BLISTER BLASTER- benzalkonium chloride liquid
Quadex Pharmaceuticals, LL.C

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.
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Drug Facts

Active ingredients

Benzalkonium Chloride 0.13%

Purposes

Cold Sore/Fever Blister Treatment Topical Antiseptic

Uses
e To treat cold sores/fever blisters.
® To help guard against infection.

Warning
¢ For external use only.
¢ Flammable; keep away from fire or flame.

Do notuse:

in the eyes.

over large areas of the body.

longer than one week unless directed by a doctor.
more than 3 times per day.

if you are allergic to any ingredient in this product.

Stop use and ask a doctor if:
® condition persists or worsens.
e symptoms persist for more than 7 days.

Ask a doctor if:
¢ used to treat deep or puncture wounds, animal bites, or serious burns.
® you are pregnant or nursing a baby.

When using this product you may feel a brief stinging sensation when you apply it. The sting should
go away in a short time.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center
right away.

Directions - Adults and children over 2 years of age
e Using only warm water and a washcloth, clean the lip area of any lip preparations, lotions, ointments,
residual beverages, or cosmetics, including lipstick.
e Remove the cardboard cap from the applicator end and place the cardboard cap onto the glass/plastic



vial end, opposite the brush end of the product.

e Squeeze the cardboard cap to break open the inner glass vial.

e Saturate the applicator end with solution by holding the brush end down and squeezing the container
until you can see liquid on the brush applicator.

e For bestresults, massage the solution into the cold sore by rubbing. Rub firmly, but take care not to
damage the tissue. The purpose of the rubbing is to deliver the drug to the infection site. Hold the
vial so the solution flows to the sore.

e To treat most cold sores, usually one treatment is enough. If your symptoms go away and then return
later, apply another dose for the second cold sore.

¢ Do notuse more than 3 times per day.

e Childrenunder 2 years of age — ask a doctor.

e Discard after use.

Other information

Store at room temperature. The ingredients in toothpaste, soft drinks, and some fruit juices can
deactivate the active ingredient in Blister Blaster. For best results, avoid brushing your teeth with
toothpaste or drinking soft drinks or fruit juices for at least one hour after applying the drug.

Inactive ingredients
Isopropyl alcohol (70% v/v), water.

Questions or to report an adverse event: 1-877-825-7153

PRINCIPAL DISPLAY PANEL - 0.6 ml Vial Blister Pack
NDC 66774-1001-2
blis terblas ter®

One Day,
One Dose,
Healing Begins.

Finally, a cold sore treatment that actually
works—so you can clear away that THING
on your lip right now!

Relieves Pain and Burning
Not available through retail stores; avoid imitations.
Contents: 2 Vials (0.6 ml)
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One Day,
One Dose,
Healing Begins.

Finally, a cold sore treatment that actually
works—so you can clear away that I HING
on your lip right now!

Relieves Pain and Burning
Not available through retail stores; avoid imitations.

Contents: 2 Vials (0.6 ml)
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When using this product you may feel a brief stinging sensation whan you apply it.
Tha sting should go away in a short time.

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center right away

Directions - Adults and children over 2 years of age.

= Using only warm water and a washcloth, clean the lip area of any lip preparations, lotions,
ointments, residual beverages, or cosmetics, including lipstick.

* Remove the cardboard cap from the applicator end and place the cardboard cap onto the
glass/plastic vial end, opposite the brush end of the product.

* Squeszs the cardboard cap to break open the inner glass vial.

» Saturate the applicator end with solution by holding the brush end down and squeazing
the container until you can sea liquid on the brush applicator.

= For best results, massage the solution into the cold sore by rubbing. Rub firmly, but take
care not to damage the tissue. The purpose of the rubbing is to deliver the drug to the
infection site. Hold the vial so the solution flows to the sore,

* To treat most cold sores, usually one treatment is enough. If your symptoms go away and
than return later, apply another dose for the second cold sare.

* Do not use more than 3 times par day.

= Children under 2 years of age — ask a doctor.

* Discard after usa.

Other information

Store at room temperature. The ingrediants in toothpaste, soft drinks, and some fruit juices can
deactivate the active ingredient in Blister Blaster. For best results, avoid brushing your teeth with
toothpaste or drinking soft drinks or fruit juices for at laast one hour sfter applying the drug.
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Did You Know; ‘

A cold sore is calised by the herpes virui (Typically HSV-1).
“Cold sore” and “féver blister” are just different popular names for
the same lesion, which is caused by the herpes simplex virus.

Herpes is highly contagious.
« A kiss can tlansfer the virus to another|individual.
» Children arg highly at risk.

After touching yaur cold sore:
* Wash your hands with warm water and soap.
» Do not touch your eyes.
* Do not touch your genitals or other parts of the body.
It is possible o fransfer the virus fo other paris of the body.
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Blister Bldster® is a patented approach to tyeating fold sores/ :
fever blistefs. Rubbing the cold sore with the ppplicator tip delivérs
hhe germicidal medicine to the site of the infection wl‘lile eliminating
?he need td touch the sore with your fingers.

Quadex Pharrpaceuticals, LU
7070 Uhion Pa Center 280
Salt Lake City, Utair—84047

US Patents: 'B,'?EB,ASJ 6423750 6,211,243 6,410,599 6,414,032 6420431
Other US and foreign phtents issued and pending.
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blisterblastersZ:

Instructions:

Apply Blister Blaster® as soon as
you feel the tingly, itchy sensation
of a cold sore beginning.

Clean it

Prior to treatment, clean the area
to be treated. Do not use soap or
other cleansers. A dry wipe maybe
sufficient; you can use water or
alcohoal, if necessary.

Break it

Remove the paper cap and place it on the other end,
over the clear plastic tube. Pinch the vial in the center
of the blue paper cap until the inner glass vial breaks.

Hold with the white applicator tip down and allow
medication to saturate the swab.

If necessary: pinch the
vial gently until a drop of
medication just appears.

When finished, recap
the vial and dispose
immediately. Do not
disassemble. Keep out
of the reach of children.
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Rub it

The key is to vigorously
rub on the tingly, itching
site of the cold sore and
the surrounding area. Rub
firmly, but take care not to
damage the tissue.

On Open Sores:

Vigorously rub the
surrounding area.
Then, firmly press the
applicator tip to the cold sore and
rub, moving the lip against the teeth.
Avoid scrubbing; this will further
open the lesion.

Keep the applicator
saturated at all times.

If necessary, pause and
hold the vial so as to
allow the medication to
flow into the applicator.

Use all the medication
in the vial.

Additional Treatments?

Yes, if the burning and pain returns:
* Because of a new viral release, or

* After deactivation of the active ingredient by
contact with soap, toothpaste, or fruit juice.
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BLISTER BLASTER

benzalkonium chloride liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:66774-1001

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Benzalkonium chloride (UNI: FSUM2KM3W?7) (Benzalkonium - UNIE7N6JUD5X6Y)

Inactive Ingredients

Ingredient Name
Isopropyl Alcohol (UNI: ND2M416302)
Water (UNIL: 059QFO0KOOR)

Basis of Strength Strength
Benzalkonium chloride 0.12 g in 100 mL

Strength
70 mL in 100 mL

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:66774-1001-2 2 in 1 BLISTER PACK

1 0.6 mL in 1 VIAL

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part333A 04/01/2010

Labeler - Quadex Pharmaceuticals, LLC (090438909)

Establishment
Name Address ID/FEI
James Alexander Corporation 040756421

Revised: 7/2011

Business Operations
MANUFACTURE

Quadex Pharmaceuticals, LLC
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