguiations, or are removed as waste without harm to the
well-being of the community.




Federal Law on Emissions

Plants Subject to Approval

§6

Approval Requirements
The approval is to be conferred when

1. it has been guaranteed that the obligations in § 5 and those in a
statutory regulation issued on the basis of § 7 are satisfied, and

2. the construction and operation of the plants should not contravene
further regulations under public law and the interests of industrial
safety.
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Plants Not Subject to Approval

§ 22
Obligations of the Operator
of Plants Not Subject to Approval

{1)Plants not subject to approval are to be constructed and operated
in a such a manner that

1. harmfui environmental effects are prevented through the use of
state-of-the-art technoiogy.

2. unavoidable harmful effects on the environment are minimized
through the use of state-of-the-art technology, and

3. waste arising from the operation of the plants can be removed
according to regulations.

For piants which do not serve industrial purposes and have no
utilization within the scope of commercial enterprises the obligation
in clause 1 is only applicable when it is concerned with the reduction
or limitation of harmful environmental effects from impurities in the
air or noise.

-(2)Further-reaching regulations under public law remain effective.
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Federal Law on Emissions

Plants Not Subject to Approval

§ 23
Requirements for the Construction,
the Condition and the Operation of
Plants Not Subject to Approval

(1) The Federal Government is empowered, after hearings with the
groups concerned (§ 51), by statutory order. with affirmation of the
Bundesrat (Upper House of Parliament), to order that the construction.
the condition and the operation of plants not subject to approval must
fulfill certain requirements for the protection of the community and the
vicinity against harmful environmental effects and also for the
provision against harmful environmental effects, in particular that

1. the plants comply with certain technical requirements,
2. the emissions from plants do not exceed certain limits,

3. the operators of plants have to carry out measurements of
emissions and imissions according to the procedures given in the
statutory regulation or have them carried out by an agency named
in the statutory regulation.

For the requirements in clause 1, Nos. 1to 3, cf. § 7 paragraph S.

(2)Where the Federal Government makes no use of the
empowerment, the governments of the Liander are empowered by
statutory regulation to issue regulations according to paragraph *.
The regional governments may delegate the empowerment to one or
more principal authorities of the Lander.
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Regulations aon the Federal Law on
Emissions.
Plants Subject to Approval

4.1

Plants for the manufacture of
products by chemical conversion. in
particular :

a) for the manufacture of inorganic
chemicals such as acids,
alkalies. salts,

b} for the manufacture of metals or
non-metals by wet-process or by
the use of electrical power,

c) for the manufacture of corundum
or carbide,

d) for the manufacture of halogens
or halogen products, or of
sulphur or sulphur products,

e) for the manufacture of
phosphorus or nitrogenous

fertilizers,
f) for the .  manufacture _ of
pressurized liquid acetylene

{dissolved acetylene cylinder gas
plants).

g) for the manufacture of organic
chemicals or solvents such as
alcohols. aldehydes. ketones,
acids, esters, acetates, ethers,

(the remainder of this subparagraph
is not applicable and has therefore
not been translated)

<D
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Regulations on the Federal Law on
Emissions
Plants Subject to Approval

4.3

Plants for the manufacture of
medicinal products or medicinal-
product intermediates. where

a) plants, parts of plants or plant
components are extracted,
distilled or treated in a similar
way, excluding extraction plants
with ethanol without heating,

b) animal bodies, including living
animals., and ailso parts of the
body, body components and
metabolic products of animals
are used.

¢c) microorganisms and also their
components or metabolic
products are used.

(the remainder of this subparagraph
is not applicable and has therefore
not been translated)

o

0107



Hoe 0001008

Hoechst Aktiengaseilschatt
Pharma-Produktion Hoechst
Referat Inspektionen und GMP 0610

—~oecnst AG - Postfacn 35329 - 2-523C Frarxiug 3m Mar 30

Sasttacn 363320 - Arurirgsirade 30
4230 Franxturt am Main 30

Terercn 043 305-C Teex 22330 -¢
Taiegramm  ~cecnstaq 73TRILOT AN

Zax: ~otes ‘069 ’0 J663.€8

TO WHOM IT MAY CONCERN 31_.__00;-300"‘0)-(»-\w":::::~ C

commerzzanrk AG. Frark

3LZ £C0 2C0 Q0 <t Nr 29
(zur Vorlage bei der FDA) IR % e

~esSiSCre _arcesdark — 3 razantrae —

Franwtur am Main

:8LI 3CO 3COCOY Kio. Nr 22°2C 2CC

-angeszentraitanx ~ —=assen TearxiLe, 3 ‘Ma

8LZ 200 0CC 00) Kic. r 3CC 2a2C

Sasigroami S-anktur 2 Yran

3LZ ZCC "CC20) Kig v *222.305

‘hre Ze:cren hre Nacnrent vom Ursere Zacnen “elefon Durznwani Fearaier am tar

Dr. Bdt./CT 0631305- 6831 8.8.1990

"ENVIRONMENTAL ASSESSMENT"
(Umweltbewertung)

