
ENVIRONMENTAL  ASSESSMENT 

NADA  131  -675 

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

1.  Date:  September  1993 

2. Name  of  Applicant:  Hoechst-Roussel  Agri-Vet  Company 

3. Address:  Route  202/206 
P.O.  Box 2500 
Somerville,  NJ  08876-1  258 

4. 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% (1  4,668)  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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Environmental  Assessment 

Specialties,  Des  Moines,  Iowa  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. 
0 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  Droposed .action on the 
environment  includinq  primarv  and secondaw conseauences. 

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,  Iowa 
and Purina  Mills,  Bridgeton,  Missouri  identified  as  Attachment II. 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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Environmental  Assessment 

2. Discuss  the  probable  adverse  environmental  effects  which  cannot be 
avoided. 

None. 

3. Evaluate  the  alternatives to the proposed action. 

None 

' 4. Describe  the  relationshiD  between local short-term  uses  of  the 
environment  with  respect to the proposed action and the 
maintenance  and  enhancement  of  long-term  productivitv. 

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

5. Describe  any  irreversible and irretrievable  commitment of resources 
which  would be involved in the  Droposed  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. 

6. Discuss  the  obiections  raised bv other  agencies.  oraanizations.  or 
individuals  which  are  known to the  applicant. 

None 

7. The estimated  maximum  vearlv  market  volume is 570 ka of Tvpe 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. 

Signature of Responsible 

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

RJG:cr1/234 
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AlTACHMENT 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 
0 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) 

i ,  RJG:cr1/233 



SECTION A 

Statement from  Hoechst AG that  Production of Fenbendazole 
i s  i n  Compl i ance 

with the Environmental Regulations of  Germany 
[Regulations Included] 

December 12, 1990 
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TO XEOM IT MAY CONCERN 

Re: .Fenbendazole ............... 

msere Zo:c.-en 

Dr.  Bdt./CT 

Environmental  Assessment 

HOECHST  AKTIENGESELLSCHAFT,  as  the  producer of . .Fenbe"d???+F.. ac 
its factory: 

HOECHST  AKTIENGESELLSCHAFT 
Hoechst  Works 
Bruningstrasse S O  

Postfach 80 03 20 
D-6230 Frankfurt am Main-Hochst 8 0  

-Federal  Republic of Germany 

herewith  certifies  that . Fe?b?Pd?.??!e.. . . . is  manufactured in the 
above  mentioned  plant in compliance  with  the  existing 
environmental  control laws and  regulations of the Federal 
Republic of Germany. 
Envikonmental  protection in the  Federal  Republic  of  Germany  is 
subject  to  a number of  laws  and  regulations  which are strictly 
enforced. 
The most  important  ones  are  listed  below: 

/ 
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-IC.. TOYWHOM IT MAY CONCERN Dr.  Bdt. /CT Dec. 12, 1990 2 

- Em~ss~cns-,fA~r_e~clrL 
"Gesetz  zum  Schutz  vor  schadlichen  Umwelteinwirkungen aurch 
Luftverunreinigungen,  Gerausche,  Erschutterungen  und ahn1icb.e 

Vorgange (llBundesimmissionsschutzgesetzll) , 
(Federal  Law f o r  Protection of the  Environment  against t h e  

Adverse  Influences  Caused  by  Contamination of the  Air, by 
Noise,  Vibration,  and  Similar  Events). 
March IS, i974, 
published  in  Federal  Law  Gazette ( 'tBundesgesetzblattll) I , 72 1, 
corrected  1193, 
amended  May 14 , 1990/Federal  Law  Gazette  ("Bundesgesetzblattll) 
I, 880. 

"Gesetz  zum  Schutze  des  Wasserhaushaltes" 
( ltWasserhaushaltsgesetzlt) , 
(Federal  -Law  for  Protection of Water Resources) . 
October  16,  1976, 
published in Federal Law-Gazette (l1Bundesgesetzb1att1l) I, 3017, 
amended  March 28 ,  1980/Federal  Law  Gazette  ("Bundesgesetz- 
blatt") I, 373. 

"Gesetz ZUt Vermeidung  und  Entsorgung  von  Abfallen" 
("AbfallgeSetZ"),  (Federal  Law f o r  Avoidance  and  Disposal of 
Waste). 
Aukst 2 7 ,  1986, 

pdblished  in  Federal  Law  Gazette ( t*Bundesgesetzblattlt) I, 17 18. 



- Techs~Eal -D~reE~~ons_foE_Handl ipq_of_WaS~~ 
"Technische  Anleitung  zur  Lagerung,  chemisch-physikalischen  und 
biologischen  Behandlung  und  Verbrennung  von  besonders  iiberwa- 
chungsbedurftigen  Abfallen" 
(Technical  Directions  for  Storage,  Treatment  and  Burning of 

Waste). 
April 10, 1990, 
published in Joint  Ministerial  Gazette  (llGemeinsames  Ministe- 
rialblattft) no. 11, 170. 

