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2021/0055 (COD)

[Ipennoxenue 3a
PETJIAMEHT HA EBPOINEUCKUS TAPJIAMEHT U HA CbBETA

3a u3meHenne Ha Pernament (EC) 2017/625 no oTHOIIeHHe HA 0QUIMATHNUSI KOHTPOJ HA
/KUBOTHH U NMPOAYKTH OT }KUBOTHHCKH IPOU3X0Id, H3HACHAHHU OT TPETH AbPKABHU 3a
Cnlo3a, 32 1a ce rapaHTHPA CIIa3BaHeTO HA 3a0paHaTa HA HAKOM BH/10Be ynoTpeda Ha
AHTUMHKPOOHM CpeICTBa

(Texct ot 3nauenue 3a EUII)
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OBACHUTEJEH MEMOPAHAYM

1. KOHTEKCT HA IPEJJIO’KEHUETO
. OcHoBaHMS ¥ LeJIM HA NPeVI0KEHNETO

Pernament (EC) 2019/6', xoiito BaM3a B cuwia Ha 28 sHyapu 2022 r., 3aMeHs IMpaBHATa
ypenba 3a BerepuHapHHUTE JiekapcTBeHH npoxayktu (BJIII), ycranoBena c¢ JlupekTtuBa
2001/82/EO u Permament (EO) Ne 726/2004. B unen 118, maparpad 1 ot Permament (EC)
2019/6 ce mpenBuxIa, 4€ CTOMAHCKUTE CYOEKTH OT TPETH IbPIKABH, W3HACSIIU KUBOTHH H
MPOJYKTH OT >KMUBOTUHCKU mpousxon 3a EC, mie TpsOBa na cna3Bat 3abpaHara 3a ynotpeda Ha
AHTUMUKPOOHM CPEJICTBA 32 YCKOpsABaHE Ha pacTeka M yBenuyaBaHe Ha Jo0uBa (wieH 107,
naparpad 2), kakTo W 3abpaHara 3a ynorpeba Ha aHTUMHKPOOHM CpEICTBa, 3ama3eHu 3a
JiedYeHre Ha HiKou nHpeKu npu xopata (wieH 37, maparpad 5).

C unen 118, maparpad 2 ot Permament (EC) 2019/6 na Kommcusara ce mnpenocrass
MIPABOMOIIMETO J1a MpHeMa JCNETUPAHU aKTOBE 3a ONpe/esiHE Ha IMOAPOOHM IMpaBHia 3a
npuiaranero Ha 3abpanurte, mocoueHu B uieH 118. Permament (EC) 2019/6 omnpenens
IpaBHATa paMKa 3a pa3pelIaBaHETO HAa BETEPHHAPHM JIEKAPCTBEHHU IMPOAYKTH, JOKATO UJICH
118 OT chius periaMeHT ce Impujara 3a >KMBOTHU U MPOIYKTH OT KUBOTHHCKHU MPOU3XOJ. 3a
pa3iMKa OT JPYrd 3aKOHOJATENHHM aKTOBE, KOWUTO TPEABIKAAT IMpaBHia 3a JKUBOTHUTE H
MPOAYKTUTE OT >KUBOTUHCKM mpousxol, Permament (EC) 2019/6 He chbabpka OCHOBHHU
pasnopendu OTHOCHO YCIIOBHSTA/M3UCKBAHUATA 32 BHOC WJIM OTHOCHO O(HMIIMATHUS KOHTPOI
3a ChOTBETCTBHETO Ha BHOCA C TaKMBa M3UCKBaHUS. V3MCKBaHHMATa M yCIOBHATA 32 BHOC
(kaTo HampuMep CHOUCHIIM HA TPETH HObPKABU W IKUBOTHOBBIAHH OOCKTH, KAaKTO W
ceptuduKaTi) 3a >KUBOTHU M 3a MPOAYKTH OT YXUBOTHHCKH IMPOU3XOJ Ca MPEABUACHU B
CBOTBETHOTO CEKTOPHO 3aKOHOJATEIICTBO, KaTo HampuMep 3aKOHOJATEJCTBOTO 3a
3/IpaBeoIa3BaHETO Ha JKHBOTHHUTE’, HO MOraT jga ObIar ompejieieHd M Bb3 OCHOBAa Ha
Permament (EC) 2017/625 (,PernaMeHT OTHOCHO oduImanHus KOHTpon“)’. 3a ma Obie
BKJIIOUEHA TpeTa IbpKaBa B CIHMCHK HAa TPETH ABP)KAaBH, Ha KOUTO € pa3pelieH M3HOC 3a
Cpro3a, € He0OX0AMMO TSI HApUMep J1a MPEAOCTaBH TapaHIIMU, Y€ ChOTBETHUTE XKUBOTHH U
CTOKHM CHOTBETCTBAT Ha M3HMCKBaHUATa Ha Chbl03a WM HAa €KBUBAJICHTHH Ha TSIX U3MCKBaHMS,
MIPEBUICHN B ChOTBETHOTO 3aKOHOIATEIICTBO.

