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1. Identification of the programme



Mermber State: Repubiic of Bulzaria
Driscase ('3: Classical Swine Fever (CSF)

Year of implementation: 2009

Reference of this document: National Veterinary Service (NV5S) of Bulparia

Contact {(name, phone, fax, c-mail}):

Assoc. Prof. Zheko Baichev, DVN, Director General of the NVS
Phone: +359 2 915 98 20

Fax; +35092 954 9594

E-mail:j baichoviimzes gavermnon by

2. Historical data on the epidemiological evolution of the disease:

Despite prophylactic overall vaccinations which have been performed in the whole
country for many years, sporadic outhreaks of CSF have occumed in Bulgana every year.
After a gradual drop in the number of CSF outbreaks between 1996 and {999 down to just
one puthreak per year in 2000 and 2001, the CSF sifuation changed drastically in 2002,

Because of serious deficicneies in performing prophylactic vaceiration (due to various
reasons) and illegal trade in live pigs, 32 cutbreaks of CSF were registered in 14 of the 28
administrative districts of Bulgana in 2002,

Then, 11 2003 16 C5F outhreaks in 4 districts were observed, while in 2004 the number
of C5F cases was only 2 in the domestic pig population. However and for the first ime since
1996, there were 48 cases of CSF identified 1n the wild boar (wild pigs) population of 2
districts.

In 2005, serious measures for confinement and containment of CSF were taken. Besides
the continuation of regular prophylactic vaecination of all domestic pigs in the country these
included the ban of animal markets under an Order issued by the Minister of Agriculture and
Forestry. Furthermore, a vaceination campaign {two placing of baits within two woeks) was
performed within the wild boar {wild pig) population, because 38 CSF cases found in wild
boar of 7 administrative districts of the country. As a result of the measures taken, no
putbreak was detected in the domestic pig population of Bulgana in 2005,

However, duning 2006 seven outbreaks of CSF were found in domestic pigs of which
six happened in the administrative district of Y'ambol and one in the administrative district of
Bourgas. On the other hand, no CSF cases in the wild boar (wild pig) population have been
observed since the beginning of the last hunting seasom in 2006 until now. The oral
vacgination was continugd in 2006 by performing two vaccination campaigns within wild
boar population.

During the first 3 months of 2007, there were 3 puthreaks of CSF of which two were
observed in East-Balkan pig herds in the repion of Shumen and one in domestic pigs (family
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farm of category B) in the region of Yambol,
There are ne any cases of classical swinc fever since 1-st of March 2007 in this country.

Since 2006 virus isolates from various regions of the country were generally sent for
genome typing to the Commumty Reference Laboratory (CRL) for Classical Swine Fever at
Hanover. This included also 2 2004 isolate from wild boar of the Pernik district.

According to the findings of the CRL ail isolates belong to the cluster of 2.3 of CSF
strains. In mure detail, the iselates of 2006 found in Yambol were classified as 2.3 Spante,
confirmed again in 2007 by one isolate. The 2006 isolate from Bouorgas was described as 2.3
Uglzen (or otherwise called Burope). The two 2007 isolates from the Shumen region were just
a hit different from the other isolates and therefore named 2.3 Bulgaria. The maps show the
peopraphical areas from which the C3F isolates originated.

lowever, the review on genome typing carried cut by the CRL on the 30 of Angust
2007 needs further interpretation. The isolate so far classified as 2.3 Uelzen seems to be
identical with 2.3 Spante. In addition, 2.3 Spante was also found in the wild boar population
in 2004 at Pernik (on the border with Scrbia). This very recent review has not been
reproduced in the maps above,

Tiil now there is not enough epidemiological data available concerning the identification
of the route of emry of CSF into Bulpgaria®s nig population. In addition, more information is
needed as regards the spreading of the virus and transfers between different holdings, regions
or various pig populations.

As regards the latter, Bulgana distinguishes now between;

a) Indusinal pig holdings, representing about half of the country’s domestic pig
population {see Annex [, map [, table 1},

b) Family farmas, type A(blo security established) and B {bio security still ahsent) {sec
Armmex 1L, map 2, table 2 and 3),

¢} Backyard holdings (sce Annex [T, map 4, table 4),

dy Eust Balkan pig herds {see Annex 11, map 3, table 53,

g) Wild Boar population (see Annex [, map 5, table 6).

The new categorisation of Bulgara’s pig population is based on the risk analysis
concerning the observed most recent introduction of CSF into Bulgaria's pig population and
forms the basis of the continued strategy for proving the absence of circulating CSF field
Firus,

According ta the data available from intensive sampling and testing camed out
countrywide since 2006 when the prophylactic vaccination of the domestic pig population
was banned, it seems evident fhat at least in the industoal pig holdings neither sero-
conversion due to eventually circulating CST field virus straing or clinical signs of CSF have
been detected.

Furthermore, it seems appropriate to concentrate all efforts en family farms, in particular
type B and backyard holdings, where there is currently a clear deficiency in biosecurily and
lack of understanding of the pig farmers or keepers as regards zccess of their pigs to waste of
animal origin (such as catcring waste), thus leading to single outbreaks of CSF.



[n addition, the Bulgaraa specific type of helding free ranged East Balkan pigs in
certain municipalities of three reglons (Shumen, Bourgas and Varna) needs particular
attention, considering that these pigs might have direct or indirect contact with wild boar,
therefore developing CS5F in two herds in the administrative district of Shumen {see Annex
II, map No.5, Table 5).

Finally, the wild boar population of BG, although curcently under prophylactic
vaccination against C8F represents a considerable risk, taking into consideration that about
37% of the animals sampled and tesled in the Arst two weeks of 2007 show sero-cnnversion.
It iz vet not quite elear, whether scro-conversion is due to circulating CSF field strains or due
to the vaccination campaign. In addition, the CSF situation in both, the domestic pig and wild
boar pepulaton in the neighbouring countries represents a high risk also for Bulgaria, in
paiticular for its wild boar population ( see table 6.6.2).

QOwerall it i3 important to note that there ace stll some elderly domestic pigs, in
particular in the East Balkan pig population, born before the ban of vacgination showing sero-
conversion when tested.

A. Deseription of the submirted programme @

In accordance with Commission Decision 2006/805/EC this programme will be applied
on the whole termitory of the Republic of Bulgaria throughout 2008, taking into consideration
that:

a} Currently there is no final cvidence that CSF tield virus 15 not circulating in
Bulgaria's pig population, in particular in family farms type B, backyard pigs, East
Balkan pig herds and in wiid boar,

b) Biosecurity needs to be improved at family farms type B and in backyard holdings,

c} In certain municipalities of three regions of the pountry East-Baikan pigs are raised
in herds and held on pastures; direct or indirect contact with wild boar cannot be
excluded,

d} During the hunting season 20042005 CSF cases among wild boar were detected in
7 districts on the termitory of the Republic of Bulgaria, prophylactic oral
vaccinabion campaipns are camisd owt and sem-conversion is observed; however
more evidence is necessary for the interpretation of those test results,

e) Results obtained from genctyping of virus isolates collected between 2004 and
2008 need further epidemiological analysis and interpretation.

Basic elements of this Programme are:

s Active clinical monitoring of pigs for CSF, including a targeted sampling and testing
schemic

« Continued enforcement of the ban of prophylactic vaccination against CSF of the
domestic pig population, including East-Balkan pigs;

s Quick and effective applicabon of the required measures for control and eradication of
any outbrezks of the disease that have emerged meanwhile;

« Scienhfic analysis of epidemtological data concluding on present and eventual future
measures for conirpl and eradication of C5F in Bulgara.



When implementing this programme the competent authorities wiil also take into
constderation:

L.
2.

3.

The difterent types of holding pigs in Buirlgaria described under 2.3 sbove;

The results from the scientific epidemiological analysis conducted for ascertaining
the C8F transfer mechanism and the geographical spread of the disease;

The presence of wild boar population allover the territory of the country, which
might have direct or indirect contact with the herds of East-Balkan pigs;

The lack of big natuwral or arhificial barriers as regards the movement of wild boar
over the territory of the country;

Conmrol over the registration of pig farms, the movement of pigs, their
identification and the herd regmsters linked with the application of a contesponding
clectromic database;

Control over the oral vaccination campaign of the wild boar population, in
particular concemning the provess of the distribution of the baits, their uptake and
effects on the CSF status of the population linksd with the use of the
epidemiological database established under Commission Decision 2003/257EC
(QJ L 95, 60).

4, Measures of the submitted programme
4.1. Sommary of measures under the programme

Duration of the Programenc: ¢1.01.2000 — 31.12.2009

Canirol Eradication
Testing - Testing
Killing and rendering of positive Killing and rendering of positive

animals animzals
' Slaughtering of contact animsls and ’ Slaughtering of contact animals and
HT HT

Vaccination of witd pigs @ Monitoring

Monitoring I~ Disposal of products

Z Disposal of products

I Monitoring or
surveillapce

Note: - Ves

T =-No

4.2. Designation of the central authority charged with supervising and cc-ordinating

the departments responsible for implementing the propgramme :

1. The Mational Veterinary Service (NVS) at the Ministry of Apriculture and
Foods:

v Central Competent Authority far the control of infectious notifiable

diseases, interacts with the institutions involved in the programme at
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4,

national level, implements the 2009 CSF programme and reports to the
EC and the pther MS.

The *Animal Health’ Divectorate at the NVS headquarters:

Elaborates the CSF control strategy and implements the 2009 CSF
programme,

Ceordinates actions of all autherities invelved in the programme,
Coftects information and prepares reports or the outcome of the
PrOETAMme.

The animal heaith officials at the Regional Veterinary Services (RVSs) of
the NVE:

Enforce the programme on both, the domestic and wild boar poputation
at regional level, monitor the actions of all authorities involved at local
level and report to the NVE. HQ registered

Supervise the two rendering plants at Vama and Shoumen and tske
samples from dead pigs suspicious of CSF or killed for reasons of CSF
eradication.

The public health officials at the Regional Vetennary Services (RVSs) of
the N3 in charge of meat inspection:

Cuarry out ante and pest mortem inspection in aceardaince with the rules
laid down by Council Regulation (EC) 854/2004, Article 5 and Anncx
[, in addition carry out the documentary and identity checks in
accordance with Commission Decigion 2006/805/EC,

Ensure health marking of the meat in accordance with Commission
Decision 2006/803/EC, Article 5 on pig meat of Bulgarian origine,
Carry sampling of pigs for CSF according to the sampling scheme
2009, and ensure the traceability of the samples back to the farm of
origin,

Notify the NVS in case of suspicion of CSF and forward corresponding
samples to the NRI. Saofia,

In case of CSF declars meat of pigs unfit for human censumption in
accordance with Council Regulation (EC) 854/2(104, Anncx 1, Section
H, chapter ¥, 1 e} and seizure the meat accordingly,

Check the cleaning and disinfection of means of pig transports in
accordance with the provisions laid dewn by Commission Decision
2006/805/EC, Articie 8).

The animal heaith officials at the Municipal Veterinaty Services (MVSs) of
the NVS:

Enforce the programme at local level; carry out climical surveillance
{(according te the clinical surveillance scheme 2009) and sampling of
the domestic pig population {according to the sampling scheme 2009)
in cooperation with the registered veterinary practioners iavolved in
the programme and approved according to the rules laid down by
Directive 64/432/EEC, Articles 2, 2m) and 14 (3} B),

[n case of any suspicion of CSF tacking sampies in accordance with the
rules laid down by Commission Decision 2002/106/EC



in addition carry ont the documentary and identity checks in
accordance with Commission Decigion 2006/805/EC in the context of
movement of pigs inside Buigaria,

Ensure the traceahility of the samples back to the farm of origin,
Record results of clinical surveillance in BG's Traceability database
system,

Monitor the mprovement and enforcement of biosecurity measures at
the farms, including cleaning and disinfection procedures based on the
principles laid down in Council Directive 2001/89/EC, Article 12 and
Annex 1,

Enforce the rules on holding regstration, identification of the pigs and
the control of their movements, including closing of holdings and
seizure of pigs in case of breach or violation of rules in accordance
with the rules laid down by Article 13% of The Low of Vetetinary
Activity and Council Regulation (EC) $82/2004,

Supervise the distribution of baits for oral vaccination of the wild boar
population on the areas near to the borders of the country in
cooperation with the tnstitutions listed under 3,56 and 73,

Record the results of surveillance measures including sampling of the
wild boar population in the wild boar database.

