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" Novartis Crop Pfotecfion; Inc.

F.O. Box 18300

Greensboro, MC 27419-8300 -~

Telephone 910 632 6000

Uy NOVARTIS

A

March 5, 1897

Ms. Connie Welch, Team Leader (21)
Office of Pesticide Programs - H7504C
U.S. Environmental Protection Agency
401 M. Street (SW)

Washington, D.C. 20460-0001

|SUBJECT:  SUBMISSION OF FINAL PRINTED LABELING FOR MEDALLION™.

FUNGICIDE (EPA Reg. No. 100-769). NOTIFICATION FOR THE ‘
ADDITION OF ORNAMENTAL PLANTS AND DISEASES CONTROLLED

Dear Ms. Welch:

Enclosed please find five copies of final printed labeling for Medallion™ Fungicide (EPA
Reg. No. 100-769) in response to your letter dated February 18, 1997. The label was
revised according to your request that we add statements concermning chemigation
systems connected to public water systems. .

Via this notification, we added Alternaria spp. to the list of diseases controlled for
ornamentals. We also added the following ornamental plants:

Soil Drench .

At Seeding: - Begonia, Petunia, Salvia, Snapdraggon

Transplants and Cuttings: Begonia, Carnation, Celosia, Impatiens, Salvia,
Spathiphyillum, Snapdraggon, Vinca, Zinnia

Foliar Spray = i _

Rhizoctonia control: Gomphrena )

Botrytis control: _ African Violet, Chrysanthemum

Lastly, we added the note:

IMPORTANT: {2) DO NOT APPLY MEDALLION FOR CONTROL OF
SEEDLING DISEASES OF PANSY.

This notification is consistént with the provisions of PR Notice 95-2 and EPA regulations

at 40 CFR 152.46, and no other changes have been made to the labeling or the
confidential statement of formula of this product. | understand that it is a violation of

m:\fudioximedalwelch02.doc
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"~ 18 U.8.C. Sec. 1001 to willfully make any false statement to EPA. | further understand
that if this notification is not consistent with the terms of PR Notice 85-2 and 40 CFR
152 48, this product may be in violation of FIFRA and | may be subject to enforcement
‘action and penalties under sections 12 and 14 of FIFRA.

If you have any questions or comments concerning this notification, please contact me
at (910) 632-2366. Thank you.

Sincerely, | o o o e

s 2o S ) i

Gregory T. Peters, Ph.D. S
Senior Regulatory Manager

‘Enclosures:  Five copies of final printed labeling
Application for Pesticide Form 8570-1

cc: : Kathryn Scanlon

m:\fludiox\medalwelch02.doc : . . : ; e



PULL HERE TO OPEN M-

Medallion

FUNGICIDE

For contrat of certain folier and soilborne
diseases in ornamentals grown in containers,
greenhouses, and other enclosed structures

Active ingredient;
4-(2,2-difluoro-1,3-benzedioxol-4-

yl-3-1H-pyrrole-3-carbonitrils .. ... ... 50%
Inert Ingredients: - 50% -
Totai: 100%

Medaltion is a wettable powder.
EPA Reg. No. 100-763  EPA Est. 100-NC-2

KEEP OUT OF REACH
OF CHILDREN.

CAUTION

See additional precautionary staterments and
directions for use inside booklet

This outer protective container contains
Medallion in eight inner water-soluble pack-
ets. These inner packels dissolve In water,
allowing contents to wet After opening outer
containers, immediately dump the required
number of unopened inner packets into the
partially filied sprayer or mix tank. Do not
handle the soluble packets or exposé them
to moisture, since this may cause rupturing.

Do not offer individual packets for sale.
NCP 198L1 0297

8 Ounces S
Total Net Waight Per Bag

8 x 1 Ounce
Water-Soluble Packets

) NOVARTIS

DIRECTIONS FOR USE AND CONDITIONS
OF SALE AND WARRANTY

IMPORTANT: Read the entire Directions for
Use and the Conditions of Sale and War-
ranty before using this product. If terms are
not acceptable, return the uncpened prod-
uct container at once.

Conditions of Sale and Warranty

The Directions for Use of this product
reflect the apinion of experts based on fisld
use and tests. The directions are believed to
be reliable and should be followed carefully.
However, it is impossible tc eliminate all
risks inherently associated with use of this
product. Crop injury, ineffectiveness, or
other unintended consequences may resuit
because of such factors as weather condi-
tions, presence of other materials, or the
manrer of use or application all of which are
beyend the contral of MNovartis Crop
Protection, !nc. or the Seller. All such risks
shall be assumed by the Buyer.