Permament (EC) 2019/6 na EBporeiickust mapmament u Ha CeBeta oT 11 mexkemBpu 2018 r. oTHOCHO
BEeTepUHAPHHUTE JICKApCTBCHH MPOIYKTH U 3a oTMsHa Ha [Jupekrusa 2001/82/EO (OB L 4, 7.1.2019, p.
43).

Pernament (EC) 2016/429 na EBpomneiickust mapiaamenT 1 Ha CbBeta oT 9 mapT 2016 r. 32 3apa3HuTe
OomecTH TO JKMBOTHHUTE W 3a H3MEHEHWE M OTMSHA Ha OIpEIeNIeHH aKToBe B oO0iacTra Ha
3IPaBEONAa3BAHETO HA KMBOTHHUTE (3aKOHOMATEJICTBO 3a 3apaBeorna3BaHero Ha sxuBoTHHTE) (OB L 84,
31.3.2016 ., ctp. 1).

Pernament (EC) 2017/625 na Epomeiickus mapiamentT U Ha CwBera ot 15 mapt 2017 r. oTHOCHO
opunManHUA KOHTPOI W APYruTe OQHUIMATHHW IEHHOCTH, W3BBPIIBAHM C IEJ Ja Ce TapaHTHpa
MIpUJIaraHeTo Ha 3aKOHOJATEJICTBOTO B 0O0NacTTa Ha XpaHUTe W (QypakuTe, IpaBUIIaTa OTHOCHO
3/paBEOIa3BaHETO HAa >XMBOTHUTE M XYMAaHHOTO OTHOIIEHHE KBM TsAX, 3/[paBETO HA PAaCTCHUATA U
NIPOJXYKTUTE 3a pacTUTENIHA 3alura, 3a u3MeHeHue Ha pernmameHtu (EO) Ne 999/2001, (EO) Ne
396/2005, (EO) Ne 1069/2009, (EO) Ne 1107/2009, (EC) Ne 1151/2012, (EC) Ne 652/2014, (EC)
2016/429 u (EC) 2016/2031 na EBponeiickus mapiament u Ha ChBerta, perimamenta (EO) Ne 1/2005 u
(EO) Ne 1099/2009 ma CwBera m mupextuBu 98/58/EO, 1999/74/EO, 2007/43/EO, 2008/119/EO wu
2008/120/EO na CobBera, u 3a oTMsHa Ha periamentd (EO) Ne 854/2004 u (EO) Ne 882/2004 nHa
EBpometickust mapnamentr u Ha CbBera, aupektuBu 89/608/EMO, 89/662/EVO, 90/425/ENO,
91/496/EMO, 96/23/EO, 96/93/EO u 97/78/EO na CwBera n Pemenue 92/438/EMMO na CwbBera
(Permament otHocHO oduimanaus koutpon) (OB L 95, 7.4.2017 ., ctp. 1).
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B unen 1, maparpad 4, 6ykBa B) oT PermameHnta oTHOCHO oHITMaNHKS KOHTPOJ obade ce
MOoCcOYBa, Y€ TOMl He ce Mpuiara 1o OTHOILIEHHEe Ha O(UIMaTHUS KOHTPOJ 3a MpOBEpKa Ha
cpboTtBercTBUETO ¢ JupektuBa 2001/82/EO oTHOCHO BeTepUHAPHUTE JIEKAPCTBEHU MPOTYKTH.
Korato Pernament (EC) 2019/6 Bne3e B cuma Ha 28 siHyapu 2022 r., 030BaBaHETO Ha
Hupektua 2001/82/EOQ BCHIIHOCT I CTaHE MO30BaBaHE HAa ChHIMUS pernaMeHT4. Unen 1,
naparpad 4, 6ykBa B) oT PeriameHta OTHOCHO O(QUUMATHHUS KOHTPOJ H3KIIIOUBA LIETHS
Pernament (EC) 2019/6 ot cBoero mpuinoxHo nosne. [Ipu nuncara B Pernament (EC) 2019/6
Ha CHOTBETHH pasnopeadu OTHOCHO O(PUIMAIHUS KOHTPOJ Ha ChOTBETCTBUETO Ha BHOCA C
M3KCKBAaHUATA IO ropenocoyenus naparpad, e 6u Omno Bp3MokHO wieH 118 ot Permament
(EC) 2019/6 na ce m3mbiHSABAa M MpuUjara MpPaBWIHO, aKOo HE ObJe M3MEHEH PeriiaMeHThT
OTHOCHO O(HIMATHUS KOHTPOJL.

