Trasmissione elettronica

N° prot.

DIREZIONE GENERALE PER L’IGIENE E LA SICUREZZA
DEGLI ALIMENTI E LA NUTRIZIONE
UFFICIO 2

Servizi Veterinari
Regioni e Province Autonome

Ep.c.

Associazioni di categoria
(settore carni)
Loro Sedi

Oggetto: riapertura del mercato giapponese alle esportazioni di prodotti a base di carne suina cotti -
modalita di presentazione delle manifestazioni di interesse da parte degli stabilimenti.

Come noto, a seguito del riscontro di focolai di peste suina africana (PSA) nell’Italia continentale, il Giappone
ha imposto il bando alle esportazioni dall’Italia di carni e prodotti a base di carne suina, a prescindere
dall’origine delle carni dalle quali sono ottenuti questi ultimi, determinando di fatto la decadenza di tutte le
autorizzazioni all’esportazione gia in possesso degli stabilimenti.

Dopo intense trattative, le Autorita del Giappone (MAFF) hanno accettato di rimuovere il bando per quanto
riguarda i prodotti di carne suina cotti ottenuti dalle carni di animali nati ¢ allevati in zone non soggette a
restrizioni per la PSA e riconosciuti esenti da sintomi di malattie infettive alla visita ante- ¢ all’ispezione post-
mortem.

In base all’accordo devono essere autorizzati gli stabilimenti di trasformazione che effettuano il trattamento
termico dei prodotti a base di carne suina (designated heat-processing facilities). Resta in capo all’autorita
centrale Italiana il riconoscimento (approved by the government of the exporting country) degli impianti che
eseguono le fasi precedenti al trattamento termico (macellazione, sezionamento e/o eventuale trasformazione
precedente al trattamento termico).

Si conferma pertanto che 1’autorizzazione all’esportazione verra rilasciata esclusivamente dalle Autorita del
MAFF giapponese, ai soli stabilimenti che effettuano il trattamento termico del prodotto a base di carne suina
(designated heat-processing facilities).

Sulla base di quanto sopra esplicitato, tutti gli stabilimenti in possesso dei requisiti previsti dalla normativa
comunitaria ¢ che non hanno adottato un Sistema di gestione per la sicurezza alimentare (FSMS)
semplificato secondo i principi di flessibilita di cui alla COMUNICAZIONE DELLA COMMISSIONE
(2022/C 355/01), potranno fornire le carni e i semilavorati agli stabilimenti che saranno autorizzati (designated
heat-processing facilities), purché¢ siano rispettati i requisiti di salute animale richiamati nell’accordo sanitario
(Animal Health Requirements e Certificato Sanitario — Allegato 1).

L’autorizzazione del MAFF fara seguito ad un’ispezione in loco da parte di ispettori giapponesi le cui spese
(trasporto, soggiorno, diaria degli ispettori, interpretariato) sono a totale carico degli stabilimenti che
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manifesteranno interesse ¢ non sara dovuta la tariffa prevista dal D.lvo 32/21 per le autorizzazioni di
competenza del Ministero della Salute.

Gli stabilimenti interessati all’autorizzazione del MAFF, in accordo con le procedure previste dalle autorita
giapponesi dovranno compilare un “application form” (Allegato 2) nel quale si da riscontro alla sussistenza
dei requisiti sanitari richiesti previa verifica dell’autorita competente. Per la compilazione dell’application e
per le relative verifiche effettuate dai servizi veterinari locali sono state predisposte Linee guida utili a valutare
il livello di conformita (Allegato 3)

Detta procedura risponde alle modalita gia previste dalla notan. 23661 del 04/06/2018 e consentira al Ministero
della Salute di inviare alla controparte I’elenco degli stabilimenti designabili.

Pertanto, sulla base di quanto sopra, la procedura per I’individuazione della lista di stabilimenti interessati alle
ispezioni autorizzative del MAFF sara costituita secondo le seguenti azioni:

e Le aziende interessate compilano ed inviano al Servizio Veterinari territorialmente competente il
questionario appositamente predisposto dalle autorita Giapponesi (Allegato 2 Application form)
debitamente compilato per la corrispondenza degli specifici requisiti gestionali e strutturali tenendo
conto delle Linee guida per la compilazione (Allegato3)

e il Servizio Veterinario territorialmente competente provvede alla verifica di quanto attestato dallo
stabilimento tenendo conto delle Linee guida di cui all’allegato 3 e redigera il pertinente verbale del
controllo ufficiale che deve essere trasmesso al Ministero della Salute unitamente alla restante
documentazione sopra citata.

e Le manifestazioni di interesse, che dovranno pervenire all’indirizzo PEC: dgsan@postacert.sanita.it
entro il 5 giugno, verranno raccolte e trasmesse al MAFF tenendo conto dei seguenti criteri di priorita:

o livello di corrispondenza ai criteri strutturali e gestionali richiesti dalle autorita Giapponesi
o ordine cronologico di arrivo dell’istanza (data e ora del protocollo DGISAN in ingresso)

Detti criteri sono necessari a perseguire gli obiettivi d’interesse di sistema in un rapporto non facile di
comunicazione con la controparte e pertanto saranno applicati per la costruzione dell’elenco con ordine di
prioritd per 1’organizzazione da parte giapponese delle missioni necessarie all’effettuazione delle visite
autorizzative.

Tenendo conto del numero complessivo di domande raccolte si tentera, inoltre, di concordare con la controparte
le opzioni pitt opportune per 1’espletamento logistico delle visite autorizzative.