- Technical  Directions  for  Maintaining  Clean Air: 
--------------------_____c_________ ----------- 
llTechnische  Anleitung  zur  Reinhaltung  der  Luft"  ("TA  Luft") , 
(Technical  Directions  for  Maintaining  Clean  Air). 
published  in  Joint  Ministerial  Gazette  (llGemeinsames Mlnrsce- . .  

rialblatt") 95; February 27, 1986, 
amended  in  Joint  Ministerial  Gazette  (llGemeinsames Yiniscs- 
rialblatt") , 202; April 4 ,  1986. 

- Technical ............................................ Directions  for  Noise  Protection- 

"Technische  Anleitung  zum  Schutz  gegen Larrnll ("TA  Larm") I 

(Technical  Directions  for.  Protection  Against  Noise). 
July 16, 1968, 
published  in  Enclosure  to  Federal  Register  ("Beilage ::x 
Bundesanzeigerg')  no. 137 , 
July 26 ,  1968. 

"Ges,etz zum Schutz  vor  gefahrlichen  Stoffen" 
( v@Chemikaliengesetzll) , 
(dederal  Law  for  Protection  Against  Dangerous  Chemicals). 
March 14, 1990, 
published  in  Federal Law Gazette  (tlBundesgesetzblattll) I, 5 2  1 .  



- Regulations  for  Dangerous  Goods: -- ---------------- ------------ 
"Gef ahrstof fverordnungl*, 
(Regulations  for  Dangerous  Goods). 
April 23, 1990, 
published  in  Federal  Law  Gazette  ("BundesgesetzblattI1) I, 790. 

- Regulations  for  Pressurized  Svstems 
--------------------------L-------- 

llDruckbehalterverordnungll , 
(Regulations  for  pressurized  systems, e . g .  pressurized 
containers  etc.) . 
April 21, 1989, 
published  in  Federal  Law  Gazette  (llBundesgesetzblattl*) I, 830. 

I1Zwolfte  Verordnung zur Durchfiihrung  des  Bundesimmissions- 
schutzgesetzes" (l*Storfallverordnungl*), 
(12th  Regulation  for  the  Implementation  of  the  Federal  Law f o r  
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  (l*Bundesgesetzblattll) I, 626. 

- Regulations  for  Storage of Inflammable  Liquids: -- ---------------&-- ------------------- ----- 
"Verordnung  uber  Anlagen  zur  Lagerung,  Abfiillung  und 
Beforderung  brennbarer  Flussigkeiten  zu Lander*, 
(Regulations  for  Facilities  for  Storage,  Filling, and 
Transportation of Inflammable  Liquids on Land). 
February 2 7  , 1980, 

,i 

published  in  Federal  Law  Gazette  (@*Bundesgesetzblatt") I, 229, 
amended  May 3 ,  1982 in  Federal  Law  Gazette  ("Bundes- 
gesetzblattI*) I, 569. 
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-- For  Transportation on the Road: 
"Gef  ahrgutverordnung Straf3e1l, 
(Regulations for Transportation of Dangerous  Goods  on  the 
Road) . 
July 22, 1985, 
published in Federal  Law  Gazette (l1BundesgesetzblattIt) I, 
1550 , 
amended  December 21, 1987, 
published  in  Federal  Law  Gazette  (llBundesgesetzblatttl) I, 
2858. 

5 
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-- For  Transportation by Rail: 
I1Gefahrgutverordnung Eisenbahnll , 
(Regulations f o r  Transportation of Dangerous  Goods by Rail). 
July 22, 1985, 
published in Federal  Law  Gazette (l'BundesgesetzblattlI) I, 
1560 , 
amended  December 21, 1987, 
published in Federal  Law  Gazette (l*Bundesgesetzblatt'l) I, 
2862. 

-- For  Transportation by Sea: 
"Gef ahrgutverordnung  Seet1 , 
(Regulations f o r  Transportation of Dangerous  Goods by Sea). 
July 5 ,  1978, 
published in Federal  Law  Gazette ( llBundesgesetzblattll) , I , 
1917 , 
/amended  December 21, 1987, 
published  in  Federal  Law  Gazette ( I1Bundesgesetzblattt1) I, 
2863. 
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-- For  Transportation  on  Waterways  within  Germany: 
"Gefahrgutverordnung  Binnenschiffahrtll, 
(Regulations  for  Transportation  of  Dangerous  Goods on 
Waterways  within  the  Federal  Republic of Germany). 
March 24,  1983, 
published  in  Federal  Law  Gazette ("Bundesgesetzb1atttt) I, 
1977 , 
amended  March 16, 1989, 
published  in  Federal  Law  Gazette ( "Bundesgesetzblattlt) I , 
489. 

