Bovine Embryo (France)
As of September 26, 2017
29/shouan/3419

ANIMAL HEALTH REQUIREMENTS FOR BOVINE EMBRYO TO
BE EXPORTED TO JAPAN FROM FRANCE

The animal health requirements for bovine embryo to be exported to Japan from France are as follows:
(Definitions)
For the purpose of this document,

“exported embryo”
means bovine embryo to be exported to Japan from France.

“embryo donor”
means a bovine female whose embryo is collected.

“OIE code”
means the latest version of OIE Terrestrial Animal Health Code.

“The competent authority of France”
means the General Directorate for Food and its services, Ministry in charge of agriculture of France.

“Notifiable disease”
means a disease listed by the competent authority of France that, as soon as detected or suspected,
should be brought to the attention of this competent authority, in accordance with national regulations.

“Outbreak”
means the occurrence of an animal infected by a pathogenic agent.

“IETS”
means the International Embryo Transfer Society

“Japanese animal health authorities”
means Animal Health Division, Food Safety and Consumer Affairs Bureau, Ministry of Agriculture,
Forestry and Fisheries of Japan.

(General Requirements)

1. France is free from foot-and-mouth disease (FMD), lumpy skin disease, vesicular stomatitis,
rinderpest, Rift valley fever and contagious bovine pleuropneumonia.

2. Akabane disease, Chuzan disease and Aino virus infection have never been reported in France.

3. FMD, lumpy skin disease, vesicular stomatitis, rinderpest, Rift valley fever, contagious bovine
pleuropneumonia, bluetongue (BT), bovine tuberculosis, bovine brucellosis, enzootic bovine
leukosis and bovine spongiform encephalopathy (BSE) are notifiable diseases in France.

(Requirements for the premises of origin)

4. The premises (including the premises of collection) where the embryo donor was stationed for the
60 days prior to collection of the exported embryo were clinically free from BT, bovine
tuberculosis, bovine brucellosis, enzootic bovine leukosis, bovine viral diarrhoea-mucosal disease
(BVD-MD), infectious bovine rhinotracheitis/infectious pustular vulvovaginitis (IBR/IPV), bovine
genital campylobacteriosis, trichomonosis and paratuberculosis for at least 12 months prior to
collection of the exported embryo.
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(Requirements for the Embryo donor)

5.

The embryo donor has individual passport where information regarding parents and movements
are reported.

The embryo donor was continuously resident in France for at least 60 days prior to collection of
the exported embryo.

The embryo donor was healthy and free of signs of animal infectious disease at the time of
collection of the exported embryo.

The embryo donor complies with the following requirements:

(1) Bovine tuberculosis: tuberculin test during a period of 30 days prior to collection of the
exported embryo, with a negative result;

(2) BT:

i. kept in a bluetongue free country or zone for at least 60 days prior to, and at the time of
collection of the exported embryo;

or

ii. Agar gel immunodiffusion test or ELISA test between 28 and 60 days after collection of
the exported embryo, with a negative result;

or

iii. virus isolation test or PCR test on a blood sample taken on the day of collection of the
exported embryo, with a negative result.

(3) BVD-MD: virus isolation test or PCR test or antigen capture ELISA test prior to collection of
the exported embryo, with a negative result.

(Requirements for the semen used in fertilizing ova)

9.

The semen used in fertilizing ova comes from donor bulls which meet the Animal Health
Requirements for Bovine semen to be exported to Japan from France or any third country
authorized to export to Japan; in case France is not the country of origin of the semen, the animal
health requirements applying for the third country are fulfilled and a sanitary certificate from the
third country is attached to the sanitary certificate issued by the competent authority of France.

(Requirements for the exported embryo)

10.
11.

12.

13.
14.

15.

The exported embryo was collected, processed and stored in accordance with the OIE code.

The exported embryo was successively washed at least 10 times with at least 100-fold dilution
between each wash and twice with 0.25% sterile trypsine for a total trypsin exposure time of 60-90
seconds, in accordance with the procedures recommended by IETS under the supervision of a
veterinarian approved by the competent authority of France.

The exported embryo was examined microscopically according to the procedures recommended
by IETS under the supervision of a veterinarian approved by the competent authority of France.

The exported embryo has an intact zona pellucida and is free from adherent material.

The exported embryo is packed individually in ampoule/straw identified with a specific code
allowing to establish for certain the collection date, breed and identification of the semen and
embryo donors, in accordance with the IETS recommendations; only one embryo per
ampoule/straw is permitted.