Die Hoechst AG als Hersteller von verschiedenen pharmazeutischen
Wirkstoffen und Zubereitungen mit der offiziellen Anschrift:

Hoechst Aktiengesellschaft
BriiningstraBe 50

Postfach 80 03 20

D-6230 Frankfurt/M. 80
Bundesrepublik Deutschland

bestdtigt hiermit, daB die Herstellung dieser Wirkstoffe und Zu-
bereitungen im obigen Werk nach den gqgiiltigen Gesetzen und Ver-
ordnungen der Bundesrepublik Deutschland zum Schutze der Umwelt
erfolgt.

Die Errichtung und das Betreiben von Anlagen zur Herstellung von
pharmazeutischen Wirkstoffen ist im Sinne von § 4 des Bundesimmis-
sionsschutzgesetz (BImSchG) grundsdtzlich genehmigungsbedirftig.

Dies ergibt sich durch die Anwendung der Verordnungen lber genehmi-
gungsbediirftige Anlagen (4. BImSchV), in der im Anhang unter Ziffer
4.1

Anlagen zur fabrikmdBigen Herstellung von Stoffen durch
chemische Umwandlung ...

und unter Ziffer 4.3

/
Anlagen zur fabrikmdBigen Herstellung von Arzneimitteln
oder Arzneimittel-Zwischenprodukten ...

aufgefihrt sind.
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TO WHOM IT MAY CONCERN Dr. Bdt./CT 8.8.1990 2

Fiir diese Anlagen ist ein schriftlicher Antrag zur Erteilung einer
Genehmigung bel der zustdndigen Genehmigungsbehérde zu stellen. Da-
zu bedarf es ausflihrlicher Unterlagen. Erst nach grindlicher Prii-
fung wird von der genehmigenden Behdrde (im Falle der Hoechst AG
vom Regierungspridsidium Darmstadt) el1n Genehmigungsbescheid er-
teilt. Dieser Beschelid darf nur erteilt werden, wenn nach § &
BImSchG (siehe Anlage) bestimmte Genehmigungsvoraussetzungen er-
fillt sind.

So mufB unter anderem sichergestellt sein, daB die sich aus § 5
BImSchG ergebenden Pflichten des Betreibers genehmigungsbedirftiger
Anlagen erfiillt wurden. AuBerdem dirfen andere &ffentlich rechtli-
che Vorschriften sowie Belange des Arbeitsschutzes dem Errichten
und dem Betreiben der Anlagen nicht entgegen stehen.

Nach § 5 BImSchG sind genehmigungsbediirftige Anlagen so zu errich-
ten und zu betreiben, dasB

l. schiddliche Umwelteinwirkungen und sonstige Gefahren, erhebliche
Nachteile und erhebliche Beldstigungen flir die Allgemeinheit und
die Nachbarschaft nicht hervorgerufen werden kdnnen,

2. Vorsorge gegen schddliche Umwelteinwirkungen getroffen wird,
insbesondere durch die dem Stand der Technik entsprechenden
MaBnahmen zur Emissionsbegrenzung,

3. Reststoffe vermieden werden, es sei denn, sie werden ordnungsge-
mdB und schadlos verwertet oder, soweit Vermeidung und Verwer-
tung technisch nicht méglich oder unzumutbar sind, als Abfédlle
ohne Beeintrichtigqung des Wohl der Allgemeinheit beseitigt, und

4. entstehende Wirme fir Anlagen des Betreibers genutzt oder an
Dritte, die sich zur Abnahme bereit erkldrt haben, abgegeben
wird, soweit dies nach Art und Standort der Anlagen technisch
méglich und zumutbar sowie mit den Pflichten nach den Nummern 1
bis 3 vereinbar ist.