. Mationai Forestry Agency:

Cooperates with the institution iisted under 2) on the planning for the
oral yaccination of wild boar population and its survetllance for 2009,
Implements its parts of the 2009 programme as regards the sarveillance
of wild boar,

7. Regional Forestry Directorates at NFD:

Coordinates the distribution of the baits and the surveillance measures
concaming wild boar at regional level in the arcas near to the borders
of the country together with the institution listed under 3}, and carry
out the baiting on the spot in areas of their direct competence,

In the certain geographical arcas provides carcasses or material of wild
boar (shot at hunting, fallen stock or crashed in car accidents) for
inspection and sampling to the institution lsted under 5}

2. National Union of Hunters and Anglers

Carries out the baiting on the spot and performs surveillance of the oral
vaccination campaign in this context,

Reports to the institution listed under 5) and 7),

Provides carcasses or material of wild boar (shot at hunting, fallen
stock or crashed in car accidents) for imspection and sampling to the
institution listed under 51,

3. The National Reference Laboratory (NRL) for CSF Sofia

Processes samples collected from both, domestic pigs and wild boar for
CRF virus isolation and serology testing, records test results in the
Traceability database systern and reports o the NVS,



Tests and methods used are presented in chapter 10 below {Table),
Undertakes confirmation tests on samples with doubtful test resuits
send by the Regional Laboratories,

Monitors the procedures at the Regional Laboratories and organises
ring-tests with them

Forwards virus isolates to the CRL for CSF, Hanover and takes part in
ring-tests.

L. The Regional CSF Laboratories at the I[nstitute in Sofia , Stara Zagora and
Veliko Turnovo

-

Perform CSF serology testing on samples (rom domestic pigs collected
according to the sampling plans presented in tables{Chapter 7 below)
record test resuits in the Traceability database system and report to the
NVS,

Tests and methods used are presented in chapter 10 below, tests limited
to ELISA antibody testing,

Forward samples with doubtful test results to the NRL Sofla

11. The CHEL for CSF at Hanover

Undertakes genotyping of virus isplates forward by the NRL, Sofia,
Provides the NRL with test materialzs on request from the Buigarian
side,

Organises cing tests in which the NRL Sofia will partictpate.

12, The Veterinary Public Health Eaboratortes in Rulgaria

Forward samples from wild boar -received in the context of trichinella
examination- to the NRL for CSF, ensure the traceability of the sample
and in¢lude all the data necessary for the monitordng of C8F in wild
boar (see monitoring database above).

[3. The Veterinary Faculties at Sofiz and Slara Zagora

Involved o the scientific and epidemiological analysis of the CSF
eontrol programme for 2009,
Provide five doctorate shudents to prepare the following thesis:

Criteria for demonstrating the absence of circulating ficld virus strains of
Classical Swine Fever virus in Bulgaria's domestic pig population and the
otal vaccination of wild boar in some regions in Bulgaria:

1.

The active and passive monitoring and surveillance of industrial pig
herds

The specific situation concerning monitoring and surveillanee of family
farms of different type and pigs kept at backyards

The specific situation concerning moenitoring and surveillance of the
East Balkan pig herds



4. The oral vacciration of the wild boar papulation in the regions near to
the Borders and control of its immune status

5. Diagnostic methods applied and the interpretation of laboratory resuits.

14. The Ministry of Internai Affairs:
= Assists in the administrative and security measures in case of suspicion
or contirmation of CSF.

15. The Farmers® Union and the Pig Breeders® Associations

» [nform their mombers about the CSF vontrel progratmme and
support the NVS to perform active clinical surveillance scheme and
the sampling and testing schemes where necessary. A video on CS8F
in Bulgarian language will be part of the public information
cimpaiym.

s The association veterinarians take part in the active surveillance apd
clinical observations of the piggery farms.

4.3, Description and delimitation of the geographical and administrative areas in

which the programme is to be iImplemented

The pregramme will be enforced on the whole territory of Bulgaria, involving all of its 28
districts in accordunce with Commission Decision 2006/803/EC, Annex 1H.

4.4, Measures implemented under the progsramme

4.4.1. Measures and terms of legislation as regards the registration of holdings:

In Art.51 of the Law on Veterinary Activities it 15 stipulated that antmals are subject to
identification and the holdings are subject to registration. NVS is the official competent
authenity responsible for the identification of the animals. A computerized information system
supports the recording and processing of the data concerning the identificd animals and their
movements as well as the registered holdings and clectronic herd register. The latter one will
also be uzed for the necessary traceability of the sampling and testing process and the
recording of the active clinical surveillance of the domestic pig population.

Ordinance Wo 61 transposes Council Directive 92/ 102/EEC into Bulganan legislation.
Art 3 sets out the details conceming the identification of Animals and the regisiration of
holdings: The registration of the holdings {including the pig-kecping ones) s carried out by
the authorities of the National Veteninary Service {NVS) or by veterinary specialists - private
practitioners duly authorized by the NVE.

All animal holdings, where large ruminants, small rurminants or pigs are kept are subject to
mandatory regstering in:

‘The tegistry of the owner;

The registry of the licensed veterinary prachitioner’s unit farea of servicing/;

The registry of the municipal veterinary service;

The registry of the Regional Veterinary Service (RVS);



The computerised traceability data-base administered by the NVS hcadquarters in
Sofia.

The code (serial) registration number of the holding is provided once and slays the
same no malter of the species and types of amimals kept in that holding. All data shali be
kept at least three years after the cessation of the activity of certain animal holding or after
zale, slaughter, death ete. of the last animal kept in that holding.

The new categorisation of pig heldings in the context of the eradication of CSF
described under 2} above has no effect on the obligation of pig farmers or keepers as
regards helding/herd registration, the ideatification of animals and their movernents.

4.4 Measures and terms of legislation as regards the identification of anirnals:
Ordinance No 61 also lays down the terms and procedures to be complied with concerning
the identification of the animals,

Pigs are identified by individual ear-tag { bearing either unique serial number o, in
case of fattening pigs intended for direct slaughter, the registry number of the pig holding of
fattening). Any such eartags must be and are delivered and distobuted hy the NVS.
Displacing or reuse of ear-tags placed on an animal 15 not permitted. The identification of the
animals has to be carried within 20 days after birth or when living the holding at feast. Only
in casc of pigs for fattening in indusirial farms the identification can be carried out at the
latest before they leave for slauyhter with green ear-tags indicating the number of the
holding.

According to the Law on Veterinary Activities (LYA), owners of farm animals are
obliged to:

- cnsure availabiiity of their animals to be identified /ear-tzgged’, for vaccinations
and for diagnostic test purposes;

- ensure access to anitnal holdmg and the amimals therein for the state veterinatian
inspecting them,;

- comply with and megt the requirements related moving and transportation of
animals.

There is a ban imposed on any movement of unidentifted animals to markets,
slanghterhouses, fairs, exhibitions, competitions or other holdings or settlements.

443, Measures and terms of lepislation as regrards the notification of the disease:
Classical Swine Fever is subject to mandatory notification in accordance with Art 50 of the

Law on Veterinary Achivitics.

Ordinance No 4 of the 17.02.2007 on prophyiactics, containtnent and eradication of
CSF transposes Council Directive 2001/85/CC into Bulgarian legislation. It stipulates that
CEF 15 a notifiable disease and that CSF outbreaks have to be reported fo the European
Comtnission and to the Member States.

The report shatl contain the following information:
&) the outbreaks of CSF, which have been confinned in holdings,
) the qgutbreaks ot CSF, which have been confirmed in slaughterhouse or in ranspont

means when transporting pigs;
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) the primary cases of CSF confirmed tn wild pigs;
d) the secondary cases of CSIF in wild pigs in affected arcas,
e) the results of the epizootic enquiry carmied out.
The reports provide further detatls as laid down by Council Directive 2001/3%EC Annex L

According to Bulgarian legislation {Law of Yeteninary Activities Article 132 (1) poiat 8) the
notification has to be made by the owner or keeper of the pigs immediately {o the holding
veterinarian or the municipal veterinary service in case of suspicion of a disease or change of
the heaith staius of his animals.

4.4.4. Measares and tenms of legislation in case of & positive result:

4.4.4.1.

Measures in case of suspicion of CSF in domestic pigs

Ovdinance No 4 transposes the provisions of Directive EC 2001/89 Arnt 4: The following
measures shall be taken, in particuiar when the active clinical snrveillance and sereiogy
monitoring of the CSF control programme 2009 give a doubtfil result for a particular holding:

I.  Where 2 holding contains one or more pigs suspected of being infected with Classical
Swine Fever virus, the responsible official veterinarian shall prohibit the access to the
farm and shall immediately notify the respective state veterinanian for measures to be
taken for the diagnosis to be confirmed or the suspieion rejected.

2. The state veterinarian shall visit the farm without detay, shall make a check on the
spot of the register and the identification marks of the pigs raised on the farm, shall
prohibit the access to the farm and shatl give instructions, as follows:

a)

b)

<)

d)
€)

h]

all the pigs in the varions categories on the pig-breeding farm are to be
counted and a list compiled of the pigs already dead, sick or likely to be
infected (the contact animmals) in each category; the list shall be updated
every day ke take account of: the pig births, the pigs that have pgot sick and
the deaths during the period of confirmation of the diagnosis or rejection of
the suspicion. This list is submitted daily for a check to the responsible state
veterinarian,

The movemeni of all the pigs on the farm shall be forbidden, and the
moventent of pigs outside the farm, including for slaughter purposes, shall be
forbidden too;

no sows or pigs may enter or leave the farm and may, if necessary, extend
the ban to cover other species of animals, in case there are any raised on the
farm;

no pig carcasses may leave the farm;

1o meat, pig products, semen, ova and embryos of pigs, animal feed,
instruments and equipment (wensils), materials or wastes likely to transmit
Classical Swine Fever may leave the farm;

access shall be denied for any unauthorised persons, that are not engaged in
the production;

the movement of the workers to or from the farm shall ke done only through
a “filter”, and the movernent of the vehicles to or from the farm shall be done
only through & diginfecting installation;

appropriate means of disinfecting shall be used at the entrances and exits of
the buildings housing pigs and of the farm itself, any persen cntering or
leaving a pig farm shall fuifil appropriate hygienfc measures necessary to
reduce the risk of spread of the Classical Swine Fever Virus. Furthermore, all
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means of transportation shall be carefully disinfected before leaving the
farm. Cleamng and disinfection measures foltow the principles as laid down
by Council Dircetive 2001/89/EC Annex I

3. The state veterinarian shall take and send samples for laboratory tests for
contfirmation of the CSF diagnosis or rejection of the suspicion as described under
chapter 4.4.7.1.1} below. An epizootic inquiry shall be made.

4. When the pig-breeding farm subject to suspicion concerning the presence of
Classical Swine Fever s situated in an area with high density of the population of
pigs, the state veterinarian may give instruction for a ban on the movement in the
remaining farms too until there is confinnation of the diagnosis or a rejection of the
SUSpICion.

5. In areas with a high density of pigs the compctent authotity may apply Pirective
2001/3%EC Art 4 (3) if the epidemiological situation justifies this measure and the
conditions laid down by the Directive are fuifitled.

6. The state veterinarian sha!l have the right to impose 2 control zone hoth within the
pig-breeding farms and at the borders and can introduce measures identical with
those imposed on the farm subject to suspicion of CSF infection,

7. The state veterinarian shall have no right to ft the measures imposed until the results
from the laboratory tests officially rejecting the suspicions for the presence of CSF
infection have not been veceived.

