STYE EYE- mineral oil, white petrolatum ointment ointment
TRP Company

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.

Com-Pare2 Stye Eye Ointment (Stye ™)

ACTIVE INGREDIENTS
Mineral Oil 31.9%
W hite Petrolatum 57.7%

PURPOSE
Mineral oil......... Eye lubricant

W hite petrolatum.....Eye lubricant

USES
* For temporary relief of irritation or dryness in the eye.

* May be used as a protectant against further irritation.

WARNINGS

e For use in eyes only.

Retain outer carton for full product drug facts.

For external use only.

To avoid contamination, do not touch tip of container to any surface.
Keep tube tightly closed.

If pregnant or breast feeding

* If pregnant or breast feeding, ask a health professional before use.

KEEP OUT OF REACH OF CHILDREN

e Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222)
right away.

Stop use and ask a doctor if

Stop use and ask a doctor if:
* You experience eye pain, changes in vision, continued redness or irritation of the eye.



* The condition worsens or persists for more than 72 hours.

DIRECTIONS
* Wash your hands.

* Pull down the lower lid of the affected eye and gently apply a small amount (1/4”) of
ointment to the inside of the eyelid, every 3-4 hours or as directed by a doctor.

OTHER INFORMATION
* Do not use if bottom ridge of tube is exposed, or if cap or tube is damaged.
* See crimp of tube or box for lot number and expiration date.

» Store away from heat. ¢ Protect from freezing. « Use before expiration date on the
tube.

 Store at 59°-86° F (15°- 30°C)

INACTIVE INGREDIENTS
Microcrystalline Wax, Stearic Acid, Wheat Germ Qil.

Questions or comments?
Questions or comments?
1-888-969-6855

8am to4 pm; Monday - Friday.

PRINCIPAL DISPLAY PANEL
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* For temporary relief of iritation or
dryness in the eye.

* May be used as a protectant against
further irritation.

Wamin

+ For use in eyes only.

* Retain outer carion for full product
drug facts.

* For external use only.

» To avoid contamination, do not touch
tip of container to any surface.

= Keep tube tightly closed.

Stop use and ask a doctor if:

= You experience eye pain, changes in
vision, continued redness or imritation of
the eye.

» The condition worsens or persists for
more than 72 hours.

« [f pregnant or breast feeding, ask a
health professional before use.

= Keep out of reach of children.
It swallowed, get medical help or
contact a Poison Control Center
(1-800-222-1222) right away.

Directions

= Wash your hands.

* Pull down the lower lid of the affected
eye and gently apply a small amount
(1/47) of pintment to the inside of the
eyelid, every 3-4 hours or as directed
by a doctor.

Other information
* Do not use if bottom ridge of tube is
exposad, or if cap or tube is damaged. »

TUBE IMAGE IS ACTUAL SITE
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Stye Eye Ointment < -
Compare to active ingredients in Stye".

| STERILE PRESERVATIVE FREE HETWT 02502 (3.5g) !
Do not use if botbom ridge of tube is exposed, or cap or tube is damaged.

Acthe
Actwve ingrediants Mineral cil 31.9%, White petrolaium 57.7%
Inactive ingredients Microcrystalline wax, Steeric acid, Wheat germ il
| Directions » Refar to outer carton for complate information. » Wash your hands.

= Pul down the lower id of the affectad aye end gently apply a small amount {1/47) of
| cintment to the insida of the ayelid, every 3-4 hours or as directed by a doctar.
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STYE EYE

mineral oil, white petrolatum ointment ointment

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration OPHTHALMIC

Active Ingredient/Active Moiety

NDC:17312-405

Ingredient Name Basis of Strength Strength
MINERAL OIL (UNII: TSL8T28FGP) (MINERAL OIL - UNII:T5L8T28FGP) MINERAL OIL 319mg inlg
PETROLATUM (UNII: 4T6H12BN9U) (PETROLATUM - UNII:4T6H12BN9U) PETROLATUM 577 mg inlg

Inactive Ingredients

Ingredient Name
MICROCRYSTALLINE WAX (UNIl: XOF597Q3KY)
STEARIC ACID (UNII: 4ELV7Z65AP)
WHEAT GERM OIL (UNIl: 14C97E680P)

Packaging

# Item Code Package Description Marketing Start
Date

1 YDC:17312:405- 1 in 1 carTON 12/19/2022

3.5 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start

Strength

Marketing End
Date

Marketing End



Category Citation Date Date
OTC monograph final part349 12/19/2022

Labeler - TrRp company (105185719)

Revised: 12/2022 TRP Company



	Com-Pare2 Stye Eye Ointment (Stye TM)
	ACTIVE INGREDIENTS
	PURPOSE
	USES
	WARNINGS
	If pregnant or breast feeding
	KEEP OUT OF REACH OF CHILDREN
	Stop use and ask a doctor if

	DIRECTIONS
	OTHER INFORMATION
	INACTIVE INGREDIENTS
	Questions or comments?
	PRINCIPAL DISPLAY PANEL

