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NATIONAL ANIMAL HEALTH & FOOD SAFETY AUTHORITY

COUNCIL OF MINISTERS OF ROMANIA
NATIONAL ANIMAL HEALTH BODY

& FOOD SAFETY ‘
REGISTRY
Ref. Ne 9590 of 22 August 2019 ‘

—_—

To: BLACK SEA ADVISORY COUNCIL
Attn: Mr. Yordan Gospodinov. Chairman

Re.: In response to your letter with Ref.No0.054/29.07.2019 concerning the classification of
the production areas and the harvesting of live bivalve molluscs,

e-mail: office(@blsaceu.eu

With regard to your letter No 054/29.07.2019. filed with the National Animal Health &
Food Safety Authority under Ne 9590/31.07.2019 concerning the classification of commercial
areas and the harvesting of live bivalve molluscs in the Black Sea. we would like to inform
you of the following:

In accordance with the provisions of Regulation (EC) Ne 853/2004. Annex III. Part
VIL. Chapter II.A, para.1, producers may harvest live bivalve molluscs only in regions the
location and limits of which are clearly defined. and which are classified by the competent
authority accordingly, in cooperation with those engaged in the food sector, in classes A. B or
C, in compliance with Regulation (EC) (EO) Ne 854/2004.

Also. it is provided in Regulation (EC) No 853/2004. Annex I11. Chapter 1A, para.6.
that “those working in the food sector shall not produce or harvest live bivalve molluscs in
arcas that are not classified by the competent body, or which are unsuitable due to or for the
health condition of the animals™.

As regards the marketing of live bivalve molluses. it is stipulated in Regulation (EC)
Ne 853/2004, Part VII, Chapter 1. para.l. that live bivalve molluscs may be marketed for retail
sale only by a distribution centre, which ensures that they h;iye’-_;;approp_ri_ale identification
marking. !:,;"_._- y . N




The classification of the production areas and the harvesting of live molluscs in one of
the classes — A, B or C — is based on the level of faecal contamination determined in
accordance with an official sampling programme. and for the purpose of this programme a
health survey needs to be conducted.

The health survey has to be carried out in a period of time set in advance. covering
seasonal fluctuations, and for this purpose data on the sources and kinds of faecal
contamination (people and animals), which may be a source of contamination of the
production area, the quantity of organic pollutants and contaminants at different times during
the year, depending on the seasonal fluctuations of the human population and the populations
of domestic and wild animals in the hydrographic basin, depending on the rainfall, waste
water treatment systems. etc.

Taking into account this information on the sources of pollution and contamination, it
Is necessary to establish how the production area is affected by them, using bathymetric and
hydrodynamic measurements and research. On the basis of all the obtained information, the
sampling points have to be determined, as these are necessary for developing the official
sampling programme, using Escherichia coli as an indicator of faecal contamination. On the
basis of the obtained results, the production areas shall be classified by the National Animal
Health & Food Safety Authority into one of the classes — A. B or C,

With regard to the selection/establishment of production areas, which will be classified
and afterwards offered to those engaged in fishing, for the purpose of their exploitation, we
would like to inform you that this happens according to the economic interest expressed in the
said areas at the proposal of the institutions managing fish stocks, with the approval of the
ecological and other competent institutions.

We would also like to inform you that by 2019, at the National Animal Health & Food
Safety Authority (NAHFSA), we had not received any requests or applications for
classification of marine areas, where various kinds of live bivalve molluses could be
harvested by fishing, by any parties engaged in fishing or by other government institutions. In
July 2019, the Romanian National Fisheries & Aquaculture Agency asked us to classify three
restricted marine areas.