4.4.4.2, Measures in case of confirmation of CSF in domestic pigs:

In case of CSF confinmation the measures listed in Couneil Directive 2001/8%EC Art 5 {1 2 —
1) — transposed hy Ordinance No 4 are-;

i. All pigs im the holding have to be killed without detay in such g way as to avoid
the nisk of spread of the Classical Swine Fever Virus during their transport or
killing;

2. A sufficient number of samples have to be taken, in accordance with the diagnostic

manual, from the pigs killed in order that the manner of introduction of the
Classical Swine Fever Virus into the farm and the length of time during which it
may have existed on the farm to be established;

i The carcasses of pigs which have died or have been killed have to be destroyed
under official supervision;

4. The meat of pigs, raw materials thereof and products of pigs slaughtered during the
period between the probable introduction of the disease to the pig holding and the
taking of official measurcs have 1o be mwaced and processed under official
SUPETViSion;

5 Semen, ova and embryos of pigs collected from the holding during the period
between the probable introduction of the disease and the taking of measures have
to be traced and the destroyed under official supervision in such a way as to avoid
the rizk of spread of the CSF Virus:

6. All substances and waste likely to be contaminated, soch as feeding stuff, have to
be subjected to a treatment ensuring the destruction of the CSF Virus:

7. All single-use materials, which may be contaminated with the CSF virus, have to
be destroyed in accordance with the instructions of the state veterinarian;

8. After the pigs have been disposed of, mechanical cleaning and disinfecting of the

buildings for housing the pigs and premises used, the vehicles used for transporting
them and their carcasses, the equipment, bedding, manure and cxcrements has to
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be performed;

G, In case of a primary outbreak of the dizease, the CSF Vinus isolate has to be sent to
the EU Reference Laboratory in Hanover {Germmany) to identify the genetic type.
10, Ap spizootic inquiry has to be organised.
4443, deasures in case of suspicion and confirmation of CSF in wild boar:

In accordance with Council Directive 2001/8%EC Art 15 and Commission Decision
2006/205/EC the following measures have to be applied on the whole territory of Bulgaria, in
particular when the surveillance and virology testing of the wild boar population under the
208 CSF control programme give a positive result:

NVS has to irmmediately inform all owners of domestic pigs and honters within a
radius of 10 km from the place whers the suspect wild boar was found or shot and
investigate and test all witd boar found dead or shot thereatter;

In case of CSF confirmation:

an  export group, including  vetetinarians, hunters, wildlife biologists and
¢pidemiologists shall be established by order of the Director General of the NVS to
assist him in:

v studying the eprdemiological sitvation and defiming the infected area as laid
down by Directive 200 1/89EC Art 16 3 b);

+ establishing appropriate measures to be applied in the infected area, including
suspension of hunting, a ban on feeding the wild pigs or oral vaccination, if
appropriate;

+ carrying owt audits to verify the effectiveness of the measures adopted to
eradicate CSF From the infected area;

all pig holdings in the defined area have to be placed under official surveillance and a
census Mz to be cammicd out; the census has to be kept up to dare by the owner. The
imformation in the census has to be produced on request and is checked at each
inspection. With regard to open-air pig heldings, the first census carried out may be
dene on the basis of an estimate;

all pigs on the holding have to be kept in their living boxes or some other place, where
they can be isolated from the wild boar. Wild boar must not have access to any
material that may subscquently core in contact with the pigs on the holding;

ne pigs enter or ieave the holding without permission of the state veterinarian, who
will take into constderation the epidemiological situation;

appropriate means of disinfecting have 1o be placed at the entrances and exits of the
buitdings housing domestic pigs and of the holding as a whole;

appropriate hygienic measures have to be applied by all persons coming in contact
with wild boar, to reduce the risk of spread of the C8F virus. The measures can
include a temporary han to enter the pig hoidings on persons having been in contact
with wild boar such as hunters, hunter- and forest supervisors;

all dead or sick pigs with a CSF symptoms on the holding have to be tested for the
presence of CSF virs

no meat or any part of witd boar, whether shot or found dead, as well as any material
or equipment, which could be contarminated with the CSF virus has to be brought into
the pig holding;

pigs, their semen, embryos or ova shall not be moved from the infected area for the
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purpesc of trade;

o all wild pigs shot or found dead in the defined infected area have to be inspected by
the state veterinarian and samples taken for laboratory testing as regards the presence
of the CSF virus applying the scheme described under chapter 4.4.7.1.7) below;

» the carcasses of ail wild boar found CSF positive has to be processed ander official
supervision; in the latter case the C8F virus isolate has to be forwarded to the EU CSF
Reference Laburatory for the fyping of its genome;

+ for collaboration in the establishment of control measures the neighbouring Member
States or a third country will be duly notified, when the infected area is necar the
torder.

4.4.5. Measures and terms of legislation as regards the different qualifications of animals and
herds:

The decision of the state veterinanan to recopnise a pig holding “as CSF suspected” has to be
based on the criteria set out in Commission Decision 2002/106/EC Annex, chepter [T1 a-c),

4.4.6. Conirol procedures and in particular miles on fhe movement of animals liable to be affected
or contaminated by a given discase and the regular inspection of the holdings or areas
concerned:

For the control of the movements of pigs in the context of the CSF programme 2008 the Bulgurian
Fraceability database will be used. The respective obligations of pig hoiders a3 regands the registration

of holdings, the identification of the pigs and their movement contm] are described above,

The key cbligations of the pig holders in the context above are listed in the table below, also
showing the possible violations of the obligations, the administrative measurcs taken in case of
viglations and passible punitive actions in those cascs.

Key requirements for the enforcement requirements concerning animal identification,
holding registration, movement control and notification of diseases

Legal requirements | Kind of violation of Kind of Kind of punitive
tha rule administrative acton in case of
action in case of  violation of the rule
_ ) violation
Lepislation as 1. Abscnes of | L. Written | 1. Punitive measure
regards the | notification to the | prescriplion to  the | according to article !
registration of | competent authority | applicant with a term | 417 of LVA - The
troldings : for elimination of the | owners of  farm
2.The holding | shortcomings. animals, who have
1. According  to | operates before being | Measure taken can { not fulfilled  their
article 137, paragraph ' registered by  the | include closure of | obligation, shall be
| of the Law on the . competent authority | holding and | fined with the
Veterinary  Activity confiscation of | amount of 20 BGN
(LVA) the owners of animals, if necessary | up to 30 BGN, and in
animal- holdings : the casc of a repeated
Vshall submit an i 2. Punitive act for | violation - with a fine
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application for administrative [ to the amount of 50
registration, ! infringement. " BGN up to 100 BGN. |
conforming to a ;
specimen  to the Where the violation |
director 6f RVS. has been cotmitted
by a lggal person or
2. According to by a sole proprietor,
article 26 paragraph 1 property  sanctions
of ORDINANCE N i shatl  be  imposed
61 on the measures ; from 100 BGN up to
and procedures  for j 300 BON, and in the
identification of {case of a repeated
animals, rcgistration ;Ivfnlat{nn - property
of animal holdings ; sanctions  to the;
and the avaitability to amount of 300 BGN |
access the data base up to 800 BGN.
for identified animals
and registered animal 2. According to
holdings (SG article 138, paragraph
47409.06.2008)  the 2 of LVA the
owners  of  animal registration is deleted
holdings, where in casc of serigus or
swine are held, keep rcgular breaches of
regizter on animals veterinary  medical
which inciudes | requirements
updated  information ; .
on ak animal _'
movement, their :
orgin, the place of ! j
destination, the |
number of  the
individual means of
identification and the
date of the
rmovement.
Legislation as | 1. Animals are not| L. Written | Punitive CASUTC
regards the | identified with «¢ar ' prescription of the | according to article
identification of | tags by the | applicant with a tem : 417 of LVA - The
anlmals competent autharity. | for elimination of the owners of farm
shartcomings. . animals, who have
to | 2. Displace of ear cnet fulfilled  their

1. According
» arlicle 139, paragraph
1, point 2 of LVA the
removal of  the
individual ear tags is
prohibited.

2. According  to
Catticte 27, paragraph |
.1 of ORDINANCE ;

tags after placing,

2. Punitive act for
administrative

infringement

; according  to ardicle
, 139 of LVA.

obligation, shall be
fined with the
amount of 20 BGN
up to S0 BGN, and in
the case of a repeated
violation - with a fine
to the amount af 50
BGN up to 100 BGN.
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Mo 61 the Where the viplation
' identification of pigs has been commirted
15 carticd out by by a legal person or
individual means of by a sole proprietor,
| identification-  eat- property  sanchons
tags. shall be  imposed
| from 100 BGN up to |
| 300 BGN, and in the

case of a tepeated |
i violation — pmpurt}fJ
: sanctions  to  the
i arnount of 300 BGW
y . _ up to 600 BGN.
| Legislation as | 1. The registered | Punitive act  for | Punitive measures
' regards notification | veterinarian or the | administrative according to article
| of the discase competent yeterinary | infringement 420 of LV A the
' seTvices  are 0ot according o atticle | owner of animals,
According te article | notified concerning | 132 of LVA violating the
132, paragraph 1, |an outbreak of a notification
point 8 of LVA the disease obligations/
owners  of  farm breaching the ban
animals shall notify 2. Competent shall be fined with |
irnmediately the | authorities have no the amount of 50 _
veterinarian, who is | access to the holding, BGN up to 300 BGN, |
servicing the animal - and in the case of a
holding for changes ! Tepeated violation —
in the health status of with 2 fing 1o the
the animals, of amount of 100 BGN
urgent slaughter up to 300 BGN.
carried out or of :
dead animals e o ~
Legisiation as | 1. The cnforced | Pumtive  act  for | Punitive  measures |
regards the | resirictive  measures | admintstrative according article 415
measures in case of | are not respected. infringerment of LVA on a person
positive resele according to article | not  applying 2.
2. The prescriptions | 132 of LVA. measure, imposed by
According to article | of the weterinarians, the Nationat
132, paragraph |1, |relevant to  the Veterinary  Service
point 13 of LVA the | application of the for the prophylactics,
owners of  farm | measures for limitation and
animals shall observe | limitation and cradication of a;

the prescoptions of
the veterinarians,
refevant  to the
applicetion  of the
Measures CONCcemning
prophylactics,

containing and
eradication of animal

diseaqu_s. L

eradication of CSF
are not respected.

contagious disease on
the animais, shall be
fined from 50 BOGN |
up to 200 BGN, and
in the case of a

repeated vielaton -
with a fine to the
amount of 300 BGN
up to 500 BON. |
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Where as a result of
the non-
implementation ol
the measure have led |
' 10 considerable ;
material damages or

a harard to the health

of a large number of
| people or animals,

| and in case the act is

inot a subjest to a

greater punishment, 2

fine from 1000 BGN

up to 2080 BGMN

shall be charged, and

m the case of a

- repeated  violation -

~with a fine to the

amaount of 2000 BGN |
ug to 4000 BGN

_-fegislaﬁun

as
regards movement
control

‘Movement of pigs
without a veterinary
medical certificate.

Punitive act for

administrative

! infringement

Caccording to article

CPunitive mMeasures
aocording to  article |
42 of LVA where
the viclation has been

According to article | - 139, paragraph 1, | committed by a legal |
139, paragraph [, ; : point 3 of LVA, person or by a sole |
point 3 of the LVA proprietor, property
transportation of sanctions shall be
animals without a imposed from 300
veterinary  medical BGN up to 500 BGN,
certificate shall he and in the case of a;
prohtbited. repeated violation —
property sanctions to
the amount of 500
BGN up to 1000
N . : BGN. )
| Legislation as | No  access to the| L. Prescription " Punitive  mcasuies
regards contrel of | helding for - accordimg  to article
the disease performing  clinical | 2. Imposingofaban | 415 of LVA who
examination or does not apply a
Accotding to article | sampling. 2, Punitive act for | measure, imposed by
132, paragraph 1, " administrative the National
pont 9 and 13 of infringermnent Veterinary  Service
L¥A the owners of according to article  for the
farm animals shall 132 of LVA prophylactics,
provide an access to containing and
' the animal-breeding eradication of a
i holding  and  the contagious discase on
apimals  of  the the animals, shall be
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veterinarian, who s
servicing them and

shall observe the
i prescriptions of the
- veterinanans,

i televant 1o the
application of the
measures for
prophylactics,

containing and

| eradication of animal
i diseases

fined from 30 EGN—|
up to 200 BGN, and |
in the case of a-
repeated  violation - |
with a fine 1w the
amouont of 300 BON
up to 500 BGN. |

Where a5 2 result of |
the non-
implementation  of
the measure has led
to considerable
material damages or
a hazard to the health
of a iarge number of
peaple  or  animals,
and in case the act is
not a subject to a
greater punishmeni, a
fine trom 100G BGN
up to 2000 BGN
shall he charged, and
in the case of a;
repeated vielation —
with a finc to the

! amount of 2000 BGN
up to 4000 3GN.

Legislation as | Absence of - Pumitive  act  for | Punitive  measures
regards control of | notificatton of  the ; administrative according to  article
I disease in the | veterinary authontics | infringement 430 of the LYA the
" slaughterhouse for sick or dead | according to article | persans, carrying out
animals during the | 248 of LVA. production, trade or
According to article | ante mortem placing on the market

248, point 12 of LVA
the petsons, camying
aut production,
transportation, trade
and placing on the
I'market of  raw
materials and foods
of armmal origin in
the  establishments
under  Article 7,
paragraph 2, p.5 and
- the  cstablishments
under Article 229,
paragraph 1  shall
inform the
| veterinarians for an

inspection and during |

their stay at the

slanghterhouse.

of raw materials or
foods  of  animal
origin, animal by
products and
products,  recelved
from those, who do
not fulfil an
obligation shall be
punished with a fine
ta the amount of 100
BGN up to 300 BON,
and in the case of a
repeated violation —
with a fing to the
amount of 300 BGN
up to 500 BOGN.
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arising danger for the
health of people and . Where the viclation
the animais. has been commitied
by a legal person or
by a sole proprietor,
property  sanctions
shail be imposzed to
Pthe amount of 500
BGN up to 1000
BGM, and at a
repeated  violation —
property sanctions 1o
. the amount of 1000
' BGN up to 3000
BGN.