The exported embryo is stored in a specific basket in the storage tank at a storage facility under the
supervision of the competent authority of France until the shipment.
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(Requirements for the shipping tank)

16. The shipping tank is either new or cleaned and disinfected under the supervision of the competent
authority of France and only fresh liquid nitrogen is used to fill the tank.

17. The shipping tank is sealed under the supervision of the competent authority of France.
(Issue of sanitary certificate)

18. The competent authority of France is responsible for issuing a sanitary certificate stating the
following items in French and English by each of the embryo donor on shipping of the exported
embryo to Japan.

Q) Each of items 1 to 7 and 9 to 17.

2 Dates, methods and results of examinations for each disease in item 8.

3 Name and address of the embryo and semen collection facilities.

4 Name, breed, and identification number of the embryo donor and semen donor.

(5) Dates of the semen collection.

(6) Dates of insemination of the embryo donor.

(7) Dates of the exported embryo collection.

(8 Specific identification code of straw/ampoule

9 Quantity of the exported embryos.

(10)  The number of official seal used to seal the shipping tank in item 17.

(11) Date and place of issue of the sanitary certificate, name and title of signer
(Others)

19. In the case of an outbreak of FMD, lumpy skin disease, vesicular stomatitis, rinderpest, Rift valley
fever and contagious bovine pleuropneumonia in France, the competent authority of France must
immediately suspend the shipment of bovine embryo to Japan; the competent authority of France
must inform the Japanese animal health authorities of the outbreak as soon as possible and the
completion of the necessary measures for the last case.

20. Aside from the items above-mentioned of the animal health requirements, in case that any animal
infectious disease is detected in the exported embryo during the quarantine period in Japan, the
exported embryo may be returned or discarded by the animal quarantine service in Japan.

21. The competent authority of France must provide without delay information regarding parents and
movements of the embryo donor when required by the Japanese animal health authorities.
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APPENDIX

Additional requirements for bovine embryo to be exported to Japan from France
regarding Schmallenberg virus

1. The exported embryo was collected before April 1st, 2011.
Or
2. The embryo donor was subjected to the following tests for Schmallenberg virus infection:

(1) PCR or virus isolation tests on blood samples collected on each collection days for this
consignment, with negative results;

or

(2) Serum neutralization, ELISA or IFA on blood samples collected between 21 and 60 days after
collection for this consignment, with negative results;

or

(3) Serum neutralization, ELISA or IFA on blood samples collected between 21 and 60 days prior
to collection for this consignment with positive results;

3. The competent authorities of France are responsible for issuing the inspection certificate for the
exported embryo in English, stating the above item 1 or 2.

In case of item 2; Sampling dates, methods and results of examination,
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ORIGINAL ~— DUPLICATA / DUPLICAT
duplicates:

=
E Nombre total de duplicatas délivrés / Total number of delivered

!.

Libereé = fgqfih‘ « Fraternité
REPUBLIQUE FRANCAISE

MINISTERE DE L'AGRICULTURE, DE UAGROALIMENTAIRE ET DE LA FORET
Certificat Sanitaire pour I'exportation d’embryons de I'espéce bovine de la France vers le Japon

Sanitary Certificate for the exportation of bovine embryos from France to Japan

PARTIE | : INFORMATIONS COMMERCIALES / PART | : COMMERCIAL INFORMATION

A) Description du chargement/ Description of shipment

1. Nom et adresse de I'expéditeur / Name and address of consignor : | 3. Certificat / Certificate N°

4. Autorité compétente / Competent authoritiy :
AUTORITE VETERINAIRE FRANCAISE
FRENCH VETERINARY AUTHORITY

2. Nom et adresse du destinataire / Name and address of consignee : | 5. Organisme de certification / Certifying body :
SERVICES VETERINAIRES FRANCAIS
FRENCH VETERINARY SERVICES

6. Pays d'origine / Country of origin (ISO Code) : 7. Pays de destination / Country of destination (ISO Code) :
FRANCE (FR) JAPAN (JP)
8. Date et lieu d’expédition / Date and place of dispatch : 9. Lieu de destination / Place of destination :

10. Identification du moyen de transport / Identification of the mean 11. Numéro de scellé de la cuve de stockage / Number of the
of transport : seal of the shipping tank :

B) Identification de la marchandise / Identification of the commodity

12. Nom, adresse et numéro d’agrément du centre de collecte de semence (CCS) / Name, address and approval number of the semen
collection centre (AIC) :

