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Animal Health Requirements for Swine blood meal
to be exported to Japan from Denmark

This document defines animal health requirements for swine blood meal to be
exported to Japan from Denmark.

General Requirements
In this document, the definitions of terms are as follows:

a. Swine blood meal means the blood meal (including blood plasma )
derived from swine.

b. The animal health authority of Denmark is Danish Veterinary and Food
Administration, Ministry of Food, Agriculture and Fisheries of Denmark
government.

c. The Japanese animal health authority is Animal Health Division, Food
Safety and Consumer Affairs Bureau, Ministry of Agriculture, Forestry
and Fisheries of the Japanese Government.

Denmark is free of Foot-and-mouth disease, African swine fever and Classical swine
fever.

The swine blood meal to be exported to Japan must have been spray-dried and have
reached a temperature of at least 80°C and have then been held with a maximum of
8% moisture content. The swine blood meal to be exported to Japan must meet the
quality and specification for animal feed in accordance with the regulations
established by the government of Denmark.

Requirements for the raw material
The raw material for production of the swine blood meal to be exported to Japan must
fulfill the following requirements.

a. The raw material must be blood derived from swine slaughtered only in
Denmark.

b. The raw material must be supplied only from slaughterhouses (hereinafter
referred to as “the approved slaughtering facilities”) which handle only
swine and be approved by the government of Denmark in accordance with
the regulations established by the government of Denmark.

c. The raw material must be derived from swine that is recognized to be free
from any animal infectious diseases and fit for human consumption as a
consequence of ante-mortem inspections conducted by official inspectors
of the government of Denmark at the approved slaughtering facilities.
Further, blood must be collected in such a way so as to not allow
contamination with other tissues before dressing.

Requirements for transport of the raw materials

The raw material for the production of the swine blood meal to be exported to Japan
must be transported from the approved slaughtering facilities to the manufacturing
facilities specified in Article 7 only by vehicles, transporting containers or tubes
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dedicated to handling only porcine blood. Vehicles, transporting containers or tubes
previously used to handle other materials must be thoroughly cleaned and disinfected
before they are determined as dedicated vehicles, containers or tubes for porcine
blood.

Requirements for designated manufacturing facilities

The swine blood meal to be exported to Japan must be manufactured, packaged and
stored in manufacturing facilities (hereinafter referred to as “the designated
manufacturing facilities”) which are designated by the animal health authority of
Denmark through on-site audits as facilities which meet the attached standard
(hereinafter referred to as “designation standard”) specified in Annex .

The animal health authority of Denmark must inform the Japanese animal health
authority in advance of the names, addresses, registration numbers of the designated
manufacturing facilities, species of animals and type of products which may be
handled and produced in the designated manufacturing facilities.

When any information described in article 8 above are modified, the animal health
authority of Denmark must inform the Japanese animal health authority of that
modification immediately. When the designated manufacturing facilities are no
longer used as facilities to produce, package and/or store the swine blood meal to be
exported to Japan, the animal health authority of Denmark must immediately notify
the Japanese animal health authority.

The managers of the designated manufacturing facilities must provide, upon request
from Japanese animal health authority, a copy of the documents or records specified
in designation standard to them whenever deemed necessary.

The animal health authority of Denmark must visit the designated manufacturing
facilities periodically at least annually, or have their official reside in the designated
manufacturing facilities to conduct audits including confirming whether the facilities
satisfy the designation standard and other requirements stipulated in this document,
and the results of these audits must be documented and maintained for at least 8 years.
The relevant documents may be maintained in electronic form on the condition that
manipulation prevention measures are taken and backup file are secured.

The government authorities of Denmark must reside in the approved slaughter
facilities. The approved slaughter facilities must be visited by veterinarian accredited
by the animal health authority of Denmark at least once a year to confirm that the
facilities are dedicated to only handling swine and that the facilities meet the other
requirements regarding raw material stipulated in Article 5. The results of these
audits must be documented and maintained for at least 8 years. The relevant
documents may be maintained in electronic form on the condition that manipulation
prevention measures are taken and backup files are secured.
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If the animal health authority of Denmark finds that the approved slaughtering
facilities do not meet the requirements stipulated in this document as a result of audits
of Article 12, they must immediately suspend shipment of raw material from the
facilities.