IL DIRETTORE GENERALE
Ugo Della Marta

Allegati
Allegato 1: Animal Health Requirements e Certificato Sanitario

Allegato 2: Application form
Allegato 3: Linee guida per la compilazione dell’application form

Referente e responsabile procedimento:

Nicola Santini: n.santini@sanita.it
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Application form
for the designation of heat-processing facilities for meat and its
products derived from pigs

(Important notice)
The information required by Animal Health Division, Food Safety and Consumer Affairs
Bureau, Ministry of Agriculture, Forestry and Fisheries (MAFF), for the evaluation of heat-
processing facilities to export heat-processed meat and its products derived from pigs to Japan
are set out below.

*All information should be submitted in English.

*Please check where applicable or fill in the blanks.

Date of application (day/month/year) :

The exporting country :

[A]Facility Profile

(1) Facility name :

Facility address :

Registration number of the facility :

(2) Size of the facility

Ground-floor area :

Total-floor area :

(3) Number of workers

total :

/
pre heating area

post heating area :




storage area

supervisor

others

X Please fulfill the numbers on average per day

(4) Year of Established

(5) Capacity of production : tons / year

[B]Heat-processing
(1) Pre-heating

a. Species of animals :

b. Country of origin of raw materials :

c. Kind of casing (if applicable) :(artificial casing / natural casing )
d. Species and country of origin of casing (if applicable):

(2) Heat-processing

a. Number of heat-processing equipment :

b. Ways of heat-processing by each heat-processing equipment :

Equipment 1 : steam-boil - fry-roast-grill - other( )
Equipment 2 : steam-boil - fry-roast - grill - other( )
Equipment 3 : steam-boil - fry-roast - grill - other( )

*1f the facility has more heat-processing equipment, please add the lines as necessary.

c. Temperature management of the meat products by the heat-processing equipment

Equipment 1 : °C, minutes (core of the meat)

Equipment 2 : °C, minutes (core of the meat)




Equipment 3 : °C, minutes (core of the meat)

*Please add the lines as necessary in accordance with the number of heat-processing equipment.
d. Measuring method and place for core temperature for meat and meat products in heat
processing

Equipment 1 :

Equipment 2 :

Equipment 3 :

*Please add the lines as necessary in accordance with the number of heat-processing equipment.

e. Kind of heat-processed products intended to be exported from the facility to Japan :

f. Kind of products other than “e”, produced in the facility :

[C]Management

(1) Standard operation procedures (SOP) for the following items;
(Pre-heating and Post-heating)

-Comprehensive sanitary management : equipped / not equipped
- Sanitary management for staff : equipped / not equipped

- Training program for staff : equipped / not equipped

- Sanitary management for water supply : equipped / not equipped

- Sanitary management for draining and waste : equipped / not equipped
(Pre-heating)

- Sanitary management for equipment for storage, treatment and inspection :

3



/

2¢In case SOP is not equipped, please describe measure of management on each item.

o

equipped / not equipped
- Maintenance of equipment for storage, treatment and inspection :
equipped / not equipped

- Sanitary handling for material : equipped / not equipped

-Way of storage, treatment and inspection : equipped / not equipped

(Post-heating)

- Sanitary management for equipment for inspection, cooling, storage and packing:
equipped / not equipped

- Maintenance of equipment for inspection, cooling, storage and packing :
equipped / not equipped

- Sanitary handling for heat-processed products : equipped / not equipped

-Way of inspection, cooling, storage and packing after heat -processing :
equipped / not equipped

- Sanitary management for heat-processing equipment : equipped / not equipped

- Maintenance of heat-processing equipment : equipped / not equipped

- Confirmation of the heat-processing temperature and time : equipped / not equipped

-Way of inspection of heat-processed products : equipped / not equipped

(Title of unequipped SOP)

\

(Measure of management)

*1f the facility has more heat-processing equipment, please add the lines as necessary.

_/



[D]Additional Information

a. Countries to which the products are exported from the facility :

b. Actual export amount in the last twelve months (if applicable)

kg

-Remarks-

Relevant documents which need to be attached to this application :

2¢Please submit the documents and pictures clear enough to examine.

PDF files are the most preferable.

[ ] Organization chart of the facility

(1 Building map which shows the structure of pre-heating area and post-heating area

*Please color pre-heating area and post-heating area in different color in order to identify

each area.

(] Layout of major devices and equipment including heat-processing equipment

(1 Photographs of an physical barrier (e.g. dividing walls) between pre-heating area and
post-heating area.
(1 Photographs of attachment point between heat-processing equipment and physical barrier

(e.g. dividing walls)
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(] Map which shows the place where above-mentioned pictures were taken.

[] Traffic line of the products from entrance to exit

(] Traffic line of drainage and waste

[]  Traffic line of water supply

[ ] Traffic line of air flow

[ ] Traffic line of workers

(] List of Standard Operation Procedures (SOP)

[J Map of neighborhood of the facility

*Please indicate the heat-processing facility in the map.

(] Table of manufacturing process by each product



Animal Health Requirements for heat-processed meat and meat products derived from pigs to

be exported from Italy to Japan

Ref.No.5/shouan/831
May 10 2023

The animal health requirements for heat-processed meat and meat products derived from pigs to be

exported from Italy to Japan are as follows.

