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AGENCY EPA Reg. Number, Date of Issuance: 

Office of Pesticide Programs 
:aegistration Division (7S0SC) 

Ariel Rios Building 
1200 Pennsylvania Ave., NW 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
...L Registration 
_ Reregistration 

(under FIFRA, as amended) 

Name and Address of Registrant (include ZIP Code): 

Summit VetPhann LLC 
400 Kelby Street 
Fort Lee, NJ 07024 

.. 83399-9 FEB - 7 2008 

Term of Issuance: Conditional 

,Name of Pesticide Product: 

SVP8 

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by'the 
Reltistration Division prior to use of the label in commerce. In any cOITes~dence on this product a1w~refer to the above EP Aregistration number. ' 

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide, 
Fungicide and Rodenticide Act. Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order 
to protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accOrdance 
with the Act The acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a 
right to exclusive use of the name or to its use if it has been covered by others. 

This product is conditiohallyregistered in accor4ance with FIFRA sec. 3(c)(7)(A) and (B) 
provided that you: 

1. Submit and/or cite all data required for registration of your product under FIFRA sec. 
3( c)( 5) when the Agency requires all registrants of similar products to submit such data; and submit 
acceptable responses required for reregistration of your product under FIFRA section 4. 

2. Submit the following data: 

3. 

One year storage stability (830.6~ 17) and corrosion characteristics (830.6320) 
studies. These studies can be run concurrently. It is recommended that the 
observation must be made at 0,3,6,9, and 12 months period and the results must be 
submitted to the Agency on completion. These studies must be submitted within 15 
months from today's date. 

Make the following label changes: 

a. Add the phrase "EPA Registration Number 83399-9". 

Signature of Approving Official: Date: 

FEB -7 2008 

EPA Form 8570-6 
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b. On the front panel,.revise the statement "Vectrafor Cats (9lbs and over and over 9 
lbs) (1.2 ml dose)" to read "Vectrafor Cats (9lbs and over) (1.2 ml dose)". 

c. Onthe front panel, revise the statement "Vectrafor Cats' (9lbs and over)(1.2ml 
dose)" to read "Vectrafor Cats (9lbs and over)(1.2 ml dose)". 

d. On the front panel, add a space between the numeric and lb or numeric and ml 
designation in several places. 

e. On the front panel and elsewhere on the label, delete claim for control of flea pupae. 
We have perused the letter submitted by Dr. Michael W. Dryden dated February 1, 2008. 
However, the Agency is not currently accepting claims of direct kill of flea pupae for 
spot-on products. To have these claim reconsidered, additional efficacy data must be 
submitted. 

f. Please proofread and correct the many spelling mistakes we found on this label. 

d. Delete the following: "Note to Physician: No known symptomatology. In the event of 
skin rash wash witksoap and water and apply moisturizing Cream to affected area. " 
This statement is not appropriate as advice to physician for this product. 

e. On page 2, revise "See package insertfor directions for use, precautionary 
statements, first aid, and active ingredients." To read as follows: "See package insertfor 
directions for use, precautionary statements, first aid, dndother information." The active 
ingredient statement must remain: on the front panel. 

f. Revise the following claims to specify cats 9 lbs and over: , 
"Flea treatmentformulatedforcats (1.2 ml dose)" 
"Formulatedfor cats (1.2 ml dose)" 
"For cats (1.2 ml)" 

g. Revise the following claim to specify cats and kittens under 9 lbs: 
"Flea treatmentformulatedfor cats and kittens (0.8 ml dose)" 

h. Delete the claim "Pyriproxyfen has an anti-foeding effect on adult fleas, thereby 
preventing the flea from taking a blood meal." To have this claim added back on in the 
future, additional efficacy data must be submitted. 

i. Revise the claim "The choice for both indoor and outdoor cats (and kittens 0.8 ml)" 
to read. "For both indoor and outdoor cats (and kittens 0.8 ml)". 