Sofern es sich jedoch um nicht genehmigungsbedirftige Anlagen im
Sinne des BImSchG handelt, kénnen Genehmigungen nach anderen
Rechtsmaterien zwingend erforderlich sein (z.B. nach Baurecht, nach
Gewerbeordnung u.a.). Dariiber hinaus schreibt das BImSchG im § 22
und § 23 die Pflichten der Betreiber sowie die Anforderung an die
Errichtung und das Betreiben derartiger Anlagen vor (s. Anlage).
Danach sind derartige Anlagen so zu errichten und zu betreiben, das
1. schiddliche Umwelteinwirkungen verhindert werden, die nach
dem Stand der Technik vermeidbar sind,

2. nach dem Stand der Technik unvermeidbare schddliche Umwelt-
einwirkungen auf ein MindestmaB beschrédnkt werden und

3. die beim Betrieb der Anlagen entstehenden Abfdlle ordnungsgemds3
beseitigt werden kdnnen.
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Zan

Die Einhaltung dieser beschriebenen gesetzlichen Regelungen wird

von uns in Zusammenarbeit mit den zustdndigen Behdrden strikt be-
folgt. Vorsdtzliche Abweichungen von diesen Vorschriften stellen

Ordnungswidrigkeiten dar, die mit GeldbufBen geahndet werden.

Im Ubrigen welisen wir darauf hin, daB wir der stidndigen Aufsicht

der staatlichen Gewerbeaufsichtsdmter unterliegen.

Hochachtungsvoll
HOECHST AKTIENGESELLSCHAFT

s L ppr. Brevortiy

(ppa. RA Senft) - (ppa. Dr. Bauerschmids:

el -

Anlagen

Die Richtigkeit der vorstehenden Angaben wird hiermit bestidtigz.

Darmstadt, den 19.09.1990
Regierungcprisidium Carmstadt

Im Auftrage
A&~J&M&¢LW/

( Schwanecke )

/
s

Leitender Gewerbedirektor
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zen ccer Arceiten curcngeithrt wergen, Zie Emissio-
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Snwickiungssiand fcrscantlicner Verianren, Zinncnhiune
zen ccer Setnecsweisen, ser cie praxtiscne Signung emner
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erscreinen 43t 2er cer Sesummung ces Siances Zer
Tecnruk sing nscescncers vergleicncare Vertanren, Sin-
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Jerarceiten, Searceiten gcer scnstiges Senanden, Jem
SinfChren im Sinne cieses Gesewzes aas sonstge Verzan-
sen in cen Gentungscerewct dieses Gesezes glewcn.

Zweiter Teil
Zericntung und Setried von Aniagen

Erster Abschanitt
Genehmigungsbedirttige Aniagen

§4

Genehmigung

(1) Die Emcntung und ger Betried von Antagen, Sie auf
Gruna ihrer Sascnaffennet oder ihres Betrieos in teson-
serem Mage geegnet sind, schddliche Umwettainwirkun-
gen hervorzuruten oder in angerer Weise die Aligemeun-
neit ocer gie Nacnbarscnaft zu gefihrden. emebiicn zu
senacnteligen ccer erneglich zu beldstgen, bedirfen
ainer Genenmigung. Aniagen, die mcht gewerdlichen
Zwecken dienen und nicnt im Rahmen wirtschaftlicher
Untemenmungen Verwendung finden, bedlrfen cer

‘Genenrnigung nur, wenn sie in besonderem MaSe geeig-
net sind, scnddliche Umweiteinwirkungen durch Luftverun-
rainigungen oder Gerduscne hervorzurufen. Die Bunaes-
regierung Besummt nach Anhdrung der Detedligien Kraise
{§ S1) durch Rechtsverordnung mit Zustimmung des Bun-
cesrates die Anlagen, die einer Genenhmigung becirfen
{genefmigungsoeciritige Antagen).

(2} Aniagen des Bergwesans odér Teile gieser Aniagen
Sequrien der Genenmigung nach ADSatZ 1 nur, sOwel sie
Gber Tage erricntat und betrieden werden. Keiner Ganen-
migung nach Absaz 1 bedlrten Tagebaue und cie zZum
Setneo eines Tagebaus erforderlichen sowie die zur
Wetnerflhrung uneridslichen Anilagen.

§5§
/ Ptilchten der Betreiber
genehmigungsbaediirttiger Anlagen

(/1) Genenmigungstedadritige Anlagen sing $0 Zu emcn-
i&n ung zu betreiben, gad

"3SC 583

. scnaclicne Umweleinwirkungen ung scrsuge Zafan-
ren, erneatiche Nacnteue unc arresuche Seiasugurgen

‘Cr cte Algemeinneit ung zie Nacacarseran ~icnt -er-
ucrgerufen wercen xcrnen,

‘Ycrscrge  gegen  schdclicne Umweltenwirxungen
getrsrten wirC, nsgesancere gurea cie cem Stanc zer
Tecnnik entsgrecnencen Maidnanmen sur Smussions-
Cegrenzung,