As regands the reguiar inspection and clinical strveillance the state veterinarian or the registered
veterinarian has 1o follow the aritena and procedures set out in Commission Decision 2002106/EC
Annex, chapter IV, A (2) including leking the body femperature and samples according to the
sarnpling schemes (presented under chapter 7.1.1.2 below) for the different categories of pig holdings
described wnder chapter 2) above.

4.4.7, Measures and terms of legislation as repards the conirol {clinical surveillance, testing,
vaccination,) of the disease:

4.4.7.1. Control Procedures and Taking of Samples

447.1.1 Clinical inspection and sampling on pigs in suspected holdings

In case of CSF suspected holdings the criteria and procedures set out in Commmission Decision 2002/ 106EC,
Annex, chapter 1V, A, 1-7) have to be applied, in particular the sampling schemes for serological testing, In
case of primary suspicion the seme sampling key has to be applied for virological testing using the cell eulture
virus isolation technique or KT PCR.

44712 Sampling of killed pigs following the confirmation of a CSF Oufbreak

The criteria and procedimes set qut in Cornmmission Diecision 2002/106/EC, Annex, chapter [V, B, 1-3) have
to be applied, in paricular the sampling schemes for serological testing, In a primary outbreak the same
samnpling key has 0 be applied for virclogical testing using the cell culture virus isolation techrique or RT
PCR.

44713 Sampling in case of culling pigs of'a suspected holding as a preventive measume

The criteria and procedixes set out in Cormrmission Decision 2002/106/EC, Annex, chapter [V, C, 1-2) have
to be applied, in particular the sampling schemes for semlogical testing, In case of 2 primery suspicien the
same key has to be applied for virological testing using the cell cultare vinus isolution technique or RT PCR.

44.7.1.4 Control Procedures and sampling for authorisation of pig movements fom holdings in
protection or surveillanae zones for slauphter or killing

The criteria and procedures set out in Conunission Decision 2002/106/EC, Annex; chapter IV, D, 1-5) have

10 be applied, in particular the sampling schemes for scrological testing, In a mimary outbreak the same

sarnpling key has to be applied for virological testing using the cell culhure virus isclation technique or RT
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PCR.

44715 Control Procedires and sarmpling in a holding in relation to repoputation
The criteria and procedures set out in Commission Decision 2002/ 106/EC, Ammex, chapter IV, E, 1-2Yhave o
be applied, in particular the sampling schemes tor serlogical testing.

44716 Sampling in holdings in protection zones and surveillance zones respectively before lifting
the restrictions

The Giteria and procedures set out in Commission Decigion 2001 0EC, Annex, chapter TV, F and G

texpectively have ko be applicd, in particular the sampling schemes for serological testng,

44.7.1.7 Serclopical monitoring and sampling tn areas, where CSF is suspected to occur or has heen
cotfirmed in wild boar

The criteria and procechures set out in Commission Decision 2002/106/EC, Annex, chapter IV, H have 1o be

applied, in particular the sampling schemes for serclogical testing. . However, in the context of the 2008 CSF

contio] programme the RT —PCR is also applied. The table in chapter 7.1.1.2 presents the number of samples

expected per umting disrict. In Annex 10 the moded report ternplate is shown, which will also forrm the basts

for feeding the database on wild boar,

4473, Collection and trarsport of samples

The peneral critenia and procedures set out in Commidgsion Deaision 2002/106/EC, Annex, chapter V, A, 1 -
4) have to be applicd.

"The criteria and procedures for the collection of samples for virological tests set out in Commission Diocision
2002/106/EC, Armex, chapter V, B, 1— 3 have fo be applied.

As regards the transport of samples the general ariteria and procedires set our in Cormimission Decision
200/ 106/EC. Ammex, chapter V, C, | —4) have to be apphied.

44773 Labemmory testing

44731 Laboratory test fior the detection of CSF antibodies - overview

For semlogy currently the conmmercially available ELISA. test kits Bornmeli E2 - sero and Bornmedi ERNS-
Marker R are used accordmg (o the instructions of the mamufachmer. These tests will be pertormed at the
Regjonal CSF laboratones in Stara Zagora and Velicko Tumove as weil as at the NRL Sofia,

The vitus neutralization test acconding to chapter 3) of the CSF draft Manual (2002} of the CRL Hanover has
been installed at e NEL Sofia.

44.7.3.2 Laboratory tests for the detection of CSF virus, viral antigen and penome -
overview

Virus isolation using the PK13 cell culture techrique as well as the Immune Labelling for the

detection of CSF virus in cell cultures and the differential diagnosis of virus isolates have

been established at the NRL Sofia. The test is performed in accordance with the CSF draft

Manusal (2002} of the CRE Hanowver.

Fluourescent anttbady test on thin cryostat sections of organs {tonsilles, ileum, spleen, kidngy
and retropharyngeal lyinphnodes} is the current standard procedure, A comimercially available
conjugate {Cedi Diagnostics BV, Lelystad) is used for diagnostic purposes as well as the
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CSF antigen ELISA produced by Bommeli and a diagnostic PCR. as described in the draft
Manual (2002) of the CRL Hanover are in use at the NRL Sofia

The genome typing of Bulganan CSF virus isplates are performed at the CRL Hanover.

The overview on the targets relating to testing methods and target groups is provided in
chapter the table in chapter 7,1.1.1.

4.4.7.3.3 Details on the laboratery tests performed in Bulgaria

Semlogy - Basic Principles and Diagnostic Value:

In pigs infected with the CSF vinus antibodies can be found in the blood serumn two-three weeks after the
infection. Tn pigs that have got healihy again protective and neutralising antibodics can be found for years,
even till the end of the pig’s life. Tn il! animals in the end phase sometimes antibodies can be found too. In
chronically il pigs antibodies can be detected for seviral days at the end of the first month after the infection.
The irdficted foetus in the womb of the sow is immune-tolerant to the virus mnd dows not produce any speafic
antibodies. Duming the first ays afier they are bom their mother's antibodies might be detected in thern, which
are evidenced in the healthy piglets without viraemia for shout two weeks. If amibodies are detected i piglets
more than hree months old, there s litite posaibility that they originate from the mother.

The detection of antibodies against the CSF virus in serum or plasma samples allows to be confirmed the
dingnosis of CSF in facilities under suspicion, to be determined the period from the beginning of the outbreak
of thw: infection and to be taken measures for survelllance and supervision control. The serotogical tests serve
most of all for detection of CSF in recently infected stockbreeding facilities.

A small manber of affected pigs with low e of anitbodies serve us an evidence for a recent infection (two-
three weeks), A great oumber of affected pigs with high titre of antibodics mean that the virus has penetrated
the stocktreeding facilities for a month at least. The location of the seTo-positive pigs in the facliies may offer
usefil infarrnation about the way the CSF vims has pendirated into the facilities,

T spite of this, it is necessary precise evaluation and nterpretation of the results from the serologieal tests to be
made taking imo account alt clinical, virological and epidemiclogsical data within the investigation, which is
dome in case of suspicion ot confirmation of CSF.

The virus neutralisation test reaction (VNR) and ELISA are most suitable for serologieat diagnostics of CSF,
The quality and effectivencss of the sanlogical diagrostics done by the nationg! iaberatory are under constrt
comtrol by means of inra-laboratory comparative test organised periodically try the Cormmmurity Reference
Labaraiory, Hanover.

The VINR is based on defining the neutralising action of the anfibodies in a senum sample on the ving,
expressed as a neutralisation degyee of 30%.

A certain quaniity of the CSF virus is incubated at 37°C in scrum with different degree of diluting, The senim
i cliluted sobution is prepared with a solution to proportion of 11010, 1 to 5 or | to 2. When full titration is
required, senmm solution is preparad in proportions 1 to 2 and 1 to 5. To each of the serum dihutions solutions
prepared in this way it is tmixed added with an equal volume of suspension of the virus containing 100
infection doses {TCID 50).

Atter the incubation wit therm the mbxture is used the cell cultures to be infected and therr incubation takes 3 to
5 days. After this incubation period the cultures arc fixed and each repmduction of the virus is detected by
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inmune marking (immume-perox ydase or itrrnune-flusrescent reaction).

The results from the VNR are expressed with the reciprocal vatue of the mitial dikiting of (he senm, whereas
haif of the infected ool cultures (final titre 50%) do not show any reproduction of the vinis {there is no specific
marking colouring or beaming). Evahution of the tite between two dilltions is done. The final dilution is an
effective dihtion of the serum during the neutralisation reaction after adding the virus, but without adding any
cell suspension.

VR is the most sensitive and the most relisble method for the detection of antibodies of the CSF virus. It is
recommended a serological testing to be done both of individual animals and of herds. The testing allows also
the detechion of antthodies with crossed neutralisation,

The spplication of WNR for detection of antibodies against the vines of the mucous disease ~ virl diarthoea
D — VIV in beef carle and the Border disease in sheep is based on the same principles and is used for
differerial diagnestics of CSF.

The strains of the virus, which are used in the vinus neutrbisation reaction, shall be in compliance with the
recommenxdations of the Reference Laboratory of the Evropean Union.

Drfferent variants of ELISA have been developed by making use of specific thonoclonal antibidies - a
competitive (blocking) method and a non-competitive ELISA.

The competitive (blocking) method is usually based on the usage of monoclonal anthodies If the senmm
sample contains antibodics against the CSF virus, the binding conjugation of the monoelonal body, in
combination with peroxoydase, with the antigen of the virus Jeads o a redusction of the colour extinction.

The NRL Sofia works with two types of the aftrementioned ELISA: For detection of anti B2 antibodies and
for detection of anti E ms antfbacdies against the CST virus which are produced by BOMMFELL Switzerland.
The marmfacmer’s prescripions are followed when they ane nsed.

In the non-competitive ELISA the binding of the senm antihodics with the artipen is directly compeared with
the help of mntibodies in combination with perosydase:

The NRL Sofia ogether with the National Instite for the control veterinary medicinal products regularty
exaises control on the sensitivity and the specificity of all fots of ELISA by raking use of a kit of reference
sera provided by the Reference [abomatory of the European Union. This kit inclades:

- Sera from pags in an initial phase of infection with the CSF virus (up to 21 days after the infection);

- Bera from pigs that are gesting well {after the 21 day of the infbcfion);

- Sera from pigs infected by vinuses of naminuants.

The ELESA tests for serologival diagnestics of CSF should recognise sl reference sera of pigs that are getting
well. All the results obtained are reproduced. It is recommended further tests o identify all the positive sera in
the initial phase and to represent minimurm cross-reactions with ser from pigs infected with viruses of
FUETLTIATILS.

"The results obtained from reference sera of pigs in an initial phase of the infection provide indications about
the sensitivity of the ELISA tests
The sensitvity of the ELISA, tests is constdered 1o be lower than that of VINR, and s recommended forvse for

detection of the disease in herds. In spite of that, the ELISA tests raquire less specialised equipment and they
are dome much quicker than VINR due to the automated equipenent.
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The ELISA sests make it possible o he discovered all infections of CSF in the phase of recovery from the
iliness and should be treed to a maximum degree fom coss-reactions with antibodies agzinst vinuses typical
for the rurninant anjmals.

The ierpretation of the vesults fiom the serotogical teste and differential diagnesis for the mfections caused
by viruses typical for the nominant snimals (roucous disease - virl dizrthoens in heef cattle and Bonder disease
in sheep):

In case of detection of a titre of noadmlsation of the CSF vinus equal o gregier than 10 NDsp, in serum,
samples of ene or more pis or in case of a positive st by ELISA In serum samples of a group of pigs,
NVS immmediately introduces the measires envisaged in the Repulaiion on the Prophylactics, Restriction and
Annihilation of the Classical Swine Fever.

The already taken samples from the facilities are aobject to a second VNR {comparative final titration of vins
- reutralising antibodics against CSF and the viruses typical for the ruminent animals).

If as 4 result of the comparative tests anthodies against the vinses typieal for the nominant antmals ave
discoverod and titres of the antibodics apanst CSF are missing or they are in a staller quamtity (Jess tham one
third), the suspicion for CSF is refected, except in case there are any other reasons, which jusufy the
application of the measures envisaged in the Ordinance /Regulation’ on the Prophylactics, Containment
Restriction’ and Eradication /Annihilation/ of CSF.

