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United State, § Registration opp Identifier Number 

&EPA Environmental Protection Agency Amendment 
i Washington, DC 20460 

v' Other 
I-

Application for Pesticide - Section I 
1. CompanylProduct Number 2. EPA Product Manager 3. Proposed Classification 

65331-5 Ms. Linda Arrington o None o Restricted 
4. Company/Product (Nama) PM' 
Frontline Plus for Dogs 10 

5. Name and Address of Applicant (Includtl ZIP Codfl) 6. Expedited Reveiw. In accordance with FIFRA Section 31c1l3) 

Merial Limited Iblli), my product is similar or identical in composition and labeling 

3239 Satellite Blvd. to: 

Du)uth, GA 30096 
EPA Reg. No. 

o Chflck if this is s new .ddr.5$ Product Name 

Section - II 

0 Amendment ~ Explain below. U Final printed labels in repsonse to 

NO+I~ICA!ION Agency laner dated 

0 Resubmission in response to Agency letter dated 0 -Me Too" Application. 

[2j Notification· Explain below. 0 Other - Explain balow. MAR 24 2004 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

NOTIFICATION per PR-Notice 98-10. This notification is consistent with the guidance in PR Notice 98-10 and the requirements of EPA's regulations at 40 
CFR 156.10 and 40 CFR 152.46, and no other changes have been made to the labeling or the Confidential Statement of Formula (CSF) of this product. I 
understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I further understand that if this notification is not consistent 
with the guidance of PR-Notice 98-10 and the requirements of 40 CFR 156.10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be 

\ 
'bject to enforcement action and penalties under sectIons 12 and 14 of FIFRA. 

Section - III 
1. Materiel Thie Product Will .. 'ackaoed In: 

Child·Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

rf·· [j v •• ~ 
V •• ~~. V Pla.tic 

No No No Glass 

• Certification must II -V •• - No. per If ·Ves- No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

btl submitted 6 oz. 3 and 6 I 

3. Location of Net Contents Information 4. Size(s) Retail Containe, 5. Location of Label Directions 

L Lebel r V I Container 0.023, 0.045, 0.091 and 0.136 fl. oz. F~-;;'-l On labeling accompanying product 

6, Manner in Which Label is Affixed to Product BUthOgrOPh 0 Other Printed 
Paper p'lued 
Stencied 

Section - IV ' . , , 
, .. 

1, Contact Point (Complete items directly below for identificetion of individuel to be contllcted, if necessary, to procus this epplic.tion J 

Name Title Teleohone No. (Include Ar.a Code) 

Technical Director 67&-636-3,13 
, 

Timothy A. Dotson 
• 

. I ;"" 
Certification ~ . I h, Oete Application 

I certify that the statements I have made on this form and all attachments the,eto are true, accurate and complete. • i Rece!,,"~. , 
I acknowledge that any knowlinglly falsa or misleading statement may be punishable by fine or impriBorvnent or • . j (Stamped) 
both under applicable law. • , . • 

.?A #'., , 
... Signature 

)e 
3, litle • 

~ b--- • 
Technical Director , - , .. 

4. Typed Name ( 6. Date 

Timothy A. Dotson 'III/of 
EPA Form 8570·1 tRe", 3-94) PreVIous editions ere obsolete. .. White· EPA Fia. Copy (ongmal, v.mow - AppHcom C<>py 



• 

• 

• 

Timothy A. Dotson 
Technical Director 
Regulatory Affairs North America 
Tel: 678-638-3713 
Fax: 678-638-3715 

March 11, 2004 

Ms. Ann Sibold 
Team 3, Insecticide Branch 
Registration Division (H7505C) 
Document Processing Desk (NOTIF) 
Office of Pesticide Programs 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

SUBlECT: Frontline®Top Spot®for Cats, EPA Reg. No. 65331-2 
FrontJine®Top Spot® for Dogs, EPA Reg. No. 65331-3 • 
Frontline® Plus for Cats, EPA Reg. No. 65331-4 
Frontline® Plus for Dogs, EPA Reg. No. 65331-5 
NOTIFICATION of Label Revisions Per PR-Notice 98-10 