The animal health authority of Denmark must provide, upon request from Japanese
animal health authority, a copy of the written record of the result of the audits
specified in article 11 and 12 to them whenever deemed necessary.

If the animal health authority of Denmark finds that the designated manufacturing
facilities do not meet the designation standard and/or the animal health requirements
stipulated in this document as a result of audits of article 11, the animal health
authority of Denmark must immediately suspend endorsement of certificates for the
shipment of swine blood meal from the facilities. The animal health authority of
Denmark also must revoke the designation of the facilities and/or take appropriate
corrective actions, and then inform the Japanese animal health authority of relevant
information of the case as soon as possible.

In the event that the animal health authority of Denmark confirms that a shipment of
swine blood meal of the concerned lot from the designated manufacturing facilities
specified in Article 15 has been exported to Japan, they must immediately report the
matter to Japanese animal health authority in order to distinguish the concerned lot.

In the event that appropriate remedial actions have been taken for the designated
manufacturing facilities specified in Article 15, the animal health authority of
Denmark should report the relevant information to Japanese animal health authority
and only resume export to Japan from the facilities with the permission of Japanese
animal health authority.

The Japanese animal health authority can request the relevant information on the
approved slaughtering facilities and the designated manufacturing facilities (ground
plan, etc.) from the animal health authority of Denmark and/or conduct on-site audits
of designated manufacturing facilities at the expense of exporting country when
considered necessary to confirm whether these facilities meet the designation
standards and other health requirements specified in this document.

When the Japanese animal health authority determines that designated manufacturing
facilities do not satisfy the designation standards or other requirements specified in
this document, the Japanese animal health authority may immediately suspend the
import of swine blood meal produced from the facilities in question. And they retain
the right to revoke the designation or lift the import suspension after consultation with
the animal health authority of Denmark.

Requirements for transportation
The animal health authority of Denmark must ensure that the swine blood meal to be
exported to Japan is transported and handled in a manner which prevents



21.

22,

23.

24,

Animal Health Requirements for Swine blood meal

to be exported to Japan from Denmark (2014-7-10)

contamination with any pathogens of any animal infectious diseases and with any
other animal products from packaging in the designated manufacturing facilities until
the point of shipment. The packaging must be new material to prevent contamination.

The transportation of swine blood meal to be exported to Japan must satisfy the
following requirements:

a. The packaging of swine blood meal must be contained in a shipping container
in a fashion that prevents contamination.

b. The manufacturing facility must have in place a Standard Operating Procedure
to ensure that product is not contaminated prior to the shipping container being
sealed. All shipping containers must be sealed by an authorized shipping
company on behalf of the manufacturer prior to export.

c. The export certificate must be endorsed by the animal health authority of
Denmark, and the certificate must note the shipping container seal number.

d. The form of the official seal must be provided Japanese animal health authority
in advance.

If the seal specified in Article 21 is found to have been broken or omitted at the time
of inspection upon arrival in Japan, the swine blood meal in question may be
prohibited entry into Japan.

The swine blood meal to be exported to Japan must have been produced at least 6
weeks in advance of the arrival in Japan.

Issue of inspection certificate
The animal health authority of Denmark must issue inspection certificates for the
exported swine blood meal to Japan with the following items listed in detail in
English:
a. Compliance with the requirements of Articles 4,5,6,7,20 and 23;
b. Name, address and establishment number of the designated manufacturing
facility;
c. Names, addresses, and establishment numbers of the approved slaughtering
facilities where the blood was initially collected,;
d. Identification number of the container and seal,
e. Date and name of the port of shipment, and the name of the port of destination;
f. Date of issue, and the name, title, and location of the issuer of the inspection
certificate;
g. The name and address of the consignee in Japan; and
h. Type and size of package;
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Annex : Designation Standard

1. Blood Transportation

The designated manufacturing facilities must take following measures for blood
transportation:

Transporting vehicles or transporting containers or tubes dedicated to only porcine
blood. [Vehicles, transporting containers or tubes previously used to handle other
materials must be thoroughly cleaned and disinfected before they are determined as
dedicated vehicles, containers or tubes for porcine blood]; and

The designated manufacturing facilities receive only blood accompanied by a “Porcine
Blood Supply Management Form.” This form (Attached form) will have been signed by
the manager of the approved slaughtering facility or his/her designee who has
knowledge of the requirements for the raw materials specified in Article 5, and will
accompany the shipment to the designated manufacturing facility. The designated
manufacturing facilities confirm the accuracy of these forms, and maintain these forms
for a period of 8 years.

