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PEITIAMEHT 3A U3ITBJTHEHUE (EC) 2024/2563 HA KOMUCUSATA
ot 24 centemspu 2024 roguna

3a usMeHeHue Ha Permament 3a m3mbianenue (EC) 2022/1646 no orHoumieHuMe Ha JONBIHMTETHOTO

CbIbpXKaHie HA OCHOBAHMTE HA PUCKa HAUMOHATHM IUIAHOBEe 33 KOHTPONI M HAaIMOHAIIHMA IJIaH 3a

PaHIOMM3MPaHO HAOIIOIEHNe, NMPEICTABSHETO HA Te3U IUIAHOBE M JAHHM OT bPXKABUTE WICHKM U
MMHMMAJIHATa Y€CTOTA Ha B3eMaHe Ha poou

(Tekct ot 3Hauenue 3a EUII)

EBPOTIEVICKATA KOMUCHS,
Karo B3e npensus [lorosopa 3a $yHKIMOHMpPaHeTo Ha EBponerickust chio3,

xaro B3e npemsun Pernament (EC) 2017/625 Ha EBponeiickns napnament 1 Ha Cpera ot 15 Mapr 2017 1. OTHOCHO OdMLMATTHIS
KOHTPOII ¥ [IPYTUTe OPULIMAIIHI IEHHOCTH, M3BbPIIBAHN C LI [1a Ce TAPAHTMPA NPIJIATAHEeTO Ha 3aKOHONATEICTBOTO B 00MacTTa Ha
xpanute ¥ Qypaxure, MpaBUIaTa OTHOCHO 3[PABEOIA3BAHETO HA JKMBOTHUTE M XYMAHHOTO OTHOUIGHME KBM TSIX, 30PaBETO Ha
pacTeHmsiTa M MPOIYKTUTE 3a PAacTUTENHA 3auinTa, 3a M3MeHeHne Ha permamentu (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) 2016429 u (EC) 2016/2031 na
Eponeiickns maprmament u Ha Cosera, pernamentn (EO) Ne 1/2005 u (EO) Ne 1099/2009 na Cosera n nupexrusu 98/58EO,
1999/74/EO, 2007/43/EO, 2008/119/EO 1 2008/120/EO na CbBera, u 3a ormsiHa Ha pernamenti (EO) Ne 854/2004 u (EO)
Ne 882/2004 Ha Eporeiickus mapnament u Ha Cbbera, mupektusu 89/608/EMO, 89/662[ENO, 90/425/EMO, 91/496/ENO,
96/23/EO, 96/93/EO u 97/78/EO Ha CnbBera 1 Pemenne 92/438/EVO Ha Cosera (PermameHT 0THOCHO oduumanas koHrpon) (1),
¥ IIO-CIienyarHo uneH 19, maparpad 3, mxpsa anusest, 6yksy a) u 6) ot Hero,

KaTo MMa NpenBui, ve:

(1) B cvotserctBue ¢ uieH 7, maparpad 1, 6yksa r) ot Pernament 3a usmbnuenve (EC) 20221646 Ha Komucusra (%) appxasure
YJIeHKM TPsi0BA [a MPEIBUAT B CBOMTE OCHOBAHM Ha PMCKA HALMOHAIIHY IIJIaHOBE 33 KOHTPOIT M B CBOSI HALIMOHAJIEH IIIaH 3a
PAHIOMM3MPAHO HAOJIOMeHNe BUIA HA MOCIEIBALINTE MEPKH, MPEIpPUET OT KOMIIETEHTHUTE OPraHM [0 OTHOLICHME Ha
KVMBOTHI WV TIPOIYKTH OT XKMBOTMHCKY IIPOM3XOM, B KOUTO IIpe3 MPEIXOTHNUTE TONMHY Ca OUITM OTKPUTH HECHOTBETCTBALL
OCTAaTHYHM BelleCTBA. Thit KATO Ta3u MHPOPMALIMS € YACT U OT JAHHUTE, IPeaBaHy Ha EBponeiickus opraH 3a Ge30MacHOCT Ha
xpauurte (EOBX), u 3a ma ce usberte MBOMHOTO OKITaBaHe, Ta3u MHPOPMAIMs CriefiBa 1a Oble BKIFOUEHA CaMO B IaHHMTE,
npepasany Ha EOBX.