Dear Ms. Sibold: 

3139 Sateliite Btvd. 
Oututh. GA 30096 
lei 678 638 3000 

Please find enclosed a NOTIFICATION per PR-Notice 98-10 for revIsion of the consumer 
satisfaction guarantee statement located on the carton. Please note that this statement is 
a 'non-FIFRA' related agreement, if you will, between Merial and the consumer. A portion 
of this statement is being deleted. Merial's telephone access number will remain the same, 
providing the consumer with access to Merial's technical services as needed. This 
statement is similar to the warranty statement on the label, and therefore the Master 
labels are being submitted by NOTIFICATION only. 

Enclosed are copies of EPA Form 8570-1 along with two copies of the revised Master labels 
for each of the 3X/6X pipette presentations for cats/dogs including all four weight range 
presentations (dogs only). One copy has been highlighted for ease of review. 

Thank you for your assistance. Please call me at 678-638-3713 (email at 
timothy.dotson@merial.com) if you have any questions regarding this submission. 

•••• • • •••• 
• • • •• •••• Sincerely, 

<:::; A. ~;01;1 ) ~ Ir--
Technical Director 
Regulatory Affairs NA 

•••••• • •• • • 
•••••• • • •• 
••••• • • ••••• 

• 
• • •••••• • 
•• • •• • · .. 

~ Registered Trademark of Merial Ltd. 

• 
•••• • • •••• 
•••• • •••• 

MErlal limited A MEI"(:k and AVEntis Company 

Rtlmen~ in Englanillfld Wit" (No. 33327511 willi ,.girltnil offic.s 1127 Kitillttsbridgt.london SWIX JIlT. Eftgland. Ind dom!!lic.lid in D.law.fl, USA as Minai Ll£ 
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Kills fleas, flea eggs, ticks, chewing lice 
& mosqurroes 
• Fast-acting 
• Kills ticks including those that 

may transmit Lyme disease 
• Waterproof 
For Dogs & Puppie. 8 weeIcs or 
and up to 22 lb •. 
For Dog. 23-44 lb •. 
For Dogs 45-88 Ibs. 
For Dogs 89·132 Ib5. 
ACTIVE INGREDIENTS 
f~ronil. ... _, ... __ ,., . 9,8% 

I~ERf'~&WE6iEN'Ts:::': ,8~:~~ 
TOTAL .. 100.0% 

KEEP OUT OF 
~~5~~~HILDREN 
Contains fI Ol 

(Prototype Grophics) 



How to Apply 

+ 

1. Remove Applicator from Child-Resistant Packoge 
Use scissors. Or lift and remove plostic tab to expose 
foil, then peel down. 

2. Open Applicator 
Hold upright and snap applicator tip away from foce 
and body. 

3. Apply FRONTLINE" PLUS FOR DOGS 
Place applicator tip through animal's hair to the skin 
level between the shoulder blades. Squeeze applicator, 
applying entire contents in a single spot to the 
animal's skin. 

Questions or Comments? 
Call: 1.800.660.1842 

o z 
!) ... 

ltl13 
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FRONTLINE PLUS FOR DOGS provides fast, effective and convenient 
treatment and control of fleos, ticks, chewing lice and mosquitoes for 
(dogs and puppies 8 weeks or older and up to 22 Ibs., dogs weighing 
23-44 Ibs., dogs weighing 45-88 Ibs., dogs weighing 89-132 Ibs.) 