1. Definitions
In this document, the following definitions apply:
(1) “pigs”
Domestic animals of the Suidae family (limited to those which are kept under human’s
supervision since birth)
(2) “meat and meat products”
Means meat, fat and viscera derived from pigs and meat products made from the said meat and
viscera as raw materials such as sausages, ham and bacon etc.
(3) “heat-process(ing)”
Meat, previously deboned, and meat products derived from pigs are subjected to heat-process that
results in a core temperature of at least 70 degrees Celsius for a minimum of 30 minutes.
(4) “exporting country”
Italy
(5) “The animal health authorities of exporting country”
Ministry of Health of the Italian Government
(6) “Japanese animal health authorities”
Animal Health Division, Food Safety and Consumer Affairs Bureau, Ministry of Agriculture,

Forestry and Fisheries of the Japanese Government

2. Requirements for raw material
2.1. The heat-processed meat and meat products to be exported to Japan must fulfill the following
requirements:
(1) In case the heat-processed meat and meat products to be exported to Japan are derived from pigs
born and raised in the exporting country:
(a) the pigs were born and raised only in the exporting country;
(b) the pigs have been confirmed to be free from any animal infectious diseases as a result of ante-
and post-mortem inspections conducted by official inspectors of the government of the exporting

country at the slaughter facilities specified in the item 3.1.
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(2) In case the heat-processed meat and meat products to be exported to Japan are derived from pigs
imported from the third countries:

(a) the pigs were born and raised only in the third countries

(b) the pigs were directly imported to the exporting country from the third countries or the said pigs

were kept isolated from other animals and were not mix-loaded during the transportation;

(c) the pigs were free from any animal infectious diseases as a result of import inspection conducted

by the animal health authorities of the exporting country
(d) the pigs are free from any animal infectious diseases as a result of ante- and post-mortem
inspections conducted by official inspectors of the government of the exporting country at the

slaughter facilities specified in the item 3.1.

(3) In case the heat-processed meat and meat products derived from pigs to be exported to Japan have

been originated from meat and meat products imported from the third countries:

(a) the pigs for the production of heat-processed meat and meat products to be exported to Japan
were born and raised only in the third countries;

(b) the meat and meat products derived from pigs for the production of heat-processed meat and
meat products to be exported to Japan were directly imported to the exporting country from the
third countries or the said meat were packed in safe and sanitary boxes such as cardboard
boxes and then put in a closed container which are not opened during the
transportation.;

(c) the meat and meat products derived from pigs for the production of the heat-processed meat and
meat products to be exported to Japan were free from any evidence of animal infectious diseases

as a result of import inspection conducted by the animal health authorities of the exporting

country, and after the said inspection, the meat and meat products were directly transported to the

approved processing facility specified in item 3.2. or designated heat-processing facilities

specified in item 3.3.

2.2 In case natural casings are used for the heat-processed meat and meat products derived from pigs to
be exported to Japan, the products must meet the additional animal health requirements stipulated in

Annex 3.

3. Requirements for facilities
3.1. The slaughter facilities where the pigs for heat-processed meat and meat products to be exported to
Japan are slaughtered must be approved by the government of the exporting country (hereinafter

referred to as "the approved slaughter facilities").

3.2. The processing facilities where the meat and meat products derived from pigs for heat-processed

meat and meat products to be exported to Japan are processed such as cutting and curing and stored
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before the heat-processing must be approved by the government of the exporting country (hereinafter

referred to as "the approved processing facilities").

3.3. Upon the application by the animal health authorities of the exporting country, the Japanese animal
health authorities assess the application and designate the heat-processing facilities that meet the
standards defined in Annex 1 (hereinafter referred to as "designation standard") for a period of 2 years
in principle as the facilities eligible for exporting meat and meat products to Japan (hereinafter

referred to as “designated heat-processing facilities”).

3.4. The animal health authorities of the exporting country may apply for the extension of the designation
period of designated heat-processing facilities to the Japanese animal health authorities. Upon the
application, the Japanese animal health authorities will extend the designation period of the
designated heat-processing facilities for another two years if the Japanese animal health authorities
can confirm that the said facilities meet the designation standard by examining the results stipulated in
item 3.11. and by conducting on-site inspections stipulated in item 3.6. as necessary. (This two-year

extension may be repeated by the same procedure.)

3.5. The documents which include the following information in English or Japanese language must be
submitted by the animal health authorities of the exporting country to the Japanese animal health
authorities for the application described in item 3.3.

(1) Name, address and registration number of the facility
(2) Size of the facility (i.e. ground-floor area, total-floor area)
(3) Number of workers and organization chart of the facility
(4) Description of meat and meat products handling in the facility (including heat-processed meat and
meat products derived from pigs to be exported to Japan).
(a)Species of animal, country of origin
(b) Production process including heating method, heating temperature, heating time
(c) How to measure the core temperature of meat and meat products derived from pigs in heat-
processing
(5) Description of structure of the facility
(a) Building map which shows the structure of pre-heating area and post-heating area
(b) Layout of major devices and equipment including heat-processing equipment
(c) Photographs of physical barrier (e.g. dividing walls) between pre-heating area and post-heating
area
(d) Photographs of attachment point between heat-processing equipment and physical barrier (e.g.
dividing walls)
(e) Kind of heat-processing equipment (e.g. batch-type steamer, tunnel-type fryer)
(6) Description of traffic line in the facility
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(a) Traffic line of the products from entrance to exit
(b) Traffic line of drainage and waste
(c) Traffic line of water supply
(d) Traffic line of air flow
(e) Traffic line of workers
(7) List of Standard Operation Procedures (SOP)
(8) Map of neighborhood of the facility

(9) Other information that the Japanese animal health authorities consider necessary

3.6. The Japanese animal health authorities conduct on-site inspections of the facilities at the expense of
the exporting country to confirm whether they meet the designation standard, in response to the

application of item 3.5.