In order to carry out the health survey referred to above and to classify the production
arcas and the harvesting of live bivalve molluscs in the Romanian Black Sea Arca. NAHFSA
developed and presented to the involved parties /stakeholders/ (the Ministry for the
Environment, the National Fisheries and Aquaculture Agency. the Ministry of Scientific
Research & Innovations. through “Grigore Antipa’ Institute for Marine Research &
Development) a draft interinstitutional agreement for cooperation in which the steps
necessary for a health survey and for developing a sampling programme for official sampling
aimed at establishing the level of faecal pollution and contamination are set out. taking into
account the EU Guide for microbiological classification and monitoring of production areas
and relocation of bivalve molluses, in accordance with Regulation (EC) Ne 854/2004 and the
responsibilities of each institution.

For the purpose of identifying the most efficient solutions which meet the
requirements of the effective animal health laws to the interest of users. as well as the need of
developing the live bivalve molluscs sector. both in the fieJd of fisheries and in the field of




live bivalve mollusc farming on aquaculture farms in the Black Sea, we would like to assure
you that we are willing to cooperate and remain at your disposal.

Yours truly,

Dr. Jeronimo Raduku Branesku
(seal — Council of Ministers of Romania)

Chairperson — State Secretary (signature — illegible)

No.1 Presei Libere Square, Building D1, Sector 1. Bucharest
Post code 013701, Tel.: 0372184997 Fayx: 0372184993
Email: office@ansvsa.ro, web site: WWW.ansvsa.ro

The undersigned, Nina Ivanova Nikolova, do hereby certify ihe fidelity of the translation |
have made from Bulgarian into English of the document enclosed herewith, The translation
consists of 3 (three) pages.

Translator: Nina vanova Nikolova, P.I.No.6506154492
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MMpeBoa OT pyMbHCKM e3uK

HALIMOHAJIEH CAHUTAPHO-BETEPMHAPEH OPTAH
W BE3OTTACHOCT HA XPAHUTE

MWHHWCTEPCKH CbBET HA PYMBHW A
HALIMOHAJIEH CAHUTAPHO-BETEPHHAPEH
OPrAH
H BE3OHACHOCT HA XPAHWUTE
PETHCTPATYPA
H3X. Nu 9390)

22.08.2019 .

Ho: KOHCYJITATUBEH CBBET 3A UEPHO MOPE
Mo r-n Ipencenarens Mopuan FOCITOJIMHOB

OtHocHO: oTroBop Ha muemo  054/29.07.2019 BwB Bpb3Ka ¢ knacudukauusta Ha
MPOU3BOICTBECHUTE PAHOHM U ChOMPAHETO HA KHBU JIBYHYEPYTUECTH MEKOTETH,

e-mail: officef@blsaceu.cu

Bbe Bpbika ¢ Baute nuemo Ne 054/29.07.2019. snucano 8 Haimonaiius CaHUTapHO-
BCTEPHHAPEH opraH © OesonacHocT Ha xpanute ¢ No 9590/31.07.2019 oTHOCHO
KITacH(pUKaUsITa HAa MPOM3BOICTBEHHTE DAHOHH M ChbOMPAHETO HA KUBH JIBY4YEPYITHECTH
MekoTenu B Hepro mope, Bu undopmupane ciaennoro:

CobriacHo pasmnopenbute Ha Permament (EO) No 853/2004. npunoxenue I, paznen
VIL rall, 6yk.A, 1.1, npoussoautenure Morar ja CLOMPAT KMBH ABYYEPYIIHECTH MEKOTETH
CamO OT palOHH. YHETO MCCTOMOJIOKEHUE W OIPAHHHUEHMS CA TOYHO ONnpeae/IeHn U KOUTO
KOMIICTCHTHUAT OpraH I'm € KlacH(pUUMpan CHOpea ciiydas, B ChIPYJHHYECTBO Che
PaboTEILMTE OT XpaHUTETHHS CEKTOP B ¢MH OT Kiacosete A, B uin C. B ChOTBETCTBHE ¢
Pernmament (EO) Ne 854/2004.

