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Animal Health Requirements for steamed leather meal to be exported to Japan
from Taiwan

1. This document defines animal health requirements for steamed leather meal for fertilizer to
be exported to Japan from Taiwan.

(General requirements)

2. In this document, the definitions of terms are as follows:

(1) Steamed leather meal means the leather which is milled and steamed under high
pressure.

(2) Leather means the products made by removing hair or fur and fat from livestock skins,
and then impregnating chromium or tannin on it and which was processed to make it have
flexibility and durability.

(3) Livestock means cattle, sheep, goat, swine and bore.

(4) Steam under high pressure processing means the treatment that is conducted in
designated facilities in the article 7 of this document based on the Transmissible
Spongiform Encephalopathy agents inactivation procedure of OIE (heated under saturated
steam conditions to a temperature of not less than 133°C for a minimum of 20 minutes at an
absolute pressure of 3 bar).

(5) The Japanese animal health authorities means Animal Health Division, Food Safety
and Consumer Affairs Bureau, Ministry of Agriculture, Forestry and Fisheries of the
Japanese government.

3. The steamed leather meal to be exported to Japan must meet the quality and specification
for fertilizer in accordance with the regulations established by the government of Taiwan.

(Requirements for the raw material)
4. The raw material for the production of the steamed leather meal to be exported to Japan
must fulfill the following requirements;
(1) The raw material must be the leather tanned in Taiwan.
(2) The raw material must be manufactured in the facilities (hereinafter referred to as “the
approved processing facilities”) which is approved by the government of Taiwan and
dedicated to handle hide and skin of livestock only.

(Requirements for transportation of the raw materials)

5. The raw material for the production of the steamed leather meal to be exported to Japan
must be transported from the approved processing facilities to the manufacturing facilities
specified in the article 6 by using dedicated vehicle.

(Requirements for designated manufacturing facilities)

6. The raw materials for the production of the steamed leather meal to be exported to Japan
must be manufactured (such as milled, steam under high pressure processed), wrapped
and stored in the manufacturing facilities (hereinafter referred to as “the designated
manufacturing facilities”) which is approved by the government of Taiwan and also
designated by the Japanese animal health authorities, as facilities which meet the attached
standard (hereinafter referred to as “designation standard”) of Annex 1.

7. With the application by Taiwanese animal health authorities, the designated manufacturing



facilities must be designated by the Japanese animal health authorities for the term of 2
years in principle.

8. The Japanese animal health authorities conduct an on-site inspection of the facilities at the
expense of the government of Taiwan to confirm whether they meet the designation
standard, in response to the application of article 7.

9. The Taiwanese animal health authorities must submit the application including documents
such as name, address, approved number by the government of Taiwan and the ground
plan of the facilities in advance of on-site inspection by the Japanese animal health
authorities.

10. When the designated manufacturing facilities are planned to be altered including
reconstruction, enlargement (expansion) and / or other changes of the structure (hereinafter
referred to as “the alterations”), the Taiwanese animal health authorities must apply in
advance to the Japanese animal health authorities for approval.

11. The Taiwanese animal health authorities must notify immediately to the Japanese animal
health authorities, when the designated manufacturing facilities change the name or
address, or are no longer used as facilities to produce the steamed leather meal to Japan.

12. The managers of the designated manufacturing facilities must confirm that preventive
measures against the occurrence of sanitary hazard are conducted and proper quality is
ensured in the manufacturing procedure at least once a month, and the results of the
checkup must be kept in writing for at least 8 years. The relevant document can be kept in
electronic form on condition that manipulation prevention measures are taken and backup
file are secured.

13. The managers of the designated manufacturing facilities must record the following items
and keep them for at least § years;

(1) name, address of the approved processing facilities, carring-in date and quantity of

carried-in raw material

(2) kind of livestock for raw material and its quantity

(3) date of manufacturing (steam under high pressure)

(4) kind of manufactured products and its quantity

(5) date and quantity of each shipping by destination countries

14. The managers of the designated manufacturing facilities must provide, upon request, the
copy of the written documents in the article 12 or 13 to the Japanese animal health
authorities when they regard it as necessary.

15. The Taiwanese animal health authorities must visit the designated manufacturing facilities
periodically at least every half year, or have their official reside in the designated
manufacturing facilities to inspect whether the facilities satisfy the designation standard
and other requirements stipulated in this document, and the results of the checkup must be
kept in writing for at least 8 years. The relevant document can be kept in electronic form
on condition that manipulation prevention measures are taken and backup file are secured.
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The Taiwanese animal health authorities must visit the approved processing facilities at
least every half year, or have their official reside in the approved processing facilities to
inspect whether the facilities satisfy the requirements regarding raw material and
manufacturing procedure stipulated in the article 2(2) and 4, and the results of the checkup
must be kept in writing for at least 8 years. The relevant document can be kept in
electronic form on condition that manipulation prevention measures are taken and backup
file are secured.

If the Taiwanese animal health authorities find that the approved processing facilities do
not meet the requirements stipulated in this document as a result of inspection of article
16, they must immediately suspend the shipment of the raw material from the facilities.

The Taiwanese animal health authorities must provide, upon request, the copy of the
written record of the result of the inspection of the article 15 or 16 to the Japanese animal
health authorities when they regard it as necessary.