Stops and prevents infestations 
Kills adult Reos, Ilea eg9's & flea larvae 
Prevents all Ilea stages (eggs, larvae, pupae) I,om developing 
Kills Reas which may cause flea allergy dermatitis 
Kills all stages 01 deer tieles (which may carry Lyme disease), 
brown dog ticlcs, Amerie"n dog ticks & lone star ticlcs 
Kills mosquitoes 
Prevents and controls re;nlestat;ons 
Rapidly eliminates infestations with chewing lice 
Aids in control 01 sarcoptic mange infesfGtions 
Can also he used on breeding, pregnant (Inri lactating bitches 
Fost~ading 
Long-lasting 
Waterproof 
Convenient to use 
FRONTLINE PLUS FOR DOGS contains fipronil and the insect growth 
regulator (IGR) (S)-methoprene. FRONTLINE PLUS effectively targets all 
stages of fleas. Fipronil collects in the oils of the skin and hoir follicles, 
and continues to be released from hair follides onto the skin and ccxrt, resulting 
in long-lasting activity against fleos, ticks and chewing lice. 

II 

(§> 
Flea Adult 

~ 
Flea Eggs 

Q) 
Flea larvae 

~ 
Flea PI.lpae 

@ 
Brawn Dog Tick 

@ 
lane Star Tick 

@ 
Deer Tick 

@ 
American Dog Tick 

(l) 
Chewing lice 

~ 
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FRONTLINE PLUS FOR DOGS provides fas1, effective and convenient treatment and control of fleas, 
ticks, chewing lice and mosquitoes for {dogs and puppies 8 weeks or older and up to 22Ibs., dogs weighing 
23-44 Ibs., dogs wei9~ing 45-88 Ibs., dogs weighing 89-132 Ibs.J 
Directions For Usc 
It is a violation of Federal Law to U~ this product in a manner inconsistent with its labeling, Do not allow 
children to apply product, TO PREVENT HARM TO YOU AND YOUR PET, READ ENTIRE LABEL AND 
ENCLOSED DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS ANO PRECAUTIONARY 
STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON 
OTHER ANIMALS. 
To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer ticks (which 
may carry Lyme disease), chewing lice and mosquitoes, apply to dogs or puppies (8 weeks or older) as follows 
Remove applicator from child-resistant package. Hold applicator upright and snap applicator tip 
away from face and body. Place applicator tip through animal's hair to the skin level between the 
shoulder blades. Squeeze applicator, applying entire contents in a single spot to the onimol's.skin 
Avoid superficial application to the animal's hair. Only one applicator per treatment is needed 
FRONTLINE PLUS aids in the control of sorcoptic mange infestations. Multiple monthly treatments 
are recommended for the elimination of mites 
FRONTLINE PLUS FOR DOGS can also be used for the treatment and control of mosquitoes, and 
flea, tick and chewing lice infestations on breeding, pregnant and lactating bitches 
Frequency Of Application 
When used monthly, FRONTLINE PLUS FOR DOGS completely breaks the flea life cycle and controls 
tick and chewing lice infestations 
Research demonstrates that FRONTLINE PLUS kills adult fleas, flea eggs, and flea larvae for up to 
three months FRONTLINE PLUS also prevents development of all flea stages for up to three months 
Although FRONTLINE PLUS can control fleas for up to three months, if there is a high risk of 
reinfestotion or if the pet has fleas which may cause flea allergy dermatitis, a once monthly 
application may be needed 
FRONTLINE PLUS kills ticks for at least one month A once monthly application is recommended 
where tick control is needed 
FRONTLINE PLUS kills chewing lice for at least one month. A once monthly applic.ation is 
recommended where chewing lice control is needed 
With a monthly application, FRONTLINE PLUS kills ~osquitoes within 24 hours for up to 7 days, ond 
with~n 4~ ~ours for up to 28 days EPA Re No 65331-5 
Menal LImIted g 
3239 Satellite Blvd EPA Est 65331-FR-2 
Duluth GA 30096-4640 USA MADE IN FRANCE (EPA Est 65331-DEU-I) 
"",","'"TI ' of Meriol Est 65331-GA-1 
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NOTIFICATION 

Please call our experts at 
1-800--660-1842 if you 
hove ony questions or 
comments about flea, 
tick. lice and mosquito 
control or FRONTLINE 
PLUS 

,(IUO asn IDWIUD JO:l 

MAR 2 4 2004 



FRONT 

FRON1lI~ 
fordogs 

FOR DOGS & PUPPIES 8 weeks 0. olde. 
Convenient spot treatment for fast-acting, 
long-lasting control of fleas, ticks and chewing lice. 
FRONTL'NE~ PLUS also kills mosquitoes. 

