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IV. Health and Beauty ./

IV—1. Cosmetics

" Cosmetics are regulated under the Pharmaceutical Affairs Law.

Checking HS classifications with the customs counselors offices is recommended.
<Sample HS classifications>:

Beauty or make-up preparations and preparations for the care of the skin (HS3304)

The procedures mentioned below are not necessary for personal consumption and not intended for sale.
However, on the whole such items must be in standard sizes of no more than 24 pieces per an item (ex.
24 lipstics regardless brand or color).

1. Pharmaceutical Affairs Law

When importing cosmetics for business purposes, (i) a “Manufacture Permit” is required. When
purchasing imported products in Japan and then packaging, labeling, storing and selling them to market,
(i) a “Manufacture/Sale Permit” is required. When importing a product yourself and selling it in Japan,
both permits (i) and (i) are required. Also, the cosmetics to be imported must conform to the “Standards
for Cosmetics” established by the Ministry of Health, Labour and Welfare (MHLW).

After obtaining the permits above, prior to import the following notices also must be submitted for
each product: (iii) “Notice of Foreign Manufacturer / Seller of Cosmetics etc.” (Pharmaceuticals and
Medical Devices Agency), (iv) “Notice of Manufacture / Sale of Cosmetics” (the prefecture department in
charge of pharmaceuticals), and (v) “Notice of Import of Cosmetics for Manufacture/Sale”
(Kanto-Shinetsu or the Kinki Regional Bureau of Health and Welfare).

(1) Manufacture Permit, Manufacture/Sale Permit, and Approval of Manufacture/Sale (approval of
each product)

First, (i) the Manufacture Permit Application is submitted to the prefecture department in charge of
pharmaceuticals, and a permit is awarded for each manufacturing facility after inspection of the state of
the manufacturer's structure and equipment, human-resources aptitude, and other conditions, to ensure
that manufacture (or import) of the product would not present any health or hygiene problems. A general
responsible technician with necessary qualifications such as those of a pharmacist must be appointed
on a permanent basis.

(ii) The Manufacture/Sale Permit Application also is submitted to the prefecture department in charge
of pharmaceuticals for the location of the business planning to sell the product (i.e., the facility at which
the person with general responsibility for manufacture and sale are posted), together with the following
documents: the copy of corporate registry, a doctor's medical certificate stating that the applicant does
not have any mental disorder or similar condition, an organizational chart, documents certifying that the
permanently posted persons with general responsibility for manufacture and sale have necessary
qualifications such as those of a pharmacist, documents on systems for quality control and control of
safety after manufacture and sale, and other documents. When both (i) a Manufacture Permit and (i) a
Manufacture/Sale Permit are held, the person with general responsibility for manufacture on the
Manufacture/Sale Permit may be the same as the responsible technician on the Manufacture Permit,
subject to the condition that his or hers is a permanent post. Inquire of each prefecture for details.

Next, approval of manufacture and sale of each product is based on comprehensive judgment
following inspection of the cosmetic or other product to be imported; ingredients and quantities,
manufacturing methods, dosage and administration, efficacy and effects, storage methods and
expiration dates, its standards and testing methods, and other required information, either through the
prefecture* or at the Pharmaceuticals and Medical Devices Agency, by submitting the required
documents to that agency. However, if the product satisfies the Standards for Cosmetics established by
the MHLW and all ingredients are labeled, this approval is not necessary.

* On applying for the approval through the prefecture, consult with the prefecture department in charge of
pharmaceuticals on matters such as checking whether the product qualifies as a cosmetic or a quasi-drug.
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