Resisioffe vermmiecen wercen, es sei ¢enn. sie wercen
orcrungsgemagd ung scnaciecs verweriet 2cer, scwe:t
Vermeicung una Yerwenung ecnmisch it meguen
ccer unzumuitar sinc, ais Actdlle cnne Seewniracnil-
gung ces Wonis cer Allgemeinnert seseigt, unc

4. entstenence '‘Wirme !ir Aniagen zes ZSetrercers
genut cger an Dntte. cie sicn Zur ACnanme cere
erxldnt hacen, acgegecen wrg, scwert cies nacn An
ung Stancea <er Aniagen lecnamsin megien Jrd
Surnuwsar sowie mit cen Pllicnten nacn cen Nummern !
cis 3 verengar st

3

@

(2} Die Buncesregierung Sesimmt nacn Anncrung ser
Seteiigten Kreise (§ S1) curcn Recntsverorcrung Tt
Zustimmung ces Buncesrates cie Antagen; Zei ceren
nuzsare Wirme in nicnt unernesiicnem Umfang 2nt-
sienen xann ung cie entsorecnend <en in cer Racnis-
verargnung ndher tu cesimmenaen Anforcerungen nacn
Absazz 1 Nr. 4 emcntet und tetniecen wercen mussen.

(3) Oer Betreiter nat sicnerzustellen, 2af aucn 2ach
einer Betneoseins:eilung

1. von cer Aniage ocer dem Anlagengrunasticx xeine

~dalicnen Umwerteinwirkungen una sonsige Geian-

ren, emeoliche Nacnteile ung erneiicne Setdstigungen

{Gr cie Allgemeinneit und cie Nacngarscnait nerver-
gerufen werden kénnen und

2. vomanaene Reswstoffe orcnungsgemasd unc scnacics
verwenet oder ais Abtdlle onne Seeintrdentigung c2s
Wonhis der Aligeme:nneit besertigt weragen.

§6

Genehmigungsvoraussezungen

Die Genenrnigung ist zu erneilen, wenn

1. sichergesteilt ist, da8 die sich aus § S unc einer auf
Grund des § 7 erassenen Rechtsveroranung ergecen-
den Pflicnten erflilt wergen, und

2. anders dftentich-rechtliche Vorschriften unc 3elange
des Arceilsschuzes der Erichtung und cem Zetneo
der Aniage nicnit enigegenstanen.

§7
Rechtsverordnungen Uber Anforderungen
an genenmigungsbedirftige Anlagen

(1) Die Bundesregierung wird ermdcnhtigt, nach Anndg-
rung der beteiligten Kreise (§ 51) durch Rechisverorciung
mit Zustimmung des Bundesrates vorzuschreiben. cad cie
Emichtung, die Bescnatfenneit, der Setned. cer Zusiand
nach Setnebseinstaiiung und die betreiberesgens Uberwa-
chung genenmigungsaeaurftiger Anlagen zur Ertullung <er
sich aus § S ergecenden Pflichten Bestimmien Anforaerun-
gen gendgen mussen, inspescnaers, dad

1. cie Aniagen besummten tecnniscnen Anforcerungen
entscrecnen mussen.,

000111
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wanrena ces Yorverfanrens ccer wdhreng ces verwal-
‘ungsgencntlicnen Yerfarrens aufgenccen wird, soweit § 24
ii?:rcn cem Wigersorucn oder <er Xlage acgenoden Anordnungen im Einzeifail
Die zustdngige Bendrce kann im Sinzeifal cie zur
Zweiter Abschnitt Curcnfihrung ces § 22 ung der auf Cieses Geser gestuz-
. . . ten Rechtsveroranungen erfordertichen Ancranungen tref-
Nicht genehmigungsbedurftige Anlagen  :an Kann das Ziel der Anoranung auch duren eine Mag-
' nanme zum Zwecke des Arteitsscnutzes erreicnt wercen,

§22 sall ciesa angeardnet werden.
Ptilchten der Betreiber

nicht genehmigungstedirttiger Anlagen § 25

(1) Nicat genenmigungsoeadirttige Anlagen sind so zu Untersagung
armicnten und Zu Cetreiben, dad

1. scnddlicne Umwerteinwirkungen varhincart werden. die
nacn cam Stand der Tecnmik vermetabar sing.

