EUROPEAN UNION

INTRA

Part I: Description of consignment

I.1. Consignor 1.2. IMSOC reference 1.2.a. Local reference
Name 1.3. Central Competent Authority
Address 1.4. Local Competent Authority
Country 1SO Code
1.5. Consignee 1.6. Operator conducting assembly operations independently of an
establishment
Name
Address Name
Country ISO Code Address
Approval Number
Country ISO Code
1.7. Country of origin ISO Code 1.9. Country of destination ISO Code
1.8. Region of origin Code 1.10. Region of destination Code
1.11. Place of dispatch 1.12. Place of destination
Name Name
Address Address
Approval Number Approval Number
Country ISO Code Country ISO Code
1.13. Place of loading 1.14. Date and time of departure
Name
Address
Approval Number
Country ISO Code
1.15. Means of Transport 1.16. Transporter
Mode International Identification Name
transport
document Address
Approval Number
Country ISO Code
1.17. Accompanying documents
[en]
accompanyi
ng.documen Date of issue
t.document.
number
Place of
Country issue
1.18. Transport conditions
Ambient [] Frozen [] Chilled [
1.19. Container No / Seal No
1.20. Certified as
Germinal products O
1.21. For transit through a third country O
Third country ISO Code
Exit point BCP code
Entry point BCP code
1.22. For transit through Member State(s) O 1.23. For export O
Member State ISO Code Third country ISO Code
EXxit point BCP code

1.24. Estimated journey time

1.25. Journey Log

1.26. Total number of packages
1.28. Total gross weight

1.27. Total quantity

1.30. Description of consignment

Commodity Species

Identification Number

Quantity

Nature of commodity

Identification Mark Package count

Date of collection / production

Plant / Establishment / Centre
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EUROPEAN UNION (2021/403) OV/CAP-OOCYTES-EMB-A-INTRA

IL. Health information

I, the undersigned official veterinarian, hereby certify that:

(1) O [IL.1. The in vivo derived embryos of ovine(1)/ caprine(1) animals described in Part I have been collected,
processed and stored, and dispatched by the embryo collection team(2) which

IL.1.1. is approved and kept in a register by the competent authority;
- I1.1.2. complies with requirements as regards responsibilities, operational procedures, facilities
.8 and equipment set out in Part 2 of Annex I to Commission Delegated Regulation (EU)
s 2020/686.]
:}E. (1) O [IL.1. The oocytes(1)/ in vitro produced embryos(1)/ micromanipulated embryos(1) of ovine(1)/ caprine(1)
3 animals described in Part I have been collected or produced, processed and stored, and dispatched by
= the embryo production team(2) which
E II.1.1. is approved and kept in a register by the competent authority;
A IL.1.2. complies with requirements as regards responsibilities, operational procedures, facilities

and equipment set out in Parts 2 and 3 of Annex I to Delegated Regulation (EU) 2020/686.]

I1.2. The consignment consists of embryos of the ovine or caprine species which comply with the following
conditions as regards classical scrapie:

@ o either [they were collected from animals which have been kept continuously since birth on a
holding or holdings recognised as having a negligible or a controlled risk of classical scrapie
in accordance with point 1 of Section A of Chapter A of Annex VIII to Regulation (EC) No

L 999/2001, except during the period when they were kept at a semen collection centre that
complied during that period with the conditions set out in the four indents of point 1.3.(c)(iv)
of that Section;]

(@)) o or [they were collected from animals which have been kept continuously for the last three
years before the collection on a holding or holdings which have complied for the last three
years before collection with the requirements laid down in points (a) to (f) of point 1.3. of
Section A of Chapter A of Annex VIII to Regulation (EC) No 999/2001, except during the
period when they were kept at a semen collection centre that complied during that period
with the conditions set out in the four indents of point 1.3.(c)(iv) of that Section;]

(@)) o or [they were collected from animals which have been kept continuously since birth in a
Member State or zone of a Member State listed in point 2.3. of Section A of Chapter A of
Annex VIII to Regulation (EC) No 999/2001 as having a negligible risk status for classical

scrapie;]
@ o or [they were collected from ovine animals and
@ o either [are of the ARR/ARR prion protein genotype;]
1 o or [carry at least one ARR allele;] ]
I1.3. The oocytes(1)/ embryos(1) described in Part I are intended for artificial reproduction and were

obtained from donor animals which

11.3.1. have been born and remained since birth in the Union, or have entered the Union in
accordance with the requirements for entry into the Union;

11.3.2. come from establishments in a Member State or zone thereof, or from establishments under
official control by the competent authority in a third country or territory, or a zone thereof

11.3.2.1. free from infection with Brucella abortus, B. melitensis and B. suis and have
never been kept previously in any establishment of a lower health status;

1A O in which infection with Mycobacterium tuberculosis complex (M. bovis, M.
[[I.3.2.2.  caprae and M. tuberculosis) has not been reported during the last 42 days prior
to collection(1)/ production(1) of the oocytes(1)/ embryos(1);]
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EUROPEAN UNION (2021/403) OV/CAP-OOCYTES-EMB-A-INTRA