3.7. When the designated heat-processing facilities have a plan of alteration of the facility including
reconstruction, enlargement (expansion) and / or other changes of the structure related to the
designation standards stipulated in Annex 1, the animal health authorities of the exporting country
must apply in advance to the Japanese animal health authorities for approval for such alteration

according to Annex 2.

3.8. The animal health authorities of the exporting country must notify immediately to the Japanese
animal health authorities of change in the registration number, name or address of the designated heat-
processing facilities or the fact that the facilities no longer produce the heat-processed meat and meat

products derived from pigs to be exported to Japan.

3.9. The managers of the designated heat-processing facilities must confirm the relevant preventive
measures against the occurrence of sanitary hazard to ensure the appropriate treatment in the heat-
processing procedure at least once per month. The results of the verification activities must be

maintained in a written form for at least two years.

3.10. The managers of the designated heat-processing facilities must record the following information
and keep them for at least 2 years. The relevant documents can be kept in an electronic form on
condition that measures to prevent falsification and manipulation are taken and backup files are
secured;

(1) Date of heat processing and heating condition

(2) Country of origin (in case meat and meat products imported from the third countries, also include
the name of the third countries), quantity of each heat-processed meat and meat products derived
from pigs with the appropriate records on the heat-processing

(3) Shipping date, quantity and destination
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3.11. The animal health authorities of the exporting country must visit the designated heat-processing
facilities at least once every six month and verify whether the facilities maintain compliance with the
requirements of the designation standard and the animal health requirements of this document, and
keep written records of the results of each visit for two years. The relevant documents may be kept in
an electronic form on condition that measures to prevent falsification and manipulation are taken and

backup files are secured.

3.12. If the animal health authorities of the exporting country find that a designated heat-processing
facility does not meet the designation standard or the animal health requirements of this document, the
animal health authorities of the exporting country must immediately suspend all exports of the heat-
processed meat and meat products derived from pigs from the facilities concerned and provide the

Japanese animal health authorities with relevant information of the case without undue delay.

3.13. In the case of a suspension under item 3.12, if appropriate corrective actions have been taken for
the concerned designated heat-processing facility, the animal health authorities of the exporting
country must report the relevant information, and upon request, the copy of the written record of the
result of the visit to the Japanese animal health authorities and resume the exports from the facility

with the permission of the Japanese animal health authorities.

3.14. The Japanese animal health authorities may conduct on-site inspections of the designated heat-
processing facilities when deemed necessary to confirm whether the facilities meet the designation

standard and the animal health requirements of this document.

3.15. In any of the following cases, the Japanese animal health authorities may revoke the designation of
facilities and immediately suspend the import of heat-processed meat and meat products derived from
pigs produced from such facilities.

(1) When the designated heat-processing facilities do not meet the designation standards.

(2) When it is found that the designated heat-processing facilities were designated through a fraudulent
or illicit means.

(3) When it is found that the designated heat-processing facilities has committed a wrongful or
unfaithful act in relation to the operation of the designated heat-processing facilities.

(4) When the designated heat-processing facilities do not comply with an order of the Japanese animal
health authorities relevant to corrective measures against violations without any justifiable reasons.

(5) When the designated heat-processing facilities do not export heat-processed meat and meat
products derived from pigs to Japan for more than two years since the designation without any

justifiable reasons.
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(6) When the designated heat-processing facilities are found to be in violation of the animal health

requirements and such violation has caused or are likely to cause severe harm to animal health.

4. Others

4.1. The animal health authorities of the exporting country must ensure that heat-processed meat and
meat products are packed in safe and sanitary materials at the designated heat-processing facility, and
the packed products are contained in clean boxes with the name and the registration number of the
designated heat-processing facility on the surface of the boxes, and the boxes are not opened prior to

shipment.

4.2. The animal health authorities of the exporting country must ensure that heat-processed meat and
meat products are stored and handled in a way to prevent contamination with pathogens of any animal

infectious diseases at the designated heat-processing facility prior to shipment.

4.3. In case the heat-processed meat and meat products derived from pigs to be exported to Japan are
transported to Japan through other countries, The said products must fulfill the following
requirements:

(1) the heat-processed meat and meat products derived from pigs to be exported to Japan must be
packed in a closed container.

(2) the container must be sealed by the animal health authorities of the exporting country.

(3) The seal must be differentiated from that of other countries by a unique number which is recorded
on the inspection certificate accompanying the consignment to enable cross-check upon arrival in

Japan.

4.4. If the seal specified in item 4.3. is found to have been intentionally broken or removed etc. at the
time of inspection after arrival in Japan, the exported heat-processed meat and meat products derived

from pigs may be prohibited to be imported into Japan.

5. Issue of inspection certificate
5.1. The animal health authorities of the exporting country must issue inspection certificates for heat-
processed meat and meat products derived from pigs to be exported to Japan, stating the following
information in detail in English:
(1) Compliance with each requirement of items 2.1, 3.1., 3.2, 4.1., and 4.2.
(2) Name, address and approved numbers of the approved slaughter facilities, and approved processing
facilities.
(3) Name, address and registration numbers of the designated heat-processing facilities.
(4) Country of origin

(5) Date of slaughter, processing, heat-processing and condition of heat-process.
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(6) Method of heat-processing
(7) Identification number of the seal of the container (for shipments through third countries).
(8) Date and name of the port of shipment.

(9) Date and place of issuance of the inspection certificate, and name and title of the signer.
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Annex 1

Designation Standard

The designated facilities must handle only meat and meat products derived from pigs and the
said meat and meat products must be processed in accordance with the relevant requirement

described in this document.