J. Delete the claim "Your veterinarian recommends SVP8". 

k. Delete the claim "Weighting 3 to 9Ibs." The Agency is unclear as to the meaning of 
this claim. Additionally, "weighting" should be spelled "weighing". 
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1. Delete the claim "SVP8 contains (pyriproxifon) a photostable insect, growth regulator 
(IGR) for control of all immature flea stages) ". At this time we are unable to verify the 
photostability of pyriproxifen. This claim must be deleted .. 

m. The claim "Approximately 95% of the flea population in a household infestation are 
immature fleas that live in the cats (kittens) environment." Cannot be verified and must 
be deleted. 

n. The claim "Kills (controls) (jleas) (all stages offleas)" must be revised to delete 
"kills". We can only accept "control" for all flea stages, not ''kill''. 

o .. Delete the claims regarding "Hospital pack" and "Clinic pack". This product is not 
a drug. 

4. Submit two copies of the revised final printed label for the record. 

, If these conditions are not complied with, the registration will be subject to cancellation 
in accordance with FIFRA sec. 6(e). Your release for shipment of the product constitutes 
acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. A copy of the last efficacy 
review is also enclosed for your perusal. 

Enclosure 

Sincerely, 

R;ffoku~ 
Rita Kumar' 
Insecticide Rodenticide Branch 
Registration Division (7505C) 
E-mail: kumar.rita@epa.gov 
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SVP8: EPA REG. NO. 8339fFO 
PROPOSED LABELING 
Date: 21412008 
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"Master Label" 
(This master label includes label text for different size packages and application rates 

specific to the pet's age and body weight) 

FRONT PANEL OF OUTER BOX 

SVP8 
Alternate Brand Name; 
Vectra for Cats (9lbs and over and over 91.bs)(1.2ml dose) 
Vectra for Cats and Kittens (under 9 Ibs.and (over) 8 weeks of age (or 
0Ider»(O.8ml dose) 

Vectra Plus for Cats (9lbs and over)(1.2ml dose) 
Vectra Plus for Cats and Kittens (under 9 Ibs and (over)Q weeks of age (or 
0Ider»(O.8ml dose) 

Vectra Excel, (Vectra Dual, Vectra 2C, Vectra Duo, Vectra II, Vectra +, Vectra 2, 
Vectra Gold, Vectra Shield) for Cats (9 Ibs and over){1.2ml dose) 
Vectra Excel, (Vectra Dual, Vectra 2C, Vectra Duo, Vectra II, Vectra +, Vectra 2, 

, Vectra Gold, Vectra Shield) for Cats and Kittens (under 9 Ibs and (over) 8 weeks 
of age (or 0Ider»(O.8ml dose) 

Effective monthly control of; Adult fleas, (flea) eggs, (flea) larvae and (flea) pupae 
Net Contents; xx Doses, each yy fl.oz. (zz ml) 

(Optional marketing claims-front or back or side panels/continued 'on pages 5-8) 

ACTIVE INGREDIENTS: 
Dinotefuran ....... , ..................................................................................... 22.00% 

Pyriproxyfen ............................................................................................ 3~000/0 
OTHER INGREDIENTS ........................................................................... 75.00% 

TOTAL ................................................................................................ 1 00.00%
' 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
xx Doses 

Page 1 of 11 

Net Content xx doses; each xxmls 

ACCEPTED 
with COMENfS 

, in EfMe!!e;Dated:. 
Under the -frJaeraI ~nmlde, 
Fungicide. and Rodenticide Act. 
As amended. for the pesticide 
Registered under EPA Reg. No. 
~ '3'? 1q- q 
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PROPOSED LABELING 
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Front, back, side and/or insert language 

5 T It! 

See package insert for directions for use, precautionary statements, first aid, (and active 
ingredients.) . 

, READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING: Causes substantial but temporary eye injury. Do not get in eyes or on 
clothing. Avoid contact with skin. Wash thoroughly with soap and water after handling 
and before eating, drinking, chewing gum and using tobacco products. Remove and 
wash contaminated clothing before reuse 

For external use on cats and kittens under 91bs and over 8 weeks of age (0.8 ml 
dose). 
For external use on cats 91bs and over 8 weeks of age (1.2 ml dose) 

Do not use this product on debilitated, aged, medicated, pregnant or nursing animals or 
animals known to be sensitive to pesticide products without first consulting a 
veterinarian. Sensitivity, such as slight transitory redness of the skin at the site of 
application, may occur after using ANY pesticide product for pets. If signs of sensitivity 
occur, bathe your pet with mild soap or shampoo and rinse with large amounts of water. 
If signs of. individual animal sensitivity occur and persist, contact your veterinarian. 
Have the product container or label with you when calling your veterinarian for advice. 
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FIRST AID 

6 t- 1'1 

If In eyes: Hold eye open" and rinse slowly and gently with water for 15 - 20 
minutes. 
Remove contact lenses, if present, after the first 5 minutes, then 
continue rinsing . 

. Call a poison control center, doctor for treatment advice 
If swallowed:· Call a pOison control center, doctor immediately for treatment advice. 

Do not induce vomiting unless told to do so by a poison control center 
or doctor. 
Have person sip a glass of water if able to swallow. 
Do not give anything to an unconscious person. 

If on skin: Take off contaminated clothing. 
Rinse skin immediately with plenty of water for 15 - 20 minutes. 
Call a poison control center," doctor, or 1-800-999-0297 or after 6pm 

, EST 1-888-426-4435 immediately for treatment advice 
Note to Physician: No known symptomatology. In the event of skin rash wash witk 
soap and water and apply moisturizing cream to affected area. 
Have tt:le product container or label with you when calling a poison control center or 
doctor or going for treatment. You may contact 1-800-999-0297 or after 6pm EST 1-
888-426-4435 for emergency medical information. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. [Precauci6n al consumidor: si usted no lee ingles, no use este producto 
hasta que la etiqueta Ie haya sido explicada ampliamente. (To the User: If you cannot 
speak English, do not use this product until the label has been fully explained to you).] . 

HOW TO APPLY: 

1. Remove applicator from package. 
2. The cat should be standing or in a comfortable position for easy application. 
3. Unscrew the tube cap. Remove the cap from the tube. The cap contains a point 

that can pierce the safety seal on the tube. Carefully hold the tube upright, 
pOinted away from your face and body. Using the cap puncture the safety seal 
on the tube. (Screw the applicator tip onto tube.) OR 

Alternate language--step 3, based on applicator: 
Holding the applicator upright at the top below applicator tip, with thumb and index 
middle finger( of the other hand) (squeeze the tabs and) press down firmly, while 
pressing firmly down on applicator cap with index finger to puncture safety seal 
locking the applicator tip in the dispensing pOSition. 
OR . 
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( 7 t Jtf 

Holding the applicator upright, place your thumb and index finger firmly around the 
collar. While maintaining applicator in an upright position, push firmly down on the 
top of the applicator tip, piercing the seal. (see illustration) 
OR 
(Remove. the tube and applicator from the package) Holding the tube 
(applicator) upright, pointing away from face, place thumb and index finger 
around the applicator'tip under the large disk. With other hand grasp the 
stem of applicator tip above small disk. Press down firmly on small disk 
until both disks meet, piercing the seal. (See illustration) 

GRAPHICS DEPICTING HOW TO OPEN PACKAGE/APPLICATOR 

4. Part the hair down to the level of the skin and slowly apply the product at the 
base of the cat's (and/or kitten's 0.8 ml dose) head until the applicator (tube) is 
(completely) empty, as shown in the diagram below. Do not make superficial 
application to the cat/kitten's hair. 

[GRAPHICS DEPICTING TREATMENT OF ANIMAL] 

Do not get the product in your cat's (or kitten's 0.8 ml dose) eyes or mouth 

5. Discard empty applicator (tube) as outlined in Storage and Disposal. 

6. Repeat once a month (30 days, 4 weeks) or as recommended by your 
veterinarian. 

7. For optimum treatment, control and prevention of (adult) fleas, flea eggs, flea 
larvae and (flea) pupae, year-round treatment is recommended. 