If as a result of the comparative tests St of nevtralisation of the vinus cqual or greater than 10 NDg is
detectaxd in more pigs and this tifre [s equal to or higher than the tires related to other plague vinses, the NVS
shal] ke immediately the required measures for confirmation of the presence of CSF, under the condition
that in the respective facilities epizootic occurnmee of the disease has been evidenced.

Wiilhout violating the provisions of the Regulation on the Prophylactis, Restriction and Annibilation of the
Classicat Swine Fever, if nut 2 single epreaootic ccanrence of the disease has been evidenced and the rexilts
from previous tosts are insufficiont, the NVS shall take immediate measimes in the respective stockbrooding
faciltes, as folows:
- to be continued the action of the messures under the Regulation on the Prophylactics, Restriction and
Armibilation of the Classical Swine Fever
- Further addifiong tests to be made as soon as possible to be confimmed or rejected the presence of the
CSF virus,

When the additional conirol measures and tests mentiored above initern 4 do not allow the presence of C5F
to be rejected, it shall be necessary to lake new blood samples for serclogical tests from the respective holding
rmurimury b weeks after the previous conaols.

in the context of this measure new samples are takens Fom the same mys for a comperative serological study
against the previous sampies, allowing a sera conversion of the (CSF virus or of the Pest virus typical for the
rurmimant ahimals 1o be detected, as the case may be,

If dhming the repeated tests the presence of the CSF virus 15 not comfinmad, the imposad meanaes shall be
terrninated.

Virolagy
Dretection of vinus antizss by diect immune-fucrescent method and ELISA
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The principle of this method is detection of antigens of the virus in aryo-sections of organs of pigs, which are
under sugpicion for an infection with the C8F virus. The intra-ceBlular antigens are detected with the help of an
amtibody, conjugated with flugrescein isotiocianate (FTTC). The National Reference Laboraiory uses FITC —
conjugated anmbody “Cedicon”, made in the Netherlands Each positive vesudt should is oonfimmed by
repeating the reaction with the help of a specific monoclonal antibody:

The most suitable organs are the tonsils, the kidnays, the spleen, the [vmph nodes and the distal parts of colon,
of which the National Reference Lahxwatory prepares arvo-sections.. For wild pigs medubla smear may is
used, when the sbovemantioned organs are not avatiable or are docayed. The method for colouring of the
ryo-cuts of infernal organs fixed by zcetone is presenied by the producer,

The test i3 done within one day. As the samples are taken only from desd animals, their use for detection of
the discase is limitel The cartainty of the results fom the tosts may be reduced due to questonable
fuwescence, especially when the specialist doing the test is not experiencedd enough with this methnd or
when the tested organs are decayod.

Dafferent ELISA techriques make it also possible to detect the antigen of the vins. The antigen ELISA
should be sevsitive enough to allow the achieveament of positive results for animals with elinical symptomns for
the presenice of CSF. The National Reference Laboratory works with ELISA, produced by BONMELL,
Switzerland,

Theuscof ELISA is recommended for detoction of the antigen in samples of animals with clinical symptoms
or with pathological changes of the discase. They are not appropriate for individual testing. The NRI. Sofia
works with blood senm or most suitable are the samples of leucoeytes, blood serurm, non-clotted blood, ag
will a5 suspension of the- organs described above and taken fiom pigs, which are aspectad to fave an
intection ofthe C8F virus.

ELISA can be done within ene day with the help of astomaned equipment. The main advantage is the
possibility to process a great nurber of smmples in a short period of time, Al balches of the ELISA lits are
subject of intra-tabotatory control and are used after satisfactory results are obtained vsing reference marerial,
All ELISA on sale at the moment are [ess sensible compared with the method of isolation of the vines in cell
culture or RT PCR.

[solation of the vinus, virs genome and genome typing 2nd interpretation of results

The isolation of the virus is based on iroculation of a sensitive cell culures from pigs with the sample
material. If the CSF virus is present in the sample, it gemmates in the celis in quantities, which can be defected
by colour reaction of the infected cells wilk loaded anttbodies, It is necessary to have specific antibodies
against CSF avaitable to be able to make a differertial diagnosis with regard to other vinses,

Moast suitable for the isolation of the virus of CSF are the leucocyies: blood plasma and whole blood sammples,
non=clotted blood or samples of the crgans desaibed ahove.

The method based on isolation of the virus is more suitable for the analysis of samples from a small mmber
of animals, than for mass coriirol. [t neds great efforts and the results are obtained in thiee days as earliest Tt
nght prove necessary two passages of cell cultures to be made in case of the defection of a weak presence of
the virus in the sample. Thus the period necded 1o obtain the end rsults from the test may be extendod to ten
days. The decayed samples may prove to be cytotoxic tor the ulture and this restrict the use of the method.

Isolation of the virus is recommender], when the presence of (he CSF virus has already been confirmed by
other methods. It is usod as a reference method W confirm the positive results obtained with the ELISA
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method for the detection of antigen, & polymerase cham reacton (PCR), an invmuno-fluorescent method or an
irulinect immmro-peroxydase method.

"The CSF virus isolates obtained in this way are genetically characterized and {ypificd. The genetic typing of
virus isolates 1s wsed for the purposes ofthe molecular eprzovhe studics.

Ali isolates of the Classical Swine Fever Vimus taken from primary outbreaks of the disease,
from prmary cases of infection of wild pigs or by cases of infection with the disease in a
slaughterhouse or a means of fransportation are forwarded to the CRL Hanover for the

identification the genetic type.

The polymerase chain reaction (PCR) serves fior detection of the genome of the virus in the samples of blood,
tssies and organs. Small fagments of Ribonucleic acid (RNA) of fhe vinus are transcribed in fragments of
the Desoxyribonucleic acid (DMA) and are amplified by PCR to deterrmine the quantities. As this test allows
only a segment of the genome, PCR may give a positive result even in case of dbserce of the CSF vins (for
inatence, in decayed tissues or samples of pigs gatting well afber aniliness).

PCR is used for a restricted mumber of seterter] samples of animals under suspicion or material fom aborted
fotus, It may be the ideal method for carcasses of wild boar, i the matenial has decayoed and the isolation of the

virus is mmpossible dus to eytotoxicity.

The rnost suitable material tor PCR diagnostics includes fhe samples taken from the organs emamerated in the
iterm tor isolation of the virus or non-clotted] blocd.

The polymietase: chain reaction (PER) needs 48 howrs to be completed. 1t requines suitable laboratory
ajuipment, separale promises and qualified staff One of the advantages of the method is that the segmunts
infected with the virus are not subjeet to reprochuction under laboratory eondmons. This methed s very
sensitivy, but the possibility for easy pollution may lead to falsc positive results. Therefore it is necessary
procedures for quality control to be appliad Some methods are specific tor all virses and require additional
tosts forvenification, such as sezmentanon of the prochuct of the polymerase chain neaction (PCR).

The virglogical tests are necessary to confimn the presence of CSF. The iselation of the virus is a refient
method. 1t is used for a confirmaton too. [t is recomumended in case with the positive results of the inumuno-
flucrescont method, ELISA or PCR have not beat detected anyy clinical symgtoms or changes chamcteristic
for the disepse, and in any other case causing doubts.

In spite of that, 1o confirm the primary outbreak of CSF the presence of the clinical symptoms or changes
characteristic for the disease in the respective pigs is enough, when 1t is combined with positive reuhts fom a
least twio of the miethods for detection of the antigen or the genome of the virus,

A further (secondary) outhreak of CSF is confirmed, when besides an epizootic connection with the already
confirmed outhresk or case there are detected clinical svmpioms or changes characteristic for the discase in
the pigs under surveiflance and when a method tr the defection of the antigen or the genome of the virus has
Eiven postve resulls.

A primary gutbreak of CSF among wild pigs is confirmed after the vinus has been isolated or at least two of
the rcthods for detection of the anfigen or the penome of the vires have given a positive result. Other cases of
CSF m wild pigs can be confirmed if epizoutic commestion with confinmed cases has been funud and when al
least one method for the detection of the antigen or the genome of the virus has given a positive result.

To give o positive result, the method for detection of the antigen or the genome of CSF is executed with
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specitic antibodies or primers against the CSF virus. If the method is not specifie for the CSF virus, but only
for the Festivirus genus, the test is repeated by using the specific reactive for the CSF vitus,

As regards distinguishing tests in case of emergency vaccination by live vaceine there is no
appropriate test that would enable pigs vactinated by live vaccine to be distinguished from
those naturally infected by the CSF disease. For Bulparia this scenario bas to be taken into
consideration only in the context of the oral vaccination of the wild boar and for elderly
domestic pigs which were vaccinated before ceasing the vaccination of the domestic pig
population on the 10.01,2006.

44,74 Vacone used for the oral vaccination of the wild boar population

For te oml vaccinetion of wild boor population the commercially avaitable RIEMSER
Schweinepestoralvakzine (REIMSER Armeimittel AG) will be used according to the instructions of the
manufactrer.

As regands the monttoning of the oral vaccination of the wild bear papulation it is the intention to combine the
sampling procedure for the logatly required testing on Trichinclla with the control of the CSF stahs of the
wild bear. With this approach the targeted monitoring on the whole territory of Bulgaria will be achicved and
30 % of the whole wild boar population could be reached for checldng ciroulating field vins or sero-
comversion, {Sée Armex | map 5).

In the 2005 CSF i wild pigs was detected in 7 districts Of Bulgaria. in May 2005 a training
of veterinary specialists of the WVS, representatives of the MED:and the Nationul Association
“Union of the Hunters and Fishermen in Bulgaria™ on the use of oral vaccination of the wild
pigs was organised with the heip of TAIEX experts.

To restrict and eradicate the outbreaks of CSF in wild pigs two vaccination campaigns with
per oral vaccine made in the Federal Republic of Germany in 2005 were conducted and
60,00 doses of this vaccine were distributed on a total arca of 5,234 5q. km.

For restriction and eradication of the outbreaks of CSF in wild pigs during 2007 two
vaceination campalgns were provided — each of 100.000 doses oral vaceines.

An oral vaccination of the wild boars consisting of 200.000 doses oral vaceines in two
vaeeination cumpaigns are camried out in the year 2008 ont the whole territory of Bulgaria.
The first vaceination campatgn was carvied out on July 2008 with two sets of oral vaccine.
The second vaccination campaign will be performed on October-November 2008 with two
sets of oral vaccine in the border municipalities with FYROM, Serbia and Romania.
Vaccination area will cover all regions situated at 40 km form border line,

Number of samples will be taken from wild boar found dead or shot on the teritory of
Bulgaria after oral vaccinations agamst CSF as indicated in Table 7.1.1.2,

The oral vaccination wiil be carried out only in the municipalities near to the borders
{40knt aren includingZOkm high risk zone and 20 km brffer zonme}} wirth Serbia, Macedonia
and Romanie. On 2009 will be performed 3 vaceination campaigns with two sets { in the
spring, in the summer and in the autumn) { Table £§.6.3),

The further strategy shall depend on the resuits from the mandatory Monitoring Program for
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the wild pigs shot in hunting or found dead. nstructions have been given to fuke samples from
any wild pigs shot or found dead. With view to the vacvination this testing will involve
serologcal and virological tests 43 indicated in Table 7.1.1.2.7).

In the vaccination area will be taken and tested organ sampies for testing with FAT
and PCR methods for circulation of the virus of CSF and the bleod samples will be tested for
the control of the performed vaccination.

In the non- vaceination area within the country will be tested the organ sampies for
CSF wvirus circulation and the blood sampies for prescnce of CSF antibodies. The “tarpet
animals” will be used for the first year after vaccination. The target animals will be on age
hetween &- 12 months and age will be written in the accompanied letter.

The anfibodies in samples taken from the older amimals and ncgative results for
presence of the CSF virus are because of the control of the performed vaceination with oral
vaceine for the bBrst half of 2008,

The numkber of sampics i3 depending on the wild boar pepulation in the zone with 3%
prevalence and 95% confidence.