If the Taiwanese animal health authorities find that designated manufacturing facilities do
not meet the designation standard and other requirements stipulated in this document as a
result of inspection of articlel5, they must immediately suspend the shipment of the
steamed leather meal from the facilities and inform the Japanese animal health
authorities of relevant information of the case (including the name and designation
number of the facility, the reason that the facility do not meet the animal health
requirements) as soon as possible.

In the case of the article 19, when the Taiwanese animal health authorities confirmed that
the steamed leather meal of the same lot was exported to Japan, they must immediately
report the Japanese animal health authorities of the information to distinguish the
concerned lot.

In the case of the article 19, when appropriate remedial actions have been taken for the
designated manufacturing facilities, the Taiwanese animal health authorities must report
the relevant information to the Japanese animal health authorities and can resume the
export from the designated manufacturing facilities to Japan with a permission of the
Japanese animal health authorities.

Japanese animal health authorities can make on-site inspections of the designated
manufacturing facilities when they regard it as necessary to confirm whether they meet the
designation standard and other health requirements of this document.

When the Japanese animal health authorities recognize that designated manufacturing
facilities do not meet the designation standard or other requirements of this document,
they may revoke the designation and immediately suspend the import of the steamed
leather meal produced in the facilities.

(Requirements for transportation)

24.

The Taiwanese animal health authorities must ensure that the steamed leather meal are
transported and handled in a way to prevent it from being contaminated with the
pathogens of any animal infectious diseases and with any other animal products during



the period between packaging and wrapping in the designated manufacturing facilities
and the shipment. The containers for transportation, packaging and wrapping must be
dedicated ones as well as be clean and sanitary.

25. With regard to the transportation of steamed leather meal to be exported to Japan, it
must fulfill the following requirements:
(1) the steamed leather meal must be packed in a tight container.
(2) the said container must be sealed by the Taiwanese animal health authorities.
(3) the seal must be obviously differentiated from that of the other countries.
(4) the form of the said seal must be approved by Japanese animal health authorities in
advance.

26. If the seal specified in article 25 is found to have been broken or dropped out, etc. at the
time of arrival in Japan, the exported steamed leather meal might be prohibited to import
to Japan.

(Issue of inspection certificate)

27. The Taiwanese animal health authorities must issue inspection certificates for the exported
steamed leather meal to Japan, stating the following items in detail in English;

(1) Compliance with each requirement of the articles from 3 to 6, and 24.

(2) Procedure of manufacture (temperature, time and bar)

(3) Name, address and designation numbers of the designated manufacturing facilities.

(4) Identification number of the seal and the container.

(5) Date and name of the port of shipment, port of destination.

(6) Date and place of issuance of the inspection certificate, and name and title of the signer.



Annex 1

Designation Standard

1. The designated manufacturing facilities must handle only steamed leather meal.

2. The designated manufacturing facilities must take closed system. When it is open to
outside for the purpose of maintenance, etc., it must take contamination prevention
measures with any other products.

3. The facilities, equipment, machinery and environment must be cleaned, examined and
inspected periodically.

4. During the operation, cross-contamination prevention measures must be taken such as
wearing dedicated work clothes, or removing dirt and dust from clothes, limbs and shoes
using air shower.

5. The designated manufacturing facilities must conduct the periodical examination in order to
confirm whether the steamed leather meal is not contaminated with other animal proteins.

6. Procedural manual for preventing occurrence of sanitary hazard and ensuring proper quality
in a series of manufacturing (such as milling, steam and pressure processing, milling) must
be equipped.

7. Personnel who supervise the compliance of the series of procedure with the procedural
manual of the article 6 must be posted.



Annex 2

The procedures for permission for the alterations of designated manufacturing facilities

1. If the designated manufacturing facilities intend to make the alterations, the Taiwanese animal
health authorities must apply for approved to the Japanese animal health authorities with submitting
documents showing the details of the alterations including construction period of the alterations at
least one month before starting construction. In approving this application, the Japanese animal
health authorities notify the Taiwanese animal health authorities whether they will conduct on-site
inspection to the facilities in question or not.

2. The alteration means that reconstruction, enlarging and/or other changes of the designated
manufacturing facilities which concern the requirements for designated standard in Annexl. The
example of the alterations is as follows.

(D A reconstruction concerning the manufacturing equipments and/or packaging equipments (such as
increase or decrease of the equipments).

@ Enlargement of the facility

3. The Japanese animal health authorities must suspend the importation of the steamed leather meal
that were produced in the designated manufacture facilities (or a part of facilities) after the starting
of construction of the alterations.

4. When the construction for alterations is completed, the Taiwanese animal health authorities must
submit a completion report including the actual construction period, construction plan and photos of
the alteration area to the Japanese animal health authorities.

5. After receiving the completion reports the Japanese animal health authorities may conduct the
on-site inspection for the designated manufacturing facilities as referenced in article 1 above at the
expense of Taiwan.

6. Based on the on-site inspection results and/or the completion report, the Japanese animal health
authorities must allow the designated manufacturing facilities (or a part of the facilities) to produce
the steamed leather meal to be exported to Japan.
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