STORAGE AND DISPOSAL 
Do not contaminate· water, food or feed by storage and disposal. 

Storage: Store in a cool, dry place. Protect from freezing. 
Disposal: If empty, do not reuse the container. Place in trash or offer for recycling if 
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SVP8: EPA REG. NO. 8339G;O 
PROPOSED LABELING 
Date: 21412008 

available. If partially filled, call your local solid waste agency for disposal instructions. 
Never place unused products down any indoor or outdoor drain. 

NET CONTENTS: X applications (applicators,doses)(1 ,2,3,4,6,8,9,12,18,24,36 applicators, 
. doses), each 0.027 fl. oz.· (0.8 mL) 
[NET CONTENTS: X applications (applicators, doses)(1 ,2,3,4,6,12,18, 24,36 applicators, 
doses), each 0.041 fl. oz. (1.2 mL) 
Example; 3 doses, each xx fl oz.( 0.8 ml.) 
EPA Reg. No. 83399-xxx 
EPA Est. No. xxxx-xxx 

Made in the USA (by)] [Sold by:] 
[Summit VetPharm, LLCj ,(400 Kelby Street) Fort Lee, New Jersey 07024 

PACKAGE INSERT (full label text plus additional copy) 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

Seller warrants that the material conforms to the chemical parameters of the US EPA 
registration and the label. Seller makes no warranty to the extent consistent with 
applicable law, express or implied, other than indicated on the label. Buyer and user 
assume all risk of use and handling of this material when such use and handling are 
contrary to the label directions. To the extent consistent with applicable law any 
damages arising from a breach of this warranty shall be limited to direct damages and 
shall not include consequential commercial damages such as loss of profit or values~ 

ALTERNATE MARKETING TEXT 

• Protects cats and kitt~ns (under 9lbs and 8 weeks of age or older) (0.8 m1 dose) from 
fleas, flea eggs, flea larvae and flea pupae (for one month) 

• Protects cats (9 lbs and over and 8 weeks of age or older) (1.2ml dose) from fleas, flea 
eggs, flea larvae and flea pupae (for one month) r 

• For cats and kittens under 9 Ibs and(over) 8 weeks of age (or older) (0.8 ml size 
only) 

• For cats 9 Ibs and over(1.2 ml size only) 
• X (single) dose(s) (applicators) 
• Effective monthly treatment of (against) fleas, flea eggs, larvae and pupae 
• Protects (your cat and kitten) from all stages of fleas for one month 
• Prevents development of fleas, flea eggs, flea larvae and (flea)pupae· 
• Protects from fleas for one month 
• Protects cats (1.2 ml) and kittens (0.8 ml) from the development of anemia 

associated with (severe) flea infestation 
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SVP8: EPA REG. NO. 83399;:0 
PROPOSED LABELING 
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• ' Kills newly emerged fleas before they lay eggs, 
'. Kills fleas within 6 hours 

( q r I Lf 

• Formulated for Cats (1.2 ml) (and Kittens under 9 Ibs and (over) B weeks of age 
(or older»)(O.B ml) 

• Flea treatment formulated for cats (1.2 ml dose) 
• Flea treatment formulated for cats and kittens (O.Bml dose) 
• Easy, spot- on (topical) application 
• (Patented) applicator tip (Trademark) for easy application directly to the skin 
• Performance guaranteed or your money back (SVP ICON) «Please) call our 

professional staff at xxx-xxx-xxxx or e-mail usatinfo@summitvetpharm.comif 
you have any questions or comments about SVPB) 

• Kills fleas that may cause flea allergy. dermatitis(FAD) 
• (New) complete flea control (for cat and kittens) (New-first 6 months) 
• SVPB contains the insecticide dinotefuran, a neonicotinoid with knockdown 

effect. Pyriproxyfen is an inSect growth regulator which controls development of 
immature fleas. 

