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OETIETUPAH PEITIAMEHT (EC) 20242562 HA KOMUCUATA
ot 3 rouu 2024 roguHa

3a u3mMeHenue Ha [Tenernpan pernament (EC) 2022/1644 no orHolLIeHue Ha HAKOM KpUTEpUM 3a mop6op
Ha npoou

(Tekct ot 3Hauenue 3a EUII)

EBPOITEICKATA KOMUCHS,
xaro B3e npensuy [lorosopa 3a $yHKIMOHMpPaHeTo Ha EBponericks chbio3,

Karo B3e npemsun Pernament (EC) 2017/625 Ha Epponeitckus napnament 1 Ha Cbeta or 15 Mapt 2017 1. OTHOCHO OpMIMATTHNS
KOHTPOII M [pyruTe OQMUMAIH JeIHOCTH, M3BbPLIBAHN C LETT [d Ce TapaHTMpa IPWIATAHETO Ha 3aKOHOJATENICTBOTO B OO/IACTTA Ha
xpanute ¥ Qypaxure, MpaBUIaTa OTHOCHO 3[PABEONA3BAHETO HA KMBOTHUTE M XYMAHHOTO OTHOUIGHME KBM TSIX, 30PaBeTO Ha
pacTeHmsITa M MPOIYKTUTE 3a PaCTUTENHA 3alinMTa, 33 M3MeHeHne Ha permamentn (EO) Ne 999/2001, (EO) Ne 396/2005, (EO)
Ne 1069/2009, (EO) Ne 1107/2009, (EC) Ne 11512012, (EC) Ne 652/2014, (EC) 2016/429 n (EC) 2016/2031 Ha
Eponeiickus maprmameHT u Ha Cbsera, pernamentu (EO) Ne 1/2005 u (EO) Ne 1099/2009 na Cobbera u nupextusu 98/58EO,
1999/74/[EO, 2007/43/EO, 2008/119/EO u 2008/120/EO na CbBera, u 3a orMsiHa Ha pernamerti (EO) Ne 854/2004 u (EO)
Ne 882/2004 Ha Eporeiickus mapnament u Ha Cbbera, mupektusu 89/608/EMO, 89/662[EMNO, 90/425/EMO, 91/496/EMO,
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-CIIeLyarHo uneH 19, maparpad 2, byksa a) o Hero,

KaTo MMa NpelBui, ve:

(1) B npunoxenne I koM Hernerupan pernament (EC) 2022/1644 na Komucusra (3 ce onpemensr Kkpurepuute 3a nopgbopa Ha
KOHKPETHY KOMOMHAIMM OT IPyIy BEL[eCTBa 1 TPYIN CTOKM 33 OCHOBAHMTE HA PUCKA HALMOHATIHY [NIAHOBE 32 KOHTPOJI Ha
TIPOM3BONICTBOTO B IbPXKaBUTe UleHKM. Bb3 OCHOBAa Ha IpaKTMUecKMs ONMUT OT NpuiaraHeTo Ha [lerermpan pernameHT
(EC) 2022/1644 B ocHOBaHMTE Ha PYCKA HALVOHAIHY [NIAHOBE 33 KOHTPOJI Ha [IPOM3BOLICTBOTO B [IBPIKABITE WICHKN HSMA
CHOTBETHII BELIECTBA OT Ipyma A, Touka 3, Gyksa 6) 3a CypOBO MILSIKO OT KMBOTHM OT POa Ha eIpust porat JOOUTBK, OBLE 1
KO3M M 3a MeH, KOMTO [Ia TOmIexXaT Ha nposepka. OcBeH ToBa Cliell BIM3AHETO B CUna Ha [lenermpaH pernameHT
(EC) 2022/1644 cpobpxaHuero Ha TNONIpymmre Ha 3alpaHeHMTe WM HepaspelieHuTe (apMaKoOIOrMUHOAKTYBHI
CyOCTaHIMM TP KMBOTHM, OTITIEXIaHU 3 NPOM3BONCTBO HA XpaHu (,Bewiectsa oT rpyma A“), mocouenu B mpunoxenue I
KBM CHIIMA NIENIETMPaH PerflaMeHT, MPeThPIIA pasBuTHe. B pesynTar Ha ToBa HAMa CHOTBETHM BEIECTBa OT Ipyna A, Touka 3,
OyKkBsa €) 3a ompefeneHy CTOKM, KONTO [ MOMJIeXaT Ha Iposepka. [lopamy ToBa 3aTBIXUTETHOTO U3MCKBAHE 33 B3EMaHe Ha
npobu criensa ga 6bie 3amueHo ot Tabmmuara B rouka A.1 ot npwioxkenye I kbm Henernpan pernament (EC) 2022/1644
38 CHOTBETHMTE KOMOMHALIVMI OT IPYIIN BELIECTBA U IPYIIN CTOKM.