Novartis warrants that this product con-
forms io the c¢hemical description on the
label and is reasonably fit for the purposes
referred to in the Directions for Use subject
to the inherent risks referred to above.

BEST CNPV AVAILABLE
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Novartis makes no other express
or implied warranty of Fitness or
Merchantability or any other
express or implied warranty. In no
case shall Novartis or the Seller
be liable for consequential, spe-
cial, or indirect damages result-
ing from the use or handling of

this product. Novartis and the Seller
offer this product, and the Buyer and user
accept it, subject to the foregoing Condi-
tlons of Sale and Wananty, which may be
varied only by agreement in writing signed
by a duly authorized representative of
Movartis.

DIRECTIONS FOR USE

It is a violation of federal taw to use this
preduct in a manner Inconsistent with its
labeling,

Do not apply this product in a way that will
centact workers or other persons, either
directly or through drift. Only protected
handlers rmay be in the area during applica-
tion, For any requirements specific to your
State or Tribe, consult the agency responsi-
ble for pesticide regulation.

AGRICULTURAL USE REQUIREMENTS
Use this product only in accordance with
its labeling and with the Worker Protec-
tion Standard, 40 CFR part 170, This
Standard contalns requirements for the
protection of agricultural workers on
farms, forests, nurseries, and green-
houses, and handlers of agricultural pes-
ticides. It contains requirements for
training, “decontamination, notification,
a2nd emergency assistance. it also con-
tains specific instructions and excep-
tions pertaining to the statements on
this label about personal protective
equipment (FPE) and restricted-entry
interval. The requirements in this box
only apply to uses of this product that
are covered by the Worker Protection
Standard.

Do not enter or allow worker entry into
treated areas during the restricted
entry interval (RE?) of 12 hours.

PPE requrred for early entry to freated
areas that is permitted under the Worker
Protection. Standard and that involves
contact with anything that has been
treated, such as pfants, soil, or water is:
+ Coveralls
« Waterproof gloves

+ Shoes plus sccks

NON-AGRICULTURAL USE

REQUIREMENTS
The requirements in this box apply to
uses of this product that are NOT within
the scope of the Worker Protection
Standard for agricultural pesticides (40
CFR Part 170). The WPS applies when
this praduct is used to produce agricui-
tural plants on farms, forests, nurseries,
cr greenhouses.

Do not enter treated areas without pro-
tective clothing until sprays have dried.

CGA 130-00B838A

NOTIF’CATION
MAR | 199/
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"Medallion™

FAILURE TO FOLLOW THE DIRECTIONS
FOR USE AND PRECAUTIONS ON THIS
LABEL MAY RESULT IN POOR DISEASE
CONTROL OR PLANT INJURY.

General Information

Mixing Instructions

Prepare no more mixture than is needed
for the immediate operation. Thoroughly
clean the spray eguipment before using
Medailion. Vigorous agitation is necessary to
maintain uniformity of the spray mixture.
Malntain smaximum agitation throughout the
spraying operation. it is not recommended
that the spray mixiure stand overnight in
the spray tapk Flush the spray equipment
thoroughly following each use and apply the
rinsate to a previously treated area.

Note: Do rot use with cils or adjuvants.

Medallion Alone: Add /3 of the required
amount of water o the spray or mixing tank.
With the agitator running, drop the required
number of unopened scluble packets of
Medallion into the spray tank all at once.
Continue agitation while adding the remain-
der of the water. Begin application of the
spray solution after the packets have dis-
solved, and the material has completely dis-
persed into the mix water. Maintain agitation
until all of the mixture has been applied.

Medallion + Tank Mixtures: Medallion is
usually compatible with Subdue®, Subdue
11, and other commonly used fungicides or
insecticldes,

Add 13 of the requlred amount of water to
the spray or mixing tank. With the agitator
running, drop the required number of
uncpened soluble packets of Medallion inte
the tank all at once. If tank mixing with
Subdue Il drop the required number of
unopened soluble packets of Subdus H inte
the tank befere adding the remainder of the
water. Continue agitation white adding the
remainder aof the water. Allow the packets of
Medallion to dissolve and the product to
completely disperse inte the mix water,
Then add the desired amount of other prod-
ucts recommended for tank mixture and
allow thern to becorme completely dis-
persed. Continue agitation to maintain 2
uniform suspension untit all of the spray
solution has been applied.

Note: Do not let the spray mixture stand
overnight in the spray tank. Rinse the spray
tank at the end of the day.