13. Nom, adresse et numéro d’agrément du centre de collecte d’embryon (CCE) / Name, address and approval number of the embryo
collection centre (ECC) :

14. Nom du donneur de semence / 15. Race / 16. N° d'identification / | 17. Date de collecte / | 18. Date d’insémination
Name of the semen donor Breed Identification number | Collection date de I'embryon / Dates of
insemination of the
embryo donor

18. Nom de la donneuse d’embryon / 19. Race / 20. N° d'identification / | 21. Date de collecte /  22. Identification des
Name of the embryo donor Breed Identification number Collection date paillettes /
Straw identification

23. Quantité d’embryon / Quantity of embryos :
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CERTIFICAT SANITAIRE / SANITARY CERTIFICATE N°:

PARTIE Il : INFORMATIONS SANITAIRES / PART Il : SANITARY INFORMATION

Le vétérinaire officiel soussigné certifie que la m archandise décrite ci -dessus par le présent certificat sanitaire
satisfait a toutes les conditions sanitaires suivan tes / The undersigned official veterinarian certifies that the
commodity described above by the present sanitary certificate satisfies all the following sanitary requirements:

1. La France est indemne de fievre aphteuse (FA), demaipse nodulaire contagieuse, stomatite vésiculeugggste bovine
fievre de la vallée du Rift et péripneumonie contaguse bovine/ France is free from foot-and-mouth disease (FMD), lumpy
skin disease, vesicular stomatitis, rinderpest, Rift valley fever and contagious bovine pleuropneumonia.

2. Les maladies d’Akabane, de Chuzan et l'infection awirus Aino n’ont jamais été mises en évidence errdnce./ Akabane
disease, Chuzan disease and Aino virus infection have never been reported in France.

3. La FA, dermatose nodulaire contagieuse, stomatiteégiculeuse, peste bovine, fievre de la vallée duftRpéripneumonie
contagieuse bovine, fievre catarrhale ovine (FCO)Yuberculose bovine, brucellose bovine, leucose baei enzootique et
I'encéphalopathie spongiforme bovine (ESB) sont demaladies a déclaration obligatoire en Francel FMD, lumpy skin
disease, vesicular stomatitis, rinderpest, Rift valley fever, contagious bovine pleuropneumonia, bluetongue (BT), bovine
tuberculosis, bovine brucellosis, enzootic bovine leukosis and bovine spongiform encephal opathy (BSE) are notifiable diseasesin
France.

4. Les établissements (y compris les établissements d#lecte) ou la donneuse était hébergée pendans 180 jours précédant
la collecte des embryons exportés étaient indemnee signes cliniques de FCO, tuberculose bovine, brellose bovine
leucose bovine enzootique, maladie des muqueusesrthée virale bovine (MD-BVD), rhinotrachéite infectieuse
bovine/vulvovaginite pustuleuse infectieuse (IBR/I?), campylobactériose Campylobacter fetus subsp. venerealis),
trichomonose et paratuberculose pendant au moins 1Bhois avant la collecte des embryons exportés.The premises
(including the premises of collection) where the embryo donor was stationed for the 60 days prior to collection of the exported
embryo were free from clinical sign of BT, bovine tuberculosis, bovine brucellosis, enzootic bovine leucosis, bovine viral
diarrhoea-mucosal disease (BVD-MD), infectious bovine rhinotracheitisinfectious pustular vulvovaginitis (IBR/IIPV), bovine
genital campylobacteriosis, trichomonosis and paratuberculosis for at least 12 months prior to collection of the exported embryo.

5. La donneuse d'embryon a un passeport individuel regnant les informations sur sa parenté et ses mouvents / The
embryo donor hasindividual passport where information regarding parents and movements are reported.

6. La donneuse d’embryon est restée en continu en Fraa pendant au moins 60 jours avant la collecte dembryon exporté.
/ The embryo donor was continuously resident in France for at least 60 days prior to collection of the exported embryo.

7. Ladonneuse d’embryon était en bonne santé et indema de signes de maladie animale infectieuse au mamhée la collecte
de I'embryon exporté./ The embryo donor was healthy and free of signs of animal infectious disease at the time of collection of
the exported embryo.