(1) Kommt der Betreiber einer Aniage einer vailzenca-
ran pendralichen Anordnung nacn § 24 Sar 1 mient nacn.
sO kann cie zustdncige Bendroe den Betries aer Amage
nacn dem Stand der Tecnnik unvermeidbare scndd-  ganz oder teiweise dis zur Erflilung cer Anorcnung unter-
icne Umweltainwirkungen auf ein Mindestmad be- sagen.

scardnkt weraen und (2) Wenn die von siner Anlage harvorgerufenen scnad-

1. cie Sem Setwiet der Anlagen entstehenden AbIAlle  jichen Umweiteinwirkungen cas Lacen ocer cie Gesunaret
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. - R Dritter Abschnitt
(2) Weitergehends difentich-rechtiiche Vorscnniten A
Slewen uncenihrt, Ermittlung von Emissionen
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§23 sicherheitstechnische Prifungen,
Technischer Ausschud

Anforderungen an die Errichtung, tar Anlagenaicherheit

die Seschattenheit und den Betried
nicht genehmigungsbedirttiger Anlagen §26
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scnam var scnacucten Umweiteinwirkungen sowie zur  ausgenenden Smussionen sowie Qi@ immussionen im it
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5.3 Yeraranung uber genenmi-
Jungsteqaurttige Antagen

1. BimSenv),

Neufassung 198$

8/5.3.1.4

Chemische Erzeugnisse,
Arzneimittel, Mineraidiraffination
und Weiterverarbeitung

Teii 3: Jerorenungen tum 3im3enG

Spaite 1

Spaite 2

4.1 !
Anlagen zur fannkmdBigen Herstel- |
‘ung von Stoffen durcn chemuscne
Umwanalung, insoesondere

a) zur Herstellung von anorgam-.
schen Chemikalien wie Siduren,
Basen, Salze,

g

zur Herstellung von Metallen oder
Nichtmetallen auf nassem Wege |
oder mit Hilfe elektrischer
Energie,

¢) zur Hersteilung von Korund cder

Karoid,

el

—

2ur Herstellung von Halogsnen
oder Halogenerzeugnissen oder
von Schwefel oder Schwefelar-
zZeugnissen,

~

zur Hersteilung von phosphor-
oder stickstofthaitigan Qdngemit-
t.‘n'

) zur Herstellung von unter Oruck
geldstem Acetylen (Dissousgas-
fabriken),

~

zur Herstellung von orgamischen
Chemikalien oger Ldsungsmittein
wie Alkohole, Aldehyde. Ketone,
Sduren. Estar, Acetate, Ather.

9

4.1

Septemoer (988

gootd



0001 1Y

.Q zenenmigungsceaurtige Antagen 7@l 8 Kaoiter 5.3.1.4 Seite 3

Ten 3: veraranungen um 3im3enG
5.3 Veroranung uber genenimi-
jungsoequritige Aniagen
4. 8lmSenv),
Neufassung 1985

Spaite 1 ' Soaite 2

43 ; 4.3

Anlagen zur fabnkmaddigen Hersiet-
: lung von Arzneimittein ager Arzner-
¢ mitteizwiscnenorodukten.

a) Pflanzen, Pflanzentele ocer
i Pflanzenpestangteiie extrahiert,
! aestilliert oder aut dnnlicne Wei-
' se penandeit warden, ausgenom-
men  Extraktionsaniagen Mt
Ethanot ohne Erwdrmen,

b) Tierkdrper. auch lebender Tiers,
sowie Kdrpertalle. Karperoe-
standteile und Stoifwechseipro-
dukte von Tiersn eingesetzt wer-
den oder

¢) Mikroorganismen sowie deren
Bestandtells oder Stoffwecnhse:-
produkte verwendet wergen.

| 45

Marz 1949
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SECTION C

Material (DIN) Safety Data Sheet (MSDS)
Summary of Physicochemical Properties of Fenbendazole

Procedures for Processing Waste
(incineration, landfill, microbial/chemical treatment)

Environmental Safety Data
(toxicological, ecological)

Dated October 28, 1991
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Hoechst Logo

Company: HOECHST AG
Division L Status as of:

Emergency Tel. No.:

Trade name: Fenbendazole

10-28-91
069-305-6418

Product No.: 01 PDEOQOS (Substance Code: 12643) Page: 1(4)
1.1 Chemical name: CAS No.: 43210-67-9

methyl-5-phenylthio-2-benzimidazolecarbamate
1.2 Form at 20 degrees: solid
1.3 Color:
1.4 Odor: odorless
2. Physical and safety-related data

Tested acc. to:

2.1 Change of condition

melting point ca. 200.0 °c
2.2 Density ( )

Bulk density (200 to 225 kg/m3)
2.3 Vapor pressure ( )
2.4 Viscosity ( )
2.5 Solubility in water (insoluble)
2.6 pH of suspension in water (7.0 to 7.5)
2.7 Flash point
2.8 Ignition point