Precaution: Water-soluble packets of Medallion
must be completely dissolved and dispersed
in water before any other tank mix pariner,
including micronutrients or other fiquid or dry
fertilizers, are added to the spray solution.

if using Medallion in a tank mixture, abserve
all directions for use, crops/sites, use rates,
dilution ratics, precautions, and limitations
which appear on the tank mix product label.
No label dosage rate should be exceeded
and the most restrictive label precautions
ang limitations should be followed. This
product shoutld not he mixed with any prad-
uct which pronibits such mlxmg Tank mix-
tures are permitted only in those states
where the tank mix partner is registered.

Application Instructions for Use in lrriga-
tion Systems

Overhead, Microjet, or Drip Irrigation
Application: Medailion alore or in tank mix-
ture with ciher pesacldes which. are regis-
tered for ovarhead, m:cro;et. or drip appiica-
tion may be applisd in irrigation water at
rates recommended on this label. Apply this
product only througn an overhead, microjet,
or drip irrigation sysiem. Do not apply this
product through 2ny other type of irrigation
system. Plant injury or lack of effectiveness
can result rom dcnuniform distribution of
treated warer. If you have questions about
cafibration, you should contact State Exten-
sion specialists, equipment manufacturers,
or other exoerts. Do not connect an irriga-
tion systemn (including greenhouse systems)
used for pesticide application to. a public
water systam unless the pesticide label-pre-
scribed safely devices for public water sys-
terns are in place. A person knowledgeable
of the chemigation system and responsible
for its operation. or under the supervision of
the responsible person, shall shut the sys-
tem down and make necessary adiu

should the need arise [Public water system

means a systern for the provision to the
public of piped water for htman consump-
tion # such system has at least 15 service
connections or regularly serves an average
of at feast 25 individuals daily at least 60
days out of the year.

Operation Instructions
1.The systam mwst contzin a functional
check-valve, vacuum relief valve, and Jow
pressure drain appropriately located on
the irrigaion pipeline to prevent water-
ination from backflow.

p
water systems rmust contain a functional,
reduced-prassure zone, back-flow preven-
ter (RPZ) or the funcliona) equivatent in
the water supply iine upstream from the
point of pesticide introduction. As an
option to the RPZ the water from the pub-
lic water system should be discharged
inte a reservoir 20k prior to pesticide
introducton.. There shall be a complete
physical preak (air gap) between the put-
let end of the fill pipe and the top or over-
flow rim of the reservoir tank of at least
twice the inside diameter of the fill Ripe. )

2.The pesticide injection pipeline must con-
tain a functional, 2utomatic, guick-closing
check-vaive to prevent the flow of fluid
back toward the inection pump.

3.The pesticide injection pipeline must also
contain a funcuonal, normally closed,
sclenoid-operated valve located on the
intake sice of the injection pump and
conrectes to the system Interlock to pre- -
vent fluid from Tesng withdrawn from the
supply t2ax when the irrigation system is
gither zutamatcaily or r'nanuallyr shut
dawn.

4.The systern must cantain functional inter-
lecking esntrois to automatically shut cff
the pespzide mjzction
water pumg Mot

ere s rg water sump, when the water

pressure gefrezsss o the point where

5.The irrigaton Ime cr water purnp must
inciude = funcuanal pressure switch
which wil stop e water pump motor
whien the water crassure decreases to the
point whare gesucide distribution is
adversely affecteq.

Add=a
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Medallion™

6. Systerns rnust use a rietering pump,
such as a positive displacement inje¢-
tion pump (e.g. diaphragm pump)
effectively designed and constructed of
materials that are compatible with pes-
ticides and capable of being fitted with 2
system Interlock,

7. Do not apply when wind speed favors
drift beyond the area intended for treat-
ment,. Avoid spray overlap as injury may
result,

8. Prepare a mixture with a minimum of 1
gal. of water to one packet of Medallion
and inject this mixture into the system.
Injecting a larger volume of a maore
dilute mixture per hour witl usually pro-
vide more accurate calibration of meter-
ing equipment. Maintain sufficient agita-
tion to keep the fungicide in suspension.

9. Meter into irrigation water during the
peginning of the irrigation cycle.

10. With overhead or microjet systems.
apply additional water after irrigation Is
completed to remove residues from the
{oliage. Apply enough supplernental
water to set the root zones of the plants.

Precaution for irrigation applications: Where
distribution patterns do not overlap suffici-
ently, unaccepiable control may result. Where
distribution patierns overlap excessively, injury
to desirable plants may result.