ACTIVE INGREDIENTS 
fipronil: , .......... . 
(S)-methoprene ...... . 
INERT INGREDIENTS 

9.8% 
.8.8% 
81.4% 

TOTAL. . . . . . . . . . . . . . . . . .. 100.0% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
FRONTLINE' PLUS FOR DOGS provides fast, effective 
and convenient treatment and control of fleas, ticks, 
chewing lice and mosquitoes for dogs and puppies, 

Stops and prevents infestations 
Kills adult fleas, flea eggs, and flea larvae 
Prevents all flea stages (eggs, larvoe, pupae) 
from developing 
Kills fleas which may couse fleo allergy dermatitis 
Kills all stages of deer ticks (which may carry Lyme disease), 
brown dog ticks, American dog ticks, and lone star ticks 
Kills mosquitoes 
Prevents and controls reinfestations 
Rapi~ly eliminates infesto,tions with ,chewin,g lice 
Aids In control of sarcoptlc mange Infestations 
Can also be used on breeding, pregnant and lactating bitches 
Fast-acting 
Long-lasting 
Waterproof 
Convenient to use 

FRONTLlNE~ PLUS FOR DOGS contains fipronil and the 
insect growth regulator (1GR) (S)-methoprene, FRONTLlNE~ 
PLUS effectively targets aU stages of fleas. Fipronil coUects in 
the oils of the skin and hair follicles, and continues to be 
released from hair foUicies onto the skin and coat, resulting 
in long-lasting activity against fleas, ticks and chewing lice 

DIRECTIONS FOR USE 
It is a violation of Federal Law to use this product in a manner 
inconsistent with its labeling, Do not allow children to apply 
pmduct. TO PREVENT HARM TO YOU AND YOUR PET, 
READ ENTIRE lABEL AND DIRECTIONS BEFORE EACH USE 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY USE ON DOGS ONLY DO 
NOT USE ON RABBITS DO NOT USEON OTHER ANIMALS. 
To kill fleas, aU stages of brown dog ticks, American dog 
ticks, lone star ticks, deer ticks (which may corry Lyme 
disease), chewing lice and mosquitoes, apply to dogs or 
puppies (8 weeks or older) as follows: 
Remove applicator from child-resistant package. Hold 
applicator. upright and snap applicator tip away from face 
and body Place applicator tip through animal's hoir to the 
skin level between the shoulder blades. Squeeze applicator, 
applying entire contents in a single spot to the anima/~s 
skin. Avoid superficial application to the animal's hal(, 
Only one applicator per treatment is needed. 
FRONTLINE" PLUS aids in the control of sarcoptic mange 
infestations. Multiple monthly treatments are recommended 
for the elimination of mites. 
FRONTLINe PLUS FOR DOGS can also be used for the 
treatment and control of mosquitoes, and flea, tick and 
chewing lice infestations on breeding, pregnant and lactating 
bitches. 

I 1111111111111111111111111111111 
X X X X X * 

BACK 

FREQUENCY OF APPLICATION 
When used monthly, FRONTLINE" PLUS FOR DOGS 
completely breaks the flea life cycle and controls tick and 
chewing lice infestations. Research demonstrates that 
FRONTLINE" PLUS kills adult fleas, flea eggs, and flea lar­
vae for up to three months, FRONTLINE" PLUS also pre­
vents development of all flea stages for up to three 
months. Although FRONTLINE" PLUS can control fleos for 
up to three months, if there is a high risk of reinfestotion 
or if the pet has fleas which may couse flea allergy 
dermatitis, a once monthly application may be needed 
FRONTLINE" PLUS kills ticks for at least one month. A 
once monthly application is recommended where tick 
control is needed. FRONTLINE"" PLUS kills chewing lice 
for at least one month. A once monthly application is 
recommended where chewing lice control is needed, With 
a monthly application, FRONTLINE' PLUS kills mosquitoes 
within 24 hours for up to 7 days, and within 48 hours for 
up to 28 days. FRONTLINE' PLUS FOR DOGS remains 
effective even after bathing, water immersion, or exposure 
to sunlight. Avoid contact with treated area until dry, Do 
not reapply FRONTLINE'" PLUS for 30 days. 