Crimo raka Pernament (EO) Ne 853/2004 npexsuskia B npunoxenue 1. rn.ll. 6yk.A,
T.6, 4e ,,paboTeluTe B XPaHUTENIHUS CEKTOP HEe TpsiOBa ja MPOU3BEKAAT UM CHOMPAT KUBH
ABYUCPYIUECTH MEKOTE/IH B paﬁOH HTC, KOHTO KOMIIETEHTHHSAT OpraH HC I'n € KJ'[aCHCl)HLLI/lp‘dJI
HJIK KOWUTO Ca HELOAXO/IALIHM MTOPaIH 3/PaBeTo Ha .n{-__HBOTl_Hg_/_I”]:e-;-""- :




OTtHocHo nyckaneTo Ha fasapa Ha KHUBH ABYdepynyecTH mekotend, Pernament (EQ)
Ne 853/2004, npeiBiikaa B pazaen VIL ril, 1.1, ye sxupn JABYUEPYIHECTU MEKOTEIU MOrar
na OBAaT nmycHaTH Ha nasapa 3a npoaax6a Ha upebHO camo oOT JUCTPUOYTOPCKU LIEHTHP. B
KOHTO TpsibBa na ce nmocrasu MACHTU(DUKALHOHEH 3HAK.

bykypeut, [Tnowan Ipeceii Jlnbepe Ne 1, Crpana J11, Cexrop 1,
[Mowencku kon 013701, Ten.: 03721 84997, dakc: 0372184993
Mwmeitn: office@ansvsa.ro, ye6 CTPaHHMLA; WWW.ANsvVsa.ro

Knacudpukaunsra na TIPOU3BOJICTBEHUTE  pAaliOHH M CLOMPAHETO Ha  KUBH
ABYHCPYNHECTH MEKOTENIM B €MH OT Kknacosete A, B unn C ce M3BBPIIBA CIIOPE/I HUBOTO Ha
(bexanno 3amupespane, koeto ce OTIpE/ic/ia B3 OCHOBA HA O(ULMANHA POrpaMa 3a B3eMaHe
Ha Mpo0H. KaTo 3a Takasa porpama ¢ HeoBXOIMMO /Aa CC IPOBE/IC 3/IPaBHO MPOYYBAHE.,

31paBHOTO npoyuBane TpsOBa Ja ce M3BLPIIU B NPCBAPUTETHO ONpPeJIe/IeH NepUoL
OT BpeMe, OOXBallalll CE30HHUTE KOJIe6aHus W 3a Ta3u L€l ca HYXKHHM JaHHH OTHOCHO
M3TOYHHIIHUTC M BUAOBETEe (eKalHM 3aMbpCABAHHS (XOpa M JKMBOTHHM), KOUTO MOTrar ja
MPEACTABIIABAT M3TOYHMK HA 3aMBPCSBAHE HA MPOM3BOACTBEHMHS palHoH, KonMuecTBaTa Ha
OPTaHHYHM 3aMBbPCHTENH, OTIACAAHH MPe3 PasivuHO BpeMe HA ToHHATA. B 3aBUCHMOCT OT
CC30HHUTC KONMEOAHMs Ha 4YOBEUIKATA MOMYIAlUs W NnonynaumsiTa Ha /JOMalllH¥ W JIMBH
KUBOTHH B XUIpOrpad)ckusi GaceiiH, B 3aBHCUMOCT OT BaJlexkuTe. CHCTEMHUTE 3a [IPEUUCTBAHE
Ha OTMaAbYHUTE BOIM U JIp.