Ornamentals

Medallion Is a protectant fungicide for con-
trol of certain foliar and soilborne diseases
in ernamentals grown in contalners, green-
houses, and other enclosed structures.
Medaltion controls damping-off and roct
and stem rot diseases caused by Rhizoc-
tonia spp. For control of ather damping-off
and root and stem rot diseases caused by
Pythium spp. and Phytophthora spp., use
Subdue or Subdue II. Use Medallion as a
soil drench on crnamentals at the time of
seeding or transplanting, or on established
plants. Medallion can also be used as a
foliar spray for contral of Bo RR,, foliar
Rhizoctonia sppand Allernatia spp.; 2
Medzllion as a foliar spray omy 18 0 Famen-
tals grown in greenhouses or other enclosed
structures

NOTICE TC USER: Plant tolerance to
Medallion has been found to be accept-
able for the specific genera and species
listed on this label. Due to the large
number of species and varleties of orna-
mentals and nursery plants, it is impos-
sible fo test every cne for tolerance fo
Medallion. Neither the Manufaciurer agr
the Seller has determined whether or
not Medallion can be used safely on
crnamenta!l plants not specified on this
label. The professional user should
determine if Medallion can be used
safely prior to commercial use. in a
small area, {est the recornmended rates
on uniabeled plants for phytotoxicity
prior to widespread use,

pply

SOIL DﬁEuCH _

At Seeding (% Eos:a. fmatrens.
T A
Zinnia)

For cantrol of soilborne Rhizoctonta Spp., milx
1 packet/1Q0 gais. of water. Apply sufficient
sojution to thoroughly wet the growing
media {up to a maximum of 1 pt/sq. ft).
Make only one application to the seedling
crop prior to transplanting or transfer to
larger containers. .

INSPIANIS Al aponia, Carna-
tion, Celosia, Impatiens, Marig

FAEZON, Vinca, Zinma
F&r TR control of sallbotne Rhizoctonta PP,
mix 2-4 packets/100 gals. of water. Apply
sufficient solution to thoroughly wet the
growing media (up to a maximum of 1
pt/sq. ft.). If needed, retreat transplants and
cuttings with Medallion 21-28 days after the
initiat application.

Under severe disease conditions, use the
higher rate on these ornamentais.

FOLIAR SPRAY

Under severs disease conditions, use the
higher rate on these ormamentals.

Rhizoctonia spp (Poinsettia

Pothos)

For control of fc IE caused by
Rhizactonia sp i
packets/100 gals, of watef. Spray to runoff.
Repeat applications at 7 to 14-day intervals.
Do not apply 1o poinsettia after bract forma-
tion.

Botrytis spp. (African Violet, cgrvganﬂ;e.-)' )

Cyclamen, Impatiens, Marigold)
For control of foliar diseases caused by
Botrytis spp., mix 12-16 packets/100 gals. of
water. Spray to runoff. Repeat applications
at 7 to 14-day intervals.

EMPORTANT. (1) DO NOT APPLY MEDAL—
NIUM PELARG

ONLY TO ORNAMENTAI.S GROWN IN THE
GREENHOUSE OR OTHER ENCLOSED

. STRUCTURES.

Storage and Dlsposal
Storage

Store in a cool, dry place. Do not store this
product under wet conditions. Handle outer
container carefully to avoid breakage of
inner soluble packets.

Pesticide Disposal

Do not contaminate water, food, or feed by
storage or disposal, or cleaning of equip-
ment. Improper disposal of unused pesti-
cide, spray mixture, or rinse water is a viota-
tion of federal law, Pesticide, spray mixture,
or rinsate that cannct be used according to
labet instructicns must be disposed of
according to federal, state, or local proce-
dures. i these wastes cannot be used
accarding to label instructions, contact your
State Pesticide or Environmental Control
Agency or the Hazardous Waste representa-
tive at the nearest EPA regional office for
guidance in proper disposal methods.

Pcddr:al
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Container Disposal
Do not reuse outer container. Dispose of_

.empty cuter container in a sanitary landfill

or by incineration, or by open burning if
allowed by state and Jocal authorlties. If
burned, keep cut of smoke.

For miner spiils, leaks, etc., follow alf pre-
cautions indicated on this label and clean
up immediately. Take speclal care to aveid
contamination of equipment and facilities
during clean up procedures and disposal of
wastes. In the event of 2 major spill, fire, or
other emergency, cali 1-800-888-8372, day
or night.

Precautionary Statements
Hazrards to Humans and Domestic Animals
CAUTION
Causes moderate eye irritation. Hareful if
absorbed through skin. Aveid contact with

eyes, skin, or clothing,

Statement of Practical Treatment
If in eyes: Flush with plenty of water. Call a
physician if irritation persists.