Ilenta Ha TOBa M3MEHEHHUE € J1a ce MpoMeHu wieH 1, maparpad 4, 6ykBa B) ot Permamenra
OTHOCHO O(MUHMANIHUSA KOHTpPOJ, 3a Ja c€ IMpeIBUAM OCBOOOXKIaBaHE OT TOPEHOCOYEHOTO
M3KIIIOYBAHE, KaTo B MPWJIOKHOTO IOJie HAa PeriiameHTa OTHOCHO O(WIIMAIHUS KOHTPOI ce
N00aBAT NMPOBEPKU 3a YCTaHOBsiBaHe Ha cbhoTBeTCTBUETO ¢ wieH 118 or Permament (EC)
2019/6. ToBa me o3HavaBa, uye cucrtemara Ha Chi03a 3a opuIIMaeH KOHTPOJ Ha KUBOTHHU U
IPOAYKTH OT >KMBOTUHCKM IPOM3XOJl IlI€ MOXKE Ja Ce M3IO0J3Ba, 3a Ja Ce TIapaHTupa
cniazBaHeTo Ha 3abpanute 1o wieH 118 ot Permament (EC) 2019/6. OT cBOs cTpaHa TOBa IIie
MI03BOJIM [TPABUIIHOTO M3II'BJIHEHHUE U MpHIIaraHe Ha ujeH 118.

Unen 123 ot Pernmament (EC) 2019/6, koiito Oemie yact ot npeanoxxkenueto Ha Komucusra,
NpeIBIKIa KOMIETCHTHUTE OpPraHU Ha JbP)KaBUTE WICHKH Ja W3BBPIIBAT KOHTPOJI 32
CMa3BaHETO Ha perjaMeHTta. To3u KOHTpPOJ obaue ce mpuiara camo 3a MPOU3BOJUTEIN U
BHocuTenu Ha BJIII u akTuBHU BelecTBa (M ApYyru Jula, ydacTBalllyd B IIyCKaHETO Ha Iasapa
u ynotpebarta Ha BJIII u akTuBHM BemiecTBa). 3a na ce rapaHTHpa, 4e BHacsHUTE B Chblo3a
KUBOTHH W TIPOAYKTH OT KUBOTHHCKH IPOM3XOJ] ca B ChOTBETCTBHUE C WwieH 118 ot Permament
(EC) 2019/6, e HeoOxoammMo B MPUIIOKHOTO Mosie Ha PerimameHTa OTHOCHO OQHIMATHUS
KOHTPOJI J1a C€ MIPEIBU/IN BKIIOYBAHE HA KOHTPOJIA Ha CHOTBETCTBUETO C wWieH 118.

B pamkuTe Ha cBosita cTpaterus ,,OT ¢epmaTa a0 Tpanesata“ EC cu moctaBu aMOUIIO3HATa
nen g0 2030 r. oOumre mponaxx6u B EC Ha aHTUMHUKPOOHW CpeICTBa, M3MOJI3BAHU 3a
CEJICKOCTOIAHCKU >KMBOTHHM M 3a akKBaKynTypH, Aa ce Hamayuar ¢ 50 %. Bw3 ocHoBa Ha
noaxona ,.Emno 3mpaBe” B Permament (EC) 2019/6 ce mpeaBuxma mupok HaOop OT
KOHKPETHU MEpKH, KOUTO 1€ ce Mpuiiarar 3a cronaHckure cyoektu ot EC, 3a na ce 3acuiu
6opbara c aHTUMuUKpoOHaTa pe3ucteHTHOCcT (AMP) m na ce Hachpuum mo-pa3ymHara u
OTroBOpHA ynoTpe0da Ha aHTUMHKPOOHU CpeAcTBa MpU *KUBOTHUTE. KaTo nuiep B cBeTOBHATA
o6opba cpenty AMP Cphro3pT HOCHM OTTOBOPHOCT M 3a HachpyaBaHE HA HAMAJIIBAaHETO Ha
yroTtpedara u MoTpeOIeHHETO Ha aHTUMUKPOOHH CPEJICTBA B TPETH JABPKaBH, TO-CIEIIHATHO
BBB BpB3Ka C BHOCA OT TPETH JIbPXKAaBH, U € JIBHKEH Jla MOMYJIIpU3Uupa CBOATA BU3US 3a I10-
ycToifunBa ymoTpeba Ha aHTHUMUKPOOHHM CpEJICTBA, 3a Ja CIOMOTHE 3a 3ala3BaHeTo Ha
TSAXHaTa €PEeKTUBHOCT Ha MexayHaponaHata cueHa. Ynen 118 or Permament (EC) 2019/6 e
KJIFOUOB efieMeHT B Oopbara cpeury AMP.