(2) B npunoxenue IV xbm Henerupan permament (EC) 20221644 ce chabpxa pasnopen0a OTHOCHO BELIECTBAaTa OT IPyma A, B
KOSITO pasnopena ce OMpenensT KpUTepuuTe 3a MOFO0pa Ha KOHKPETHN KOMOMHALIVMM OT TPYIN BEIECTBA 1 IPYIIN CTOKM 3a
HALMOHAITHUTE IJTAHOBE 33 PAHIOMM3MPAHO HAOMIONEHMe Ha IPOM3BONCTBOTO B IbPXKABUTE UIIEHKM. 3a Ja ce Momobpu
SICHOTATa Ha Ta3y pasnopenda, Ts ciefBa 1a Obe npedopMymipana.

(3) B3 ocHOBa Ha IIPAKTHYECKIS! OMKT OT Ipularatero Ha [enernpas permament (EC) 2022/1644 B HauyoHaHUTE IJIAHOBE 33
paHIOMU3MPaHO HAOMIOEHME Ha IIPOM3BOLNCTBOTO B IhPKABMTE WIICHKM HSIMA CHOTBETHM BellecTsa oT rpyma b, Touka 1,
OyKBa II) 32 BCUUKM TPYIM CTOKM, HUTO ChOTBETHM BELIECTBA OT Ipyna b, Touka 2 3a CypoBO MIIIKO OT KMBOTHM OT POd Ha
enpust porar JOOUTBK, OBLE U KO3M, KOUTO [ MOAJIEXAT Ha poBepka. [lopamm ToBa 3aIb/IKUTEIHOTO U3MCKBAHE 32 B3EMaHE
Ha mpoOy cremBa ma Obe 3ammueHo or Tabmuuara B mpunoxenue [V kbm Henmernpan pernament (EC) 2022/1644 3a
CHOTBETHITE KOMOMHALIVM OT IPYIIN BEIIECTBA Y1 TPYIIN CTOKIL.

(4)  Tlopamu Tosa [enerupan pernament (EC) 20221644 cnensa na Gblie ChOTBETHO M3MEHEH.

