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Regulatory System of Quasi-drugs in Korea

Hyun Soon Sohn®, Hyun Taek Shin®, In Sook Song®, and Hyo Jung Jun®

College of Pharmacy, ®Drug Information Research Institute,
Sookmyung Women's University, Seoul, Korea

The study was aimed to recommend the ways for improving regulatory system of quasi-drugs in governmental author-
ity by comparing with other countries. According to the regulations, the scope of quasi-drugs includes 3 categories of
1) the health aids made of textile, rubber and paper, 2) the health aids which have very minimal effects or no any
effects on humans, and 3) disinfectants and pesticides. In US, these quasi-drugs in Korea are classified into 5 catego-
ries of medical device, cosmetics, OTC drugs, dietary supplements and pesticides. To improve quasi-drugs administra-
tion in Korea, it is concluded that several measures should be implemented : 1) establish clear criteria for classifying
into quasi-drugs and more detailed guidelines on designation of quasi-drugs, 2) reform current regulations to meet 3-cat-
egories characteristics, supplement detailed guidelines on quasi-drugs administration for effective application process,
and update relevant regulations for efficacy, safety and quality, 3) update quasi-drug monographs,4) re-evaluate current
classification of individual quasi-drugs, 5) develop comprehensive list by ingredients, 6) reform post-marketing manage- .
ment system for safety and quality, 7) strengthen the review agency function by increasing the number of experts, 8)
develop the database. for quasi-drugs for effective information management.
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Table 1. Manufacturing volume of quasi-drugs in Korea

Kor. J. Clin. Pharm., Vol. 16, No. 2, 2006

Drug classification No. maJTl\Iu(;z'ic(:)tfner No. of product Manufic(:)t(l;:)‘lr‘fozr)nount

111 systematic anesthetic 1 1 1,136,075
131 ophthalmic product 8 33 11,823,667
231 dental product 5 6 1,871,675
259 miscellaneous urino-genital and anal product 12 16 2,605,659
261 external disinfectant 17 34 5,804,518
264 pain reliever, itching reliever, astringent, anti-inflammatory agent 3 3 502,439
266 skin softener: including corrosive agent 1 1 121,861
267 hair products: hair restorer, hair remover, hair dye, hair tonic 7 57 2,689,029
268 bathing product 2 3 346,203
269 miscellaneous external agent 14 29 6,708,071
314 vitamin C and P 4 5 25,350,342
316 vitamin combination: excluding vitamin AD mixture 4 5 1,050,695
329 miscellaneous nutritional tonic 1 1 1,603,315
733 insecticide 1 1 319,833
739 miscellaneous public hygiene product 2 3 15,259
799 products not for treatment 2 2 4,397,854
JO1 sanitary napkin 8 76 164,961,846
J02 tooth paste 29 177 296,976,472
J03 hair dye 28 1,734 110,768,269
J04 pesticide 39 236 105,582,388
J99 miscellaneous 1 1 142,369
9000 sanitation product 65 318 45,505,955
Total 254 2,742 790,784,294

source : Manufacturing volume of quasi-drugs in 2003 reported by KPMA
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Table 2. US classification of quasi-drugs

Kor. J. Clin. Pharm., Vol. 16, No. 2, 2006

Current quasi-drugs in Korea

US classification

Textile, rubber or equivalent sanitary napkin sanitary napkin for menstrual blood disposal MD
products for treatment, alleviation, tampon for menstrual blood disposal MD
disposal or prevention of disease  cover mask MD
in hunman or animal eye bandage MD
bandgae bandage MD
elastic bandage MD
plaster bandage MD
round elastic bandage MD
gauze MD
sanitary cotton MD
adhesive plaster MD
Products, not instrument products preventing bad oral cavity dental rinse Cor OTC
nor machine, having mild effect  breath or body odor deodorant Cor OTC
or no direct action to human talcum powder CorOTC
tooth paste CorOTC
bathing product CorOTC
hair products for tonic, hair loss preventing product or hair tonic C
dying, removal, etc. hairdye having slight effect on human C
external product for hair removal C
exterminating, preventing, repellenting and attracting pesticides target flies, mos- P
quitoes, etc. for human or animal health
product for contact lenses MD
cigar-typed smoking deterrent supplement not including tabacco, and spray- or OTC
gum-typed nonsmoking supplement for reduction of smoking wants
external disinfectant MD or OTC
external spray cataplasm OTC
internal preparations low strength vitamin and mineral preparation DS
nutritional tonic DS
product for mouth hygiene, etc. snore-preventing supplement MD
tooth-whitening product Cor OTC
Insecticides , pesticides, and product for extermination or  pesticide P
products with similar purpose prevention of insect or animal  rodenticide P
used for preventing infectious disinfectant not applied alcohols, aldehydes, cresol, and soap-typed disin- MD
disease to human body directly fectant
other product for prevention of infectious disease MD

OTC: Over-The-Counter, C: Cosmetics, DS: Dietary Supplement, MD: Medical Device, P: Pesticides

source

2) OTC drug product and ingredient references (http://www.fda.gov/cder/Offices/OTC/industry.htm)
3) Medical device listing (http//www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm)
4) Overview of Dietary Supplement (http://www.cfsan.fda.gov/~dms/ds-oview.html#what)

5) Cosmetic Products and Ingredients (http://www.cfsan.fda.gov/~dms/cos-prd.html)

6) Compendium of Pesticide Common Names (http://www.epa.gov/pesticides/science/models_db.him#databases)
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1) Status of OTC rulemakings: The Milestone List as of 1/1/2006 (http://www.fda.gov/cder/Offices/OTC/milestone.pdf)
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