IL. Health information

1@ O in which surveillance for infection with Mycobacterium tuberculosis complex

[I1.3.2.2. (M. bovis, M. caprae and M. tuberculosis) has been carried out on the caprine
animals kept on the establishments during at least the 12 month period prior to
collection(1)/ production(1) of the oocytes(1)/ embryos(1), as referred to in
Article 15(3) of Commission Delegated Regulation (EU) 2020/688, and in case,
during this period, infection with Mycobacterium tuberculosis complex (M.
bovis, M. caprae and M. tuberculosis) has been reported in caprine animals kept
on the establishment, measures were taken in accordance with Part 1(3) of
Annex II to that Delegated Regulation;]

11.3.2.3. in which surra (Trypanosoma evansi) has not been reported during the 30 days
period prior to collection(1)/ production(1) of the oocytes(1)/ embryos(1), and

@ o either [surra has not been reported in the establishments during the last 2 years prior
to collection(1)/ production(1) of the oocytes(1)/ embryos(1);]

Part II: Certification

@ o or [surra has been reported in the establishments during the last 2 years prior to
collection(1)/ production(1) of the oocytes(1)/ embryos(1) and following the last
outbreak the establishments have remained under movement restrictions until

- the infected animals have been removed from the establishment,
and

- the remaining animals on the establishment have been subjected to a
L test for surra (Trypanosoma evansi) with one of the diagnostic
methods provided for in Part 3 of Annex I to Delegated Regulation
(EU) 2020/688, carried out, with negative results, on samples taken at
least 6 months after the infected animals have been removed from
the establishment;]

11.3.3. were examined by the team veterinarian or a team member and did not show symptoms or
clinical signs of transmissible animal diseases on the day of collection(1)/ production(1) of
the oocytes(1)/ embryos(1);

I1.3.4. are individually identified as provided for in Article 45(2) or (4), or Article 46(1) or (3) of
Commission Delegated Regulation (EU) 2019/2035;
I1.3.5. for a period of at least 30 days prior to the date of first collection(1)/ production(1) of the

oocytes(1)/ embryos(1) and during the collection period

I1.3.5.1. were kept on establishments not situated in a restricted zone established due to
the occurrence of foot-and-mouth disease, infection with rinderpest virus,
infection with Rift Valley fever virus, infection with peste des petits ruminants
virus, sheep pox and goat pox or contagious caprine pleuropneumonia, or of an
emerging disease relevant for ovine and caprine animals;

I1.3.5.2. were kept on a single establishment where infection with Brucella abortus, B.
melitensis and B. suis, infection with Mycobacterium tuberculosis complex (M.
bovis, M. caprae and M. tuberculosis), rabies, anthrax, surra (Trypanosoma
evansi), infection with epizootic haemorrhagic disease virus, infection with
bluetongue virus (serotypes 1-24) and, in case of ovine animals and those
caprine animals which are kept together with ovine animals, ovine epididymitis
(Brucella ovis) have not been reported;

11.3.5.3. were not in contact with animals from establishments situated in a restricted
zone due to the occurrence of diseases referred to in point I1.3.5.1. or from
establishments which do not meet the conditions referred to in point I1.3.5.2,;

11.3.5.4. were not used for natural breeding;
IL.3.6. comply with the following conditions as regards foot-and-mouth disease
11.3.6.1. they come from establishments

- situated in an area where foot-and-mouth disease has not been
reported within a 10-km radius centred on the establishment for a
period of at least 30 days immediately prior to the date of collection
of the oocytes(1)/ embryos(1);
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EUROPEAN UNION (2021/403) OV/CAP-OOCYTES-EMB-A-INTRA

IL. Health information

- in which foot-and-mouth disease has not been reported during a
period of at least 3 months immediately prior to the date of collection
of the oocytes(1)/ embryos(1);

@ o either they were not vaccinated against foot-and-mouth disease;]
[11.3.6.2.
1aG5) o or they were vaccinated against foot-and-mouth disease during the period of 12

[[1.3.6.2.  months prior to the date of collection or production of the embryos and

I1.3.6.2.1. have not been vaccinated against foot-and-mouth disease within the
period of at least 30 days immediately prior to the date of collection
of the embryos;

11.3.6.2.2. the semen used for fertilisation was collected from a male donor that
complies with the conditions set out in point 1(b) or the semen
complies with the conditions set out in point 2 of Chapter I of Part 5
of Annex II to Delegated Regulation (EU) 2020/686;

11.3.6.2.3.  prior to freezing, the embryos have been subjected to trypsin
washing carried out in accordance with the recommendations of the
IETS Manual(6);

11.3.6.2.4. the embryos were stored deep frozen for a period of at least 30 days
from the date of collection, and during this period the donor animal
has not shown clinical signs of foot-and-mouth disease;]

Part II: Certification

11.3.7. comply with at least one of the following conditions as regards infection with bluetongue
virus (serotypes 1-24):

@ O either [I1.3.7.1.  they have been kept for a period of at least 60 days prior to and during collection
of the oocytes(1)/ embryos(1) in a Member State or zone thereof free from
infection with bluetongue virus (serotypes 1-24) where no case of infection with
bluetongue virus (serotypes 1-24) has been confirmed during the last 24 months
in the targeted animal population;]

@ O and/or [I1.3.7.2.  they have been kept in a seasonally disease-free zone, during the seasonally
disease-free period, for a period of at least 60 days prior to and during collection
of the oocytes(1)/ embryos(1), in a Member State or zone thereof with an
approved eradication programme against infection with bluetongue virus
(serotypes 1-24);]