(2) B uen 7, naparpad 2, mbpsa amutess, 6yksa 6) ot Permament 3a msmbinenne (EC) 2022/1646 ce u3uckBa OCHOBaHUTE Ha
PVCKa HalMOHAJIHM IIAHOBE 3a KOHTPOII [1a BKIIIOUBAT IIperiel Ha TaHHUTE 33 HECHOTBETCTBMETO, npenoctabenn oT EOBX.
Twit KaTo TbpXKABUTE UIEHKY MOTAT CaMJt 1a M3BIIMYAT Te3U HaHHM, Bede He e Heobxomumo EOBX ma ce mocousa kato opra,
IIPENOCTaBALI TO3M IPEIIeN.

(3) B cwotBercTBHE C uneH 8, mbpBa anmuHest oT Permament 3a m3mbnHenne (EC) 2022/1646 mppxasute uneHky TpsiOBa Aa
TpencTaBsT Ha KomucusTa cBouTe IUIAHOBe 33 KOHTPOI U CBOSI IUIaH 3a Habmofenye. 3a 1a ce MOSICHN, ve TpsiOBa [1a Obiie
TIPENICTABCH ¥ IUIAHBT 33 HaOTOMeHNe, 3arTaBneTo Ha wieH 8 ot Pernmament 3a mambnHerne (EC) 2022/1646 cnensa na 6bie
U3MEHEHO.

(4) B coorBercrBue ¢ wieH 9, mbpBa aimues or Permament 3a mambiuenne (EC) 2022/1646 mppxasute wieHKM TpsiOBa ma
npencrapsar Ha EOBX wsnara mudopmaums, cpOpaHa 3a LefMTe Ha TEXHMTE IUIAHOBE 33 KOHTPON M TEXHMS IUIaH 3a
Habmonenne. ToBa 3aybixeHye CiefBa a Gbe OTPa3eHo [0-sCHO BbB OPMyIMPOBKATa Ha Tasu pasnopensa.

() OBL95,7.4.2017 r., ctp. 1, ELL http://data.europa.eu/elijreg/2017/625/oj.

(*) Permamenr 3a mambisenye (EC) 2022/1646 Ha Komyensra ot 23 cenrremBpy 2022 1. OTHOCHO e[IMHHATA IPAKTHYECKa Ypenoa 3a M3BbPIIBAHETO
Ha oduLaNeH KOHTPOI M0 OTHOLIEHNME Ha ynoTpeOaTa Ha (papMaKONOTMYHOAKTUBHY CYOCTAHLNM, Pa3pelieHy KaTo BeTePUHAPHM JIeKapCTBEHU
TIPOIYKTH MIM KaTO $ypaxHu T00aBKY, U Ha 3abpaHeHN Wi HepaspeleHn $apMakoIOrMYHOAKTHBHIU CyOCTAHIMM U OCTATBLM OT TSAX, OTHOCHO
KOHKPETHOTO ChIbPXKaHNe Ha MHOTOTOAMUIHUTE HALMOHATIHY [IAHOBE 33 KOHTPON M KOHKpETHATa ypen0a 3a TsixHOTO m3rorssHe (OB L 248,
26.9.2022 r., crp. 32, ELL http://data.europa.eu/elifreg_impl/2022/1646/0j).
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(5) B pamkuTe Ha OCHOBaHMS Ha PUCKA HAlLMOHANEH IUTAH 3a KOHTPOJI Ha MPOM3BOACTBOTO B AbPXKABUTE WIEHKM IOCTIEAHUTE
TpsibBa I1a M3MBIHSBAT pasnopenbdute Ha Pernament 3a manbisenne (EC) 2022/1646 1o OTHOLUeHNE HA 3abILKUTENHS
IpOLIEHT Ha MpobuTe 3a BemwlecTBata OT rpyma A, Touka 3, Oykea 6) or mpumoxerne | xbM [lenernpaH periameHt
(EC) 2022/1644 wHa Kommcmsra (). Tasu rpyma obxBama HepaspeiieHu (apMaKONOTMUYHOAKTHBHY CyOCTAHIMM 3a
BETEPUHAPHO JIeUeHMe WM 3a ymoTpeba BbB ¢ypaxy 3a KMBOTHM, OTITIEKIAHM 3a NPOM3BOICTBO HA XPaHM, KOMTO ca
IPONYKTU 3a PAaCTUTENHA 3alUMTa M GMOLMAM M KOMTO MOTAaT M Ce M3ION3BAT B KMBOTHOBBICTBOTO IO OTHOLICHNE HA
KMBOTHM, OTITIEKIAHN 3 MIPOM3BOLICTBO HA XPaHM. Tbil KaTO TbPXKABKMTE UNEHKM MOTAT [a BKIIOYAT OPUIMATHISL KOHTPOT
Ha Te3} BEIeCTBA B PaBHATA ypenOa Ha MHOTOTOMMIIHNTE HALMOHATHY POTPAMM 32 KOHTPOII Ha OCTATHYHMTE BELIECTBA OT
TECTUIMIN B XpaHuTe u Qypaxure, onpenerteHa B denerupar permament (EC) 20212244 na Komucusra (*), nsuckpanero
3a MMHMMAJTHA YeCTOTa Ha B3eMaHe Ha IMpobu 0T 5 %, OmpeferieHo B TOMbIHMTENHNTE pasnopenOy B npunoxenne I KbM
Pernamenr 3a usmpnHenvie (EC) 20221646, He crenpa a ce npuara 3a rpyna A, Touxa 3, Gyksa 6).