. The designated heat-processing facilities must have pre-heating area which is exclusively for
raw materials and furnished with necessary equipment dedicated for process before heat-
processing, and post-heating area which is exclusively for handling products after heat-
processing (hereinafter heat-processed products) and furnished with necessary equipment

dedicated for process after heat-processing.

. The post-heating area must be isolated from the pre-heating area except for penetration

structure of heat-processing equipment.

. The pre-heating area must have facilities for storage, processing and inspection.

. The post-heating area must be walled off from other area and once the products enter the
post-heating area through the heat-processing equipment, they must not be brought to the
outside of the post-heating area until they are packed in containers and loaded onto vehicles
for shipment in order to prevent the recontamination. To this end, post-heating area must be
furnished with equipment necessary for process after heat-processing such as cooling,
inspection, packing and storage. In addition, post-heating area must have instruments or
devices for inspection such as temperature recorders and equipment for cooling, packing and

storage.

. The pre-heating area and post-heating area must have dedicated workers to each area and the
traffic line of the workers of pre- and post-heating areas must be completely separated. To this
end, the pre-heating area and the post-heating area must have separate facilities for workers in

each area, such as entrance, exit, locker room etc., in order to prevent cross-contamination.

. Floors, walls and ceilings must be smooth and easy to clean; floors must be made of
impermeable material, sloped properly, provided with appropriate drainage system and be

readily disinfected.

. The designated heat-processing facilities must have facilities for decontamination as well as

water supply for cleaning.
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9. The designated heat-processing facilities must have relevant Standard Operating Procedures
(SOP) in place to prevent occurrence of sanitary hazards and to ensure an appropriate quality

management throughout the entire process of the production.

10. Qualified staff who can supervise compliance with the procedures described in item 9 must

be stationed in the designated heat-processing facilities.
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Annex 2

The approval procedures for the alterations

of the designated heat-processing facilities

1. If the designated heat-processing facilities intend to make “alterations”, the animal health authorities
of the exporting country must submit the detailed information of the alteration plan including
construction period to the Japanese animal health authorities at least one month before starting the

construction, and obtain approval from the Japanese animal health authorities.

2. The “alteration” means that reconstruction, enlargement and/or other changes of the designated heat-
processing facilities which concern the designation standard. Some of the examples of “alteration” are
shown below. Even the case where temporary changes related to the designation standard are made
during the alteration, process are subject to this annex.

[Reconstruction]
(1) A reconstruction concerning the heat-processing equipment (increase or decrease in the number
of equipment, the method of heat-processing etc.)
(2) A reconstruction concerning the separation between the pre-heating area and post- heating area
(3) A reconstruction of the inner wall (except for the wall that separate the pre-heating area and post-
heating area) that is accompanied by a change of the traffic line of the workers, raw materials or
products
(4) A reconstruction concerning the outer wall
(5) A reconstruction accompanied by the change in the intended use of areas in the designated heat-
processing facility
[Enlargement]
(1) An enlargement which involves a construction which is not independent from the designated
area.
(2) An enlargement which involves a construction which shares a registration number, name,

address etc., of designated heat-processing facility.

3. The animal health authorities of the exporting country must suspend the exportation of the heat-
processed meat and meat products derived from pigs which were produced in the designated heat-

processing facilities (or a part of the facilities) after the start of the construction for the alterations.

4. When the construction for alterations is finished, the animal health authorities of the exporting country
must submit a completion report that includes the actual construction period, floor layout and photos
of the alteration area to the Japanese animal health authorities. After receiving the report the Japanese

animal health authorities may conduct an on-site inspection for the designated heat-processing
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facilities at the expense of the exporting country. Based on the assessment of the on-site inspection
and/or the submitted report, the Japanese animal health authorities allow the designated heat-
processing facilities (or a part of the facilities) to produce the heat-processed meat and meat products

derived from pigs to be exported to Japan.
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Annex 3
Additional animal health requirements for meat products using natural casings

to be exported from Italy to Japan

In case the casings are derived from cattle, sheep and goat;
1. The natural casings are derived from animal which was born and raised in the countries other than the
countries listed in the link below.

https://www.maff.go.jp/ags/english/news/bse.html

2. In case the natural casings for the production of meat products to be exported are originated in the
EU, it has to be confirmed that the natural casings are derived from animals which were free from
any animal infectious diseases as a consequence of ante- and post-mortem inspections conducted
and/or supervised by official inspectors of national government of EU member states.

In case the casings for the production of meat products to be exported are imported from outside the
EU, the natural casings must have been free from any evidence of animal infectious diseases as a
result of import inspection conducted and/or supervised by the official inspectors of national
government of EU member states or confirmation of the health certificates issued by the originating

government.

3. The natural casings have been handled only at the facilities approved (hereinafter referred to as
“approved casing facilities”) by the national government of the exporting country as the ones which
handle only casings prescribed in item 1 and 2. (In case the casings are imported from the third

countries, this provision must apply to the casing facilities in the exporting countries.)

4. The animal health authorities of the exporting country must inform the Japanese animal health

authorities of the name, address, approval number of the approved natural casing facilities in advance.

5. The animal health authorities of the exporting country must issue health certificates for the meat
products using casing to be exported to Japan, stating the following items in English:
(1) Item 1 and 2
(2) The kind of casings (natural), country of origin (the name of the country where animals from
which casings are derived were born and raised in) and animal species of origin

(3) Name, address and approval number of approved natural casing facilities
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In case the casings are derived from pig;

1. In case the natural casings for the production of exported meat products are originated in the EU, it has
to be confirmed that the natural casings are derived from animals which were free from any animal
infectious diseases as a consequence of ante- and post-mortem inspections conducted by official
inspectors of national government of EU member states. In case the natural casings for the production
of exported meat products are imported from outside the EU, the natural casings must have been free
from any evidence of animal infectious diseases as a result of import inspection conducted by the
official inspectors of national government of EU member states or confirmation of the health

certificates issued by the originating government.

