Details of Amendments to Import Regulations

Original Amended

Import Import
CCC Code Description of Goods Regulation  Regulation

0508.00.20.00-3 Shells of molluscs, c‘rustaceans or echinoderms and cuttle- FOD 513
bone, unworked or simply prepared but not cut to shape FO2
513

0508.00.30.00-1 Shell meal F02
F02
3001.90.90.00-5 Other human or animal substances prepared for therapeutic 836 842*
R or prophylactic uses, not elsewhere specified or included BO1 BO1

Code Code Explanation

(blank) Import permitted (free from licensing)



Code

Code Explanation

406

501

For importation of veterinary medicines (including raw
material pharmaceutical products, pharmaceutical products,
and biological products): (1) a) A "veterinary medicine
dealer license" and a "veterinary medicine import license"
(non-licensed 1mporters shall be authorized by the license
holder) 1ssued by the Council of Agriculture, Executive
Yuan, are prerequisite; or b) if the imported goods are raw
(bulk) materials limited to the self-use of veterinary drug
manufacturer, a "license for manufacturing veterinary
medicine" containing the active ingredient(s) issued by the
Council of Agriculture, Executive Yuan and a "Notice For
Importing Raw (Bulk) Material Limited to The Veterinary
Drug Manufacturer Self Use" issued by the Bureau of
Animal and Plant Health Inspection and Quarantine, Council
of Agriculture, Executive Yuan are prerequisite. 2) If the
imported goods are samples or gifts, a "Notice for Importing
Veterinary Medicines Samples" issued by the Bureau of
Animal and Plant Health Inspection and Quarantine, Council
of Agriculture, Executive Yuan 1s prerequisite.

Approval from the Ministry of Health and Welfare is required.



Code

Code Explanation

502

506

For importing dry goods:(1) A photocopy of business license
for dealing with Chinese medicine ( or pharmaceutical
manufacturing license issued by the Ministry of Health and
Welfare ) 1s required.(2) Importing powder goods should be
attached a photocopy of the drug license 1ssued by the
Ministry of Health and Welfare, or an approval document
1ssued by the Ministry of Health and Welfare.(3) Commodity
description shall indicate the specific name in Chinese and
Chinese medicine materials or Chinese medicine powder.The
above regulations do not apply to importing non-dry goods.

Importation of drugs (including pharmaceutical products,
active pharmaceutical ingredients, diagnostics and biological
products) for human use requires either of the following: (1)
a photocopy of the drug (import) license 1ssued by the
Ministry of Health and Welfare together with a photocopy of
the license of the pharmaceutical firm; or (2) an approval
1ssued by the Ministry of Health and Welfare.(3)Importing
antibiotics and their other derivatives for research use, or
experiment use should list the special code
DHM99999999506 on the import application and 1s
exempted from the above regulations.



Code

Code Explanation

513

836

(1) Importation of Chinese medicine materials shall comply
with the regulation of "502". (2) Importation of commodity
not to be used as Chinese medicine shall be exempted from
complying with the regulation of "502", but a clear
indication that the commodity 1s "not to be used as Chinese
medicine" 1s required.

1.Imported human drug products, human specimens: (1) 1s
governed by regulation "506". (2) The dedicated code
(number) of import declaration (application for import) for
imported non-infectious human specimens for research,
teaching or testing 1s DHM99999999990. 2. Importation of
human cell lines: (1) 1s governed by regulation " 501". (2)
Importation of human cell lines (including human stem cell
lines, human embryonic stem cell lines) for research should
list the special code DHK99999999999 on the import
application. 3. Importation of veterinary medicines 1s
governed by regulation "406". 4. Importation of commodities
not belonging to the aforesaid items shall be exempted from
the aforesaid regulations, but a clear indication that the
commodity 1S "not to be used as human medicine or
veterinary medicine, and 1s not a human cell line or a
specimen of human or animal origin" 1s required.



Code

Code Explanation

842

1.Imported human drug products, human specimens: (1) 1s
governed by regulation "5060". (2) The dedicated code
(number) of import declaration (application for import) for
imported non-infectious human specimens for research,
teaching or testing 18 DHM99999999990. 2. Importation of
human cell lines: (1) 1s governed by regulation " 501". (2)
Importation of human cell lines (including human stem cell
lines, human embryonic stem cell lines) for research should
list the special code DHK99999999999 on the import
application. 3. Importation of veterinary medicines 1s
governed by regulation "406". 4. Importation of Chinese
medicine materials shall comply with the regulation of
"502". 5 Importation of commodities not belonging to the
aforesaid items shall be exempted from the aforesaid
regulations, but a clear indication that the commodity 1s "not
to be used as human medicine or veterinary medicine, and 18
not a human cell line or a specimen of human or animal
origin or Chinese medicine materials" 1s required.



Code

Code Explanation

BO1

FO2

Importation shall be subject to the prescription set forth in
the Table of Commodities Subject to Legal Animal & Plant
Quarantine compiled by the Bureau of Animal and Plant
Health Inspection and Quarantine Council of Agriculture,
Executive Yuan. (Note: Please contact BAPHIQ for related
quarantine requirements or access the website of BAPHIQ'
s http://www.baphig.gov.tw.)

Importation of products used for food-relevant purposes
including foods, food utensils, food containers or packaging,
food cleansers, or the products containing preceding articles
shall follow the " Regulations for Inspection of imported
Food and Food-relevant products " promulgated by Ministry
of Health and Welfare. The importer shall apply for
inspection to the Food and Drug Administration, Ministry of
Health and Welfare (FDA). (Note:Please contact FDA for
relevant inspection requirements of food imports.)