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

STORAGE. Store unused product in original container 
only, out of reach of children and animals. 

PESTICIDE DISPOSAL. If portly filled: Call your local 
solid waste agency or I-SOO-CLEANUP for di~posal 
instructions. Never place unused product down any Indoor 
or outdoor drain. 

CONTAINER DISPOSAL. If empty: Do not reuse this 
container. Place in trash or offer for recycling if available. 

FIRST AID 
Have the product container or label with you when calling a 
poison control center or doctor, or going for treatment. 
IF SWALLOWED: Call a poison control center or doctor 
immediately for treatment advice. Have person sip a glass of 
water if able to swallow. Do not induce vomiting unless told to 
do so by a poison control center or doctor, Do not give 
anything by mouth to an unconscious person, . 
IF IN EYES: Flush eyes with plenty of water. Call a doctor If 
irritation persists. 
IF ON SKIN: Wash with plenty of soap and water. Get 
medical attention if irritation persists 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS. CAUTION. 
Harmful if swallowed. Causes eye irritation. Avoid contact 
with skin, eyes or clothing, Wash thoroughly with soap and 
water after handling. 
HAZARDS TO DOMESTIC ANIMALS. 
For external use only. Do not use on puppies under 
S weeks of age. Individual sensitivities, while rare, may 
occur after using any pesticide product. Pets may 
experience some temporary irritation at the site ~f product 
application. If signs persist, or become more severe within a few 
days of application, consult a veterinarian immediately. If 
your pet has an unusual reaction to the initial applicatio~, 
consult a veterinarian before repeating treatment Certain 
medications can interact with pestiddes. Consult a veterinarian 
before using on medicated, debilitated or aged animals. 
Call 1-800-660-1842 for 24-hour assistance. 

PHYSICAL OR CHEMICAL HAZARDS 
COMBUSTIBLE: Do not use or store near heat or open f~ame. 

HOW SUPPLIED 
For easy and convenient treatment, FRONTUNP,PLU~ FC~ 
OCX:;S is available in sizes for small dogs and "puppies 
8 weeks or older and up to 221bs, ,T_=:::li.J"l dogs 23-4~ Ibs., 
large dogs 45--88 Ibs" and extra lurge d09:' 89·-132Ibs. 

WARRANTY 
Seller makes no warranty, expressec_ or 'irjplied, concerning 
the use of this product other than ir.J.cated on",t:"e la~el. 
Buyer assumes all risk of use an1 .1,'lr:'c!,ling of th~ n'fC':':rlol 
when such use and handling are conl.ary t-.) label instructions. 
EPA Reg No. 65331-5 ..•... , . . 

Meriol Limited 
3239 Satellite Blvd 
Duluth, GA 30096-4640, USA 
®FRONTLINE is a registered trademark of Meriol 
(~)2004 Merial All rights reserved 
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DOGS compliance card x3 - Back 

RemoYe the adhesive b«lcing and attach to your refrigerator door 

Fleas, Ticks, Chewing Lice and Mosquitoes con be a year-round problem! 

Spring 
Fleas and tids breed more 

frequently m spring progresses. 

Winter 
Mlnimlz. the mk of any 

reJnfestat/on. 

Summer 
The period of highest risk. 

Summer temperotures ami humWffy 
can qulddy lead to fIeo OfId 

tick infastatloll5. 

Autumn 

II 

The risk continues. Fiem Clf/d deks (brown dog ticks, 
American dog tkh, lone sterr ticks, tmd deer ticks whkh 

may «II'ry Lyme diulase) remain Q threat. 