8. Ladonneuse d’embryon a été testée pour la tuberaage bovine par tuberculination avant la collecte déembryon exporté,
avec un résultat négatif./ The embryo donor was tested for bovine tuberculosis by tuberculin test during a period of 30 days

prior to collection of the exported embryo, with a negative result.
Date du test/ date of test ........cooeiiiiiiiiiiii s

9. Pour la FCO, la donneuse d’embryon a étéFor bluetongue, the embryo donor was : *

(1) o gardée dans un pays ou une zone indemne de FCO duat au moins 60 jours avant, et pendant, la colleet
de I'embryon exporté/ kept in a BTV free country or zone for at least the 60 days prior to, and at the time of,
collection of the exported embryo ;

Ou/ Or

(2) o testée par un test d’'immunodiffusion sur gel agaou ELISA entre 28 et 60 jours apres la collecte, &¢
résultat négatif / tested by Agar gel immunodiffusion test or ELISA test between 28 and 60 days after collection,
with a negative result ;

Date de prélevement/ date of sampling...........c..coovviiiiiiii
Testmethod........ocovvvviiiii e

Ou/ Or

(3) o testée par un test d'isolement viral ou PCR surm échantillon de sang prélevé a la date de collectie
I'embryon exporté, avec un résultat négatif tested by virusisolation test or PCR test on a blood sample taken on
the day of collection of the exported embryo, with a negative result.

Date de prélevement/ date of sampling.............cooiiiiiiii

Testmethod.......c.coovviiiiii e

10. La donneuse d’embryon a été testée pour le virus da MD-BVD avant la collecte de I'embryon exportéavec un résultat
favorable par / The embryo donor was tested for BVD-MD virus prior to collection of the exported embryo, with a negative
result by : *

(1) o Isolement viral/ virusisolation ; Date de prélévement/ date of SAMPING...............ccoeervireiiireeeie e
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11.

12.

13.

14.

15.

16.

17.

18.

19.

CERTIFICAT SANITAIRE / SANITARY CERTIFICATE N°:
Ou/ Or
(2) o PCR/PCR; Date de prélévement/ date of SAaMPIiNG............cc..ooeviiieeiiieeiiee e,
Ou/ Or
(3) o ELISA pour la fixation de I'antigéne / Antigen capture ELISA.

Date de prélevement/ date of sampling.............coooiiiiiiiii s

La semence utilisée pour fertiliser I'ovule provieh d’'un taureau donneur qui satisfait aux conditions sanitaires pour
I'exportation de semence bovine vers le Japon depula France ou tout autre pays tiers autorisé a expter vers le Japon;

si la France n'est pas le pays d'origine de la semee, les conditions sanitaires qui s'appliquent aecpays tiers sont

satisfaites et un certificat sanitaire dudit pays iers est joint au certificat sanitaire émis par l'aitorité compétente de
France. / The semen used in fertilizing ova comes from donor bulls which meet the Animal Health Requirements for Bovine
semen to be exported to Japan from France or any third country authorized to export to Japan; in case France is not the country
of origin of the semen, the animal health requirements applying for the third country are fulfilled and a sanitary certificate from
the third country is attached to the sanitary certificate issued by the competent authority of France.

L’'embryon exporté a été collecté, traité et stockéonformément au Code de I'OIE./ The exported embryo was collected,
processed and stored in accordance with the OIE code.

L’embryon exporté a été successivement lavé au mairi0 fois avec une dilution au centieme au moinstes chaque lavage
et deux fois avec de la trypsine stérile a 0,25 pown temps d'exposition totale a la trypsine de 6®@0 secondes
conformément aux procédures recommandées par I'lETSous la supervision de I'autorité compétente de Bnce./ The
exported embryo was successively washed at least 10 times with at least 100-fold dilution between each wash and twice with
0,25% sterile trypsin for a total trypsin exposure time of 60-90 seconds, in accordance with the procedures recommended by IETS
under the supervision of a veterinarian approved by the competent authority of France.

L'embryon exporté a été examiné au microscope confmément aux procédures recommandées par I'lETS soufa
supervision d'un vétérinaire agréé par l'autorité @mpétente de France./ The exported embryo was examined
microscopically according to the procedures recommended by IETS under the supervision of a veterinarian approved by the
competent authority of France.

L’embryon exporté a une zone pellucide intacte estxempt de matériel adhérent/ The exported embryo has an intact zona
pellucida and is free from adherent material.