Spontaneous ignition: at 230 °C Factory guideline

. . Hoechst analysis
2.9 Explosion limits
2.10 Thermal decomposition
heat...: - 10 K/min. > 500.0 °C DTA
Hoechst analysis

2.11 Hazardous decomposition products: none
2.12 Hazardous reactions: Danger of dust explosion
2.13 Additional information:

An incompatible substance is not known
Sensitivity to shock: not shock-sensitive

Ignition number: BZ2 Brief flare-up, no spreading

Factory guideline
Hoechst analysis

Hoechst analysis
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Company: HOECHST AG

Division L

Status as of:
Emergency Tel. No.:

10-28-91
069-305-6418

Trade name: Fenbendazole _
Product No.: 01 PDEOOOS (Substance Code: 12643) Page: 2(4)
3 Transport
GGVSee/IMDG Code: UN No.:
GGVE/GGVS : RID/ADR:
IC.AO/IATA-DRG: ADNR:
Further information
TVB:
PSN:
Dispatch by mail: MFAG:
Substance No.: EmS:
Dangerous materials No.:
Specific classification:
4. Regulations
Marking according to GefStoffV/EG [Dangerous Materials Regul./EC]:
Does not have to be marked.
5. Protective measures, storage and handling
5.1 Technical protection
Protect against electrostatic charging.
Do not store with chemicals.
Avoid dust formation and dust deposits.
In case of dust formation, be careful when vacuuming.
5.2 Personal protection .
Do not inhale dust. :
Avoid contact with eyes and skin.
Respiration: dust mask
Hands: ~ plastic gloves
Eyes: safety glasses
Others: protective clothing
5.3 Industrial hygiene
Do not eat or drink while working.
Keep [substance]} away from food and drink.
Wash hands before breaks and at cessation of work.
5.4 Fire and explosion protection

Do not empty container above tanks with ignitable gas mixture.
Adopt measures against electrostatic charging.

Avoid dust formation.

Observe general factory rules for preventive fire protection.
Dust explosion class: STl
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DIN Safety Data Sheet Hoechst Logo

Company: HOECHST AG

Divis{on L Status as of: 10-28-91
Emergency Tel. No.: 069-305-6418

Trade name: Fenbendazole

Product No.: 01 PDEQOOS (Substance Code: 12643) Page: 3(4)

5.5 Waste disposal
Product:
Can be disposed of at a waste disposal site or incinerator plant under
observance of the regulations in force and, if necessary, after consultirg
the disposal company or the responsible agency.
Emissions foreign to the air must be removed by scrubbing with flue gas.
Packaging:
Packaging which cannot be cleaned must be disposed of in the same way as
the substance.

6. Measures in case of accidents and fires

6.1 Measures after spillage/leakage/gas escape:
Absorb mechanically;
Avoid dust development;
Handle the absorbed material in accordance with the chapter on waste
disposal.

6.2 Suitable extinguishers:
foam
gaseous extinguishers
water vapor

6.3 First aid:
If swallowed, immediately obtain a physician’s advice
and present packaging or label.

If inhaled, treatment by a physician is required.

6.4 Additional information

7. Toxicological information

Acute oral toxicity (LDggp): >10000.00 mg/kg
species: rat
source: Hoechst test
Acute oral toxicity (LDgg): >10000.00 mg/kg
: species: mouse
source: Hoechst test
Skin irricacion: nonirritating
specles: rabbitc
source: Hoechst test
Eye irritation: nonirritating

species: rabbit eye
source: Hoechst test
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Hoechst Logo

Company: HOECHST AG

Division L Status as of: 10-28-91
Emergency Tel. No.: 069-305-6418
Trade name: Fenbendazole
Product No.: 01 PDEOOQOS (Substance Code: 12643) Page: 4(4)
8. Ecological information
Fish toxicity (LCsq) : >500.00 mg/L
exposure time: 48 h species: zebra fish
method: OECD 203
source: Hoechst test
Fish toxicity (LCgq): >500.00 mg/L
exposure time: 96 h species: zebra fish
method: OECD 203
source: Hoechst test

Remarks:
Can be eliminated in water treatment plants.

9. Additional instructions

These data are based on today'’s state of the art.

They are intended to

describe our products with regard to safety requirements and do not therefore

have the connotation of guaranteeing certain properties.
Date of print: November 12, 1991

Translated:
December 3, 1991/0e.