2. INPABHO OCHOBAHHME, CYBCUIUAPHOCT U ITPOITIOPIHIUOHAJIHOCT
. IIpaBHO ocHOBaHMe

[IpaBHHUTE OCHOBaHMS 3a HACTOALIOTO MpeisiokeHue ca uieH 43, maparpad 2, wien 114 u
uiieH 168, naparpad 4, Oyksa 0) ot [JoroBopa 3a ¢pyHKIIMOHUpaHETO HAa EBpomneiickus cbhio3.

4 Unen 149 ot Permament (EC) 2019/6.
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. CyOcuanapHocT (Ip¥ HEM3KJIIYHUTEIHA KOMIETEHTHOCT)

BHOCBT Ha JKMBOTHM ¥ TPOAYKTH OT >XMBOTMHCKH HPOM3XOJ OT TPETH IbP)KaBH €
W3uUepraTeaHo periaMeHTupaH Ha pasHuIIeTo Ha Cpbro3za. Ilopaaum ToBa He Ou Oumio
BB3MOKHO BBIIPOCHT Ja CE PEIlIN Ha HAMOHAITHO PaBHHIIIE.

. IIponopuuonasHoCT

N3menenuero Ha PernmameHTa OTHOCHO O(UIIMATHUS KOHTPOJI C IIesl B 00XBara My Aa Obre
BKJIFOUEHA MPOBEpPKa Ha ChoTBeTCTBUETO ¢ wieH 118, maparpad 1 or Pernmament (EC) 2019/6
€ eIMHCTBEHUAT eEeKTUBEH HAUMH Jla Ce rapaHTupa, uye wieH 118, maparpad 1 ot mocoueHus
pEerIaMeHT ce cras3Ba 10 OTHOIICHHE HAa BHOCA Ha JKUBOTHU M TPOAYKTH OT JKUBOTHHCKHU
npousxon oT Tpetu abpxkaBu. Camusat Permament (EC) 2019/6 He chabpxka HEOOXOAMMUTE
OCHOBHHM pa3nopeadu, 3a Ja HalpaBH TOBAa BH3MOXKHO. ONpaBOMOIIABaHETO, NMPEIBUICHO B
yien 118, maparpad 2 ot Permament (EC) 2019/6, nsima na mo3Boiau Ha Komucusara ga
MpHEME 110 OTHOIICHHE Ha OQUITMAIHUS KOHTPOJ HA KUBOTHH M MPOJYKTH OT KUBOTHHCKHU
MPOU3X0Jl HEOOXOAMMHUTE WpaBHia, MOJOOHM Ha MOCOYEHHTE B PermameHTa OTHOCHO
ounmanHus KOHTpOa. VI3MEHEHHETO € HaJIOKHUTEIHO, 3a J1a Moxe cuctemara Ha Cpro3a 3a
oduIManeH KOHTPOJ Ha KUBOTHU U MPOAYKTH OT KUBOTHHCKH MPOM3XOJ Jla Ce Ipujiara 3a
MpOBepKa Ha ChOTBETCTBHETO ¢ WwieH 118, maparpad 1 or Permament (EC) 2019/6.