(6)  Tlopamu ToBa Permament 3a uambnaerne (EC) 2022/1646 cnensa na Gbiie ChOTBETHO M3MeHEH.

(7)  Twit kato npasunara, onpenenexy B Pernament 3a m3msiHenye (EC) 20221646, ca cBbp3aHM ChC CHOTBETHATA KaJleHIAPHA
TOJIMHA KAKTO 33 OCHOBAHMTE Ha PUCKA HALMOHAIIHM TIJIAHOBE 3a KOHTPOJI, TAKA 1 33 HAUMOHAJIHMS TIJIAH 33 PAHIOMU3MPAHO
HabTIOMeHNe, HACTOSILMSAT PErTIAMEHT CIeIBa [Ia Ce PIIara 3a IbPBI ITBT 3a 1aHoBeTe 3a 2025 1. [Topamy T0Ba HACTOSIIMST
peITIaMeHT cliefiBa oa ce npuiara ot 1 suyapu 2025 r.

(8)  Mepkure, NpemBUIEHM B HACTOSIIMS DEITIAMEHT, Ca B CBHOTBETCTBME CbC CTAaHOBMIIETO Ha IlOCTOSIHHMS KOMMTET IIO
PaCTeHMsTa, KMBOTHITE, XPAHUTE ¥ PypaxKuTe,

[TPUE HACTOALLNA PEITIAMEHT:

Unen 1

Pernamenr 3a u3mbnuenne (EC) 20221646 ce uameHsl, KaKTo Cliefisa:

1) UneH 7 ce 3aMeHS ChC CIETHOTO:

LUnen 7

JombIHUTETHO CbIbp2KaHNe Ha OCHOBAHUTE Ha PUCKa HALIMOHAIIHU IUVIaHOBE 32 KOHTPOII M Ha HALIMOHAITHUSA IUIaH 3a
paHIOMMU3UPaHO Ha6mo]1eﬂue

1. B ocHoBaHuTe Ha pucka HallMOHAJIHM IUIAHOBE 3a KOHTPOII, IIOCOYEHU B YIICHOBE 4 u 6, M B HAaMOHAJIHUA INIaH 3a
pangomMmnsnpaHo Ha6J'I}O]1€H]/IC, MOCOYEH B UJIeH 5, Ce 0CoYBa CIIEAHOTO:

a)  BUIOBETE, OT KOMTO LI ce B3eMaT IIPoOY, M MCTOTO Ha B3eMaHe Ha mpobu;