2. Manufacturing Method

A) The designated manufacturing facilities must be dedicated to the handling of porcine
blood, and be completely separated from any facility processing meat or meat-and-
bone meal.

B) The designated manufacturing facilities must handle no other animal protein except
for swine blood and derivatives.

C) The designated manufacturing facilities must operate as a closed system. When the
facilities are opened to the outside for the purpose of maintenance, etc., they must take
contamination prevention measures against any other products.

D) The products must be packed in new packing materials to prevent contamination with
other tissues.

E) The animal health authority of Denmark must issue inspection certificates for the
exported swine blood meal to Japan with the following items listed in detail in English.
Copies of these certificates must be retained by the designated manufacturing facilities
for at least 8 years.

(1) Compliance with the requirements of Articles 4, 5, 6 and 7.

(2) The name, address and establishment number of the designated manufacturing
facilities.

(3) Names, addresses, and establishment numbers of the approved slaughtering
facilities where the blood was initially collected.

(4) Name of the product.
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(5) The product's shipment date.

(6) Type and size of package.

(7) Name and address of the consignee in Japan.

(8) The designated manufacturing facilities meet all the requirements as specified in
this document.

3. Manufacturing and Quality Management

A) The designated manufacturing facilities must establish a “Manufacturing and Quality
Control Manager” (hereinafter referred to as “the manager”) to oversee all aspects to
production.

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

C) During facility operation, cross-contamination prevention measures such as the
wearing of dedicated work clothes and shoes, and the removal of dirt from limbs by
effective measures must be implemented.

D) Periodic examinations of the designated manufacturing facilities must be conducted
using ELISA or PCR in order to confirm whether the swine blood meal has not been
contaminated with proteins derived from animals other than swine.

E) A standardized procedural manual must be established across the manufacturing
process to ensure that sanitary hazards are prevented and that proper qualities are
maintained.

F) Personnel who supervise the compliance of procedures in accordance with the
procedural manual specified in E must be posted.

G) The managers of the designated manufacturing facilities must confirm at least once a
month that preventive measures against the occurrence of sanitary hazard are
conducted and proper quality is ensured in the manufacturing procedure. The results of
this inspection must be documented and maintained for at least 8 years. The relevant
documents may be maintained in electronic form on condition that manipulation
prevention measures are taken and backup files are secured.

H) The managers of the designated manufacturing facilities must record the following
items and maintain records for at least 8 years:

(1) Records of receipts and payments for ingredients (included in name and address
of the approved slaughtering facilities; entry date and quantity of raw material).

(2) Records of the manufacturing of each lot of product (included in date of
manufacturing; type and quantity of manufactured product).

(3) Records of the shipment of each lot of product (included in date and quantity of
each shipment by destination).

(4) Records of the implementation of a manufacturing and quality control
management program at the plant.

4. Specifications

The products must be handled in such a way as to prevent contamination with
pathogenic microorganisms or any other animal origin materials.
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5. Package labeling

The following information must be described on the package label and the label must
be placed on the products:
A) Name of feed;
B) Manufacture date (month/year);
C) Name and address of the manufacturer;
D) Country of origin (Denmark);
E) Name of species that will consume the product; and
F) The statements: “1 This feed must not be given to cattle, sheep, goats or deer.
(Caution: giving this feed to cattle, sheep, goats or deer is subject to penalty.) 2
This feed must be stored in such a way that it will not be mixed with feed
(including raw materials used to manufacture the feed) for cattle, sheep, goats or
deer.”
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Attached sheet

Porcine Blood Supply Management Form

1. Slaughter facility where porcine blood was collected:
Name:

Establishment number of the slaughter facility:

Address of slaughter facility:

Address of headquarters if different:

2. Designated manufacturing facility (recipient of shipment):

Name:

Establishment number of the designated manufacturing facility:
Address of designated manufacturing facility:

3. Species of origin of blood shipped: Porcine.

4. Shipment date

5. Shipment quantity

Signature of Slaughterhouse Manager or Designee Date

Printed name of Slaughterhouse Manager or Designee
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