(@)) O and/or [I1.3.7.3. they have been kept in a seasonally disease-free zone, during the seasonally
disease-free period, for a period of at least 60 days prior to and during collection
of the oocytes(1)/ embryos(1), in a Member State or zone thereof where the
competent authority of the place of origin of the consignment of oocytes(1)/
embryos(1) has obtained the prior written consent of the competent authority of
the Member State of destination to the conditions for establishment of that
seasonally disease-free zone and to accept the consignment of oocytes(1)/
embryos(1);]

(@)) Jand/or [I1.3.7.4. they have been kept in a vector-protected establishment for a period of at least
60 days prior to and during collection of the oocytes(1)/ embryos(1);]

@ O and/or [IL.3.7.5. they have been subjected to a serological test to detect antibodies to the
bluetongue virus serogroup 1-24, with negative results, between 28 and 60 days
from the date of each collection of the oocytes(1)/ embryos(1);]

@ O and/or [I1.3.7.6. they have been subjected to an agent identification test for bluetongue virus
(serotypes 1-24), with negative results, on blood sample taken on the day of
collection of the oocytes(1)/ embryos(1);]

11.3.8. comply with at least one of the following conditions as regards infection with epizootic
haemorrhagic disease virus (serotypes 1-7) (EHDV 1-7):

@ O either [I1.3.8.1.  they have been kept for a period of at least 60 days prior to and during collection
of the oocytes(1)/ embryos(1) in a Member State or zone thereof where EHDV 1-7
has not been reported for a period of at least the preceding 2 years within a
radius of 150 km of the establishment;]
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EUROPEAN UNION (2021/403) OV/CAP-OOCYTES-EMB-A-INTRA

Part II: Certification

1)

1)

o))
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11.4.

(@)

1E)
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[II.5.
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[11.6.

IL. Health information

O and/or [I1.3.8.2. they have been kept in a vector-protected establishment for a period of at least
60 days prior to and during collection of the oocytes(1)/ embryos(1);]

O and/or [IL.3.8.3.  were resident in a Member State or zone thereof in which according to official
findings the following serotypes of EHDV exist: and have been
subjected with negative results in each case to the following tests carried out in
an official laboratory:

0l either [I1.3.8.3.1. a serological test to detect antibodies to EHDV 1-7, with negative
results, on blood sample taken between 28 and 60 days from the date
of the collection of the oocytes(1)/ embryos(1);]]

O and/or [I1.3.8.3.2. an agent identification test for EHDV 1-7, with negative results, on
blood sample taken on the day of collection of the oocytes(1)/
embryos(1).] ]

The oocytes(1)/ embryos(1) described in Part I

11.4.1. has been collected, processed and stored in accordance with animal health requirements set
out in Part 2(1)/Part 3(1)/Part 4(1)/Part 5(1) and Part 6 of Annex III to Delegated Regulation
(EU) 2020/686;

11.4.2. are placed in straws or other packages on which the mark is applied in accordance with
requirements provided for in Article 10 of Delegated Regulation (EU) 2020/686 and that
mark is indicated in Box 1.30;

11.4.3. are transported in a container which:

11.4.3.1. was sealed and numbered prior to the dispatch by the embryo collection or
production team under responsibility of the team veterinarian, or by an official
veterinarian, and the seal bears the number as indicated in Box 1.19;

11.4.3.2. has been cleaned and either disinfected or sterilised before use, or is single-use

container;
O

(1433 has been filled in with the cryogenic agent which not have been previously used

for other products;]
01 [I1.4.4. are placed in straws or other packages which are securely and hermetically sealed;

I1.4.5. are transported in a container where they are separated from each other by physical
compartments or by being placed in secondary protective bags.]

The in vivo derived embryos(1)/ in vitro produced embryos(1)/ micromanipulated embryos(1) described
in Part I were conceived by artificial insemination using semen coming from a semen collection centre,
germinal product processing establishment or germinal product storage centre approved for the
collection, processing and/or storage of semen by the competent authority of a Member State or by the
competent authority of a third country, territory or zone thereof listed in Annex X to Commission
Implementing Regulation (EU) 2021/404.]

The following antibiotic or mixture of antibiotics(11) has been added to the collection, processing,
washing or storage media: 1

en/sk

5/13



EUROPEAN UNION (2021/403) OV/CAP-OOCYTES-EMB-A-INTRA

II. Health information
Notes:
In accordance with the Agreement on the withdrawal of the United Kingdom of Great Britain and Northern Ireland
from the European Union and the European Atomic Energy Community, and in particular Article 5(4) of the
Protocol on Ireland / Northern Ireland in conjunction with Annex 2 to that Protocol, references to European Union
in this certificate include the United Kingdom in respect of Northern Ireland.
_8 This animal health certificate shall be completed according to the notes for the completion of certificates provided
% for in Chapter 2 of Annex I to Commission Implementing Regulation (EU) 2020/2235.
Q
'EE PartI.
g |Box “Place of dispatch”: Indicate the unique approval number and the name and address of the embryo
= reference collection or production team of dispatch of the consignment of oocytes or embryos.
£ (111
<
A4 |Box “Place of destination”: Indicate the address and unique registration or approval number of the
reference establishment of destination of the consignment of oocytes or embryos.
1.12:
Box Seal number shall be indicated.
reference
I.19:
Box Total number of packages shall correspond to the number of containers.
reference
1.26:
Box “Type”: specify if in vivo derived embryos, in vivo derived oocytes, in vitro produced embryos or
reference micromanipulated embryos.
1.30:
“Species”: select amongst “Ovis aries” or “Capra hircus” as appropriate.