-- Dangerous  Products  Regulations of the IATA (International 

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

"Verordnung  uber  Trinkwasser  und  uber  Wasser  fur  Lebensmittel- 
betriebell , 
(Regulations  for  Drinking  Water  and  for  Water  to be Used  in 
Food  Industries). 
May 22, 1986, 
published in Federal  Law  Gazette ( ttBundesgesetzblattlt) I, 760. 

- F e e d s t u f f n - l A n i ~ s l - ~ ~ t ~ ~ ~ ~ ~ ~ ~ ~  
ttFuttermittelgesetz*l , 
(Federal Law on Feedstuffs). 
July 2 , 1975, 
published  in  Federal  Law  Gazette  (ttBundesgesetzblattll) I, 1745, 
and: 

I ltFuttermittelverordnunglt, 
(Regulations  on  Feedstuffs). 
April 8 ,  1981, 
published  in  Federal  Law  Gazette  (ItBundesgesetzblatttt) I, 352. 
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TO LkOM IT MAY CONCERN D r .  Bdt./CT Dec. 12, 1990 
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"Verordnung  uber  Arbeitsstattenll ( " A r b e i t s ~ t a t t e n v e r o r d n u n g ~ ~ )  , 
(Regulations f o r  Work  Places). 
May 20, 1975, 
published  in  Federal  Law  Gazette  (llBundesgesetzblattlq) I, 729. 

IIGesetz  uber  den  Verkehr  mit  Arzneimittelnll  ("Arzneirnittelge- 
setz"),  (Federal  Law  for  Handling of Drugs). 
August 2 4 ,  1976, 

published  in  Federal  Law  Gazette  (*tBundesgesetzblattll) I, 2 4 4 5 ,  

2 4 4 8 ,  

last  amendment  April 11, 1990, 

published  in  Federal  Law  Gazette  (ttBundesgesetzblattll) I, 717; 

and : 

IIBetriebsverordnung  fur  pharmazeutische  Unternehmer", 
(Operations  Ordinance  for  Pharmaceutical  Entrepreneurs). 
March 8 ,  1985, 

published  in  Federal  Law  Gazette  (gtBundesgesetzblatt81) I, 546, 

(and  amendments). 

Yours faithfully 
HOECHST  AKTIENGESELLSCHAFT 

i 
I 

I (Dr. Schikorr)  (ppa. Dr. Bauerschmidt) 



Statement from Hoechst AG 
Countersigned and C e r t i f i e d  by the 

State  Government o f  Hesse (C i ty  o f  Darmstadt, Germany) 
tha t  Hoechst AG 

i s  i n  Compliance wi th   the  
Environmental  Regulations o f  Germany 

Dated August 8, 1990 



Hoechst 
TO WHOM IT MAY CONCERN 

Hoechst  Aktiengeseiischaft 
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 
BruningstraRe 50 
P.O. Box 80 03 29 
0-6230 FrankfurtlM 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 Btrnde- 
simmissionsschutzgesetz  (BlmSchG) (Federal  Law  on  Emissions). This re- 
quirement  is  based  on  the  regulations  concerning  plants  subject to approval 
(4th  BlmSchV = Regulations  on  the  Federal  Law  on  Emissions),  which  are  given 
in the  enclosures  under  subparagraph 

4.7: Plants  for  the  manufacture of products by 
chemical  conversion . . . 

and  under  subparagraph 

4.3: Plants f w  the  manufacture of medicinal  products 
or  medicinal-product  intermediates . . . 

Apprqval  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 
Regierungsprisidium  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 BlmSchG  (see  enclosure). 



I t  is  therefore  essential to guarantee  the  fulfillment  of  the  obligations in 5 5 
BlmSchG  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 5 BlmSchG  plants  subject to approval  are to be  constructed 
and  operated in such  a  manner  that 

1.  

2. 

3. 

4. 

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

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

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  removed  as  waste  without 
harm to the  well-being of the  community,  and 

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. 

However.  where  plants  not  subject to approval  with  respect  to  the  BlmSchG.  ap- 
provals  according  to  other  laws  may  be  binding (e.9. according  to  building  reg- 
ulations.  according  to  industrial  code  and  others).  Moreover, § 22 and § 23 of the 
BlmSchG  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. 

i 



\Ne 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 

1 

Plants  Subject to Approval 

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  commercial  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 (9 51), by  statutory  order.  with  affirmation  of  the  Bundesrat 
(Upper  House  of  Parliament),  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 approval  according to paragraph 1 is  required for 
opencast  mines  nor  for  plants  required for the  operation or for  the 
ventilation of opencast  mines. 

, 
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Federal Law on  Emissions 

i 

Plants Subject to Approval 

9 5  
Obligations of the  Operator 

of Plants  Subject to Approval 

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

1. harmful  Pnvironmental  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 (5 S l ) ,  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 

i inconveniences to the  community  and  the  vicinity  can  be  evoked. 
and 

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



i Federal Law  on  Emissions 

Plants  Subject  to Approval 

§ e  
Approval  Requirements 

The approval is to be conferred  when 

1. it has  been  guaranteed that the  obligations  in fj 5 and  those  in a 
statutory  regulation  issued  on  the  basis  of 9 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. 