Karo ce uma npensun tasm undopmaims orHocHo U3TOYHHLMUTE Ha 3aMbpCsBaHe. ¢
HEOOXO/IMMO Ja Ce YCTAHOBH KAaK Ce BIUSE OT THX NPOU3BOJACTBEHUAT palion. B TOBa
OTHOLICHHE CC W3UCKBAT OaTUMETPHUYHM M XHAPOAMHAMUYHHM W3C/eABaHMs. Bb3 ocHoRa Ha
laIaTa nosyucHa MHpopMauus TpAOBa 1a ce yCTAHOBST TOUKMTE 3a BleMaHe HA npooH.
HEOOXOIMMH 3a pa3paboTBaHETO Ha opHuMaHA TIporpamMa 3a B3emaHe Ha npoou,
H3NOJ3BALM  Euiepuxus Koau KaTo HWHAMKATOp 3a dexanno sambpesBane, M cnopen
TOJTYHEHHUTE PEe3YNITATH NPOU3BOACTBEHUTE paiiony 1ie 6hjar knacuuumrpanu ot HCBOBX
B €/IMH OT KJacosete A, B niu C.

Ilo orHowenwe na cenextupanero/ycranosssaneTo Ha IIPOU3BOJCTBEHUTE PAHOHH,
KOMTO 1e ObAaT KIaCH(pUIMPAHH U BIOCICACTBIE 11e Gbiar MpeUIoKeHn Ha paboTeumTe B
obnacTra Ha puGONOBa, C Led TAXHATA CKcrloaraims, Bu nndopmupame. ye toma crapa
CHOPEN MKOHOMHYECKMS HHTEPEC, TMOKa3aH 3a Te3M paloHMu Mo Mpe/UIoKEHHE  Ha
AHCTUTYLMATE,  KOMTO  yMpaBasBat pubHHTE pecypch. ¢ 0106peHHe OT CcTpaHa Ha
CKOJIOTMHHUTC HHCTHTYIIHH U JIPYTH OTFOBOPHHM MHCTUTYIIHH.

HUckame cbino taka na Bu nHdopmupame. 4e 10 2019 r. na Huso HCBOBX e cme
MNONTYYHIIH HCKaHe 3za I(.’I&CH(iJHKaI.lHFI Ha MOpPCKHTC pai’imm. OT KOHUTO Ha ce CKCII.."lOaTHpaT
upe3 pHOONIOB pasjivyHK BHIOBE JKMBHU ABYHYEPYIHECTH MEKOTE/IM, HUTO OT paloTelnu B
obracTra Ha pubOIOBA, HUTO OT Apyru  ObpaaBHH UHCTHTYUMH. [lpes wmau 2019 r.
PymbHCKaTa HammoHaqna arenims no pudapcTBO M aKBaKyJITYpH HH MOMOIM Ja
Knacu(uLpaMe TPy OrpaHUueHH MOPCKH paiiona.

3a 1a W3BBPUIM OMHCAHOTO [10-rope 3/1paBHO MpoyyBaHe W Ja Kiacupuuupa
IIPOM3BONICTBCHATE palOHY M CEOUPAHETO Ha KUBH [BYUEPYIHECTH MEKOTEH OT PYMBHCKHS
depHoMopeku  cextop, HCBOBX  paspabotw - u Mpelaes Ha yudacTBaliliTe CTpaHu

-

(MunncreperBo Ha okosHaTa cpeja, Hanmonania aremius suo pubapcTse M akBakyITypu
I : | / o




MunnctepctBo Ha HayyHHTe M3cnenBanms u HHOBALMHTE Hpe3 MHCTHTYTa 3a MOpCKHM
uscnensanus ,,I'purope Antuna®) npoekr 3a MEKAYHHCTHTYIHOHAHO CIIOPA3yMeHHue 3a
CETPYAHHUYECTBO, B KOWTO €A NMPEIBUAEHH HEOOXOAMMUTE CThIKH 34 3/IpaBHO NpoyuBaHe u
TE3M 33 M3TOTBSHE Ha MporpaMa 3a B3eMaHe Ha OMHIHAIHU MpoOM 3a yCTaHOBSBAHE Ha
CTCNEHTAa Ha (eKalTHO 3aMbpcsBaHE, KATO Ce B3emar npejBua  PbKOROACTBOTO Ha
Esponeiickus  cpioz  3a MHKPOOHOJIOrHYHA  Knacubukaus u MOHUTOPUHT  Ha
MIPOM3BOLCTBEHUTE PAaHOHH M [MPEMECTBAHE Ha ABYHEPYNUCCTUTE MEKOTEJIM ChIIaCHO
Pernament (EO) Ne 854/2004 u OTFOBOPHOCTHUTE Ha BCSAKA HHCTUTYLUS,