“Identification number”: Indicate identification number of each donor animal.

“Identification mark”: indicate mark on the straw or other packages where oocytes or embryos of the
consignment are placed.

“Date of collection/production”: indicate the date on which oocytes or embryos of the consignment was
collected or produced.

“Approval or registration number of plant/establishment/centre”: Indicate the unique approval number
of the embryo collection or production team by which the oocytes or embryos were collected or
produced.

“Quantity”: Indicate number of straws or other packages with the same mark.

Part II:

@ Delete if not applicable.

) Only embryo collection or production teams approved by the competent authority and included in the
register referred to in Article 101(1)(b) of Regulation (EU) 2016/429 and Article 7 of Delegated Regulation

(EU) 2020/686.

3) Applicable for ovine animals.

(€Y)] Applicable for caprine animals.

(5) Option available only for the consignment of in vivo derived embryos.

(6) Manual of the International Embryo Transfer Society — A procedural guide and general information for
the use of embryo transfer technology emphasising sanitary procedures, published by the International

Embryo Transfer Society 1 111 North Dunlap Avenue, Savoy, Illinois 61 874 USA (http://www.iets.org/).

@) Applicable for frozen oocytes or embryos.

® Applicable for the consignment where in one container oocytes, in vivo derived embryos, in vitro
produced embryos and micromanipulated embryos of ovine or caprine animals are placed and
transported.

9 Does not apply to oocytes.

(10) Mandatory attestation in case antibiotics were added.

11 Insert the name(s) of the antibiotic(s) added and its(their) concentration.
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EUROPEAN UNION

(2021/403) OV/CAP-OOCYTES-EMB-A-INTRA

Part II: Certification

IL. Health information

Certifying Officer/Official veterinarian

Name (in capital letters)
Date of signature
Stamp

Qualification and title
Signature

en/sk
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EUROPSKA UNIA

INTRA

I.1. Odosielatel 1.2. IMSOC reference 1.2.a. Local reference
Meno/nazov 1.3. Central Competent Authority
Adresa 1.4. Local Competent Authority
Krajina Kod ISO
E‘: L5, Prijer’nca zzft‘a(})) 12{1&#1%1;1 %onducting assembly operations independently of an
@ | Meno/nazov
E Adresa Meno/nazov
| Krajina K6d 1SO Adresa
A Cislo schvalenia
8 Krajina Kod ISO
o
S - " , . -
O |L7. Krajina povodu Kéd ISO L.9. Country of destination Kéd ISO
[=1
o
g.. L.8. Region of origin Kod 1.10. Region urcenia Kdd
b 1.11. Place of dispatch 1.12. Miesto urcenia
cluj Meno/nazov Meno/nazov
9 Adresa Adresa
E Cislo schvalenia Cislo schvalenia
g Krajina Kéd ISO Krajina Kéd ISO
1.13. Miesto nakladky 1.14. Date and time of departure
Meno/ndzov
Adresa
Cislo schvalenia
|| Krajina Kéd ISO
1.15. Dopravny prostriedok 1.16. Transporter
Druh Dokument Identifikacia Meno/nazov
Adresa
Cislo schvalenia
Krajina Kéd ISO
1.17. Sprievodné doklady
(sk] _
accompanyi
ng.documen Date of issue
t.document.
number
Country fslsalfg of
1.18. Transport conditions
Teplota okolia [] Mrazené [] Chladené []
1.19. Cislo kontajnera/¢islo pecate
1.20. Certified as
Germinal products O
1.21. For transit through a third country O
Third country Kod ISO
Exit point BCP code
Entry point BCP code
1.22. For transit through Member State(s) O 1.23. For export O
Member State Kéd ISO Third country Kod ISO
EXxit point BCP code
1.24. Estimated journey time 1.25. Journey Log
1.26. Celkovy pocet baleni 1.27. Celkové mnozZstvo
1.28. Celkov4 hruba hmotnost
1.30. Description of consignment
Tovar Druh Identification Number MnoZstvo Nature of commodity
Identification Mark Pocet baleni Déatum zberu Plant / Establishment / Centre
en/sk 8/ 13



EUROPSKA UNIA (2021/403) OV/CAP-OOCYTES-EMB-A-INTRA

IL. Zdravotné informadcie

Ja, podpisany uradny veterindrny lekdr, tymto potvrdzujem, Ze:
(1) O [IL.1. Embry4a oviec(1)/koz(1) ziskané in vivo, opisané v ¢asti I, boli odobrané, spracované a skladované a
odoslané timom na odber embryi(2), ktory

II.1.1. je schvaleny a vedeny v registri prisluSnym organom;

I1.1.2. splna poZiadavky tykajtice sa povinnosti, prevadzkovych postupov, zariadeni a vybavenia
podla ¢asti 2 prilohy I k delegovanému nariadeniu Komisie (EU) 2020/686.]