2. The natural casings have been handled only at the facilities approved (hereinafter referred to as
“approved natural casing facilities”) by the animal health authorities of the exporting country as the
ones which handle only natural casings described in items1 and 2. (In case of the natural casings
imported from the third countries, this provision must apply to the casing facilities in the exporting

countries.)

3. The animal health authorities of the exporting country must inform the Japanese animal health

authorities of the name, address, approval number of the approved natural casing facilities in advance.

4. The animal health authorities of the exporting country must issue health certificates for the exported
meat products using casing to Japan, stating the following items in English:
(1) Item 1 and 2
(2) The kind of casings (natural), country of origin (the name of the country where animals from
which casings are derived were born and raised in)

(3) Name, address and approval number of approved natural casing facilities
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Linee guida per la compilazione dell’application form e la valutazione dei requisiti di cui all' “Animal

Health Requirements for heat-processed meat and meat products derived from pigs to be exported from

Italy to Japan” del 10 maggio 2023

Nell’accordo (AHRs) sono stabiliti i requisiti necessari per la ripresa delle esportazioni di prodotti a base di
carne suina cotta dall’ltalia verso il Giappone.

| requisiti sanitari generali per macelli, sezionamenti e stabilimenti di trasformazione sono principalmente i

seguenti:

Requisito AHRs

(traduzione di cortesia)

Note comparative con lo
standard nazionale/comunitario

3.1. The slaughter facilities
where the pigs for heat-
processed meat and meat
products to be exported to Japan
are slaughtered must be
approved by the government of
the exporting country
(hereinafter referred to as "the
approved slaughter facilities").

gli stabilimenti dove gli animali
sono macellati per le carni
impiegate nella produzione di
prodotti a base di carne trattati
termicamente devono essere
riconosciuti dall’Autorita del
Paese esportatore (di seguito
riferito come “I macelli
riconosciuti”)

Tutti i macelli riconosciuti ai sensi
del Reg. (CE) n. 853/04 sono
abilitati alla fornitura di materia
prime per la produzione di pbc
cotti da esportare in Giappone

3.2 The processing facilities
where the meat and meat
products derived from pigs for
heat-processed meat and meat
products to be exported to Japan
are processed such as cutting
and curing and stored before the
heat-processing must be
approved by the government of
the exporting country
(hereinafter referred to as "the
approved processing facilities").

Gli stabilimenti dove le carni e i
pbc suina destinati alla
produzione di pbc cotti da
esportare in Giappone sono
lavorati (impianti di
sezionamento, stagionature,
depositi) prima di essere
sottoposti al trattamento termico
devono essere riconosciuti
dall’Autorita del Paese
esportatore (di seguito riferito
come

Tutti gli impianti di sezionamento
e gli altri stabilimenti che
lavorano carni e pbc destinati a
essere successivamente
sottoposti a trattamento termico
nel rispetto dei requisiti stabiliti
dal Giappone riconosciuti ai sensi
del Reg. (CE) n. 853/04 sono
abilitati alla fornitura di materia
prime per la produzione di pbc
cotti da esportare in Giappone

3.3 Upon the application by the
animal health authorities of the
exporting country, the Japanese
animal health authorities assess
the application and designate
the heat-processing facilities
that meet the standards defined
in Annex 1 (hereinafter referred
to as "designation standard") for
a period of 2 years in principle as
the facilities eligible for exporting
meat and meat products to
Japan (hereinafter referred to as
“designated heat-processing
facilities”).

A seguito della domanda
inoltrata dalle Autorita
competenti del paese
esportatore, le autorita
giapponesi competenti in
materia di sanita animale
valutano la domanda e
riconoscono gli stabilimenti di
trasformazione che rispettano gli
standard di cui all’allegato | (di
seguito “Standard per il
riconoscimento”) per un periodo
iniziale di 2 anni (di seguito
“stabilimenti di trattamento
termico riconosciuti”

Le manifestazioni di interesse da
parte degli stabilimenti di pbc
suina cotti sonno inoltrati dal
Ministero della Salute alle
competenti Autorita del
Giappone che decideranno, in
autonomia, dell’eventuale
riconoscimento degli impianti
dopo avere accertato il rispetto
dei requisiti di cui all’allegato |
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Gli standard richiesti agli stabilimenti di trattamento termico sono efficacemente raffigurati nella
scheda sotto riportata fornita dalle Autorita giapponesi:

O The main point of designation standard for heat processed livestock products

(1) Post-heating area must be walled off by physical barrier such as dividing wall.

(2 Products must be flowed only one way from pre-heating to post-heating area.

(3) Both areas must have dedicated workers and facilities including entrance, exit, locker room etc.
Both flows of workers must not be crossed to prevent cross-contamination.

@ | Pre-heating area Post-heating area

©

3

o0
=
=
=
[=]

| only one-way Heating equipment >
(Fryer, Steamer etc.)

Locker room, etc. for pre-heating areal Locker room, etc. for post-heating area

7 "

=) : flow of products m= : flow of workers

I principali standard “strutturali” evidenziati nella scheda sono:

1) L’area post - trattamento termico deve essere fisicamente separata da una barriera come un muro
divisorio

2) I prodotti devono fluire solo in una direzione tra zona pre e post — trattamento termico

3) Ogni area deve avere impianti e attrezzature per il personale, inclusi spogliatoi e servizi igienici,
completamente separati per il personale che opera nelle due aree

4) 1l personale addetto alle lavorazioni in area pre e post trattamento termico deve essere distinto e i
percorsi del personale delle due aree non devono sovrapporsi.