(I 
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Federal Law on  Emissions 

Plants  Not  Subject to Approval 

9 22 
Obligations of the  Operator 

of Plants  Not  Subject to Approval 

( 1 )  Plants  not  subject to approval  are to be COnStrfJCted and  operated 
in a such a manner 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. 

For  plants  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. I 

.(2) Further-reaching  regulations under public  law  remain  effective. 

i 



Federal  Law  on  Emissions 

Plants Not Subject  to  Approval 

9 23 
Requirements  for  the  Construction, 
the Condition  and the Operation of 

Plants Not Subject  to  Approval 
I 

(1)The  Federal  Government  is  empowered. after hearings  wlth the 
groups  concerned (9 51). by statutory  order.  with  affirmation  of t h e  
Bundesrat  (Upper  House  of  Parliament). to order that the  constrfJction. 
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  namea 
in  the  statutory  regulation. 

' For  the  requirements  in  clause 1, Nos. 1 to 3. cf. 5 7 paragraph 5. 

(2)Where  the  Federal  Government  makes no use  of the 
empowerment,  the  governments of the  Lander  are  empowered by 
statutory  regulation  to  issue  regulations  according to paragraph 7 .  

The regional  governments  may  delegate  the  empowerment  to  one or 
more  principal .authorities  of  the  Lander. 

! 
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Regulations  on  the  Federal  Law  on 
Emissions. 

Plants  Subject  to  Approval 

4.1 

Plants for :he 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) 



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  also  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) 

I 

i 



TO WHOM IT ,YAY CONCERN 

(zur  Vorlage bei  der  FDA) 

Die  Hoechst 
Wirkstoffen 

"ENVIRONMENTAL  ASSESSMENT" 
(Umweltbewertung) 

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

Hoechst  Aktiengesellschaft 
Briiningstrde 50 
Postfach 8 0  03 20 
0-6230 Frankfurt/M. 8 0  
Bundesrepublik  Deutschland 

bestatigt  hiermit,  dad  die  Herstellung  dieser  Wirkstoffe  und  zu- 
bereitungen  im  obigen  Werk  nach  den  qiiltigen  Gesetzen  und  Ver- 
ordnungen  der  Bundesrepublik  Deutschland  zum  Schutze  der  urnwelt 
erfolgt . 
Die  Errichtung  und  das  Betreiben  von  Anlagen  zur  Herstellung  von 
pharmazeutischen  Wirkstoffen  ist  im  Sinne  von 5 4 des  Bundesimmis- 
sionsschutzgesetz  (BImSchG)  grundsatzlich  genehmigungsbedurftig. 
Dies  ergibt  sich  durch  die  Anwendung  der  Verordnungen iiber genehmi- 
gungsbedurftige  Anlagen ( 4 .  BImSchV), in der  im  Anhang  unter  Ziffer 
4 . 1  

Anlagen  zur  fabrikma8igen  Herstellung  von  Stoffen  durch 
chemische  Umwandlung ... 

und pter Ziffer 4 . 3  
I 
Anlagen  zur fabrikmmigen Herstellung  von  Arzneimitteln 
oder Arzneimittel-Zwischenprodukten ... 

aufgefuhrt  sind. 

- 2  - 
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F u r  diese Anlagen i s t  e in   s chr i f t l i cher  Antrag z u r  Erteilunq  einer 
Genehmiqung bei ,der zustandigen Genehmiqungsbehorde zu s t e l l e n .  Da- 
zu bedarf  es  ausfuhrlicher  Unterlagen. Erst nach qriindlicher prii- 
funq w i r d  von der genehmigenden Behorde ( i m  Falle  der Hoechst AG 
vom Regierungsprasidium Darmstadt)  el.2 Genehmiqungsbescheid er- 
t e i l t .  Dieser  Bescheid d a r f  nur e r t e i l t  werden, wenn nach 5 6 
B I m S c h G  (s iehe Anlage)  bestimmte Genehmiqunqsvoraussetzunqen er- 
f u l l t  s ind.  

SO muB unter anderem sicherqestel l t   se in ,  dad d ie  sich a u s  5 5 
BImSchG erqebenden Pf l ichten des  Betreibers  qenehmiqungsbedurftiqer 
m l a q e n   e r f u l l t  wurden. AuBerdem diirfen  andere o f f e n t l i c h  recht l i -  
che Vorschri f ten sowie  Belanqe des  Arbeitsschutzes dem Errichten 
und dem Betreiben  der Anlagen nicht entgeqen  stehen. 