6) HalIMOHAJTHOTO 3aKOHOHATEJICTBO OTHOCHO yHOTpe6€lTa Ha d)apMaKOHOFI/I“IHOEiKTMBHVI Cy6CTaHHIAI/I, " IOo-ClieIMajiHO TAXHATa
3a6paHa VIIN TAXHOTO pa3pelliaBaHe, paspOCTpaHEHME, ITyCKaHEe Ha I1a3apa M IIpuiiaraHe, JOKOJIKOTO TOBa 3aKOHOMATEIICTBO HE
€ XapMOHM3JPAHO OT 3aKOHOJATEIICTBOTO Ha Cplo3a;

B) KOMIIETEHTHUTE OpraHyl, OTTOBOPHM 3a M3ITBITHEHMETO Ha IIJIaHOBETE.

() Henernpan pernmament (EC) 20221644 na Komucusra or 7 romu 2022 1. 3a nombixenve Ha Permament (EC) 2017/625 ua Espomeiickus
napnaMeHT 1 Ha ChbBeTa ChC CIIELMAIHN M3MCKBAHMS OTHOCHO M3BBPIIBAHETO HAa OQUMIMATIeH KOHTPON Ha ymotpeGara Ha (apMmakonorumy-
HOAKTMBHM CyOCTAaHLUMM, pa3pelieHM KaTO BETEPUHAPHM JIEKAPCTBEHM IPOAYKTM WM Kato (ypaxHM [NOOABKM, M Ha 3a0paHeHU MIM
Hepa3peleHy $papMaKOIOTMYHOAKTUBHY cybcTaHumMy 1 octathim ot Tax (OB L 248, 26.9.2022 r., crp. 3, ELL http://data.curopa.eu/elif
reg_del[2022/1644/oj).

(*) Henernpan pernament (EC) 2021/2244 na Komucusira or 7 okromspu 2021 r. 3a momsinterne Ha Pernament (EC) 2017625 na Espomneiickust
naprameHT 1 Ha ChBeTa ChC CIIELMAITHY IPaBUIIa OTHOCHO IIPOLIENypUTe 3a B3eMaHe Ha Ipo0M 3a OCTAThLY OT MECTULIMAN B XPAaHUTE 1 QypaxiuTe
crienga 1a 6bre BiroueH B Criopasymennero 3a EVIT (OB L 453, 17.12.2021 r., crp. 1, ELL http://data.curopa.eu/elijreg_del/2021/2244(
0j).
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2. B nmombiHeHne KbM MHQOPMALMATA, OCOYeHA B maparpad 1, B OCHOBAHMTE HAa PUCKA HALMOHAIIHM INTAHOBE 33 KOHTPOIL,
TMIOCOYEHN B UIleHOBE 4 U 6, ce IPeOCTaBs CIIEAHOTO:

a) 000CHOBKA 3a M3OpaHMTe BELICCTBA, BUIOBE, NMPOIYKTYM M MATPUIM, BKIFOUEHV B IUIAHOBETE, Bb3 OCHOBA Ha KPUTEPUIUTE,
uzbpoenut B npunoxenns I u VI kb Henerupan pernament (EC) 20221644, primtountenHo 060CHOBKA HA HAUMHA, 1O KOITO
KpUTEpUuTE, M30POEHNM B Te3N MPWIOKEHMS, ca OMIM B3eTH MPEIBHUI, HOPU aKO He Ca HalpaBeH! NMPOMEHM B CPABHEHME C
IUTAHOBETE OT IIPENXONHATA TOIMHA;

6) 000CHOBKA Ha HauMHA, 110 KOJITO CITyYanTe Ha HEChOTBETCTBUS B CHOTBETHATA [IbPKABA WICHKA, YCTAHOBEHN IPe3 PEIXOIHNUTE
TPU KaJleHAaPHMU TO[MHY, ca GUIIi B3eTV IPEIBII PY OLTUMU3MPAHETO Ha [ITAHOBETE.