Si tratta di requisiti strutturali non sempre riscontrabili nei nostri stabilimenti di trasformazione per prodotti
cotti, ma necessari per ottenere la designazione da parte delle Autorita Giapponesi.

Tenuto conto dell’esperienza maturata con altri Paesi terzi e con le stesse Autorita sanitarie nipponiche in
occasione dell’apertura del mercato giapponese all’esportazione delle carni e dei prodotti a base di carni
bovine, ¢ possibile che le autorita del MAFF possano accettare anche una segregazione nel tempo oltre che
nello spazio. In questo caso
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e Laprocedura di segregazione, adeguatamente descritta in un documento che dovra essere allegato in
lingua inglese all’application form unitamente alle altre procedure operative, dovra garantire la completa
separazione nel tempo di tutte le aree, i locali, gli impianti, le attrezzature e il personale impiegati in fase
pre- o post-trattamento termico dei pbc destinati all’esportazione verso il Giappone

e Eventuali aree, locali, impianti, attrezzature (compresi i locali, gli impianti e le attrezzature impiegati dal
personale) utilizzati in fase pre-trattamento termico, prima di essere utilizzati in fase post-trattamento
termico dei pbc destinati all’esportazione verso il Giappone, devono essere disinfettati in modo accurato,

completo ed efficace con I’impiego di un presidio chimico attivo nei confronti degli agenti patogeni
responsabili di malattie notificabili ed in particolare nei confronti del virus della PSA. Il personale deve

adottare procedure igieniche idonee a gestire il rischio di contaminazione crociata (vestiario, calzari, etc)

e procedere ad accurata disinfezione delle mani prima di accedere ai locali dove il prodotto viene
lavorato, stoccato, spedito. Le procedure predisposte e adottate per rispondere ai requisiti sopra riportati
devono essere descritte in apposito documento allegato all’application form.

Resta inteso che saranno le autorita del MAFF che, in sede di valutazione della documentazione
inoltrata dai singoli stabilimenti, potranno accogliere 0 meno le proposte gestionali di cui sopra
procedendo, quindi, alla visita in loco per I’eventuale conferma dell’effettiva sussistenza dei requisiti.

Di seguito, alla luce delle considerazioni sopra riportate, si propone un’analisi dei “designation standard” di
cui in allegato 1 agli AHR con alcune osservazioni e valutazioni per la formulazione del giudizio di
conformita in situazioni operative di non completa corrispondenza ai requisiti strutturali previsti dal MAFF,
ma capaci comunque di garantire in maniera equivalente i criteri di separazione e prevenzione delle
contaminazioni crociate come richiesto dallo standard giapponese.

Annex 1 to AHRs - analisi dei Designation Standard

Designation Standard

Traduzione di cortesia

Osservazioni

Valutazione di
conformita

1. The designated facilities
must handle only meat
and meat products
derived from pigs and
the said meat and meat
products must be
processed in accordance
with the relevant
requirement described
in this document.

Gli stabilimenti
designati devono
lavorare solo carni e pbc
suina e tali carni e pbc
devono essere trattati
nel rispetto delle
disposizioni del
presente documento

Laddove adottata, la
segregazione temporale di
carni e pbc di specie
diverse dal suino deve
essere documentata nel
rispetto delle indicazioni
sopra riportate (SSOP clean
up to clean up)

Gestione
procedurale

2. The designated heat-
processing facilities must
have pre-heating area
which is exclusively for
raw materials and
furnished with necessary
equipment dedicated for
process before heat-
processing, and post-
heating area which is
exclusively for handling
products after heat-
processing (hereinafter
heat-processed

Gli stabilimenti
designati devono
disporre di aree/reparti
destinati
esclusivamente a
materie prime pre
trattamento termico
forniti delle attrezzature
necessarie a lavorare le
carni e i pbc prima del
trattamento termico, e
di aree/reparti destinati
esclusivamente ai
prodotti che abbiano

Laddove adottata, la
segregazione temporale di
attrezzature e impianti per
le carni e i pbc trattati e
non trattati e la
separazione del personale
e dei relativi flussi durante
la produzione di lotti di
prodotti idonei all’export
Giappone devono essere
documentate nel rispetto
delle indicazioni sopra
riportate (SSOP fra le
lavorazioni)

Gestione
procedurale del
rispetto dei
“The main point
of designation
standard for
heat processed
livestock
products”.
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products) and furnished
with necessary
equipment dedicated for
process after heat-
processing.

subito il trattamento
termico (di seguito
prodotti trattati) forniti
delle attrezzature
necessarie per la
lavorazione e
manipolazione dei
prodotti trattati

3. The post-heating area
must be isolated from the
pre-heating area except
for penetration structure
of heat-processing
equipment.

L'area post trattamento
termico deve essere
isolata dall’area Pre-
trattamento fatta salva
I"apertura per il
passaggio delle
attrezzature necessarie
al processo

Laddove adottata, la
segregazione temporale di
attrezzature e impianti per
le carni e i pbc trattati e
non trattati e la
separazione del personale
e dei relativi flussi durante
la produzione di lotti di
prodotti idonei all’export
Giappone devono essere
documentate nel rispetto
delle indicazioni sopra
riportate (SSOP fra le
lavorazioni)

Gestione
procedurale del
rispetto dei
“The main point
of designation
standard for
heat processed
livestock
products”.