The table bolow ladicaes the scheme for the distribution of baits for aral vaczinaten of the wild boar popuolation
per bunting aress in the 40 km Morthern ard Western bocder area (nicleding 20 km high sk zone + 20 km
buffer zoned in the Reopublic of Bulgada for the aunumn of 2008 - one vaccination campaign with Da0 5018

i Border Municipalities in | Totai number of
; Morthern and Wes!:am Total qumbar Size of huntir]g sumber of bails distribuied
Regions barder of Buigaria of animals area or park in | baits per ha for Autumn
_ 40 km {high risk zonc + [ (estimated} ha " vaccination on
buffar zone) ' 2008 .
Petrich - B 138 51 542 0.0058 300
Strumian| 255 26000 0,0231 600
Blagoevgrad Megerg 7 7 131 26 361" 00147 " 300
Simiti 256 38 560 0.0156 600
Blagoevgrad N ar316] o027 600 |
Sandanski o 1014 121 &8 D068 2 038
Kacherinovo - 158] 21839 00185] 360
Nevestina Tl T a5 78 054 0.0085 ! 660
_ _ Kjustendi 434 76 889 00124 . 530
Kjustendll  Tieiiiang I 17217~ 3B302 Tpoiiol 400
: Ria I T 18241 00172 280
Dupriza 162 21846 0.016¢ 350
Bobav dol o 87 24544 0.0081 200
: Bobochevo I 751 12518 00119 150
- Zemen 170 23 161 0,0173 400
L Breznik C T 75 35256  p0057 200
Pernik Tran 458, 56269 00178 1000
Kovackevisi 63! 4278 pg140 200
‘Radomir 183! 50 172, 0.0079; 400 |
Oragoman 245 21120 0,0257 § 8OO
‘Shwnisa 108 19 070 0,0184] 350
. . Godech 299 39177 0173 700
Soflaregion  rRnsine i B5| 47000  0.0382 180
| Svoge —wost from 670 40398 00346, 1400
__ilskar river i
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i Montana Mantara regian - all 1472 350 538 | 0.0102 2600
Vidin "Vidin region - &) 1322 285108 0,0085 2 700
Kozlodur 40 16 982 0,0071 120
_ Mizia 22 18778 0,0053 100
Vratza Orizhova 30 11398| 00088 100
Hayregin 17 18 874 20021 40
| Borovan 3] 19920] 00025 50
Byala Slatina a1 51992 0.0021 - 110
Kneja 55 26 602 0,008 130
Iskar £ 15 240 0,0131] 200
Dolna Mitropoiia G5 32 705 04055 - 180
Gulianlsi 87 46 870 0.0047 ! 230
Pleven "Nikopo! 16] 35 499 000851 200
i Belene Lo 11 386  0.0176 200 |
Cherven biyag 58 36 106 00033 120,
Doini Dabnik _ 58 26601]  00045[ 120
Pleven — by raad E-83 52 3% 802 0.0027 110
: Levski — by road E-83 17 20 418° 0.0019 40
Veliko Svishtov ! 235 59036,  0.0102 B0
Turnov Polski Trambs| | 243 45 062 0.0110 500
Russe Ruse ragion - all B37 268 651 0.0074 2 000
Kubrat 283 &1 057 ; 00,0098 600
Razgrad i Zavel 85 21,991 0.0090 200
Tsar Kaloyan n 18 12 850 000304 40
isperin 112 36 413 0.0071 260
Silistra Silistra region - all |
L 1 400 213 120 0.0131 2 800
Crobrich i Dobrich reglan - all ; 1250 414 729 0.00682 2 B00
- i' TOTAL | 14 082 3705 134 ' 31490

448 Measures and terms of legislation as regards the compensation for owners of slaughtered

and killed animals:

Article 108 of the Law of Veterinary Activities lays down that the owners of dead, compulsory
killed and destroyed animals shall be rerrnbursed and compensated by funds extended under the
State Budget. The ferms and procedures of effecting compensations are provided for in Qrdinance
of the Council of Ministers of Republic of Bulgaria on the terms and procedures to e eomplied
with when spending funds for covening of costs refated to epizootic risks.
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5. General description of the costs and benefits:

The financing of the 2009 CSF contrel programme shail be financed through the budget of the
N'VS. The necessary funds for compensation of the owners of the dead or killed in the context
of the execution of this programme as wcll as the necessary financing for contrel and
eradication measures in case of CSF outbreaks are provided by the state budget The order
and the conditions for providing the compensations are specified tn Regulations concerning
Art.109 of the Vetermary Activities Act,

Financing in the context of the execution of the programme is required for:

- Killing, slaughter, transportaiion of the animals upon the decision of the NVE;

- Temporary of permanent closing of facilities, slaughterhouses, processing enterpriscs for
products of animal origin, animal markets, butchers shops upon the decision of the NVS
applying the measures stipulated in the programs for control of the disease;

- Control of the means of transportation for live animals along the public reads in order to
detect eventual ilegal movements of pigs;

- Colicction, transport and destruction of killed or dead animals and the wastes of animal
origin as well as cleaning and disinfection;

- Compensations of pig owners for kilicd or dead animals in case of destruction and for
other losses in the context of the execution of the programme;

- Performance of clinical surveiliance of the domestic plg population and for its sampling
and testing for CSF;

- Exceution of an oral vaccination campaign of the wild boar population and its surveillance
including costs for the colleetion of sampling materials for CSF testing;

- Recording of results of active clinical surveillance and testing of the pig population,

- Scientifie analysis of the results of the programme in the context of CSF epidemiology in

Bulgaria

An estimate of cost details and summnary of costs for the performance of the CS8F contred
programme 2009 is given in chapter § below.

The benefits of the programme:

- Reducing the risk of spreading CSF within the European Union;

- Creating acvess for Bulparian pig hoilders to the EU market and third countries;

- Full participation of Bulgarian pig meat and meat products producers in the
internal market and trade with third countries;
Eradication of CSF from the wild bear population most probably being a main
reservoir for CSF virus in Bulgaria and thus lowering the risk of CSF transmitted
to the East-Balkan pigs.
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6.5.  Data on vaccination or trealment programraes
Vaccinations against CSF

6.5.1. Prophylactic Vaccineions
The prophylactic vacoination of domestic pigs on the termitory of Bulgaria is forbicdden smee 10.01.2006.

The table below shows the number ofherds and pigs vaccinated in Bulgaria in the period from 2001 to 2005.

| Year I Numberofherds vaccinated | Number of anirals vaccinated |
, 000 194263 N 2033860
Wl 205 304 ' 3206004
B 203 164703 3136672
2004 S 14 2495460
' 2005 115870 - _ 2111174




£53. Emergency vaccination of domestic pigs—not performed

&6.  Data on wildlife

é.6.1, Estimation of wildlife population

The table below shows the total wild boar population of Bulgaria, a) broken down by the 16 regii:mal
state huntmg areas according to the Regional Forestry Directorates, b} the 7 Nationa! parks, in which

hunting is forbidden and c} Hunting arcag provided for hunting to units of the National Union of Hunters
and Anglers. The distribution of the wild boar population on the territory of Bulgaria i3 also shown in

Annex [, map No 5.

There are no data about the total wild boars population of Bulgaria till 20-th of April 2008.

i Region No of wild pigs Mo of wild | Total
i instate hunting | pigs in areas |
! areas provided for ;
hunting to
) the National
; Union of
i Hunters and
: ) . 1 o Anglers
’ - Barkovitsa 519 . 2201 2720
- Burgas 2201 1881 4082
; Blagoevgrad 1649 [ 2700 4359
i Vama o 1320 1583 2503
| Veliko Tarnowa 14063 3861 @ 5264
Kardzhali _ 544 2053 ! 3597
Hunting Areas Kyustendit £63 2536 31989
according o the | Lo¥ech _ 1658 2457 4115 |
Regional Forestry ;azardzhlh 1466 1006 2472
Directorates lavdiv L 1357 17¢0 3147
| Ruse 758 1213 1971
| Sliven 1076 2339 i1 3413
Smo!yan 563 2077 2644
Sofia 1349 4894 6203
Shara Zagora 625 1016 1641
Shumenh 1842 1847 3489
total 18993 | 36354 55347
Fila Matipnal Park i
(NP} 442 492
Eirin National Park 251 231
National parks Central Balkans NP %840 940
| UoGS _ 104 _ 104
‘nfcrden Hunting area 305 ) 305
. MNO 56 ) 56
Iskar Hunling area i 151 151
total : 2298 2235
Total Yaar 2007 _ 57646 .
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6.6.2 Monitoring of wildlife
The table below shows the number of sampies for serological and virelogieal tests per huniing areas and parks of

Bulgaria for 2008

Wild boar ! Estimated Number of | Number of Number of Number of
hunting population in | wild hoar animals with | animals baits
district number of tested | sero positive for distributed in
wild boar conversion ' | CSF vinss ¥ 207 H
Boerkovitsa 2720 54 612 T3R8 13220
Burgas 4082 6 37 {1232 12800 |
Blagesvgrad 4399 3l I/ L) 15144
 Yarma 2903 20 6/15 /1138 8000
| Veliko 262 ; 14/39 (/312 17560
| Tamovo 5264 | N
Kardzhali 3597 41 ' 476 0/768 11200
- Koyustendil 399 187 &35 /967 14500
i Lovech 413 1 1 057 14400
| Pazardzhik _ ! 2472 123 ; 1N2s 223 9450
Plovdiv | 3147 7 1 sy /816 4300
Ruse | 1971 58 19/32 (/355 e ris] I
! Bliven 3415 27 824 0r502 141600
| Smelyan 2640 33 L/ O/503 B000 |
Sofia 6293 145 &30 AL 20400
Stara Zagora 1641 _ 74 214 0436 6404
Shumen 3489 | 42 5/33 0/58% 11 400
Total 55347 1266 107/295 /16 558 1825 074
Rila Mational i) f 0 ZH60
Park (NF) 452
Pinn MNational ¢ 0 0 1640
| Park 251
; Central 74 0 /74 3200
| Balkans NP | 940 . .
PUOGS 104 8 0 /8 400
| Voden 18 0 0418 BOC
Hunting area s .
| MND 3 Q ' 0 160
* Iskar Hunting | o0 o G20 a60
larea 151
‘Fatal 2299 150 0/1%0 9720
|_Total 57646 I 1456 107295 /10 748 195794 |

1) Based on countlng of wild boar in 2007

2) Samples taken from wild boar shot, found dead or crashed in traffic accidents - mainly taken doring
the second part of the bunting seasen 2006/2047 (reference period 1.10,07 te 31.01.2008 (znd of

buniing season 2007 / 2008)
3} Test method used: Commercially available antibody ELISA test on blood sampiles;

Number of animals sero-positive / the number of animals tested
4) Test method used: FAT cryo-sections of argans and RT-PCR

5) Two vaccination rampaingns with two baits 2ccording to the Instrrction of the vaccloe preduocer

(FLI1 Riems)



G.6_%. Description of the used vaccination, therapentic ar other scheme,;
The table below indicates the schemte for the distribetion of baits for oral vaceination of the wild baar population per bunting
arcas in the 40 km Northern and Western horder area (Including 20 km high risk zone = 20 km buffer zone) in the Republic

of Bulgaria for the year 2009,
EBarder Municipalitiss Ik
Naorthern and Weslern | Total number | Size of hunting .
Region border af Bulgaria of animals : areaar park in bp;f;g:; ﬁ; E:;il Si::?izi;éﬂdf
40 km {high risk zone + | {estimated) ha '
buffer zone)
| Patrich 138 51542 D,0058 00
- Strumiani 255 26 000 0,0231 1800
"Kresna 131 20 361 00147 B
Blagoevgrad 1 ooy 256 "3ase0| 00186 1800
Hlagoevgrad 246 47 310 00127 ) 1800
[ Sandanski 1014 "Ti31898|  o0168[ 6150
Kacherinovo ] 158 21833 00165 1080
MNavestino - 5 78 054 00085 1880
_Kjustendll ] 434 76 889 00124 2 850
Kustendil Trekliano 172 36 302 0.0410! 1200
Rita 125 16241 00172 840
Dugniza 162 21846 D.01ED 108G
Bobov do. B7 24544 0.0081 BOD-
Bobochevo 78 12518 0.0119 450+
| Zomen : 170 23 161 4,073 12300
Parmik “Breznik ~ s 35 256 0,0057 &00
Tran 458 56269 00178 3 000 |
Kovachevisi 831 14 275 0,0140 &00
Radomir 183 50172 00079 1200
B " Dragornan 345 31120 0.0257 2 400
_Slivnitsa 3 109 19 070 0,0184 1050
, Geodech ) 49177 0,079 2100
Sofia region | Bnjuristhe _B5 4 760 {.0382 540
Svoge - wesl from 870 40398  0.0346 4200
shar rivar
Montana Monlana region - all 1472 350 618 0.G102 10 Eﬂ{}}
Vidin Vidin region - all 1222 285 108 0.0095 & 100
Kozlodui 40 16 982 {,0071 360
Mizia 22 18 778 0.0053 300
Vealza Oriahovs 30 11 398 0.0088 00
"Hayredin 17 18 874 0.0021 120
Borovan 20 18820 0.0025 150
' Byala Slatina B¢ 1082 0.0021 230
Pleven [ Kneja 59 26 602 | 0.0058 350
lgkar 2§ 15240 0.013% E00
Diola Mitropolia 66 32 705 0,055 L 540
Guliantsi 87| 46 B70 D.0047 660
Nikapol 116 35 469 00085 S00 |
Belene 59 11 386 00176 600
Cherven bryag 58 36 106 0.00323 240
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Baini Dabnik 58| 26 601 0.0045 240
| Pleven — by road E-83 52 39 802 0.0027 330
Levski — by road E-83 17 20 418 0.001¢ 120
Veliko Svishiov 735 58 036 00102 1800
Turnove Palski Trambej 243 45 062 0.0110 1500
Russe . Ruseregien - all B37| 268 651 0.0074 6 o00
i Kubrat 283 61 057 00,6098 1 800
Rezgrad Zavet as 21891 0.0080| E00
Tsar Kaioyan 18 12 850 0.0030 120
isperth 112 36 413 0.0071 80,
Sillstra Silistra region - &l 1400 213120 0.0131 g 400!
Dobrich Dobrich ragion - all 1250 414 728 0.0062 7 800]
TOTAL 14082 3105134 84 470
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7.