(1) O [IL.1. Oocyty(1)/embrya vyprodukované in vitro (1)/embrya podrobené mikromanipulacii(1) oviec(1)/kodz(1),

ktoré su opisané v Casti I, boli odobrané alebo vyprodukované, spracované a skladované a odoslané

timom na produkciu embryi(2), ktory

II.1.1. je schvaleny a vedeny v registri prisluSnym organom;

I1.1.2. spiiia poZiadavky tykajice sa povinnosti, prevadzkovych postupov, zariadeni a vybavenia
podla ¢asti 2 a 3 prilohy I k delegovanému nariadeniu (EU) 2020/686.]

Part II: Certification

I1.2. Zasielka pozostava z embryi oviec alebo kdz, ktoré spiiaju tieto podmienky, pokial ide o klasicku
klusavku:

1) o bud [boli odobrané zvieratam, ktoré boli od narodenia nepretrZite drZzané v chove alebo chovoch
so zanedbatelnym alebo kontrolovanym rizikom klasickej klusavky v sulade s kapitolou A
oddielom A bodom 1 prilohy VIII k nariadeniu (ES) ¢. 999/2001, s vynimkou obdobia, ked
boli drzané na inseminacnej stanici na odber spermy, ktord pocas uvedeného obdobia

L spifala podmienky stanovené v $tyroch zarazkach bodu 1.3 pism. c¢) podbodu iv) daného
oddielu;]

@ o alebo [boli odobrané zvieratam, ktoré boli pocas poslednych troch rokov pred odberom
nepretrZite drzané v chove alebo chovoch, ktoré pocas poslednych troch rokov pred
odberom spiiali poziadavky stanovené v kapitole A oddiele A bode 1.3 pism. a) aZ f) prilohy
VIII k nariadeniu (ES) €. 999/2001, s vynimkou obdobia, ked boli drZzané na inseminacnej
stanici na odber spermy, ktora v uvedenom obdobi spiiiala podmienky stanovené v tyroch
zarazkach bodu 1.3 pism. c¢) podbodu iv) daného oddielu;]

1 o alebo [boli odobrané zvieratam, ktoré boli od narodenia nepretrZite drZzané v ¢lenskom State alebo
pasme c¢lenského Statu, ktoré sa v kapitole A oddiele A bode 2.3 prilohy VIII k nariadeniu
(ES) €. 999/2001 uvadzaju ako Stat alebo padsmo so zanedbatelnym rizikom klasickej

klusavky;]
@ o alebo  [boli odobrané ovciam a
@ o bud [maju genotyp priénového proteinu ARR/ARR;]
@ o alebo  [su nositelom aspon jednej alely ARR.] ]
I1.3. Oocyty(1)/embrya(1) opisané v €asti I su urCené na umelé rozmnoZovanie a boli ziskané z darcovskych

zvierat, ktoré

I1.3.1. sa narodili a od narodenia sa zdrZiavali v Unii alebo vstupili do Unie v stilade
s poziadavkami na vstup do Unie;

11.3.2. pochédzaju zo zariadeni v ¢lenskom State alebo jeho pasme, alebo zo zariadeni pod iradnou
kontrolou prislusného organu v tretej krajine alebo na uzemi, alebo v ich pasme

I1.3.2.1. bez vyskytu infekcie baktériami Brucella abortus, B. melitensis a B. suis a nikdy
predtym neboli drZzané v Ziadnom zariadeni s niZSim zdravotnym Statutom,;

Ma) O v ktorych nebol hldseny vyskyt infekcie baktériami skupiny Mycobacterium
[[I.3.2.2.  tuberculosis komplex (M. bovis, M. caprae a M. tuberculosis) pocas poslednych
42 dni pred odberom(1)/produkciou(1) oocytov(1)/embryi(1);]

1@ O v ktorych sa vykondval dohlad nad infekciou baktériami skupiny

[[1.3.2.2.  Mycobacterium tuberculosis komplex (M. bovis, M. caprae a M. tuberculosis) pri
kozach drzanych v zariadeniach miniméalne pocas obdobia 12 mesiacov pred
odberom(1)/produkciou(1) oocytov(1)/embryi(1), ako sa uvddza v ¢lanku 15 ods.
3 delegovaného nariadenia Komisie (EU) 2020/688, a ak pocas tohto obdobia bol
hlaseny vyskyt infekcie baktériami skupiny Mycobacterium tuberculosis
komplex (M. bovis, M. caprae a M. tuberculosis) pri kozach drZzanych v zariadeni,
prijali sa opatrenia v sulade s ¢astou 1 ods. 3 prilohy II k uvedenému
delegovanému nariadeniu;]
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EUROPSKA UNIA (2021/403) OV/CAP-OOCYTES-EMB-A-INTRA

IL. Zdravotné informadcie

11.3.2.3. v ktorych nebol hldseny vyskyt surry (Trypanosoma evansi) pocas obdobia 30
dni pred odberom (1)/produkciou(1) oocytov(1)/embryi(1), a

@ o bud [v zariadeniach nebol hldseny vyskyt surry pocas poslednych 2 rokov pred
odberom(1)/produkciou(1) oocytov(1)/embryi(1);]

@ o alebo [vzariadeniach bol hldseny vyskyt surry pocas poslednych 2 rokov pred
odberom(1)/produkciou(1) oocytov(1)/embryi(1) a po poslednom vyskyte
ohniska choroby zariadenia nadalej podliehali obmedzeniu premiestiiovania az
dovtedy, kym sa nedosiahol tento stav:

- infikované zvieratd boli odstranené zo zariadenia a

- zostavajuce zvieratd v zariadeni boli podrobené testu na surru
(Trypanosoma evansi) prostrednictvom jednej z diagnostickych
metdd stanovenych v Casti 3 prilohy I k delegovanému nariadeniu
(EU) 2020/688 vykonanému s negativnymi vysledkami na vzorkach
odobranych minimdalne 6 mesiacov po odstraneni infikovanych
zvierat zo zariadenia;]

Part II: Certification

11.3.3. boli vySetrené veterindrnym lekdrom timu alebo ¢lenom timu a nevykazovali symptomy ani
klinické priznaky prenosnych chorob zvierat v denl odberu(1)/produkcie(1)
oocytov(1l)/embryi(1);

11.3.4. su individualne identifikované podla ¢lanku 45 ods. 2 alebo ods. 4 alebo ¢lanku 46 ods. 1

] alebo ods. 3 delegovaného nariadenia Komisie (EU) 2019/2035;

I1.3.5. pocas obdobia aspon 30 dni pred datumom prvého odberu(1)/produkcie(1)
oocytov(1l)/embryi(1) a pocas obdobia odberu

11.3.5.1. boli drzané v zariadeniach, ktoré sa nenachddzali v reStrikénom pasme
zriadenom z dévodu vyskytu slintac¢ky a krivacky, infekcie virusom moru
hovédzieho dobytka, infekcie virusom horucky udolia Rift, infekcie virusom
moru malych prezZavavcov, kiahni oviec a kiahni k6z alebo infekénej
pleuropneumonie koz alebo objavujucej sa choroby relevantnej pre ovce a kozy;

11.3.5.2. boli drZané v jedinom zariadeni, v ktorom nebol hldseny vyskyt infekcie
baktériami Brucella abortus, B. melitensis a B. suis, infekcie baktériami skupiny
Mycobacterium tuberculosis komplex (M. bovis, M. caprae a M. tuberculosis),
besnoty, slezinovej sneti, surry (Trypanosoma evansi), infekcie virusom
epizootickej hemoragickej choroby, infekcie virusom kataralnej horucky oviec
(sérotypy 1 - 24) a v pripade oviec a tych koz, ktoré su drZané spolu s ovcami,
infekcénej epididymitidy baranov (Brucella ovis);

11.3.5.3. neboli v kontakte so zvieratami zo zariadeni nachddzajucich sa v reStrikénom
pésme z doévodu vyskytu chordb uvedenych v bode I1.3.5.1 alebo zo zariadeni,
ktoré nespiiaju podmienky uvedené v bode I1.3.5.2;

11.3.5.4. neboli pouZité na prirodzenu plemenitbu;
I1.3.6. spinaju tieto podmienky, pokial ide o slintacku a krivacku
11.3.6.1. pochédzaju zo zariadenit

- nachadzajucich sa v oblasti, v ktorej nebol hlaseny vyskyt slintacky
a krivacky v okruhu 10 km od zariadenia pocas obdobia najmenej 30
dni bezprostredne pred ddtumom odberu oocytov(1)/embryi(1);

- v ktorych nebol hldseny vyskyt slintacky a krivacky pocas obdobia
najmenej 3 mesiacov bezprostredne pred ddtumom odberu

oocytov(1l)/embryi(1);
1 o bud neboli vakcinované proti slintacke a krivacke;]
[11.3.6.2.
@G5 o alebo  boli vakcinované proti slintacke a krivacke pocas obdobia 12 mesiacov pred

[[1.3.6.2.  datumom odberu alebo produkcie embryi a

11.3.6.2.1. neboli vakcinované proti slintacke a krivacke pocas obdobia
minimalne 30 dni bezprostredne pred ddtumom odberu embryi;
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I1.3.6.2.2. sperma pouZitd na oplodnenie bola odobrand darcovskému samcovi,
ktory spifia podmienky stanovené v bode 1 pism. b), alebo sperma
spina podmienky stanovené v ¢asti 5 kapitole I bode 2 prilohy I k
delegovanému nariadeniu (EU) 2020/686;

11.3.6.2.3. pred zmrazenim boli embrya podrobené omytiu trypsinom
vykonanému v sulade s odporucaniami prirucky IETS(6);

11.3.6.2.4. embryad boli skladované hlboko zmrazené pocas obdobia minimdalne
30 dni od ddtumu odberu a pocas tohto obdobia darcovské zviera
nevykazovalo klinické priznaky slintacky a krivacky;]

I1.3.7. splnaju aspon jednu z tychto podmienok, pokial ide o infekciu virusom kataralnej horucky
oviec (sérotypy 1 - 24):

Part II: Certification

@ O bud [[1.3.7.1.  boli pocas obdobia najmenej 60 dni pred odberom oocytov(1)/embryi(1) a pocas
tohto odberu drZané v ¢lenskom State alebo jeho pasme bez vyskytu infekcie
virusom katardlnej horucky oviec (sérotypy 1 - 24), v ktorych nebol pocas
poslednych 24 mesiacov potvrdeny Ziaden pripad infekcie virusom kataralnej
horucky oviec (sérotypy 1 — 24) v cielovej populdcii zvierat;]