4. The pre-heating area must
have facilities for storage,
processing and
inspection.

L'area pre-trattamento
deve disporre di
strutture/locali per lo
stoccaggio, le
lavorazioni e il controllo

Gliimpiantie le
attrezzature impiegate
nell’area pre-trattamento
non devono essere
impiegate anche nell’area
post-trattamento.
Laddove adottata, la
segregazione temporale di
attrezzature e impianti per
le carni e i pbc trattati e
non trattati durante la
produzione di lotti di
prodotti idonei all’export
Giappone deve essere
documentata nel rispetto
delle indicazioni sopra
riportate (SSOP fra le
lavorazioni

Gestione
procedurale

5. The post-heating area
must be walled off from
other area and once the
products enter the post-
heating area through the
heat-processing
equipment, they must not
be brought to the outside
of the post-heating area
until they are packed in
containers and loaded
onto vehicles for shipment
in order to prevent the

L'area post-trattamento
deve essere separata da
muri dall’altra porzione
dello stabilimento e una
volta che i prodotti
entrano nell’area post-
trattamento, non
devono essere portati
fuori fintanto che non
sono confezionati e
caricati in contenitori e
veicoli per la spedizione
cosi da prevenire la

Laddove adottata, la
segregazione temporale di
attrezzature e impianti per
le carni e i pbc trattati e
non trattati e la
separazione del personale
e dei relativi flussi durante
la produzione di lotti di
prodotti idonei all’export
Giappone devono essere
documentate nel rispetto
delle indicazioni sopra
riportate (SSOP fra le
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recontamination. To this
end, post-heating area
must be furnished with
equipment necessary for
process after heat-

ricontaminazione. A tal
fine I'area post-
trattamento deve essere
dotata con le
attrezzature necessarie

lavorazioni). Una volta
sottoposti a trattamento
termico i prodotti devono
rimanere segregati sino alla
spedizione verso il

each area and the traffic
line of the workers of pre-
and post-heating areas
must be completely

dedicato e i flussi del
personale addetto alle
due aree devono essere
completamente

dei relativi flussi durante la
produzione di lotti di
prodotti idonei all’export
Giappone devono essere

processing such as per le lavorazioni Giappone
cooling, inspection, successive al
packing and storage. In trattamento quali il
addition, post-heating raffreddamento, il
area must have controllo, il
instruments or devices for | confezionamento e lo
inspection such as stoccaggio. Inoltre I'area
temperature recorders post trattamento deve
and equipment for disporre di strumenti o
cooling, packing and dispositivi per il
storage. controllo quali
registratori di
temperatura, dispositivi
per il raffreddamento, il
confezionamento e
stoccaggio
. The pre-heating area and L'area pre- e post- Laddove adottata, la | Gestione
post-heating area must trattamento deve segregazione e la | procedurale del
have dedicated workers to | impiagare personale separazione del personale e | rispetto dei

“The main point
of designation
standard for
heat processed

to clean; floors must be
made of impermeable
material, sloped properly,
provided with appropriate
drainage system and be
readily disinfected.

facili da pulire; i
pavimenti devono
essere costituiti da
materiali impermeabili,
adeguatamente
inclinati, forniti di un
sistema di drenaggio
delle acque e facilmente
disinfettabili

Reg. (CE) n. 852/04

separated. To this end, the | separati. A questo scopo | documentate nel rispetto | livestock
pre-heating area and the le due aree devono delle indicazioni sopra | products”.
post-heating area must disporre di strutture riportate.
have separate facilities for | separate perilavoratori | Nel caso in cui non sia
workers in each area, such | di ciascuna area, quali possibile  dedicare  del
as entrance, exit, locker ingressi e spogliatoi personale alle due aree, le
room etc., in order to separati per prevenire lavorazioni e la
prevent cross- contaminazioni crociate | manipolazione dei prodotti
contamination. trattati termicamente, sino
al momento della loro
spedizione verso il
Giappone devono essere
condotte prima delle altre
attivita
. Floors, walls and ceilings Pavimenti, muri, soffitti | Questi requisiti ricalcano Requisito da
must be smooth and easy | devono essere lisci e quelli di cui all’allegato Il al | rispettare

integralmente
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8. The designated heat-
processing facilities must
have facilities for
decontamination as well
as water supply for
cleaning.

Gli stabilimenti di
trattamento termico
designati devono
disporre di stazioni di
disinfezione e di una
fornitura di acqua per le
pulizie

Questi requisiti ricalcano
quelli di cui all’allegato Il al
Reg. (CE) n. 852/04

Requisito da
rispettare
integralmente

9. The designated heat-
processing facilities must
have relevant Standard
Operating Procedures
(SOP) in place to prevent
occurrence of sanitary
hazards and to ensure an
appropriate quality
management throughout
the entire process of the
production.

Gli stabilimenti di
trattamento termico
designati devono
disporre di applicare
procedure operative
standard (SOP) per
prevenire il verificarsi di
pericoli per I'igiene per
assicurare una gestione
della qualita lungo tutto
il processo di
produzione

Questi requisiti ricalcano
quelli di cui al Reg. (CE) n.
852/04

Requisito da
rispettare
integralmente

10. Qualified staff who can
supervise compliance
with the procedures
described in item 9 must
be stationed in the
designated heat-
processing facilities.

Gli stabilimenti di
trattamento termico
designati devono
disporre di personale
qualificato in grado di
supervisionare il
rispetto delle procedure
di cui al punto
precedente

Questi requisiti ricalcano
quelli di cui al Reg. (CE) n.
852/04

Requisito da
rispettare
integralmente
Staff HACCP
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