(Prototype Graphics) 
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DOGS compliance card x6 - Back 

Remove tIte tulltesive hocldng ami attach to your refrigerator door 

Flcos, Ticks Chewing Licc and Mosquitoes COli be a year-round problem! 

~ 
FIHs and ticks breed mote 

frequently as spring progresses. 

Winter 
MlnlmlD tile mk of ony 

relnfestvtion. 

Summer 
The period of hlghm ,hie. 

5Qmmer tempelV1uN' ond humJdJty 
ron qulddy Ie«I to fIN cmd 

tick lnfeJtcrtJons. 

Autumn 

iii 

The risk continues. Fleas and tides (brown dog tk/cs, 
Ame~ dog tides, Ion. stat ticks, and deer tides which 

may «wry Lyme cllsMlS.) remoill (I threat. 

(Prototype Graphics) 
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- TO _»PU""",", 
U~. schiel'S. 0, 11ft and rwmcno. 

plastic tab 10 ..,.,.. foIf, ,,,-,",down. 

TO REMOVE APPLICATOR: 
Use sciuors. Or lift and ,emove 

plosllc tob 10 '''Pula 'oil, 
then p .. 1 down. 

Dog 22 
0.023 n 01:' 

lot# 

TO REMOVEAPPUCATOR; 
Use ,enlors. 0 .. hit and remon 

pial lie lob 10 -'0.' foll. 
thelli poet down. 

D0922 
0.023 fl 0% Lo.# 

.~ 

Do. %2 
0,023 R 0:1 

Lo.' . 

FRO~/~\ 
I 

FRO~/~ 
I 

TO Rc.MOVE ..... PUCATC'R. 
Use sci SOlS. a lih and ternDTt. 

plal.i .. t ... b .... eJt..,l>se foil. ~ 
~ Ih";" p~ .. 1 tlbwn~' -

Dog SS 
0.091 if 01: 

Lat# 

.. I ~ 

co .... 
=> ~\ 

TO ~OV£APPUCATOR: 
USI! S\:blbB. Ur fIrt and tlmoVi 

plo"'1: ~ to npose foil, 
tho" r ~.I '1oWn. 

Dog 88 
0.091 II OJ; 

Lot# 

dfj 
co ... 

1)1 I((~}\I 

I 

·TO P.EMOV£ APP\.1CATOIt! 
Us •• duon.Dtliftand_ 

ploslk tab to ...... 10', 
,then ..... Ifown. 

-Dog 118 
OJJ71 0 oc 

Lot # 

--.. ~-''-

FRO~ 

-• m • TO WI.OVE APPUCATOR: 
Up Idnon. Or aft fIfId mnoye 

plcnl/c tab t. DpOM foil,. 
u.... '"' .lDWr!. 

Do. 44 
0.045 n .. Lo. , 

TO UMOVE.u,UCATQIt: 

I 

TO REMOVE »PUCATOR: 
Us. sdllolS. Or 11ft lind remove 

plastic tab to PP0IR fall, 
thRnpeti 4onrrn. 

D0944 
0.045 II oz 

Lo." 

.­• U •• sdAon. 0, Aft ond ,.mllY~ I 
plcuti~ tcab to apas""~.!: , .... 

thlln,nl dllWft. " .. " . 

TO REMOVE A1'PUCATOR, 
Un Jrdu ... ,.. 0, 11ft and remo .... 

plllltiC tab to ~ ..... full, 
than pt.el down. 

Dog 131 
D.136f1oz 

Lot# . 
I. 

I 

00.132 
0,136 fI oz 

lot# 

TO REMOVE APPUCATOR: 
Use scissors. 0, lift and 'em"'.," 

plastIc: tab ta npose foil, 
thon p .... 1 down. 

~ • 

Dag44 
0.045 fl 0% 

LatH 

TO REMOVE APPLICATOR: 
U~e JgUCl'~. Or lift and ."moyO 

plallic tab 10 ~xpOle foil, 
th"n p ... 1 down. 

000132 
0.13& II oz. 

Lot# 

~ 
lJJ 
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