000129

Environmental Assessment

'ATTACHMENT Ii
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ENVIRONMENTAL ASSESSMENT

4%, 8%, AND 20% SAFEGUARD TYPE A MEDICATED PREMIX

1. Date: September 9, 1993
2. Company Name: Feed Specialties Company, Inc.

3. Company Address: 1977 NE 58th Avenue
Des Moines IA 50313

4. DESCRIPTION OF THE PROPOSED ACTION

The Feed Specialties Company, Inc., facility at Des Moines, lowa, is located
at 41 degrees, 40 minutes, 00 seconds latitude and 93 degrees, 35
minutes, 00 seconds longitude. The plant operations physically consist of
a 12,000-ft> raw-materials area, 3,000-ft? manufacturing area, and a
22,000-ft2 finished-product area.

The types of environments present at and adjacent to the location where
the production will occur:

A Premix manufacturing areas are enclosed rooms.

5. IDENTIFICATION OF THE CHEMICALS THAT ARE THE SUBJECT OF THE

PROPOSAL
A Fenbendazole:
((3-(Phenylthic) - 1H-benzimidazol-2-yl) carbonic acid methyl ester)
CAS No.: 043210-67-9
Molecular Weight: 299.35
Structural Formula: | CisHiaNg O, S
Physical Description: ~  * Light Brownish-Gray
Odorless, tasteless, water-insoluble crystalline powder
B. Calcium Carbonate:
CAS No.: 000471-34-1
Molecular Weight: 100.09
Structural Formula: CaCO,4
Physical Description: Odorless, tasteless,
water-insoluble powder
09/09/93

dc25\05Acd.ALH Page 1
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ENVIRONMENTAL ASSESSMENT
4%, 8%, AND 20% SAFEGUARD TYPE A MEDICATED PREMIX

C.

Mineral Oil:

CAS No.: 000012-95-1

Physical Description: Clear, odorless, tasteless,
water white liquid

Rice Hulls:

Physical Description: Tan to light brown meal.

6. INTRODUCTION OF SUBSTANCES INTO THE ENVIRONMENT FOR THE
FEED SPECIALTIES COMPANY, INC.. . PRODUCTION OF TYPE "A"
MEDICATED ARTICLES

A

09/09/93

List of substances expected to be emitted.

(1) Fenbendazole

(2) Calcium Carbonate
(3) Mineral Qil

(4) Rice Hulls

State controls exercised to modify emissions.

Air emissions generated in receiving are controlled by four Rolfes
72W16 filters and one Rolfes 124RAG6 filter, with a 99.9+ % efficiency.
Air emissions generated by handling activities are controlled by one
MAC M-Series filter, with a 99.9+% efficiency.

Sanitary wastewaters and warehouse clean-up waters flow to an on-
site 1,000-galion, single-vessel septic tank and with a leach field.
Storm-water drainage from under the parking lot and sheet run-off

 from the facility's property are discharged into the facility’s 1 3,967-f2

retention pond.
Solid-waste material is deposited in a permitted sanitary land-fill.

The applicable emission requirements and permits obtained at
the Federal, State, and Local Levels.

The lowa Department of Natural Resources has delegated the air
pollution control program in Polk County to the Polk County
Physical Planning Department Air Pollution Control Division. Feed

dc25\05Acd.RLH Page 2
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ENVIRONMENTAL ASSESSMENT
4%, 8%, AND 20% SAFEGUARD TYPE A MEDICATED PREMIX

Specialties Company, Inc., Air Pollution Control Operating Permit
number from Polk County is 00247.

All solid discharges are regulated by EPA 40 CFR 260-272 and
lowa’s Solid Waste Rules. The disposal facility Feed Specialties
Company, Inc., utilizes is Metro East Sanitary Land-fill with Permit
No. 77-SDP-1-72P.

A statement certifying compliance with all applicable emission
standards.

During manufacturing, Feed Specialties Company, Inc., will comply
with all emission requirements set by federal, state, and local
Agencies. :

Discuss the effect the approval of this NADA will have upon
compliance with current emissions requirements at Feed
Specialties Company, Inc..

This NADA will not adversely affect our ability to comply with
emission requirements. Currently we meet all emission standards
on non-generic animal drugs formulated with same/similar active
drugs and inactive ingredients.

7. REFERENCES

A

B.

“TOXIC SUBSTANCES CONTROL ACT CHEMICAL SUBSTANCE
INVENTORY" TSCA INVENTORY: 1985 edition

"THE MERCK INDEX* Tenth Edition, pub. MERCK & CO., INC.,
Rahway NJ 1983

PREPARED BY /’&1/\«/&1 Date: ¢ 9/97

PREPARED BY

Robert L. Henrigks, Director of Environmental Compliance

Date: 9/7/73
Radidy Sample, Director of Regulatory Compliance

APERbVED BYC%LQA O Maiy W Date: 1/5-75
Dougdtas

09/09/93

Haight, Plant Manager

dc25\05Acd.RLH Page 3
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ENVIRONMENTAL ASSESSMENT
SAFEGUARD 8 }

MARCH 12, 1993
PURINA MILLS, INC.