@ [ a/alebo [I1.3.7.2.  boli drZané v pasme bez sezénneho vyskytu choroby pocas obdobia bez
sezonneho vyskytu choroby, a to pocas obdobia najmenej 60 dni pred odberom
oocytov(1)/embryi(1) a pocas ich odberu, a to v ¢lenskom S$tate alebo jeho pasme,

o ktoré maju schvdaleny eradikacny program zamerany na infekciu virusom

katardlnej horucky oviec (sérotypy 1 - 24);]

(@)) (J a/alebo [I1.3.7.3.  boli drZzané v pasme bez sezéonneho vyskytu choroby pocas obdobia bez
sezonneho vyskytu choroby, a to pocas obdobia najmenej 60 dni pred odberom
oocytov(1l)/embryi(1) a pocas ich odberu, a to v lenskom State alebo jeho pasme,
v ktorych prislusSny orgdn miesta pdvodu zasielky oocytov(1)/embryi(1) ziskal
predbezZny pisomny suhlas prisluSného organu ¢lenského $tatu urcenia s
podmienkami zriadenia uvedeného pasma bez sezénneho vyskytu choroby a s
prijatim zasielky oocytov(1)/embryi(1);]

(@)) [J a/alebo [I1.3.7.4.  boli drZzané v zariadeni chranenom pred vektormi pocas obdobia najmenej 60
dni pred odberom oocytov(1)/embryi(1) a pocas ich odberu;]

(@)) [J a/alebo [I1.3.7.5.  boli podrobené sérologickému testu na zistenie protilatok proti virusu kataralnej
horucky oviec séroskupiny 1 - 24, s negativnymi vysledkami, v obdobi od 28 do
60 dni od ddtumu kazdého odberu oocytov(1)/embryi(1);]

@ [ a/alebo [I1.3.7.6.  boli podrobené testu na identifikdciu pévodcu virusu kataralnej horuc¢ky oviec
(sérotypy 1 - 24) s negativnymi vysledkami na vzorke krvi odobranej v den
odberu oocytov(1)/embryi(1);]

11.3.8. splfaju aspon jednu z tychto podmienok, pokial ide o infekciu virusom epizootickej
hemoragickej choroby (sérotypy 1-7) (EHDV 1 - 7):

1 O bud [11.3.8.1. pocas obdobia najmenej 60 dni pred odberom oocytov(1)/embryi(1) a pocas ich
odberu boli drZzané v ¢lenskom State alebo jeho padsme, v ktorom nebol hldseny
vyskyt EHDV 1 — 7 v okruhu 150 km od zariadenia najmenej pocas obdobia
predchédzajucich 2 rokov;]

@ [ a/alebo [I1.3.8.2.  boli drZzané v zariadeni chranenom pred vektormi pocas obdobia najmenej 60
dni pred odberom oocytov(1)/embryi(1) a pocas ich odberu;]

@ O a/alebo [I1.3.8.3.  mali pobyt v ¢lenskom $tate alebo jeho pasme, v ktorom podla dradnych zisteni
existuju tieto sérotypy virusu epizootickej hemoragickej choroby (EHDV):
a boli podrobené, v kazdom pripade s negativnymi vysledkami,
tymto testom vykonanym v uradnom laboratériu:

@ O bud [I1.3.8.3.1. sérologicky test na zistenie protildtok proti EHDV 1-7,s
negativnymi vysledkami, na vzorke krvi odobranej v obdobi od 28
do 60 dni od datumu odberu oocytov(1)/embryi(1);]]

(@)) (] a/alebo [11.3.8.3.2. test na identifikaciu pévodcu EHDV 1 - 7, s negativnymi vysledkami,
na vzorke krvi odobranej v defi odberu oocytov(1)/embryi(1).] ]

11.4. Oocyty(1)/embrya(1) opisané v ¢astil
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11.4.1. boli odobrané, spracované a skladované v sulade s poZziadavkami na zdravie zvierat
stanovenymi v Casti 2(1)/Casti 3(1)/Casti 4(1)/Casti 5(1) a Casti 6 prilohy III k delegovanému
nariadeniu (EU) 2020/686;

11.4.2. su umiestnené v pejetach alebo inych baleniach so znackou aplikovanou v sulade s
poZiadavkami stanovenymi v ¢lanku 10 delegovaného nariadenia (EU) 2020/686 a

8 predmetnd znacka je uvedend v kolonke 1.30;
'% 11.4.3. sa prepravuju v kontajneri, ktory:
Q
b= 11.4.3.1. bol zaplombovany a o¢islovany pred odoslanim timom na odber alebo
E produkciu embryi na zodpovednost veterindrneho lekara timu, alebo uradnym
© veterindrnym lekdrom, a plomba je oznacena ¢islom, ktoré je uvedené v koldnke
| ]
E 1.19;
= 11.4.3.2. bol pred pouZzitim vycisteny a bud vydezinfikovany alebo sterilizovany, alebo
ide o kontajner na jedno pouZitie;
M) O bol naplneny kryogénnym ¢inidlom, ktoré sa predtym nepouzilo na iné
[11.4.3.3. }
produkty;]
(@D]E)) [0 [I1.4.4. suumiestnené v pejetach alebo inych baleniach, ktoré sui bezpecne a hermeticky uzavreté;
11.4.5. prepravuju sa v kontajneri, v ktorom su od seba oddelené fyzickymi priehradkami, alebo su

umiestnené do druhotnych ochrannych vreciek.]