If on skin: Wash with plenty of soap and
water. Get medica! attention.

I swallowed: Immediately drink 1 or 2
glasses of water and Induce vomiting by
touching back of throat with finger, Do not
induce vomiting or give anything by mouth
to an unconscious person. Call a2 physician
or Poison Control Center. ’

If inhaled; Move to fresh air.
Note to Physician: If ingested, induce eme-
sis of lavage stomach, Treat symptomati-
caliy.
Personal Protective Equipment
Applicators and other handlers must wearn:
« Long-sleeved shirt and long pants
+ Waterprocf gloves
« Shoes pius socks
Follow manufacturer's instructions for
cleaning/maintaining PPE. #f no such
instructions far washables, use detergent

and hot water. Keep and wash PPE sepa-
rately from other laundry.

User Safety Recommendations
Users should:
«Wash hands before eatlng, drinking,
chewing gum, using tebaceo, or using
the toilet.

* Rernove clothing immaediately if pesti-
cide gets inside. Then wash thoroughly
and put on clean clothing.

Environmental Hazards )
This product is toxic to fish and aquatic
invertebrates. Do not apply directly tc water,
to areas where surface water is present, or
to intertidal areas below the mean high
water mark. Do not contaminate water when
disposing of equipment wash waters or
rinsates.

Physical or Chemical Hazards
Do not use or store near heat or open flame.

Medallion™ and Subdue®
trademarks of Naovartis )
U.S. Patent Nos. 4,151,259; 4,705,800

®1997 Novartis

Novartis Crop Protection, inc. -
Turf and Grnamental Products

Greensbaoro, NC 27419 .

NCP 198L1 C297 . - e

Medallion™

This booklat manufactured using
post-consumaef, recyclad papar.




" “Medallion™

Medallion™
FUNGICIDE

For control of certain foliar and
soflborne diseases in ornamentals
grown in containers, greenhouses,
and other enclosed structures

Active Inpredient:
4-(2,2-ditluore-1,3-benzodioxol-
4-yl-)-1H-pyrrole-3-

carbonitrile ... ...00aoaul) 50%
Inert Ingredients: 50%
Total: 100%

Medallion is 2 wettable powder,

See additional precautionary state-
ments and directions for use In
attached booklet,

AGRICULTURAL USE
REQUIREMENTS
Use this product only In accor-
dance with its labeling and with
the Worker Protection Stan-
dard, 40 CFR part 170, Refer to
supplemental labeling under
“Agriculttural Use Requirements”
In the Directions for Use section
50; information about this stan-
rd.

EPA Reg. No. 100-769
EPA Est. 100-NC-2

This outer protective container
tontains Medalllon in elght [aner
water-soluble packets, These inser
packets dissalve In water, allowing
contents to wet. After opening
outer container, immediately
dump’ the required nomber of
unopened inner packets Into the

artlally filled sprayer or mix tank.

o rigt handle the soluble packets
or expose them to molsture, since
this may cause ruptoring.

Do not offer Individual packets for
s3le.

8x10z 8 Oz.
Water-Soluble Total Net
Packets Weight

U NOVARTIS

KEEP OUT OF
REACH OF
CHILDREN.

CAUTION

Precautionary Statements
Hazards to Humans and
Domestic Animals

Causes moderate eye irritation.
Harmiul if absorbed through
skin, Avoid contact with eyes,

. skin, or clothing,

Statement of Practical
Treatment

1f In eyes: Flush with plenty of
water. Call a physician if irrita-
tion persists.

M on skin: Wash with plenty of

seap and water. Get medical
attention. o T
I swallowed: immediately drink
1 or 2 glasses of water and
induce vorniting by touching
back of throat with finger, Do
nat induce vomiting or give any-
thing by mouth to an uncon-
scious person. Call a physician
or Poison Control Center,

1t Inhaled: Move to fresh air

Note to Pitysiclan: If ingested,
induce emesis or lavage ston-
ach. Treat symptomaticatly,

Environmental Hazards

This product is toxic Lo fish and
aguatic invertebrates. Do not
apply directly to water, to areas
where surface water is present,
or to intertidal areas below the
mean high water mark Do not
contaminate water when dispos-
ing of equipment wash waters or
rinsates.

Physical or Chemical Hazards

Do not use or store near heat or
apen flame.

Medailion™ trademark of
Novartis

©1937 Novartis
Novartis Crop Protection, Inc.
Turf and Ornamentaf Praducts

Greensboro, NC 27418
NCP 198L1 0297