Nach 5 BImSchG sind  qenehmiqunqsbedurftige Anlagen so zu errich- 
ten  und zu betreiben, daD 

1 .  schadliche Umwelteinwirkungen und sonstige  Gefahren,  erhebliche 
Nachteile und erhebliche  Belastigunqen fur d i e  Allgemeinheit und 
d i e  Nachbarschaft nicht  hervorqerufen werden konnen, 

insbesondere durch die dem Stand der Technik  entsprechenden 
Manahmen zur  Emissionsbegrenzunq, 

m a  und schadlos  verwertet  oder,  soweit Vermeidunq und Verwer- 
tung  technisch  nicht  moqlich  oder unzumutbar sind, a l s  Abfdlle 
ohne Beeintrachtiqunq des Wohl der  Allgemeinheit   beseit iqt ,  und 

4 .  entstehende Warme f u r  Anlagen des  Betreibers  qenutzt  oder an 
Dri t te ,   d ie   s ich  zur  Rbnahme berei t   erklart  haben,  abqeqeben 
w i r d ,  soweit   dies nach Art und Standort  der Anlagen technisch 
moqlich und zumutbar sowie m i t  den P f f i ch ten  nach den Nummern 1 
bis 3 vereinbar i s t .  

2 .  Vorsorge  qeqen  schadliche  Umwelteinwirkunqen ge t ro f f en  w i r d ,  

3 .  R e s t s t o f f e  vermieden  werden, es  s e i  denn, s i e  werden ordnunqsqe- 

Sofern  es  sich jedoch um nicht  qenehmigunqsbedurftiqe Anlagen i n  
Sinne  des BImSchG handelt, konnen Genehmiqunqen nach anderen 
Rechtsmaterien zwinqend erforderl ich  sein ( 2 . B .  nach Baurecht, nach 
Gewerbeordnung u . a * )  . Dariiber hinaus  schreibt d a s  B I m S c h G  i m  5 22 
und 23 die  Pfl ichten  der  Betreiber sowie die  Anforderung an die 
Errichtunq und das  Betreiben  derartiqer Anlagen vor (s. Anlage) . 
Danach sind  derartiqe Anlagen so zu errichten und zu betreiben, daA 

/ 

1. 

2. 

3 .  

schadliche llmwel teinwirkunqen  verhindert werden, die  nach 
de? Stand der  Technik  vermeidbar  sind, 
nach dem Stand  der  Technik  unvermeidbare schadliche Umwel t -  
einwirkunqen a u f  e in  MindestmaD beschrankt werden und 
d i e  beim Betrieb  der Anlagen entstehenden  Abfalle ordnunqsqema0 
b e s e i t i q t  werden konnen. 

- 3 -  
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TO WHOM IT MAY CONCSRN Dr.  Bdt./CT 
3 a: 

3 

Die  Einhaltunq  dieser  beschriebenen  gesetzlichen  Reqelungen  wird 
von  uns in Zusamenarbeit m i t  den  zustandiqen  Behorden  strikt be- 
f o l g t .  Vorsatzliche  Abweichunqen  von  diesen  Vorschriften  stellen 
Ordnungswidriqkeiten dar,  die  mit  GeldbuDen  qeahndet  werden. 

Im ubriqen  weisen  wir  darauf hin, daB  wir  der  standigen  Aufsicnt 
der  staatlichen  Gewerbeaufsichtsamter  unterlieqen. 

Hochachtungsvoll 
HOECHST  AKTIENGESELLSCHAFT 

Die  Richtigkeit  der  vorstehenden  Angaben wird hiermit  bestatigt. 

Darmstadt,  den 19.09.1990 
Regierung~pr~sidiuin Carn~stadt 

Irn Auftrage 

LJ-d 

( Schwanecke ) 
i 

Leitender  Gewerbedirektor 
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2etetiiqen Krecse ;§ 5 1 )  c u m  3ecntsvercrc:ue; ? I t  
Zzstirnmung ces Buncesiares cie Anlagen: zei :ecen 
nuEarc W h e  in nlcx unerneolimem Umfang *e:- 
stenen kann una aie enfsorecnena sen ,n cer ?,nra:s- 
veraranung naher :'J cestrmmenaen Anforcerungen nzca 
Absau 1 Nr. 4 emcxet und Setnecen wercen  mussen. 

(3) Der SetretCer nat src:ems:ellen. :aO auclr 3 x 3  
emer  Berneosetnstetlung 

van aer Aniage Mer dem Anlagengmnastrjcx keme 
scn~alic!en Umwettemwlrkungen una ionsirqe Geian- 
ren. emeoliiie Nacirelle una erneolicne 8ecist:gucSen 
Mr cie Allgemetnnett una cie Nac?aarsc?ait :ewer- 
Gemfen werden kCnncn und 
vomanoene Rcsrnoffe orcnungsqemdi3 una stzacias 
vemenet ador a s  Abfale onne aeecnu;icxigunq cos 
Wohls der  Allgemelnnelt besettigt wemen. 