L)) O Embrya ziskané in vivo(1)/embrya vyprodukované in vitro(1)/embryd podrobené mikromanipuldcii(1)

[I1.5. opisané v casti I boli po¢até umelou inseminéciou s pouZitim spermy pochadzajicej z inseminacnej
stanice na odber spermy, zo zariadenia na spracovanie zarodo¢nych produktov alebo z inseminacnej
stanice na skladovanie zdrodo¢nych produktov schvalenych na odber, spracovanie a/alebo skladovanie
spermy prisluSnym orgdnom clenského Statu alebo prisluSnym orgdnom tretej krajiny, iizemia alebo ich
pasma uvedenych v prilohe X k vykonévaciemu nariadeniu Komisie (EU) 2021/404.]

(1)(10) O Do médii pouzivanych pri odbere, spracovani, umyvani alebo skladovani boli pridané tieto antibiotika
[11.6. alebo zmes antibiotik(11): 1
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Poznamky:

V sulade s Dohodou o vystipeni Spojeného kralovstva Velkej Britdnie a Severného irska z Eurépskej inie a
Eurépskeho spolocenstva pre atémovu energiu, a najma s ¢lankom 5 ods. 4 protokolu o frsku/Severnom irsku v
spojeni s prilohou 2 k uvedenému protokolu, odkazy na Eurdpsku uniu uvedené v tomto certifikdte zahfnaju
Spojené kralovstvo v suvislosti so Severnym Irskom.

_8 Tento certifikat zdravia zvierat treba vyplnit podla pozndmok k vyplneniu certifikdtov uvedenych v kapitole 2
% prilohy I k vykonavaciemu nariadeniu Komisie (EU) 2020/2235.
Q
'EE Cast I:
8 Koléonka ,Miesto odoslania“: Uvedte jedinecné schvalovacie Cislo a ndzov a adresu timu na odber alebo
= L.11: produkciu embryi, ktory odosiela zasielku oocytov alebo embryi.
E Kolonka ,Miesto urcenia“: Uvedte adresu a jedinecné registracné alebo schvalovacie ¢islo zariadenia urcenia pre
A4 112: zdsielku oocytov alebo embryi.
Kolénka  Uvadza sa Cislo plomby.
1.19:
Kolénka Celkovy pocet baleni zodpovedd poctu kontajnerov.
1.26:

Kolénka ,Typ“: uvedte, i ide o embryd ziskané in vivo, oocyty ziskané in vivo, embrya vyprodukované in vitro
1.30: alebo embryd podrobené mikromanipuldcii.

»Druh“: Vyberte vhodny druh spomedzi ,,Ovis aries“ alebo ,,Capra hircus®.
Hldentifikacéné ¢islo“: Uvedte identifikacné ¢islo kazdého darcovského zvierata.

»ldentifikacnd znacka“: Uvedte znacku na pejete alebo inych baleniach, v ktorych si umiestnené oocyty
alebo embrya tvoriace zasielku.

»Datum odberu/produkcie“: Uvedte datum, ked boli oocyty alebo embrya tvoriace zasielku odobrané
alebo vyprodukované.

»Schvalovacie alebo registracné ¢islo podniku/zariadenia/strediska“: Uvedte jedinecné schvalovacie
Cislo timu na odber alebo produkciu embryi, ktory oocyty alebo embrya odobral alebo vyprodukoval.

~MnoZstvo“: Uvedte pocet pejet alebo inych baleni s rovnakou znackou.

Cast II:

(@)) Nehodiace sa preciarknite/vymazte.

2) Iba timy na odber alebo produkciu embryi schvalené prisluSnym orgdnom a zahrnuté v registri
uvedenom v ¢lanku 101 ods. 1 pism. b) nariadenia (EU) 2016/429 a ¢lanku 7 delegovaného nariadenia
(EU) 2020/686.

3) Uplatriuje sa na ovce.

4 Uplatiiuje sa na kozy.

) Tato mozZnost je k dispozicii len v pripade zasielok embryi ziskanych in vivo.

(6) Manual of the International Embryo Transfer Society — A procedural guide and general information for
the use of embryo transfer technology emphasising sanitary procedures, priru¢ka vydand spolonostou
International Embryo Transfer Society, 1 111 North Dunlap Avenue, Savoy, Illinois 61 874, USA
(http://www.iets.org)).

@) Vztahuje sa na mrazené oocyty alebo embrya.

® Uplatiiuje sa na zasielku, v rdmci ktorej su oocyty, embrya ziskané in vivo, embrya vyprodukované in
vitro a embryd podrobené mikromanipulécii z oviec alebo kéz umiestnené a prepravované v jednom
kontajneri.

9 Nevztahuje sa na oocyty.

(10) Povinné potvrdenie v pripade, Ze boli pridané antibiotika.

11 Uvedte nazov(-vy) pridaného(-ych) antibiotika(-ik) a jeho/ich koncentrdciu.

Certifikujuci uradnik/Uradny ve terinarny lekar

Meno (velkymi pismenami) Kvalifikacia a titul
Datum podpisu Podpis
Peciatka
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