Classification of Examinations for the Approval of Drugs, etc.

Approved by MHLW based on reliability evaluation and examination for
New drugs approval conducted by the Pharmaceuticals and Medical Devices Agency

(Drugs for hypertension, antibiotics, antiulcer drugs, antineoplastic drugs, etc.)
Prescription drugs l—
Approved by MHLW based on equivalency evaluation and examination for
(Used under doctors' Generic drugs approval conducted by the Pharmaceuticals and Medical Devices Agency
prescription) (Drugs equivalent to new drugs)
Items meeting Approved by prefectural governors
approved (14 items including cold medicine, antipyretic analgesics, etc. and those
standards dispensed at pharmacies)
Over-the-counter drugs |—
Approved by MHLW based on equivalency evaluation and examination for

(Available at pharmacies, approval conducted by the Pharmaceuticals and Medical Devices Agency

etc. without prescription)

. New quasi-drugs: Approved by MHLW based on equivalency evaluation and examination for approval conducted by
the Pharmaceuticals and Medical Devices Agency
(Medicated toothpastes, ~ Items which meet approval standards: Approved by prefectural governors
hair dyes, bath products, ~Other items: Approved by MHLW based on equivalency evaluation and examination for approval conducted by the

mouth washes, etc.) Pharmaceuticals and Medical Devices Agency
A Iltems indicating all ingredients: Application for approval exempted, notification to prefectural governors required on
individual items after acquiring manufacturing/marketing approval

(Perfumes, lipsticks, Items containing ingredients not required for indication: Approved by MHLW based on equivalency evaluation and
shampoos, conditioners, etc.) ~ examination for approval conducted by the Pharmaceuticals and Medical Devices Agency