9 6  
G~nrhmigungrvorausrcpungan 

Die Genenmigung in a erretien. wenn 
1. sicMrpettoitt isr dao die SIC? aus 5 5 und eimr aui 

Gruna d a  J 7 edassmen Recntsveraranung eqecen- 
a m  Pflicnrm wfGilt weraen. und 

2 andom dffmttich-rrchtliche Vortcnntten unc 3elar.ge 
aes ~me&sscmaes der ~rricm~ng und cem acrnco 
d u  Antage n m t  anrgegenscenen. 





Chemische Erzeugnisse, 
Anneimittel, Mineralolmffination 
und Weiterverarbeitung 

Soalte 1 Spalte 2 

4.1 I 4.1 
Anlagen zur !aonkmaaigen  Herstel- I 
!ung von Sloffen aurcn chemlscne j 
Umwanalung,  lnsoesondere 
a) zur Hemellung van anorgant- 

schen Cbemlkalien wie SBuren. 
Basen. Salre, 

3 iur Hemellung vOn Metallen odor 
Nichtmotallen  auf nassem Wage 
odor rnlt Hiltb elektnscner 
Energie. 

c )  zur Hentellung van Korund oder 
Karbid. 

3) zur Hemellung van Halogenen 
odor Halogenerzeugnissen odor 
van Schwbhl odor Sctvmleler- 
zeugnisson. 

e) a i r  Hemollung yn phasphar- 
odor rticktoffhaltigrn 00ngrmlt- 
IJn. 

r) zur Hmmllung von unter Oruck 
geldstern Acecy(on (Oissousgas- 
tankon). 

9) zur Hemellung von organtschen 
Chemiklion caw Ldsungsrnlttem 
we Alkohole. Aldohyae.. Ketone. 
Slunn. Ester. Acefate. Ather, 



~~ 

Spaitc 1 Soalte 2 

4.3 4.3 

P'lanzen.  ?flantentetle  oaer 
P!lanzenoestanatetie  extrahten. 
aealllien oaer  auf  anniicne Wet- 
se oenanaelt weraen.  ausgenom- 
men  Extraxtionsantagen m t  
E!hanor onne Ewarmen. 

Tierkdrper. auch lebender 5ere. 
sowie Kdmmetle.  Kdroeroe- 
nandterle una Stotfwecnselpre 
eukte von Tieren  eingesenr wer- 
den odor 

Mikroorganisrnen  sowte  deren 
Bestanatetle d e r  Stoffwecnsel- 
proaukto  verwenaet  weraen . 

. W r t  1949 
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SECTION C 
. a  

Material (DIN) Safety  Data  Sheet (MSDS) 

Summary  of  Physicochemical  Properties  of  Fenbendazole 

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

Environmental  Safety  Data 
(toxi col ogi cal , ecol ogi cal ) 

Dated  October 28, 1991 

I 



DIN Safety Data  Sheet 

O O O !  l b  
. Hoechst Logo 

Company: HOECHST  AC 
Division L Status as of: 10-28-91 

Trade name: Fenbendazole 
Product No.: 01 PDE0005  (Substance Code: 12643)  Page: l(4) 

Emergency Tel. No.:  069-305-6418 

1.1 Chemical  name: CAS No. : 43210-67-9 

1.2 Form at 20 degrees:  solid 
1.3 Color: 
1.4 Odor: odorless 

methyl-5-phenylthio-2-benzirnidazolecarbaate 

2. Physical  and  safety-related data 
Tested acc. to: 

2.1 Change of condition 
melting  point ca. 200.0 OC 

2.2 Density ( 1 
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 

2.9 Explosion  limits 

2.10 Thermal  decomposition 
heat.. . : . 10 K/min. > 500.0 OC 

2.11 Hazardous  decomposition products:  none 

2.12 Hazardous  reactions:  Danger of dust explosion 

Factory  guideline 
Hoechst analysis 

DTA 
Hoechs t analys is 

2.13 Additional information: 
An,incompatible  substance is not  known 
Sehsitivity to  shock: not  shock-sensitive Factory  guideline 

Hoechst analysis 

Ignition number: BZ2  Brief  flare-up,  no  spreading  Hoechst analysis 



DIN Safety Data Sheet 

00111 1 7  

Hoechs t Logo 
~ ~~ 

Company: HOECHST AC 
Division L Status  as of: 10-28-91 

Trade name:  Fenbendazole 
Product No.: 01 PDE0005 (Substance Code: 12643)  Page: 2(4) 

Emergency  Tel. No.: 069-305-6418 

3 Transport 

GGVSee/IMDG Code: 
GGVE/GGVS: 
IC.iO/IATA-DRG: 

UN No. : 
RI D/ADR : 
ADNR : 

Further  information 
TVB : 
PSN : 
Dispatch by mail:  MFAG : 
Substance No. : Ems : 
Dangerous  materials No.: 
Specific  classification: 

4. Regulations 
Marking  according to GefStofN/EG  [Dangerous  Materials Regul./EC]: 
Does  not  have to be marked. 

5. 