1.1
7.1.1.
7.1.E.1

Disease (a); CSF, Animal species ~ domeslic pigs, East-Balkan pigs and wild boar

Targets

Targets related to testing
Targets on diagnostic tests
Number and specification of tests

TFargeting the tests under this Program
The epidemiological aspects of CSE have been taken into account to define (he subject of the tests — herds

and animals. From an epidemiological point of view there are five different categones of pigs a3
described under chapter 2) above.

The table below shows the targets related to testing and to all of the five different categories of pigs as
regards the Bulgarian CSF control plan for 2009

Region Type of test | Target | Type of | Objective Number of
population . saraple | tests planned
Bulgaria AB - Elisa all categories | blood maonitoring, 42 492
uera-
CONYErsion,
. control of
vaccination in
case of wild b
| boar i
¥NT all categories | blood monitoring, 1000
difterentiation
tesis
FAT ) all categories | tissues confirmation | 12000
. AG - Elisa all categories | blood confirmation | 2000
' of CSF
Virus all categories | blood or | confirmation | 500
Isolation other ot CSF ]
RT I'CR | all categories | blood or | confirmation ; 10000
other of CSF
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7.1.1.2. Testing scheme:

74.1.2.1 Industrial Pig Farm
. | ubgv:i:i:;:m Number of samples for
District ' Number | Number ‘ . faboratory tr.itm:g
offarms | ofpigs |Regis-  Official 0y fpand ey |
i tercd | vets varter |quarter Total
b vets q
: Blagocvgrad 1] 1053 12 6 29/ 29 58
 Burgas 3l 11152 36 i3 87 87. 174
| Varma 7| 40358 84 42 203 203 486
V. Tarnovo 30 14128 36 18 87 87] 174
| Vidin X 4410 24 121 58 58| 116]
| Vratza 1 jia1| 13 ) .29 29 58
Gabrovo 1 2153 12 §: 29 29 58,
| Dobrich 1) 10544| 12 6 29 29) 58
Kardjall 0 0| D 0 0 0.0
Kustendil H 1 0 4 0 G 0
Lovech ) 3] 15705 36 g’ 87 87! 174
Montana (1] 3237 12 & 29 29 58
Pazardjik o3| les4n| 36 18 §7 87! 1%
Pernik ] 0 0 8 a 0 B
Pleven .3 12017 36 i3 87 87’ 174
 Plovdiv 424330 48 24 116 us| 232
Razgrad 1, 33283 12 6| 29 29 58
Russe 7| 88493 B4 41: 203 203| 406
Silistra 5] 26975 60 30, 145 145 290
" Sliven ) 2 6116| 24 12 58 8| 116
Smolyan 2l L] 1] 0 0. 0 0 0,
Sofia - city ) 0 0 0 ) @ 0 0
Sifia - regiap 2 2 696 24 I2 58 58| 116
Stara Zagara 4]l 34766 48 24 116 116 232
| Targavishte 3| 7983 | I8 &7 871 174
Haskova 2| 3309 24 12 38 58 116
Shoumen 9. 60529 108 54 261 261 522
Yambol 4! 19454 48 24 116 16| 21
Total for the
| couatry 76| 442 418 64 432 2088 2088 4176
Note:

1. Blood samples wiil be taken at the abattoirs by the official veterinarians.
2. The vepistercd veterinarians will carry out clinical examination of all categories of pigs in the

industrial farms every moath.
3. The official veterinarian of the relevant municipality will carry out clinical examingtion of all

categories of pigs ia the industrial farms every two months.
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7.1.1.2.2 Family farms rype A

‘ Clinical | Number of samples for f
ehservations laboratery testing '
District Number of | Number of i .
Earms pigs | Regis | Official
tered vets Tand 11 1! and 1V Tatal
YEIg fuarter yuaricr |
Blagoevgrad 1 80 12 12 19 29 58
_Burgas S N | N ) UL P 0 0 i
¥arna 2 67 24 M sy 58 116
v.Tarnovo 5 3606 0] 6] 148 145] 290
Vidin 2 358 ; 4 | 4 sl SB[ L6
Vratza o 0 0 i ] 0 0
Lehrove - 3 5&5 35 30 . &7 BT 174
Dobrich | 4 1146 48 48 116 6] 232
Kardjali Al 233 36 36 87 87) 174
Kustendil 5, 3 ) 60 145 43| 290
{ Lovech 2 1463 48 48 116 ti6 132
Meontana 4 644 48 : 48 116 116] 231
Pazardjik ] 2114 1 1M Lo 1T 348
| Pernik } A ] 0 o 1 ] ]
Pleven _ ] L 0 4] e ] 0
Plovdly | 5 4350 &0 60 145 145 290
Razgrad : 2 2367, M| M| 58 58 116
Ruisse 4 1) 48 43 116 16] 232
| Sikistra .3 BT4 36 Jé a7 87 174 ¢
| STiven ) 3 _ 3147 36 36 87 871 174
[ Smolyan 0 0} o 0 n 0 0
| Sofis - cigy 2] m 24 24 3 58 118
" §ifa - region _ 1 0 0 0 ] 0 0
Stara Zagora 6} 2412 72 72 174 174 248
Targevishte a0 0 0 b, a i [i
Haskove 4 L 0 0 (1 0 1
Shoumen 2 1063 24 ol - 58 16
Yambal B 1257 06 %6 232 232 déd
Total | 74 26 M8 £RB 838 2146 2146 4192
vote:

1. Blarg samples will be taken at the abatroirs by the official veterimarians.
1. Clinical examination will be performed by vepistered veterinarian. in the family farms tipe A every meath.
3. Clinfenl examination will be perfermed by official veterinarlan in the family farms fype A every month.



1. Blood samples will be taken ix the slavghterhouses from the official veterinatians.
2. Clinica! examination will br performed to all calegories of pigs in the family farms fype B by the registered

veterinarians eyery twio months.
3. Clinical exarminarien will be performed in the family farms type B by the official veterinarian every throe

i ths,

T.LL33 Family farms type B
B ! Clinical Nurmber of tamples for labozatory [estin
Aweragt | observations Tt a;“ﬂljj TH i d__i
aumber -
. Mumber | Number | of reared | quarter, quarier |JQuamer |qudrter
Dustrict : . . In the .
of farms . ofpigs | pigs per S In the In the _ In the Cotal
farrm | Regis- Official slaughter- slsughter- | slaughter slanghter-
npe B | tered vets hiesuze house house
) howsg
Blagoevarad T 1491 20.0 444 | 296 185 1gs] 183 153 74
Burgas I7a 7518 4 2 1026 ; &0 510 30 514 210 204
Varna 56 1350 241 ISR 154 154 154 61
¥ Tarmove 43 1ek340 lé4.0 378 252 423 423 425 425 170
Vidin 109 1378 12.6 §54 414 154 354 154 354 141
Viatea 261 1456 564! 136 ([ 78 T8 78 78 :
Cigbrovo 25 933 9.3 570 Jah 651 A5 65 £5 )
Dobrich 2m 071§ 151 120 Ba | 603 G603 403 a03 141
Kardjali 35 1026 283 210 - 140 67 a7’ a7 a7 38
Kustendil a1 630 300 126, 34 58 [TH 58 58 23
Lovveeh 15 863, 575 50 6 | 45 45 45 43 13
Montana 74 2009 27.1'} 444 6] 204 204 204 204 81
Pazard)ik 18 603 134, 108 721 54 54 L 54 21
' 12 2 Z
Pertiik ] sad 420 s 6 5 6|24
Pleven 219 3975 18.2 1314 876 548 | 548 548 548 219
Plovdiv 207 4555 220 1242 . E28 317 317 517 517 205
Razgrad 30 3838 j27¢ 1z 120 144 144 144 144 57
Russe 37 472i 1276 222 148 121 121 HIN 121 43
Silistra 73 1903 26.0 438 2921 201 20 201 201 £0
Kliven 19 3444|1812 11 A 62 62| 62 24
Smolvan JET 615 19.8 136 124 78] 78 78 78 31
Sofia - city 12 692; 576 R 36 - 36 36 36 14
Sifia - region 106 3373 iz §36 F24 192 | 192 1592 32 )
447 11475 26.1 2682 1782 '
: Stara Fagora _ 1225 1228 1328 1228 491
_Targovishte g4 1884 124 504 336 231 231 231 | 231, 9
_Haskovo 19 992 522 14{ 7 57 57 57 37 a2
Shoumen 27 4342 1608; &l _ 1o# 183 183 183 153 73
Yambol 230 9200| 385 1434 956 717 Mz, T 717 236
]
Total 2546 | 95048 534 | 15054 : 10036 7153 7153 | 71s3| 753 | 2861
Note:
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11,124 Backyard plg holdings
0 T Average | Clinical
. : mumber of gbservations
Distriet ;r:]:ﬁf:nﬁ N z:‘;:::f Nuﬁ;r of i {narnd Regris- Offcial
pigs pcr tered yitg
QWher VETR

| Blagoevgrad 200 1633 2 466 L5 2400 176
Burgay _ s 3308 7 363 12 1380 300
Yarna 144 2 500 & 200 2.2 1724 280 .
V. Tarnovo 95 5 360, Ty 1y bl4D 550 |

| Vidln 139 7047 14831 1.0 t668 00

'Yratza _ 123 4099 %226 2.0 1476 400
Cabrove 05, 3 533 1.% T80 k[

i Dabrich 274 30m 15 462 5.0 3288 369
Kardjali 22 152 256 I R 15
| Kustendil 60 3842 1170 L8 720 380
lavech . 23 15% 23z 1.5 300 15@
Magntana _12% 4723 10 647 2.2 1548 , 470
Pazrsrdjik 57 335 1 U8y 2.0 144 55

. Pernik ] . 1m 2318 5482 13 2075 230;

_Pleven 78 352 10 461 18 036 | 230

s Plovdiv Pt 2374 i 691 3.0 264 220

| Razgead 103 | 654 1187 180 1236 65
Russe 87 424 . 163 1.7 t044 43
Silistra %4 1313 4192 32 1123 130
Sliven 31 11 580 14 950 13 14992 120
Smglyan 3 108 a2 1.9 05 51

' Soffa - city _ 27 37 124 33 314 10
$ifla - region 259 1595 _ 5648 35! 3108 | 180
Stara Zagora 206 5073 10 152 10 2472 506
Targnvishie 87 Mo 7 2.1 1044 kL]
Haskovo 130 4000 11 000 17 1560 400
Shoumen - 117 800 1290 1.7 1404 80
Y ambol 1| 1994 1 99 1.0 1320 200

Total 307 71 557 160 183 2.2 34 B40 6248

Note:

1. The registered veterfnarian will carry oot «linical examination {n every settlement of alt categories of pigs
which are reared in % backyards™ heldings every three months.
2. The official veterinarizo witl earry out ¢linical exzmination in 10 %% of the “ backyards” haldings ewery three

menths.