3. PE3YJTATH OT NOCJTEABAIIMTE ONEHKH, KOHCYJTALIUUTE CbC
3AUHTEPECOBAHUTE CTPAHU U OHEHKUTE HA BB3AEUCTBHUETO

OT rneaHa Toyka Ha MO-J00pOTO 3aKOHOTBOPYECTBO HE Ca HEOOXOJUMM I'bTHA KapTa,
KOHCYJITAIlMsl ChC 3aMHTEPECOBAHHUTE CTPAHM WM OICHKA Ha BB3JCHCTBUETO, THH KaTo
IIPEUIOKEHUETO € TEXHUUECKa MspKa, Heo0X0AMMa 3a rapaHTUpaHe Ha IPUJIaraHeTo Ha YieH
118 ot Pernament (EC) 2019/6. Cnen kato 6b11e MpHETO, NPEATI0KEHUETO 1I1€ TO3BOJIU J1a Cce
U3BBPIIBA OQUIMATIEH KOHTPOJI B CHOTBETCTBUE C PeriameHTa OTHOCHO OQHUIMATHUA
KOHTPOJI ¥ IO TO3W HAYMH HSAMA Ja JIOBelIEe 0 3HAYMTEIHA TEXECT 32 MKOHOMHYECKHUTE
CTONAHCKM CyOeKTH M Jbp)kaBUTE WwieHKU. HeoOxonumo e mpeanoxeHuero aa 0ble MpueTo
npend Havyanoto Ha npunarane Ha Permament (EC) 2019/6 mpe3 smyapu 2022 1. u
JOCTaTh4YHO PaHO IMpeJIu Ta3M Jara, 3a J1a ce JaJie Bb3MOXKHOCT 3a U3rOTBSHE Ha aKTOBE 3a
M3ITBJIHEHHE, ¢ KOUTO Jia C€ YTOYHAT PeIbT M YCIOBHUATA 32 M3BBPIIBAHE Ha OQHUIMAICH
KOHTPOJ BbB Bpb3Ka ¢ wieH 118 ot Pernmament (EC) 2019/6.

4. OTPA’KEHME BBPXY BIOKETA

Hpe,[[J'IO)KeHI/IeTO HAMaA OTPAKCHUC BbPXY 6IOI[)KCT21 Ha Cpro3a.

5. APYI'N EJIEMEHTHU
. IMonpo6Ho pa3sicHeHHe HA OT/IEJTHHUTE PA3NMOPEIdH HA MPENJI0KEHHETO

Yuaen 1, naparpa¢ 4, 0yksa B)

N3menennero Ha uneH 1, maparpad 4, OykBa B) oT PermameHnta OTHOCHO oOQuITMATHUS
KOHTPOJI € TEXHUYECKO NU3MEHEHHE, KOETO MO3BOJIsIBa IPOBEpKaTa Ha ChbOTBETCTBUETO C WIECH
118, nmaparpa¢ 1 ot Pernament (EC) 2019/6 na Obae BkitoueHa B oOxBata Ha Permamenta
OTHOCHO Oo¢uIMamHug KOoHTpoJ. ToBa 11e mo3Boiu Ja ce u3non3Ba cucremara Ha Chio3a 3a
o(unmaneH KOHTPOJI Ha )KUBOTHH U TIPOAYKTH OT JKHBOTWHCKH TIPOM3XO/I, 32 JIa Ce TapaHTHpa
crma3BaHeTo Ha 3a0panute 1o wieH 118, maparpad 1 ot Permament (EC) 2019/6.
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Komucusara tpsOBa 1a mpueme JenerupaH akT B ChOTBETCTBHE ¢ wieH 118, maparpad 2 ot
Pernament (EC) 2019/6, xpnero ciemBa na ce OMpEAeisT MaTepUATHONPABHUTE HOPMH,
KOUTO TpsiOBa J1a ce cra3BaT IMpU BHOCA HA KUBOTHHU M MPOIYKTH OT KUBOTUHCKH MPOU3XOJI,
BbBeXAaHU B Cblo3a OT TpPEeTH IbpKaBW, 3a Ja OBbJAT T€ B CHOTBETCTBHUE ¢ uieH 118,
naparpa¢ 1. M3menenwero na wien 1, maparpad 4, OykBa B) oT PerimameHTa OTHOCHO
oduIMamTHus KOHTPOJ IIe BKIOYHM B 00xBaTa Ha Pernamenta OTHOCHO OpUIIMAIHUS KOHTPOJ
giien 118, maparpad 1, koifTo ce mpuiiara 3a BHOCA Ha )KUBOTHH U MIPOJYKTH OT KUBOTHHCKH
MpoU3X0/, U 1e no3Boau Ha Komucusara BrocneAcTBre aa npueMe HeoOXoaumusi(-Te) aKkT(-
OBE) 32 U3ITbJIHEHUE.