5.1 

5 . 2  

5.3 

5.4 

Protective  measures, storage and  handling 

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. 

Personal  protection 
Do not inhale dust. 
Avoid  contact  with  eyes and  skin. 
Respiration:  dust mask 
Hands : plastic  gloves 
Eyes : safety glasses 
Others : protective clothing 

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. 

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: ST1 

I 



I' 
DIN Safety  Data  Sheet Hoechst Logo 

Company: HOECHST AG 
Division L Status as of: 10-28-91 

Trade name: Fenbendazole 
Product No.: 01 PDE0005 (Substance  Code: 12643) Page: 3(4) 

Emergency Tel. No.: 069-305-6418 

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 consultics 
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. Ueasures  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 swailowed,  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 (LD50): >10000.00 
species : 
source : 

species : 
source : 

species : 
source: 

species : 
source : 

Acute  oral  toxicity (LD50): >10000.00 

Skin irritation:  nonirritating 

Eye irritation: nonirritating 

mg/kg 
rat 
Hoechst test 

mouse 
Hoechst test 

%/kg 

rabbit 
Hoechst test 

rabbit  eye 
Hoechst test 



D I N  Safety Data Sheet Hoechst Logo 

Company: HOECHST AG 
Division L Status   as  of: 10-28-91 

Trade name: Fenbendazole 
Product No.: 01 PDE0005 (Substance Code: 12643) Page: 4(4) 

Emergency Tel.  No.: 069-305-6418 

8 .  Ecological  information 

Fish  toxici ty  (LCso) : >500.00 
exposure  time : 48 h species : 

method : 
source : 

Fish  toxici ty  (LCSO) : >500.00 
exposure time: 96 h species : 

method : 
source : 

Remarks : 
Can be eliminated i n  water  treatment  plants. 

mg/L 
zebra  f ish 
OECD 203 
Hoechs t test 

zebra   f i sh  
OECD 203 
Hoechst t e s t  

mg/L 

9 .  Addit ional   inst ruct ions 

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 p r i n t :  November 1 2 ,  1991 

Translated: 
December 3 ,  1991/0e. 

i 
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1. 

2. 

3. 

4. 

5. 

ENVIRONMENTAL  ASSESSMENT 

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

Date:  September 9, 1993 

Company  Name:  Feed  Specialties  Company,  Inc. 

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

DESCRIPTION OF  THE  PROPOSED ACTION 

The  Feed  Specialties  Company,  Inc.,  facility  at  Des  Moines,  Iowa, 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-f? raw-materials  area,  3,000-ft2  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. 

lDENTlFlCATlONOF THE CHEMICALSTHATARE THE SURJECTOF THE 
PROPOSAL 

A. Fenbendazole: 
. ((3-(Phenyithic) - 1 H-benzimidazol-2-yl)  carbonic  acid  methyl  ester) 

CAS No.: 04321 0-67-9 
Molecular  Weight:  299.35 
Structural  Formula: ~ ‘15 H13 N3 0 2  
Physical  Description:  Light  Brownlsh-Gray 
Odorless,  tasteless,  water-insoluble  crystalline  powder 

B. Calcium  Carbonate: 
CAS  No.: 00047 1 -34-1 
Molecular  Weight: 1 00.09 
Structural  Formula: CaCO, 
Physical  Description: Odorless,  tasteless, 

water-insoluble  powder 

\ 
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ENVIRONMENTAL  ASSESSMENT 
4%. 8%- AND 20% SAFEGUARD  TYPE A MEDICATED PREMIX 

C. Mineral  Oil: 
CAS No.: 00001  2-95-1 
Physical  Description: Clear,  odorless,  tasteless, 

water  white liquid 
D. 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” 
MEDICATEDARTICLES 

A. List of substances  expected  to  be  emitted. 

(1)  Fenbendazole 
(2)  Calcium  Carbonate 
(3) Mineral  Oil 
(4) Rice  Hulls 

6. State  controls  exercised  to  modify  emissions. 

Air  emissions  generated in receiving  are  controlled by four  Rolfes 
72W16  filters and  one Rolfes  124RA6  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 ,OOO-gallon,  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  proparty ars Cischargkd  into the facility’s 13;967-# 
retention  pond. 

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

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

The Iowa  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 / 
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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 
Iowa'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. 

D. 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. 

E. 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.  "TOXIC  SUBSTANCES  CONTROL  ACT  CHEMICAL  SUBSTANCE 
INVENTORY'  TSCA  INVENTORY: 1985 edition 

B. "THE MERCK  INDEk:' Tenth Edition, ' p b .  MERCK & CO., INC., . 
Rahway NJ 1983 

PREPARED  BY 
Environmental Compliance 

PREPARED  BY  Date: q/7/73 

APPROVED  BY  Date: f / x 4  f3 
Compliance 

.. 
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2 .  PURINA  HILLS,  INC. 