• Picture of cat 
• Picture of kitten 
• Performance guaranteed or Summit VetPharm will supply replacement product 
• Persistent efficacy through 30 days , 
• (New) complete flea control (for cat and kittens) (New-first 6 months) 
• Prevents (re-)infestation (of fleas) for one month 
• Monthly treatment (all year) is recommended for optimal control and prevention 

of fleas ' 
• Once monthly application 
• X applicators (doses) 
• X monthly doses (applications) (treatments) 
• Quick drying, non-greasy 
• Easy to apply spot-on (patented) applicator 
• Easy to apply spot-on (patented) applicator (allows the product to be applied 

directly to the skin) 
• Convenient, easy to apply 
• Fragrance (odor) free 
• No noticeable (lingering) odors 
• Convenient to use 

Convenient (easy to apply) topical treatment 
• Still works after exposure to sunlight 
• Convenient (easy to apply) topical treatment [with (patented) applicator tip] (that 

allows application down to the skin) 
• Formulated for cats (1 .2 ml dose) , 
• Formulated for cats and kittens (under 91bs and over Bweeks of age) (O.B ml 

dose) 
• For cats and kittens (and kittens under 91bs and over B weeks of age) (O.B ml 

dose) 
• For cats (1.2 ml) 
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• (Only)Avaiiable from (licensed) veterinarians 
• Sold (only) by veterinarians 

.• Available from licensed veterinarians only 

c.-· 

• SVPB provides ongoing protection against fleas (and the diseases they may 
transmit) for one month 

• Effective monthly control of all stages of fleas (flea stages) 
• After application, SVPB spreads naturally over the cat's body to provIde (full 

body) (all-over) protection against all stages of fleas 
• SVPB contains dinotefuran, a (NEW- first 6 months) neonicotinoid insecticide, 

which is specific to the nervous system of insects. 
• SVPB contains dinotefuran, a neonicotinoid insectiCide, specific to the 

acetylcholine receptors of the insect nervous system 
• Dinotefuran kills fleas within 6 hours 
.SVPB kills fleas (stages) within 6 hours 
• Questions or comments-please call (tel. no.) or e-mail us at 

info@summitvetpharm.com 
• For more information call (tel. no.) 
• SVPB protects cats (and kittens O.B ml) from fleas that may carry and transmit 

. Rickettsia felis and Rickettsia typhi 
• SVPB protects cats .(and kittens O.S ml) from fleas that may Garry and transmit 

Francisella tularensis 
• SVPS kills fleas that may carry and transmit Rickettsia felis, Rickettsia typhi and 

Francisella tularensis 
• For emergencies call (tel. no.) 
• Kills fleas that may transmit disease, including bartonellosis, tapeworm and 

tularmia 
• . Kills (controls) (fleas) (all stages of fleas) 
• Easy to apply, effective control·of fleas that lasts 1 month (30 days) (4 weeks) 

• Kills 
• Kills fleas within 6 hours 
• Kills fleas that may transmit disease, such as bartonellosis and tapeworm 

disease. 
• Regular- use breaks the flea life cycle 
• . Starts working with first application and continues to kill all fleas and immature 

fleas for up to one month 
• Starts with first application, killing fleas in 6 hours 
• Recommended for use in an integrated flea management system 
• . Treatment of cats (and kittens under 91bs and over B weeks of age) with SVPS 

kills fleas th~t may cause flea allergy dermatitis (FAD) 
• Kills fleas that may cause flea allergy dermatitis (FAD) and anemia '. 
• The successive feeding activity of fleas on cats may elicit a hypersensitivity skin 

disorder known as flea allergy dermatitis (FAD). Treatment of cats with SVPB 
kills fleas and may reduce the incidence of FAD. 