Ynen 47, naparpa¢ 1, 0ykBa 1)

Lenta Ha Ta3u pasnopenda € B PeriameHTa OTHOCHO O(pUIMANHUS KOHTPOJ /1a C€ TMOMpPaBU
sIBHA TPEIIKa 10 OTHOIIEHUE Ha To3oBaBaHeTo Ha Permament (EC) 2016/429.
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2021/0055 (COD)
[Ipennoxxenue 3a

PETJIAMEHT HA EBPOIIEVICKHS ITIAPJIAMEHT U HA CHBETA

3a n3MeHeHue Ha Pernament (EC) 2017/625 no oTHOmeHne HA 0QUIMATIHUSA KOHTPOJ HA

JKUBOTHH U IIPOAYKTHU OT )KUBOTUHCKHU IIPOU3X0J, U3HACAHU OT TPETU IbPKaBU 3a

Cpb1o3a, 32 /1a ce rapaHTHPA CNIA3BAHETO HA 3a0paHaTa HA HAKOM BH/0BE YNOTpeda Ha

AHTMMHMKPOOHH CpPe/ACTBA

(texct ot 3HaueHwue 3a EUII)

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOITEMCKMS CHIO3,

karo B3exa mnpeasuna JloroBopa 3a ¢yHKIMOHHMpaHeTO Ha EBpomeiickus cpio3, U TO-
cneraiHo wieH 43, maparpad 2, wieH 114 u wien 168, maparpad 4, 6yksa 0) oT Hero,

KaToO B3CXa IPCABU/ ITPCIAJIOKCHUCTO HA EBpOHeﬁCKaTa KOMUCHA,

CJICO IpCaaBaHC Ha MPOCKTA HA 3aKOHOAATCIIHHUA aKT Ha HATMOHAJTHUTC MMapJIaMCHTH,

o 5
KaTo B3CXa IPCABHUI CTAHOBHUILICTO HA EBpOHeI/ICKI/IH HMKOHOMHUYCCKHU U COIUAJICH KOMUTCT,

KaTo B3€Xa NpeaABUa CTAaHOBHUIICTO HA Komurera na peFI/IOHI/ITGG,

B CBOTBETCTBHE C OOMKHOBEHATA 3aKOHOJATECIIHa Impoucaypa,

KaTo uMart npeaBuna, 4e:

1)

)

C Pernamenrt (EC) 2017/625 na EBponeiickus mapiaMeHT U Ha Cwaera’ ce OIPEIETAT
IpaBUiaTa 3a W3BBPIIBAHE HA OQUIMAICH KOHTPOI C 1€l IpoBepKa Ha
cpoTBeTCTBUETO, inter alia, ¢ mpaBuigata OTHOCHO O€30MACHOCTTA HA XpAaHUTE U

bypaxure.
C Pernament (EC) 2019/6 na EBpormeiickus napiaMeHT U Ha CsBera® ce OIPEIENAT
npaBuia, inter alia, 3a koHTpona W ymoTrpebara Ha BETCPUHAPHU JIEKAPCTBCHU
HPOAYKTH.

BG

OBCI...], [...]r., cTp. [...].

OBCI...], [...]r., cTp. [...].

Pernmament (EC) 2017/625 na EBpomeiickus mapimameHT u Ha CuBera or 15 maprt 2017 r. oTHOCHO
odHUIMaTIHUS KOHTPOJ W Jpyrutre O(QUIMAIHU JeWHOCTH, HM3BBPIIBAHM C LEJ Ja Ce TrapaHTupa
NPUJIAaraHeTo Ha 3aKOHOJATEJIICTBOTO B 00JacTTa Ha XpaHUTe U (ypakuTe, MpaBUiiaTa OTHOCHO
3[PaBEOIa3BaHETO HA XMBOTHUTE M XYMaHHOTO OTHOIIEHHE KbM TAX, 3/PaBETO Ha PACTEHUSTA W
MPOJIYKTUTE 3a pacTUTENHa 3amuTa, 3a u3MeHeHue Ha permameHTtu (EOQ) Ne 999/2001, (EO) Ne
396/2005, (EO) Ne 1069/2009, (EO) Ne 1107/2009, (EC) Ne 1151/2012, (EC) Ne 652/2014, (EC)
2016/429 u (EC) 2016/2031 na EBpomnetickus nmapiament u Ha CbBera, periiamenta (EO) Ne 1/2005 u
(EO) Ne 1099/2009 ma CwBera m mupextuBu 98/58/EO, 1999/74/EO, 2007/43/EO, 2008/119/EO wu
2008/120/EO Ha CoBera, u 3a otMmsHa Ha pernamentu (EO) Ne 854/2004 u (EO) Ne 882/2004 Ha
EBponeiickuss mapinament u Ha CsbBera, aumpektuBu 89/608/EMO, 89/662/EMO, 90/425/ENO,
91/496/ENO, 96/23/EO, 96/93/EO u 97/78/EO na CwbBera u Pemenne 92/438/EMMO na CoBeta
(Pernament orHocHO oduimanaus konrpon) (OB L 95, 7.4.2017 r., ctp. 1).