C uen na ce mamepsT Haii-eekTHBHUTE PELICHUS. KOMTO Jia OTroBapsAT KakTo Ha
MSHCKBaHMATA HA JICHCTBAIOTO BETEPUHAPHO-CAHHTAPHO 3aKOHOJATENCTRO B MHTEpPEC Ha
MOTPeOUTENNTE, Taka M HA HEOBXOIMMOCTTAa OT PasBUTHC Ha CEKTOpa Ha JKUBHTE
ABYHEPYIIHECTH MEKOTENM KaKToO B oGNAcTTa Ha puGapcTBOTO. Taka U B obnactta mHa
OTTJICHKIAHETO HA JKHUBHU ABYHEDYIIUECTH MCKOTE/IH B CTOIIAHCTBATA 34 aKBaKleTypH B L]epno
MOpE, Hckame 1a Bu yBepuM. ue cMe rOTOBH 3a ChTPYAHMYECTBO W CMe Ha Bare
pasmnoliokeHue.

C yBaxenue,

Ap. xepounmo Prayky BPBHECKY (newat — MuHHcTEepCKH ChBET HA PyMbHUA)
[MPENCEOATEJI - IBPXXABEH CEKPETAP (noanwue — He ce uere)

Nodnucarnuam, Wsan Mnues Tambypadxncues, ydocmoseprsam BEPHOCMMA HA U3BBPWEHUA OM MEH NPEsod om pymMbHCKU
Ha 6b120pCKU €3UK HA NPUNOXEHUA dokymeHm .

flpegodvm ce coemou om 3 CMpaHuyU,

Nodnuc: Tambypadncues




AUTORITATEA NATIONALA SANITARA VETERINARA
SI PENTRU SIGURANTA ALIMENTELOR

Domnului Presedinte Yordan GOSPODINOV

Subiect: raspuns adresd 054/29.07.2019, privind clasificarea zonelor de productie si
recoltare a molustelor bivalve vii.

e-mail: offi

vbisaceu.eu

Avand in vedere adresa dumneavoastrd nr. 054/29.07.2019. inregistrata la
Autoritatea Nationald Sanitara Veterinard si pentru Siguranta Alimentelor cu nr.
9590/31.07.2019, referitoare la clasificarea zonelor de productie si recoltare a molustelor
bivalve vii din Marea Neagra, va comunicam urmatoarele:

In conformitate cu prevederile Regulamentului (CE) nr. 853/2004, Anexa I,
Sectiunea VII, Cap. II, litera A, punctul 1, producatorii pot recolta moluste bivalve vii
numai din zonele ale caror situare si limite sunt fixe si pe care autoritatea competenta le-a
clasificat, dupa caz, in cooperare cu operatorii din sectorul alimentar intr-una din clasele
A, B sau C, in conformitate cu Regulamentul (CE) nr. 854/2004.

De asemenea, Regulamentul (CE) nr. 853/2004 prevede la Anexa lil, Cap. I, litera
A, punctul 6 ca ,,operatorii din sectorul alimentar nu trebuie s produca sau sa recolteze
moluste bivalve vii din zonele pe care autoritatea competentd nu le-a clasificat sau care
sunt improprii din motive de sanatate animald”.

Cu privire la punerea pe piatd a molustelor bivalve vii, Regulamentul (CE} nr.
853/2004, prevede la Sectiunea VII, Cap. |, Punctul 1 ca molustele bivalve vii pot fi
introduse pe piatd in vederea vanzarii cu amanuntul numai de un centru de expediere in
care trebuie sa fie aplicata o marca de identificare.