• SVPS is useful for cats (and kittens) susceptible to Flea Allergy Dermatitis (FAD) 
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• S\lPB contains the insect growth regulator pyriproxyfen that acts to prevent the 
development of all immature fleas for one month (30 days) (4 weeks) 

• Approximately 95% of the flea population in a household infestation are immature 
fleas that live in the cats (kittens) environment, SVPB kills and controls immature 
fleas 

• Regular use (of SVPB) protects your cat (and kitten) against all stages of the flea 
life cycle 

• Proven treatment technology for problem flea infestations 
• Proven treatment technology for flea infestation 
• Pyriproxyfen has an anti-feeding effect on adult fleas, thereby preventing the flea 

from taking a blood meal 
• Pyriproxyfen (the insect growth regulator) found in SVPB stops the development 

of immature fleas 
• Pyriproxyfen kills and controls immature fleas 
• . New (first 6 months) 
• New complete flea control (first 6 months) 
• New formula for (your) cat(s) (first 6 months) 
• May be used· as part of a treatment strategy for control of Flea Allergy Dermatitis 

(FAD) . 

• A single dose effectively stops flea infestation and prevents re-infestation for one 
month (30 days, 4 weeks) . 

• The choice for both indoor. and outdoor cats (and kittens O.Bml) 
• Single spot control for all flea stages 
• SVPB may be used to prevent infestation in flea free cats (and kittens O.Bml) 
• SVPB prevents infestation in flea free cats (and kittens) and protects animals in 

flea contaminated envirqnments 
• Kills adult fleas which may cause flea allergy dermatitis (FAD) 
• SVPB, flea control foran age old problem 
• Patented applicator makes it easier to apply and minimizes risk of skin abrasion 
• Controls and stops flea infestations 
• Prevents (flea) re-infestation 
• Hospital pack (24 and 36 applicator packs only) 
• Clinic pack (24 and 36 applicator packs only) 
• Kitten pack (24 and 36 applicator packs, O.B ml size only) 
• Feline (cat) pack (24 and 36 applicator packs, 1.2ml size only) 
• Kills fleas and prevents infestation for one month 
• Apply monthly for long lasting flea control and year round protection 
• SVPB kills more than the adult fleas you see, it kills and controls immature fleas 
• Fleas do not have to bite to die 
• SVPB kills fleas on contact 
• SVPB kills not only adult fleas, it breaks the flea life cycle (flea life cycle diagram) 
• Your veterinarian recommends SVPB 
• SVPB kills fleas on your cat and the emerging fleas from your cat's ( pet's) 

environment . 
• Eliminates existing flea infestations on your pet (cat or kitten) 
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• Kills and control adult and immature fleas with two effective ingredients 
(dinotefuran and pyriproxyfen) 

• Proven effective topical flea control containing dinotefuran and pyriproxyfen 
• SVP8 contains (pyriproxyfen) a photostable insect growth regulator (lGR) (for 

control of all immature flea stages) 
• 21 st century flea control 

• After application, SVP8 spreads naturally over the cat's body to provide (full 
body) (all.;over protection against all flea stages) 

• Remains effective after exposure to sunlight 

• Kills fleas before they lay eggs 

• Proven treatment technology for flea infestation 

• Contains pyriproxyfen an insect growth· regulator 

• Kills fleas that may cause anemia 

• Protect your cat from flea infestation that may cause anemia 

• Pyriproxyfen provides ovicidal activity 

• Weighting 3 to 9lbs. 

NEXT DOSE STICKERSI TREATMENT REMINDER CALENDAR 

Prototype: 
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NEXT DOSE STICKERS AND REMINDER CALENDAR 
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APPLICATOR LABELING 

SVP8 

KEEP OUT OF REACH OF CHILDREN 

WARNING , 
READ ENTIRE LABEL BEFORE USE 

Dinotefuran ........................................................................................... 22.00% 

Pyriproxyfen .......................................................... ' ................................ . 3.00% 

0.027 fl. oz. (0.80 mL) 
0.041 fl. oz. (1.20 mL) 

. EPA Reg. No. 83399-:xxxx 
EPA Est. No. TBD 

Lot # (designation will identify producing establishmenn 
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