3, Saraples for laboratery investigution wil! be taken in case of change of the normal health status of the pigs.
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TiIillle Eaﬁt'Bﬂ.lkﬂﬂ pigs
[ Numbar of samplas far lahoratory testing |
Glinical | st haif-year | Il —nd half-year
District Number | Number | cbservation i :
' of herds | of pigs Inthe |\ e | Inthe o ihe | Total '
Registe- |Dfficial | staughter- herds slaughter- herds
i red vets {vels house house _
.l - |
Burgas 43: 1700 56 | 472 12§ M2 32| 2|+ 243‘
T I
Varna 76| 5600 oz 304 551 551 551|  551| 22041
? |
Shoumen | 33| 3109 396 132 240 240 240 2400 940;
Total: 152 10 409 1824 &OB 1103 1103 1103 1103 4412
Note:

identification of the animal or a movemeant control registration.
2. The registered vetarinarians will carry out well dotumented clinfcal examination of all
herds of East-Balkan pigs every month.
3. Clinfcal examination will be perfermed by official vetarinarian of all East Balkan herds

avery three months.

'1. Well documented clinical examination of the pigs wlll be performed in any case

of

4. Blood samples will ba takan In tha herds from registered veterinarian once per half-yaar

on the field.

5. Blaod samples wilf be taken in the slaughtsrhouses from tha official veterinatians.

7.1.1.2.0 Tatal number of samples from domestic pigs:
7.1.1.2.7
Number of
Numbserof | Number of samples for
Category of holdings farms pigs laboratory
_ testing
Industrial pig farms 76 442 418 4176
iFamily farms type A 74 26 348 4292
[Family farms type B 2546 91875 . 28612]
Backyards pigs 71557 168 383 if necessary
East-Balkan pigs 152 10409 4412
Total 74 405 740 433 ] 41 492
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7,1.1.2.7. Mumbers of samples to be taken from wild boars found dead or shot on the whole territory of the Republic
of Bulgaria

! i
Region ! Tetal Samples Samples
, number of . expected | expected
; animals for : far
{astimated) | asrological | virological
| testing testinga
Berkovitga 270 70 800
Burgas 4082 70 a0
Blagoevgrad 4358 70 Fit
Vama 2903 S} S00 |
U ¥ Tamavo 5264 a0 BO0
. Kardzhali | 389y . 50 ~_ BOO
; H:j':'“ﬂ Kyustendi | _ 3198 . 60 500
3? MLavech 3115 50 600
' act:: ntrhmg Pazardzhik, 2472 a0 S0
. eogin:at Fiovdiv 3147 50 500
Forestry | Ruse 1671 =ls! 60D |
Directorates Sliven 3415 40 404 :
Srmalyan 2840 70 700
Sofia 6293 40 400
Stara 1641 60 EOD
Zagora . - S
! * Shumen 3489 60 750
! - Total . 55347 | 90C 8 750
Rila
. National 492 0 a
: Park (NP
Pirin !
MNational 251 : a 0 ;
Fark . S—
Central
Mational | Balkans NP _.?40 45 100
parks | OGS 104 10 20
Woden
Hurting 305 15 75
area ? —_
MND 56 : 5 5 :
[skar
Hunting 131 25 50
area .
Total 2299 100 250
Totalfor | wous 1000 10 000
Eulgaria ;
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Annex|

Categeries of pig holdings on the territory of Bulgaria

Table 1: Industrial pig farms

District Number of farms| number of pigs
| Blagoevgrad 1 1493,
Burgas 3 11 152
Vama_ 7 40 358
Y.Tamovo 3 14128
Vidin _ 2 4410
Vralzg o 3121
Gabrovo 1 2153
Cobrich - 1) 10 544
Kardjali 0 [ X
Kustendil 0 _ o
Lavech 3 15 7S
Montana 1 3237
Fazardjik 3 14 340
Pernik 0: 0
 Pleven 3 12017
Plovdiv 4 24 330"
' Razgrad 1 33 403
| Russe 7 88 493
Silistra 5] 26 975 |
Sliven 2 6116
Smgtyan ] B
Sofia - city 0 0
 Sifia - region i 2 2696
: Stara Zagora 4 34 760
Targovishte 3 7958
Haskovo 2 el
Shouman ) R 60 529
Yambol _ 4. 19 454
Tota L 76 442 418
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Table 2: Family farms type A |
o Number of Number of
District farms plgs
Blagoevgrad 89
Burgas 0
; Vama 67
i
V.Tamovo 3604
Yidin
o _ 358
Vratza _
I L i
Gabrovo 3 555
Dobnch 4 1166
Kardjali 3| 2313
Kustendil 5 31
Lovech 4 1463
-Montana e 4 644
; Pazardiik . é e
! Pemik ¢ 0
Pleven n o
Plovdiv 5 4350
Razgrad 2 1367
Russe 4 120
Sistra __ 3 73
Sliven 3 347
Smolyan 8| . 0
Sofia - city 2 Fyp
i Sifia - region 0, o
- Hara Zagora 6’ 2412
Targovishls ] 0
Haskovo 1 0
Shoumen 2 1063
Y ambel 5 1257
Total B 14 | 26 348




Tabie 3: Family farms type B

| —
District N"’f?rbnf; of Number cf pigs
Blagoevgrad i 1491
‘ Burgas 170 7518 ;
Varma | 56 1350
| V.Taenovo [ &3 10348
" Vidin e 1378
¥ratea 26 1455
Gabrovyo us o bk
Dabrich 1 071
. Kardjali 3 1026
Kustendil o 21 I 63l
|Lovech | 15 863
' felondana | e 2000
Pazardjik 18/ 501
| Pernik 2 84
:Pieven 219 o 975
! Plovdiv 207 | 4555
| Razgrad 3 _ EsA
Russe . 37 4721
Silistra 73 1043
Sliven 18 344
Srmolyan 3 FAL;
Eofla - ity v 592
Sifiz - reglon s 3373,
i‘ Stara Fapora 447 11675
:largu\ris]:te 11 1334
Huskove 14 _ 292
Shoumen 27 4342
Yambel i 239 9200
Total ] 2546 - 95 248
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Tahle 4: Backyard hoidings

District slil:ttt:;n?ti N:m:::sof Number of pigs |
Blagoevgrad | 200 1 693 2 466 ;
Burgas 115 3308 7 363 ;
Vama 144 2 300 & 200
WTamovo a5 5 560 738
Widin 139 747 ] 14 531
Vratza 123! 4999 8226
Gabrovo 651 354 533
Dobrich 74 3992 15 462
Kardjali R - 152 156
| Kustendil 60 3862 7170
Lovech 15 1576 2322
Mantana 129 4723 10 647
Pazardjik 87! 535! 1 u_agj
' Pemik 173 2318 5 482
 Pleven 73 3652 10 461
Plowdiv ) 22 22741 0 6691
Fazgrad 103 654 | 1187
Russe 87 429 761
Sllistra 94 1313 4192
Sliven | 1i 580 14 950
[ Smolyan 5 193 N .-
Sofla-city 17 3 124

Sifia - region 250 1595. 5648
Slara Zagora 206 5073 10 152
Targovishte 87 340 717
Haskovo 130 4 000 11 060

Shoumen 117 800 L 390

Yamboi 110 1994 L 996
Total 3070 71557 | 169 383
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Table 5: East-Balkan pigs

] T
. Numberf, Number
District of herds | of pigs
| Burgas 43 1700
Vanma 76 L8600
| Shoumen 33 3 109
Total 152 10 409
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Apnex IIT

Model template for wild boar surveillance reports

{Template provided by the database operator FLI Wusterhausen)
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Explanation concerniag the key for CS¥ surveillance and festicg

Key for the collection of hlood samples from pigs for testing of CSF

Annmex 1V

Mumber of pigs per CSF - Prevalence
unit or holding
20% 10% 2%
MNurnber of pigs to be sampled(n)
10 8 10 10
20 10 16 19
30 1 19 26
40 12 21 31
50 12 22 35
60 12 23 38
70 13 24 40
80 13 24 42
90 13 25 43
100 13 25 45
120 13 26 47
140 13 26 43
160 13 27 49
180 13 27 50
200 113 27 51
250 14 27 53
200 14 28 54
350 14 28 54
400 14 28 55
450 14 28 55
=00 14 28 56
600 14 28 56
700 14 28 a7
800 14 28 57
a00 14 28 57
1.000 14 29 57
1.200 14 2g 57
1.400 14 29 58
1.600 14 29 58
1.800 14 29 58
2.000 14 29 58
3.000 14 24 58
4.000 14 29 58
5.000 14 29 58
6.00G 14 28 59
7.000 14 29 59
8.000 14 29 28
5.000 14 29 58
10.000 14 29 58
> 10.600 14 24 24

The table gives the key for sampling the nurnber of individual pigs per holding if 2 confidence

64




of 95% I applied in order to detect at least one infected pig and the percentage of infected pigs

i3 ether at 5%, 10% or 20 % level.

Annex ¥

Legal base to be applied on the Control of CSF — key measures onty — (Complete list see
FVQ inspection report 2007-7483 MR final chapter 109

'EU acquis

{.amesponding Bulgarian legal measures '

Council Directive S0/1085/EEC
{Country clearance fram C5F in M3s)

- ORDINANCE 04/ 15.02.2007

on prophylaxis, restraint and eradication
of classical swine fever (5G 21/
09.03.2007

CouncH Directive 82/894/EEC
{Community notification of disease)

ORDINANCE 23 [aid down the tum
procedure for notification and registration
contagious animal diseases

" Cauncil Directive 2001/85/EC
{CSF Control Directive)

ORDINANCE 04/ 15.02.2007

on prophylaxis, restraint and eradication
of classical swine fever {SG 21/
(09.03.2007}) :

Commission Decision 2002/106/EC
{CSF Diagnostic manuat)

Direcily a2pplicable

Commission Decision 2006/805/EC
(CSF control measures in certain MSs)

Order RD ¥- 175/ 21.42 2006

Commission Decisian 2006/800/EC
(CSF contrel plan BG - vaccination of
wild baar)

Directly applicable and in force

- Commission Decision 2006/876/EC
{CSF control plan far BG in 2007}

Directly applicable and in force

Commission Decision 200711%EC
(EC approval of BG contingency plan for
CSF)

Directly applicable and in force;
MVS notification via RVS to Local VS
and in paraliel to 2/l staksholdars

Council Decision 30/638/EEC
{Communify criteria for disease controi
programmes)

ORDINANCE 04/ 15.02.2007

on prophylaxis, restraint and eradication
of classical swine faver (SG 21/
08.03.2007)

-

Council Cirective 2002/98/E0
{AH rules governing products of animal
origin for HC)

CRDINANCE 37/31.03.20086 on health
requirements toward animals from which
raw materials and foedstuffs for human
consumplion ame progduced

Council Directive 64/432/EEC Art. 14
; {Herd heaith surveillance and database)

ORDINANCE 48/ 20.04.2006 on health !
requirernents for bovine animals and
swing in their movement between the
Repubile of Bulgaria ang the Member
States of the Eurgpean Union and far
definition of the health status of regions
and units of their origin and the
supplementary guarantees o be met
{Published in SG No 48/ 13.06.2006

Council Directive 92/102/EEC
{Animal Identification)

. animal holdings and the availability to

ORDINANCE Ne §1/9.05.2006 on the
measures and procedures for
ideniification of animals, registration of
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_ access the data base for identified

animals and registered animal holdings

| (Published in SG 47/02.06.2008)

Commission Bacision 2000/678/EC
{Holding registration — pig database)

T ORDINANCE 48/ 26.04.2006 on health

requirements for bovine animals and
swine in their movement betwean the
Republic of Bulgana and the Member
States of the European Union and for
definitlon of the health status of regions
and unite of their origin and the
supplementary guarantees to be met

: [Published in SG No 48/ 13.06.2006

. Council Direclive 84/862/EEC
{(Veterinary checks on products in intra-
community trade)

{ORDINANCE 13/03.02.2006 laying down
the conditions and order for camrying out
border veterinary control durtng import,
expart and transit of animals (Fublished
in SG 17/ 24.02.2006}

Council Directive 90/425/EEC
{Vetarinary checks on live animals in
intra-cammunity trade)

ORDINANGE Ne26/28 02 2006 on the |

Standards for Protection and Humane
Handling of Animails during their
Transporiation

Council Regulation {EC) 853/2004
{Hygiene of food of animal origin)

Directly applicable and in force

Council Regulation {EC} 854/2004
{Vetarinary controls on food of animal

Directly appilcable and in force

[ origin}
Council Directive 96/93/EEC ORDINANCE 04/ 15.02.2007 '
{(Veterinary centification) on prophylaxis, restramt and eradicaticn

of classical swine fever (8G 21/
09.03.2007)

| Commission Regulation (EC) 598/2004
(Tempiate certificate for Intra-communty
frade)

Directly applicable and in force

Council Regulation (EC) 882/2004
(Veterinary controls and enforcement in

the EL on verification of compliance with :

the veterinary acquis)

Directly applicable
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