OPTASE- glycerin solution/ drops
Scope Health Inc

Optase MGD Advanced Dry Eye Drops

Glycerin 0.9%

Keep Out of Reach of Children

If swallowed, get medical help or contact a poison control center right away.
Eye Lubricant

Warning

* For external use only.

* To avoid contamination, do not touch tip

of container to any surface. After use, shake the bottle
downwards in order to remove any residual drop that
may be left. Replace cap after using.

* Do not use the solution if it changes color or becomes
cloudy

Stop use and ask doctor if

* You feel eye pain.

* Changes in vision occur.

* Redness or irritation of the eye lasts.

» Condition worsens or lasts more than 72 hours.

Uses

* For use as a lubricant to prevent further irritation.
* May be used as a protectant against further irritation.
* To relieve dryness of the eye.

Directions
Put one or two drops in the affected eyes as needed.

Citric Acid Monohydrate, Polyoxyethylenesorbitan Monooleate, Potassium Chloride,
Purified Water, Saccha Inchi Seed Oil, Sodium Hyaluronate , Sorbitan Monooleate,
Trehalose, Tromethamine



OPTASE® MGD Advanced Dry Eye Drops

What this is and what it is intended for

OPTASE® MGD Advanced Dry Eye Drops is a preservative-free lipid microemulsion eye drop which
relieves symptoms of dry eye such as discomfort and burning sensations. It may also be used as a
protectant against further irritation associated with dry eye,

OPTASE® MGD Advanced Dry Eye Drops contains Glycerin. Glycerin is a humectant (moistening agent) that
comes from plant sources. Glycerin reduces the damaging effects of high osmolarity on the ocular surface.
Glycerin and other natural compounds protect both the surface of the eye against cell damage and assist
healing.

MGD Advanced Dry Eye Drops is a product with no alcohol, no preservatives and no ingredients of

animal origin. MGD Advanced Dry Eye Drops can be used with contact lenses. Manufactured with the
proprietary DEMET™ microemulsion technology, the MGD Advanced Dry Eye Drops solution is a clear solution
with no need to shake the bottle.

Instructions for use

Please wash your hands before use. Before use please ensure the tamper evidence seal is intact. Tear off

and discard the seal of the cap to open the bottle for the first time. Take off the protection cap. Tilt your head

backwards and put one or two drops directly into the lower conjunctival sac (the space between the eye and

eyelid) while gently pulling the lower lid downwards and looking up. Ensure you do not touch the eye or eyelids

with the tip of the bottle. After use, shake the bottle downwards in order to remove any residual drop that

may be left. Once you are satisfied that any residual drop has been removed, replace the cap. Do not touch the

tip with your finger or anything else. After each use, replace the protection cap on the nozzle head to avoid

contamination.

Precautions and warnings

e Forexternal useonly.

e Please wash your hands before use.

e Toavoid contamination, do not touch tip of container to any surface. After use, shake the bottle downwards
in order to remove any residual drop that may be left. Replace cap after using.

e Do not use if you are sensitive to any of the ingredients.

e Do not use if the bottle is damaged, or the tamper evident seal is damaged.

e The bottleis for single person use only.

¢ Do not touch the eye or contactlens with the tip of the bottle. Do not touch the tip of the bottle with fingers.

¢ Do not squeeze the bottle with cap on.

e Do not use after the expiry date shown on the bottle or after discard date (3 months from opening).

e \Wait at least 15 minutes between possible applications of other aphthalmic medication.

e Keep out of the reach and sight of children.

e Storeat5-30°C/41- 86 °F, protect from direct sunshine and heat. Do not use the product in the event it
has frozen or it has been stored in hot conditions for a long time.

e Discard the empty bottle appropriately.

Contraindications

e Stop use and ask doctor if you feel pain, changes in vision oceur, redness or irritation of the eye lasts or if
condition worsens or lasts more than 72 hours.

+ Do not use if you are sensitive to any of the ingredients. If in doubt, consult a healthcare professional.
Composition
Active Ingredient: Glycerin 0.9%

Inactive Ingredients: Citric Acid Monohydrate, Polyoxyethylenesorbitan Monooleate, Potassium Chloride,
Purified Water, Sacha Inchi Seed Qil, Sodium Hyaluronate, Sorbitan Monooleate, Trehalose, Tromethamine.
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OPTASE

glycerin solution/ drops

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:72972-004

Route of Administration OPHTHALMIC

Active Ingredient/Active Moiety

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X) (GLYCERIN - UNII:PDC6A3C00X)

Inactive Ingredients

Ingredient Name
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
TREHALOSE (UNII: BSWCK70T7I)
HYALURONATE SODIUM (UNIl: YSE9PPT4TH)
CITRIC ACID MONOHYDRATE (UNII: 2968PHW8QP)
WATER (UNIl: 059QFOKOOR)
TROMETHAMINE (UNIl: 023C2WHX2V)
SORBITAN MONOOLEATE (UNIl: 06XEA2VD56)
POTASSIUM CHLORIDE (UNII: 660YQ98I10)
PLUKENETIA VOLUBILIS SEED OIL (UNII: 8ED72Z8J17)

Packaging

# Item Code Package Description
NDC:72972- ,

1 00401 1in 1 BOX

1 10 mL in 1 BOTTLE, DROPPER; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug M018

Labeler - scope Health Inc (116778693)

Registrant - oyFinnsusp Ab (369374137)

Basis of Strength Strength
GLYCERIN 9mg in1lmL

Strength

Marketing Start Marketing End
Date Date

02/22/2022

Marketing Start Marketing End
Date Date

02/22/2022
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