Clasificarea zonelor de productie si recoltare a molustelor bivalve vii in una din
clasele A, B sau C se face in functie de nivelul de contaminare fecald ce se determind in
baza unui program oficial de recoltari probe, iar pentru intocmirea unui astfel de program
este necesar sa se efectueze un studiu sanitar.

Studiul sanitar trebuie efectuat intr-o perioada de timp prestabilitd care sa acopere
fluctuatiile sezoniere, iar pentru realizarea acestuia sunt necesare date privind sursele si
tipurile de contaminard fecald (umana si animald) care pot constitui o sursd de
contaminare a zonei de productie, cantitatile de poluanti organici emise in diverse
perioade ale anului, in functie de variatiile pe anotimpuri ale populatiei umane si ale
populatiei de animale domestice si salbatice in bazinul hidrografic, in functie de
precipitatii, de sistemele de tratare a apelor reziduale, etc.

Luand in considerare aceste informatii privind sursele de poluare, trebuie stabilit
modul in care zona de productie este influentatd de citre acestea, in acest sens fiind
necesare studii de batimetrie si hidrodinamica. In baza tuturor informatiilor obtinute,
trebuie stabilite punctele de esantionare necesare pentru elaborarea programului oficial
de esantionare / recoltare probe utilizind Escherichia coli ca indicator al contaminarii
fecale, iar in functie de rezultate obtinute zonele de productie vor fi clasificate de ANSVSA
intr-una din clasele A, B sau C.

in ceea ce priveste selectarea/stabilirea zonelor de productie care vor fi
clasificate si ulterior oferite operatorilor din domeniul pescuitulu pentru a le exploata, va
comunicam ca aceasta se realizeazd in functie de interesul economic manifestat pentru
aceste zone la propunerea institutiilor care gestioneaza resursele de pescuit marin, cu
aprobarea institutiilor de mediu si a altor institutii responsabile.
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De asemenea, dorim sa vd comunicam ca pana in anul 2019, la nivelul ANSVSA nu
am primit nicio solicitare de clasificare a zonelor marine din care sa se exploateze prin
pescuit diverse specii de moluste bivalve vii nici de la operatorii din domeniul pescuitului
si nici de la alte institutii ale statului. In luna julie 2019, Agentia Nationala de Pescuit Si
Acvacultura din Romania ne-a solicitat clasificarea a trei zone marine delimitate.

in vederea efectuarii studiului sanitar descris anterior si clasificarii zonelor de
productie si recoltare a molustelor bivalve vii din sectorul romanesc al Marii Negre,
ANSVSA a elaborat si a transmis partilor implicate (Ministerul Mediului, Agentia Nationala
de Pescuit si Acvaculturd, Ministerul Cercetarii si Inovarii prin Institutul de Cercetari
Marine ,,Grigore Antipa") un proiect de acord de colaborare interinstitutionala in care
au fost prevazute etapele necesare studiului sanitar si cele pentru Intocmirea
programului de esantionare a probelor oficiale pentru stabilirea gradului de contaminare
fecald, ludndu-se in considerare Ghidul Uniunii Europene pentru clasificarea
microbiologica si monitorizarea zonelor de productie si de relocare a molustelor bivalve
conform Regulamentului (CE) nr. 854/2004 <i responsabilitatile fiecarei institutii.

in vederea gasirii celor mai eficiente solutii pentru a respecta atat exigentele
legislatiei sanitare veterinare in vigoare in interesul consumatorilor cat si necesitatea
dezvoltarii sectorului molustelor bivalve vii atat in domeniul pescuitului cat si in cel al
cultivarii molustelor bivalve vii in ferme de acvaculturd la Marea Neagra, dorim s& va
asiguram de intreaga noastra colaborare si disponibilitate.

Cu stima,

3‘- i /{i zl 4
Dr. Geronirﬁp:Résgc% BRANESCU
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