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**Revised: July 2013 (5th version, change of storage condition)
*Revised: December 2007

Standard Commodity Classification No. of Japan
871319

- OPHTHALMIC PREPARATION FOR IMPROVING ACCOMMODATION FUNCTION -

Sancoba® ophthalmic solution 0.02%

< Cyanocobalamin ophthalmic solution >

**Storage : Store at room temperature in a tight container.
Expiration date : Indicated on the package and label. (3 years)

Approval No. 21900AMX00021000
Date of listing in the NHI reimbursement price June 2007

Date of initial marketing in Japan June 1967

Date of latest reevaluation February 1979

DESCRIPTION

Brand name Sancoba ophthalmic solution 0.02%

ocular tissues immediately after and 1 hour after the last
instillation were as follows.

Active ingredient Cyanocobalamin Immediately after | 1 hour after (%)
Content per mL 0.2mg (%)
*Inactive ingredient Ben_zalkonium chloride, boric acid and Conjunctiva 1.286 0.132
sodium borate Cornea 0.156 0.115
pH 55-6.5 Sclera (ciliary region) 0.097 0.033
Osmotic pressure ratio About 1 Posterior sclera 0.212 0.027
. Clear, red sterile aqueous ophthalmic Anterior aqueous humor 0.008 0.015
Description . -
solution Crystalline lens 0.007 0.008
Iris 0.015 0.022
INDICATIONS Ciliary body 0.045 0.036
Improvement of fluctuation of accommodation in Vitreous body 0.007 0.013
accommodative asthenopia Retinochoroid 0.013 0.011

DOSAGE AND ADMINISTRATION

Usually, apply 1-2 drops a time to the eye, 3-5 times daily.
The dosage may be adjusted according to the patient's
symptoms.

PRECAUTIONS

1. Adverse Reactions
The incidence of adverse reactions of this drug has not been
investigated in surveys such as drug use investigation.
If the following adverse reaction is observed, appropriate
measures such as discontinuing administration should be
taken.

Incidence unknown
Hypersensitivity symptom

Hypersensitivity

2. Precautions concerning Use
1) Route of administration: Ophthalmic 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"

Intraocular distribution
(rabbits)
Labeled cyanocobalamin was instilled into the eyes of
rabbits 15 times every 2 minutes to the total amount of
0.3mL. The penetration rates of cyanocobalamin into

CLINICAL STUDIES

The effectiveness rates of this drug were evaluated in 972
patients  with  asthenopia. In 608 patients with
accommodative asthenopia, the effectiveness rate in the group
under the monotherapy of this drug was 66.1% (162/245), and
that under the combination therapy (mainly with oral vitamin
B, or ATP preparations) was 62.5% (227/363) 2.

The efficacy of this product on accommodative asthenopia was
evaluated in a placebo-controlled double-blind study. The
results demonstrated statistically significant difference in
efficacy between this product and placebo, especially in fine
fluctuations of accommodation, and significant superiority of
this product to placebo in usefulness evaluation .

PHARMACOLOGY

1. Improvementin accommodation function®
The effect of this drug on accommodation function in
patients with accommodative asthenopia was investigated
in a double blind study.
The group with this drug administered showed a tendency
of improvement in the accommodation time and
accommodation movements, and significant improvement
in fine fluctuations of accommodation compared with that
of the placebo group.

2. Promoation of tissue respiration



(albino rabbits <in vitro>, rats <in vitro/ in vivo>)
When cobamamide (coenzyme vitamin B;,) at
concentrations of 0.0025, 0.025, 0.1, 0.5, 5.0, 10.0, 50.0
and 100.0 pg/mL was added to the retinal suspension of
albino rabbits, the retinal oxygen consumption increased in
a concentration-dependent manner®.
Cyanocobalamin increased the oxygen consumption in the
skeletal muscle of rats both in vitro and in vivo, and
restored the lowered tissue respiration in the denervated
atrophy muscle of rats. Combination of cyanocobalamin
and AMP resulted in more production of ATP in the muscle
and the eyeball than single administration of AMP ©,

3. Effect on nerve conduction 7®
(frogs- albino rabbits<in vitro>)
The effect of coenzyme vitamin B, (or methylcobalamin)
on nerve conduction was investigated using the sciatic
nerve of frogs and rabbits in vitro. At low concentrations,
hyperpolarized cell membrane and increased amplitude of
action potentials were observed, while at high
concentrations membrane depolarization and deareased
amplitude of action potentials were found. At much higher
concentrations the depolarization resulted in interruption of
nerve conduction. However, it was suggested that nerve
excitability was increased and the refractory period was
shortened when the membrane depolarization remained
below the threshold for generating action potential.

PHYSICOCHEMISTRY

Nonproprietary name:
Cyanocobalamin

Chemical name:
Co a -[ a -(5,6-Dimethylbenzimidazolyl)]-Co 8 -
cyanocobamide

Structural formula:

Molecular formula:
Ce3HggCON14014P

Molecular weight:
1355.37

Description:
Cyanocobalamin occurs as dark red crystals or powder. It
is sparingly soluble in water, slightly soluble in ethanol,
and practically insoluble in ether. It is hygroscopic.

PACKAGING
5mL : Boxes of 10 and 50 plastic bottles

REFERENCES

1) Tsutsui, J., et al.: Folia Ophthalmol. Jpn., 18, 1156 (1967)
2) Suzumura, A.: Jpn. Rev. Clin. Ophthalmol., 70, 36 (1976)
3) Yamaji, R., et al.: Jpn. J. Clin. Ophthalmol., 32, 1013 (1978)
4) Suzumura, A.: Folia Ophthalmol. Jpn., 28, 340 (1977)

5) Tejima, H.: J. Jpn. Ophthalmol. Soc., 73, 1711 (1969)

6) Chiba, T., et al.: Effect of an AMP/cyanocobalamin
preparation on oxygen consumption in rat muscle. (Santen
Internal Report)

7) Takeshige, C., et al.: Vitamins, 44, 272 (1971)

8) Takeshige, C., et al.: Vitamins, 50, 251 (1976)

REQUEST FOR LITERATURE SHOULD BE MADE
TO:

Medical Information Service Department

Santen Pharmaceutical Co., Ltd.

9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku, Osaka
533-8651, Japan

Manufactured and Distributed by:
§ Santen Pharmaceutical Co., Ltd.
** 4-20, Ofukacho, Kita-ku, Osaka 530-8552 Japan
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