3. 13001 ST. CHARLES ROCK ROAD 
BRXDGETON, HISSOURT 6 3 0 4 4  

The P U R f N A  HILLS. INC. Health Industries Is located 
approximately one mile north of t h e  intersection of 
Highway 270 and  St.  Charles  Rock Road. The facility is 
on a 37 acre plot  at  the  coordinate of 38 degrees 46 
minutes 15 seconds  latitude and 90 degrees 26 minutes 
35 seconds longitude. The plant  opcrationa  physically 
consist of a 40,000 SF receiving  (raw  materials)  ware- 
house, an 80,000 SF manufacturing  area,  and a 35,000 SF 
ahipping  (finished gooda) warehouse. 

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

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

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

A .  Fenbendazolct 
([5-(Phenylthio)-1H-benzimidazol-2-y1] carbamic 
a c i d  methyl ester) 

Holecular Weight: 299.35 

Physical Deecrlptlon: Light  Brownish-Gray, 
Odorless, Taeteless, Water  Insoluble  Crystalline 
Powder. 

CAS # I  043210-67-9  

. Structural  Formula: C I S  H13 N 3  O Z  S 

B. Calcium Carbonate1 
CAS # I  000471-34-1 
Holecular Weight: 100.09 
Structural  Formula:  Ca C O J  
Physical Description, Odorlees, Taeteleas, Water 
Inaoluble Powder. 
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C .  Mineral  Oil1 
C A 6  # t  000012-95-1 
Physical  Daacriptiont Clear ,  Odorless, 
Ta6ttlt81, Water  Uhite  Liquid. 

D. Rice Hulls, 
Physical Descrlption~ Tan to Light Brown Meal. 

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

A .  List of aubatances expected  to be emitted1 

1) Fanbendazolc 
2) Calcium  Carbonate 
3 )  Nineral Oil 
4) Rice Hulls 

8. State  controle exercised to  modify  tmissions: 

Air emissions  generated in manufacture,  both mixing 
and packaging, are controlled by a cyclonic  dust 
collector, i - t ' a  design efficiency l a  90.001. 

Liquid waate generated from equipment  clean up 
flows to  6t.  Louis  Metropolitan  Sewer  Company's 
POTW. 

Solid waate  mattrial 16 depoeited  in a sanitary 
l'and till. 

C. The applicable entiasion requirements and permits 
obtained  at the Pede-ral, State, and Local  levelst 

In Hiseourl, the Pederal, S t a t e ,  and Local air 
emiaeion  regulations are administered by the 
St. Louis  County  Division of Health.  Permit 
# 0445. 

Liquid  dischargee are regulated by St. Louis 
Metropolitan Sewer Company,  Ordnance t 4786 
Induetrial  Discharge  Requirements. Discharge Permit 
NO, 05115533-00. 

A l l  solid  discharges are regulated by EPA 40 CFR 
2 6 0 - 2 7 2  and Missouri's  Solid  Haete  Rules. EPA 
Permit t MOD085908259. 
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7 .  

A l l  e x i t   p o i n t s  s e r v i c i n g  t h i s  p h a r m a c e u t i c a l  / 
premix m a n u f a c t u r i n g  operation a r e  c u r r e n t l y  
p e r m i t t e d  and/or o p e r a t i n g   i n   c o m p l i a n c e .  T h e i r  
s t a t u s  would  not be g r e a t l y  c h a n g e d  with t h e  nex 
p r o d u c t i o n .  

D. A u t a t e m n t   c e r t i f y i n g  compliance w i t h  a l l  
app l i cab le  e m i a a i o n  atandardet 

D u r i n g   m a n u f a c t u r e ,  P U R I N A  MILLS I N C .  Health 
I n d U B t r i e s  will comply with a l l  e m i s s i o n  
r e q u i r e m e n t s  set by F e d e r a l ,  S t a t e ,  a n d  Local 
Agenciea .  

E. Discuse t h e  e f f e c t  t h e   a p p r o v a l  of t h i s  NADA 
will have upon  compliance w i t h  cu r ren t  e m i s s i o n 6  
r e q u i r e m e n t s  a t  P U R I N A  HILLS I N C .  Health 
I n d u a t r l e e t  

T h i o  NADA will not  a d v e r s e l y   e f f e c t   o u r   a b i l i t y  
t o  comply with emission r e q u i r e m e n t s .   C u r r e n t l y  we 
meet a l l  e m i r e i o n   a t a n d a r d a  on n o n - g e n e r i c  animal 
d r u g o  f o r m u l a t e d  with same/eimilar  a c t i v e  drugs  and 
i n a c t i v e   i n g r e d i e n t s .  

REPERENCESt 

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

B. "THE HERCK INDEX", TENTH EDXTION , pub NERCK C 
C O . ,  INC. RAHWAY, NJ 1983. 
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