Permament (EC) 2019/6 na EBpomneiickust mapinament u Ha CbBeta oT 11 aexemspu 2018 T. 0THOCHO
BETEPUHAPHUTE JICKAPCTBEHH MPOAYKTH U 3a oTMsiHa Ha Jlupektusa 2001/82/EO (OB L 4, 7.1.2019, p.
43).
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©)

(4)

()

(6)

(7)
(8)

[To cunara wa unen 118, maparpagp 1 or Permament (EC) 2019/6 ce wusucksa
CTOTIAHCKUTE CYOEKTH OT TPETH Ibp)KaBH, W3HACAIIM >XMBOTHH M MPOXYKTH OT
XKHUBOTUHCKH npousxof 3a EC, na crnasBat 3abpanata 3a ynoTpeba Ha aHTUMHUKPOOHH
CpE/ICTBa 3a YCKOpsIBaHE Ha pacTeka M yBeJM4aBaHe Ha 100MBa, KakTo U 3a0paHara 3a
yrnoTpeda Ha aHTUMUKPOOHHU CPECTBA, 3ala3eHHU 3a JICYCHHE Ha HAKOU MH(EKIHUU pu
Xopara.

Unen 118 or Permament (EC) 2019/6 ce ocHoBaBa Ha IUiaHa 3a jaelcTBue ,,EnHO
3npaBe’ cpelnry aHTUMHUKPOOHATa PE3MCTEHTHOCT (AMP)9 ype3 3acwiBaHE Ha
npodunakTukata U KOHTpoida BBpXy AMP u HachpuaBaHe Ha MO-pasyMHA U
OTTOBOpPHA yroTpeOa Ha aAHTUMUKPOOHU CPEJICTBA MPH KUBOTHUTE. TOBa € OTPa3eHO U
B crparerusra Ha Komucusra ,,Ot gepmara 10 Tpane3aTa“1O, B koATO KoMmucusra cu
noctaBu amOunmosHata 1en a0 2030 r. oduure nponaxou B EC Ha aHTUMUKPOOHM
Cpe/ICTBa, M3IIOJI3BAHM 3a CEJICKOCTONMAHCKM >XMBOTHH W 3a aKBaKyJITypH, Jla ce
HamayT ¢ 50 %.

C men ga ce rapanTthpa eQEKTUBHOTO MpHJIarane Ha 3abpaHaTta 3a ymorpeba Ha
AHTUMHUKPOOHH CpPECTBa 32 YCKOpsIBAHE HA pacTeka U yBelMyaBaHe Ha JOOMBa, KaKTO
U Ha 3a0paHata 3a ynorpe0a Ha aHTUMHMKPOOHM CpPEJCTBA, 3alla3eHH 3a JICYCHUE Ha
HsKOoM MH(EKIHMH mpu xopara, B ooxBata Ha Permament (EC) 2017/625 cnenpa na
0bJe BKIIOUEH O(UIIHalIieH KOHTPOJI 32 MMPOBEPKA Ha ChOTBETCTBHETO HA KUBOTHHUTE U
MPOJYKTUTE OT KUBOTHHCKH MPOU3X0J, u3HacsHu 3a Cpro3a, ¢ wien 118, maparpad 1
ot Permament (EC) 2019/6.

B cvotBercTBUe ¢ unen 47, maparpad 1, OykBa a) ot Permament (EC) 2017/625
KOMIIETEHTHUTE OPraHH CJIe[BA J]a M3BBPIIBAT HA TPAHUYHHS KOHTPOJICH ITyHKT Ha
bpBO npucturane B Chro3a ouianeH KOHTPOJI Ha BCAKA MpaTKa )KUBOTHU U CTOKH,
KOMTO mojiexar, inter alia, Ha chemHu MepKH, MPeIBHICHH B aKTOBE, MPUETH B
cboTBercTBUE ¢ wieH 249 ot Pernament (EC) 2016/429 na EBporneiickus mapiaMeHT u
na Cseera'’. Unen 249 or Perimament (EC) 2016/429 obGaue He ce oTHacs 10
cnemwrHute Mepku Ha Kommucusrta. [lopaau ToBa Ta3u rpemka ciefBa jaa Oble

MonpaBeHa M Clie[iBa Ja ce HampaBH Mo3oBaBaHe Ha uieH 261 ot Permament (EC)
2016/429.

[Topaau ToBa Pernament (EC) 2017/625 cnensa na 6b/1e CbOTBETHO U3MEHEH.