13001 8T. CHARLES ROCK ROAD
BRIDGETON, MIS8SOURI 63044

DESCRIPTION OF THE PROPOSED ACTION.

The PURINA MILLS, INC. Health Industries is located
approximately one mile north of the intersection of
Highway 270 and St. Charles Rock Road. The facility is
on & 37 acre plot at the coordinate of 38 degrees 46
minutes 15 seconds latitude and 90 degrees 26 minutes
35 seconds longitude. The plant operations physically
consist of a 40,000 SF receiving (raw materials) warae-
house, an 80,000 SF manufacturing area, and a 35,000 SF
shipping (finished goods) warehouse.

The types of environments present at and adjacent to
the location where the production will occur:

A. Premix manufacturing areas are enclosed rooms
adjacent to hallways.

IDENTIFICATION OF THE CHEHICALS THAT ARE THE SUBJECT OF
THE PROPOSAL.

A. TFenbendazole:
([5-(Phenylthio)~-1H-benzimidazol-2-yl) carbamic
acid methyl ester)

CAS #: 043210-67-9

Molecular Weights 299,35

Structural Formula: C;s Hia Ny 02 §

Physical Description:; Light Brownish-Gray,
Odorless, Tasteless, Water Insoluble Crystalline
Powder.

B. Calciun Carbonate.

CAS #: 000471-34-1

Molecular Weight: 100.09

Structural Formula: Ca C Oa

Physical Description:. Odorless, Tasteless, Water

Insoluble Powder.
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C. Mineral 014l

CAE #: 000012-95-1
Physical Description: Clear, Odorless,
Tasteless, Water White Liquid.

D. Rice Hulls:
Physical Description: Tan to Light Brown Meal.

INTRODUCTION OF SUBSTANCES INTO THE ENVIRONMENT FOR THE
PURINA MILLS INC. HEALTH INDUSTRIES PRODUCTION OF TYPE
"A" MEDICATED ARTICLES.

A. List of substances expected to be emitted:

1) Fenbendazole

2) Calcium Carbonate
3) Mineral 0il

4) Rice Hulls

B. State controls exercised to modify emissions:

Air emissions generated in manufacture, both mixing
and packaging, are controlled by a cyclonic dust
collector, &t’s design efficiency is 90.00%.

Liquid waste generated from equipment clean up
flows to 8t. Louis Metropolitan Sewer Company’s
POTW.

Solid waste material is deposited in a sanitary
land f£411}.

C. The applicable emission requirements and permits
obtained at the Federal, State, and Local levels:

In Missouri, the Pederal, State, and Local air
enission regulations are administered by the
S§t. Louis County Division of Health., Permit

$ 0445.

Liquid discharges are regulated by St. Louis
Metropolitan Sewer Cowmpany. Ordnance # 4786
Industrial Discharge Requirements. Discharge Permit
No. 05115533-00,

All solid discharges are regulated by EPA 40 CFR
260-272 and Missouri‘'s Solid Waste Rules. EPA
Pernit # MODOBS5908259,
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All exit points servicing this pharmaceutical /
premix manufacturing operation are currently
permitted and/or operating in compliance. Thelir
status would not be greatly changed with the new
production.

D. A statement certifying compliance with all
applicable emission standards:

During manufacture, PURINA MILLS INC. Health
Industries will comply with all emission
requirements set by Federal, State, and Local
Agencles.

BE. Discuss the effect the approval of this NADA
will have upon compliance with current emissions
requirements at PURINA MILLS INC. Health
Industries:

This NADA will not adversely effect our ability

to comply with emission requirements. Currently we
meet all emission standards on non-generic animal
drugs formulated with same/similar active drugs and
inactive ingredients.

7. REFERENCES:

A. "TOXIC SUBSTANCES CONTROL ACT CHEMICAL SUBSTANCE
INVENTORY", TSCA INVENTORY: 1985 EDITION.

B. "THE MERCK INDEX", TENTH EDITION , pub MERCK &
CO., INC. RAHWAY, NJ 1983.

PREPARED BY WN DATE: 03/12/93

William A. Bush, Plant Engineer

APPROVED BY ;?7’ A5424’A£L. DATE: }]7?7?3

L.A. De11 Orco, Plant Manager