OT mbpKaBuTe WIEHKM He ce M3MCKBA 1A MPENOCTABAT MHPOpPMALNS, KOATO Bede e IpefocTaBeHa B obmiara yact Ha MHIIK, B

cpotsercTBye ¢ wien 110, naparpad 2 or Pernamenr (EC) 2017/625.

2) 3arnaBueTo Ha ujieH 8 ce 3aMeHs CbC CIIEIIHOTO:

LJIpencraBsiHe M OLEHKA Ha OCHOBAHMTE HA PUCKA HALMOHAIIHY IUTAHOBE 32 KOHTPOIT M Ha HALMOHAITHM IIaH 32
paHnoOMM3MpaHo HabIOmeHNne".

3) Unen 9 ce 3aMeHs CbC CIIEITHOTO:
»dnen 9
IlpemocraBsiHe Ha JTaHHM OT IbpPKaBaTa WieHKa

ITo 30 1oHM BCsiKA TOAMHA [TPKABUTE YIIEHKN Tpenasat Ha EBporeickust opra 3a 6ezonacHoct Ha xpanute (EOBX) BCvukm maHHU
OT MPEIIXOIHATA TONMHA, CHOPaHM B PAMKITE Ha IUTAHOBETE 32 KOHTPOIT ¥ II/IaHa 32 HAOITIONEHMe, IOCOUYEHM B UIleH 3, BKITFOUMTEITHO
OTroBapsIMTe Ha M3MCKBAHMATA PE3yNTaTi OT METOAMTE 3a CKPYHMHI, KOTaTO He ca M3BbpIIBAHM aHAIIM3M 33 NMOTBbpXKaBaHe. Tesn
IaHHM CBIBPKAT CBHIIO TakKa BUIA HA MOCTEIBAIMTe MEPKY, MPedNpyeTy OT KOMIEeTeHTHUTEe OpTaHM IO OTHOLIEHME Ha XKUBOTHU
IV TIPOIYKTH OT KMBOTMHCKM TIPOM3XOM, TIPU KOUTO MPe3 IPEIXOHATA TOMMHA ca O OTKPUTH HEChOTBETCTBALLM OCTATHLIA.

Io 31 aBrycr Besika rOfyMHA TbPKABUTE UNEHKM QUHAIM3MPAT BAIMIMPAHETO, IPErnena M OKOHYATeNTHOTO NMpMeMaHe Ha TaHHWUTE B
CyUCTeMUTE OT perncTpy Ha naHHu Ha EOBX.“

4) B mpunoxenye I, B, Jombnautensu pasnopentu” 6yksa 0) ce 3aMeHS ChC CIIEIHOTO:

,0) KOHTpOIBT BbPXY BCSIKa KOMOMHALIMSL OT TOITPYIM OT BELIECTBA OT Ipyma A v Ipymu cTOKy, u3GpoeHn B npusioxkenue II KkbM
Henernpan pernament (EC) 2022/1644, ce u3BbpILIBA €XKETOTHO NPU HA-MaNKo 5 % OT mpobute, B3eTU B CHOTBETCTBUE C
Tab/MIaTa OT HACTOSIIOTO NPIIOXEHNME 33 Ta3y Ipyma cTOKM. TO3M MMHMMATeH IPOLEHT He Ce NPWJIara 3a eCTeCTBEHN
OOBMBKY U He e IpuITara 3a rpyma A, Touka 3, 6yksa 6) u rpyna A, Touka 3, 6yKsa €) 33 BCHUKM [PYIH CTOKI.”

Ynen 2

Hacrosiumsr pernmaMenT BiM3a B CMJIa Ha IBaI€CETUA NEH CIIEN NEHA Ha l'ly6J'II/IKyBaH6T0 My B O(})uu,ua/ten B8¢CMHUR HA Esponeﬁcmm
Co103.

Toii ce npunara ot 1 suyapu 2025 .

Hacrosimmsr peITmaMenT € 3aIbJIZKUTETICH B CBOATA LATIOCT U CE Ipuiiara nNpsiko BbB BCUUKM IbpXKaBy YICHKU.

Cncraseno B bprokcen Ha 24 centempy 2024 rogmHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN
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