L'embryon exporté est conditionné individuellement dans une ampoule/paillette identifiée avec un codspécifique
permettant d’établir avec certitude la date de colicte, la race et I'identification des donneurs deesnence et d’embryon
conformément aux recommandations de I'lETS; un seukt unique embryon par ampoule/paillette est permis/ The
exported embryo is packed individually in ampoule/straw identified with a specific code allowing to establish for certain the
collection date, breed and identification of the semen and embryo donors, in accordance with the IETS recommendations; only
one embryo per ampoule/straw is permitted.

L’embryon exporté est stocké dans un gobelet spéicjfie dans le conteneur de stockage a I'établissemeate stockage sou
la supervision de I'autorité compétente de Franceusqu’a I'expédition. / The exported embryo is stored in a specific basket in
the storage tank at a storage facility under the supervision of the competent authority of France until the shipment.

Le conteneur d’expédition est soit neuf soit nettay et désinfecté sous la supervision de I'autoritéompétente de France €
uniqguement de I'azote liquide frais est utilisé pouremplir le conteneur. / The shipping tank is either new or cleaned and
disinfected under the supervision of the competent authority of France and only fresh liquid nitrogen is used to fill the tank.

Le conteneur d’expédition est scellé sous la supésion de I'autorité compétente de Francel The shipping tank is sealed
under the supervision of the competent authority of France.

PARTIE Ill : SIGNATURE / PART Il : SIGNATURE

1. Statut offi ciel de I'agent certificateur / Official position of the certifying officer : 4. Cachet officiel / Official stamp :

VETERINAIRE OFFICIEL / OFFICIAL VETERINARIAN

2. Lieu et date / Place and date :

3. Nom (tampon personnel) et signature du vétérinaire officiel / Name (personal
stamp) and signature of the official veterinarian :

! Cocher la case appropriéé Check the appropriate box
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ORIGINAL

DUPLICATA / DUPLICATE Nombre total de duplicatas délivrés / Total number of delivered duplicates :

E"!

Liberté = Egaﬁ'.ré = Fraternité

REPUBLIQUE FRANGAISE

MINISTERE DE L’AGRICULTURE ET DE L’ALIMENTATION

Attestation complémentaire au Certificat Sanitaire N° / Additional attestation to Sanitary Certificate N°

Le vétérinaire officiel soussigné certifie que la marchandise décrite par le certificat sanitaire visé ci-dessus satisfait a toutes les
conditions sanitaires suivantes :
The undersigned official veterinarian certifies that the commodity described by the sanitary certificate designated above satisfies all the

following sanitary requirements :

Ou/or

(1)

O]

3)

1. [ L’embryon exporté a été collecté avant le 1°" avril 2011 / The exported embryo was collected before April 1%, 2011.

2. [ La donneuse d’embryon a été soumise aux tests suivants pour I’infection au virus de Schmallenberg / The embryo donor
was subjected to the following tests for Schmallenberg virus infection :

PCR ou isolement du virus sur des échantillons de sang prélevés chaque jour de collecte pour ce lot, avec des
résultats négatifs / PCR or virus isolation tests on blood samples collected on each collection days for this
consignment, with negative results ;

Dates d’échantillonnage / Sampling dates :

Méthodes d’analyse / Methods of examination :

Résultat de I’analyse / Results of examination :

Ou/Or*

Neutralisation du sérum, ELISA ou IFA sur des échantillons de sang prélevés entre 21 et 60 jours avant la
collecte pour ce lot avec des résultats négatifs / Serum neutralization, ELISA or IFA on blood samples collected
between 21 and 60 days prior to collection for this consignment, with negative results ;

Dates d’échantillonnage / Sampling dates :

Meéthodes d’analyse / Methods of examination :

Résultat de I’analyse / Results of examination :

Ou/Or*

Neutralisation du sérum, ELISA ou IFA sur les échantillons de sang recueillis entre 21 et 60 jours apreés la
collecte pour ce lot, avec des résultats négatifs / Serum neutralization, ELISA or IFA on blood samples collected
between 21 and 60 days after collection for this consignment, with negative results ;

Dates d’échantillonnage / Sampling dates :

Méthodes d’analyse / Methods of examination :

Résultat de I’analyse / Results of examination :

*delete as appropriate

1. Statut officiel de I'agent certificateur / Official position of the certifying officer : 4. Cachet officiel / Official stamp :

VETERINAIRE OFFICIEL / OFFICIAL VETERINARIAN

2. Lieu et date / Place and date :

3. Nom (tampon personnel) et signature du vétérinaire officiel / Name (personal stamp)
and signature of the official veterinarian :
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