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Anti-inflammatory steroid, aqueous ophthalmic suspension

Flumetholon® Ophthalmic Suspension 0.1
Flumetholon® 0.1
Fluorometholone ophthalmic suspension
DOH Import No. 006006

Contraindications (This product is contraindicated in the following patients.)
Patients with a history of hypersensitivity to any ingredients of this product

[Relative contraindications (As a general rule, this product is contraindicated in the following
patients. If the use of this product is considered essential, it should be administered with
care.)]
1) Patients with corneal erosion or corneal ulcer [This product may aggravate these diseases or cause corneal perforation.]
2) Patients with viral keratoconjunctivitis, tuberculous eye disease, fungal or suppurative eye disease [This product may
aggravate these diseases or cause corneal perforation.]

Description
Product Name

Flumetholon Ophthalmic Suspension 0.1

Active Ingredients

Fluorometholone

Content (per 1 mL)

1mg

Additives

Disodium edetate hydrate, sodium chloride, benzalkonium
chloride, sodium dihydrogen phosphate dehydrate,
polysorbate 80, methylcellulose, dibasic sodium
phosphate hydrate , purified water

pH

6.8~7.8

Ratio of osmotic
pressure

0.9~1.1

Description

Sterile aqueous ophthalmic suspension which produces
white turbidity on shaking

Indications
Blepharitis, conjunctivitis, keratitis, scleritis, episcleritis, iritis, iridocyclitis, uveitis, post-operative inflammation, etc.

Category
This drug must be prescribed by a physician.

Dosage and Administration
Shake well before use. Generally 1-2 drops per time, 2-4 times daily.
The dosage may be adjusted according to the patient’s age and symptoms.

Precautions
1. Adverse reactions
Adverse reactions to this product were reported in 25 of 10,343 patients evaluated before and after approval (0.24%). The
major adverse drug reactions were ocular hypertension in 13 patients (0.13%), eye irritation/conjunctival hyperaemia in 5
patients (0.05%), and eye discharge in 4 patients (0.04%). [At the investigation of adverse reactions]
1) Clinically significant adverse reactions (rarely: <0.1%, occasionally: 5% > ≥0.1%, and no specific designation: ≥5% or
incidence unknown)
Ocular
(1) Glaucoma: Ocular hypertension or glaucoma may occur occasionally after several weeks of repeated treatment with
this product. The intraocular pressure should be monitored periodically during treatment.
(2) Corneal herpes, keratomycosis, pseudomonas infection: Corneal herpes, keratomycosis, Pseudomonas aeruginosa
infection, etc. may be induced by this product. If such symptoms are observed, appropriate measures should be taken.
(3) Perforation: Corneal perforation may occur if this product is given to patients with corneal herpes, corneal ulcer or
trauma, etc.
(4) Posterior subcapsular cataract: Posterior subcapsular cataract may occur with the long-term use of this product.
2) Other adverse reactions

1

If the following adverse reactions are observed, appropriate measures such as discontinuing administration should be
taken.
Incidence
Incidence unknown
Type
Hypersensitivity
Blepharitis, dermatitis eyelid, rash
Irritation, conjunctival injection, corneal
Ophthalmic
deposits
Pituitary-adrenocortical system Pituitary-adrenocortical system
(if used in the long-term)
suppression
Others

Wound healing delayed

2. Use in the Elderly
Because physiological function is generally reduced in the elderly, caution should be exercised when this product is used in
elderly patients.
3. Use during pregnancy, delivery or lactation
Long-term or frequent use of this product should be avoided in pregnant women or women who may possibly be pregnant.
The safety of this product during pregnancy has not been established.
4. Pediatric Use
This product should be administered with care especially to infants under 2 years old. The safety of this product in infants and
children has not been established.
5. Precautions concerning use
1) Route of administration: Ophthalmic use only.
2) At the time of administration: Instruct the patient to be careful not to touch the tip of the bottle to the eye directly in order to
avoid the contamination of the drug.

Pharmacokinetics

1)

Ocular distribution
(Rabbits)
After topical application of 25 µL of 0.1% radiolabeled fluorometholone ophthalmic suspension to the eyes of rabbits, the
radioactivity levels reached a peak of 1.99 µg/g at 5 minutes in the cornea and 0.16 µg/g at 45 minutes in the aqueous humor,
respectively. The radioactivity levels 30 minutes after administration were 1.544 µg/g in the cornea, 0.738 µg/g in the bulbar
conjunctiva, 0.320 µg/g in the iris, 0.178 µg/g in the sclera, and 0.154 µg/g in the aqueous humor. Fluorometholone was
eliminated more rapidly from the ocular tissues than dexamethasone and prednisolone acetate.

Clinical results

2)

The table below summarizes effectiveness rates of this product in clinical studies conducted on 107 patients with external
ocular disease (blepharitis, allergic conjunctivitis, phlyctenular conjunctivitis, vernal conjunctivitis, epidemic keratoconjunctivitis,
superficial keratitis, corneal herpes, scleritis, etc.), 104 patients with anterior ocular disease (iritis, iridocyclitis, uveitis, etc.), and
105 patients with postoperative inflammation (after surgery for cataract, glaucoma, retinal detachment, strabismus, and other
conditions).

Effectiveness rate % (Number of Patients)
Remarkably
effective

Effective

Fairly effective

Unknown or
ineffective

External ocular
diseases

15.9% (17)

49.5% (53)

22.4% (24)

12.1% (13)

Anterior ocular
diseases

6.7% ( 7)

51.9% (54)

23.1% (24)

18.3% (19)

Postoperative
inflammation

13.3% (14)

55.2% (58)

26.7% (28)

4.8% ( 5)

(In-house data collection)

Pharmacology

3)、4)

Anti-inflammatory effect
On rabbit models of experimental uveitis induced by ferritin or bovine serum protein, fluorometholone ophthalmic suspension
exerts an anti-inflammatory effect comparable to that of a dexamethasone ophthalmic preparation at the concentration same as
the former..

Physicochemistry
Nonproprietary name: Fluorometholone
Chemical name: 9-Fluoro-11ß, 17-dihydroxy-6α-methylpregna-1, 4-diene-3, 20-dione
Structural formula:

2

Molecular formula: C22H29FO4
Molecular weight: 376.46
Description:
Fluorometholone occurs as a white to light yellowish white, odorless, crystalline powder.
It is freely soluble in pyridine, slightly soluble in methanol, in ethanol (99.5) and in tetrahydrofuran, and practically
insoluble in water and in diethyl ether.

Instruction for storage
Storage: Store at room temperature (1 - 30°C) and keep it upright.
Expiry date: As shown on the package and label (3 years)

Package
Not more than 100mL bottles
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Manufacturer

Pharmaceutical company

SANTEN PHARMACEUTICAL CO., LTD.
Shiga plant: 348-3, Aza-Suwa, Oaza-Shide, Taga-cho, Inukami-gun, Shiga, Japan
Noto plant (Secondary packaging site ): 2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa,
Japan
Office: 9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku, Osaka, Japan

TAIWAN SANTEN PHARMACEUTICAL CO., LTD.
9F-1, No. 126, Songjiang Rd., Zhongshan Dist., Taipei City 10457, Taiwan (R.O.C.)
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