Toit xato Pernmament (EO) 2019/6 ce mpuiara ot 28 snyapu 2022 r., HaCTOSIIUAT
periaMeHT ciejiBa 1a ce puiiara oT ChliaTa Aara,

ITPUEXA HACTOAIIUA PETJTAMEHT:

Ynen 1

Pernament (EC) 2017/625 ce u3meHs1, KakTo cle/Ba:
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EBpomeiicka xomwucus, EBpomelicku maH 3a aenictBue ,,EmHO 3mpaBe® cpemnly aHTUMUKpoOHaTa
PE3UCTEHTHOCT (AMP), IOHU 2017 r.,
https://ec.europa.eu/health/sites/health/files/antimicrobial _resistance/docs/amr_2017_action-plan.pdf.
Cpobmenne Ha Komucusra or 20 maii 2020 r. no EBponeiickus napnament, CbBeta, EBponelickus
NKOHOMHYECKH W conuayieH komurer M Komwurera Ha permonure. Crparerus ,,Or ¢epmara 1o
Tpamesara‘“ 3a CIpaBeJIMBa, 3/1paBOCIOBHA M EKOJIOrOChOOpasHa MPOJOBOJCTBEHA CHUCTEMa
(COM/2020/381 final).

Pernament (EC) 2016/429 na EBponeiickus napnament u Ha CbBeta ot 9 mapT 2016 r. 3a 3apa3HuTe
OomecTH 1O XMBOTHUTE M 33 HW3MCHCHHE M OTMsSHAa Ha OIpPEACICHH aKTOBE B o0OjacTra Ha
3IPaBEONa3BAHETO HA KMBOTHHUTE (3aKOHOMATEJICTBO 3a 3apaBeorasBaHeTo Ha sxuBoTHHTE) (OB L 84,
31.3.2016 r., ctp. 1).

BG
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1) B unen 1, maparpa¢ 4 6ykBa B) ce 3aMeHsI ChC CIEIHOTO:

,B) Permament (EC) 2019/6 na EBpomeiickus mnapiaMeHT W Ha CoBera |
HACTOSAIIUAT perjaMeHT obade ce Mmpuiara Mo OTHONIEHUE Ha O(UIIMATHUS
KOHTpOJI 3a TIpOBEpKa Ha CHOTBETCTBHMETO ¢ wieH 118, maparpad 1 or
MMOCOYEHHUSI PErJIaMEeHT.

Pernmament (EC) 2019/6 na EBpormeiickus mapmamenT u Ha CpBera or 11 nexemBpu
2018 r. OTHOCHO BETEPUHAPHUTE JEKAPCTBEHU NPOAYKTU U 3a OTMsHA Ha JlupekTtusa

2001/82/EO (OB L 4,7.1.2019, p. 43).*;

2) B unen 47, maparpad 1 OykBa a) ce 3aMeHs ChC CIETHOTO:

,J1) )KHBOTHM M CTOKH, 110 OTHOUICHHE HAa KOWTO C€ MpWiara cCrelrHa MspKa,
MpeABUCHA B aKTOBE, MPUETH B ChOTBETCTBHE ¢ wieH 53 or Permament (EO) Neo
178/2002, unen 261 ot Pernament (EC) 2016/429 wnu unen 28, maparpad 1, dien
30, maparpad 1, unen 40, naparpad 3, wien 41, maparpad 3, uinen 49, naparpad 1,
wieH 53, maparpad 3 u wien 54, maparpadp 3 or Permament (EC) 2016/2031,
W3HUCKBAIM TPATKUTE C TMOCOYCHHUTE XMUBOTHU WJIH CTOKH, WUICHTH(QHUIMPAHU C
TEXHUTE KOjoBe 1Mo KoMOWHMpaHaTa HOMEHKIATYpa, Jla MOJIeKAT Ha oduiuaieH
KOHTPOJI IIpU BbBEXKJaHETO UM B CbI03a; .

Ynen 2

HacrosmusT perinaMeHT Bin3a B CUJIa Ha JABa/IeCETUs JeH clie] IeHs Ha yOJIMKyBaHETO My B
Oguyuanen secmnux na Esponetickus cvios.

Toii ce npunara ot 28 ssuyapu 2022 r.

Hacrosmusar PCriIaMEHT € 3aABJLKUTCIICH B CBOATA LSAJIOCT U CC IIpUJIara NpsAKO BbB BCUUYKH
ABPIKABU YJICHKHU.

CscraBeno B bprokcen Ha [...] roguHa.

3a Eeponetickus naparamenm 3a Cveema
IIpeoceoamen IIpeoceoamen
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