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

(*) Henernpan permament (EC) 20221644 na Komucusra or 7 romm 2022 r. 3a nonbisenve Ha Permament (EC) 2017/625 ua Espomeiickus
napraMeHT 1 Ha CbBeTa CbC CHELMAIHM M3MCKBAHMS OTHOCHO M3BBPIIBAHETO HAa OQMIMAIeH KOHTPON Ha ymoTpeGata Ha dapmakomnormy-
HOAKTMBHM CyOCTAaHLMM, paspelieHV KaTo BETEPUHAPHM JIEKApCTBeHM MHPOIYKTM WM Kato ¢ypaxHuM HoOaBKM, M Ha 3abpaHeHM Mim
Hepa3peleHy $papMaKOIOTNYHOAKTUBHY cybcTaHumu 1 octatbim ot Tx (OB L 248, 26.9.2022 r., crp. 3, ELL http://data.curopa.cu/elif
reg_del/2022/1644/0j).
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(5)  Twit kato mpasunara, onpeneneny B Henernpan pernament (EC) 2022/1644, tps6Ba na 6bIar BKIIOUEHY B OCHOBAHNUTE Ha
PUCKa HALOHAIHY ITAHOBE 34 KOHTPOJ M B HALMOHAJIHNUTE [UIAHOBE 3a PAaHIOMM3MPAHO HAOIONCHME, KOUTO €XErOIHO
TpsibBa ma ce mpencrasir Ha Kommcnmsra 3a oueHka B choTBercTBue ¢ Permament 3a y3mbnaenme (EC) 2022/1646 Ha
Kommcysta (°), HacTOSIIMAT perfaMeHT credBa Ha ce Ipuiara 3a IbpBY ITbT KbM ITaHoBeTe 3a 2025 r. Ilopamm ToBa
HACTOSAIIMAT PEINIaMeHT CllefiBa 1a ce npusara ot 1 aayapu 2025 r.,

[TPUE HACTOALLNA PEITIAMEHT:

Ynen 1

Mputoxerns 11 n IV kom Henernpan pernament (EC) 2022/1644 ce M3MEHST B ChOTBETCTBHE C MPUITOKEHUETO KbM HACTOSIIINS
PpeInamMenT.

Ynen 2

Hacrosiumsr perimaMenT Biv3a B CMJIa Ha IBAI€CETVA NEH CIIET NEHA Ha Hy6HI/IKyBaHCTO My B Otj)uqua/:en BECMHUR HA EGPOHCﬁCRu.Fl
Ce103.

Toit ce mpunara ot 1 siHyapu 2025 r.

Hacrosimmsr peITaMenT € 3aIbJIZKUTETIEH B CBOATA LATIOCT U CE Ipuiiara nNpsko BbB BCUUKN IbpKaBy YICHKU.

CpcraBeHo B bprokcen Ha 3 ronn 2024 ropmHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN

(*) Permamenr 3a uambisenyve (EC) 2022/1646 Ha Komycnsra ot 23 cenrremBpy 2022 1. OTHOCHO e[IMHHATA IIPAKTHYECKa Ypenoa 3a M3BbPIIBAHETO
Ha OQUIMaleH KOHTPOJI 10 OTHOLIeHNMe Ha yrnorpebara Ha (apMaKOJIOTMYHOAKTUBHYM CYOCTAHIIMY, pa3pelleHyt KaTo BeTepUHAPHI JIeKapCTBeHN
TIPOIYKTH MIM KaTO $ypaxHu T00aBKY, U Ha 3abpaHeHN Wi HepaspeleHn $apMakoIOrMYHOAKTHBHIU CyOCTAHIMM U OCTATBLM OT TSAX, OTHOCHO
KOHKPETHOTO ChIIbPXKaH/ME Ha MHOTOTO[MIIHNTE HALMOHAIIHY IIAHOBE 33 KOHTPON U KOHKpeTHaTa ypenba 3a Tsixxoto m3rorssHe (OB L 248,
26.9.2022 r., crp. 32, ELL http://data.europa.eu/elifreg_impl/2022/1646/0j).
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I1PMTTIOKEHUE

Tpunoxennst I u IV kom Henernpan pernament (EC) 20221644 ce u3MeHsT, KakTo Clefsa:
1) TIpunoxenne II ce M3MeHs, KaKTO ClefBa:

a) BTOuka A.l, B TabnyuaTa BIMCBAHETO 3a IPyMa BewiecTBa A, Touka 3, OykBa 6) ce 3aMeHS ChC CIEIHOTO:

JIpyma A, X X X X X X X“
TOuka 3,

Oyksa 6)

0) BTOuKa A.l, B TabmiLIaTa BIMCBAHETO 3a IPyIa BeliecTBa A, Touka 3, OyKBa €) ce 3aMeHsI ChC CIIeIHOTO:

Tpyna A, X X X X X X X
Touka 3,
Oyxsaa e)

2) TIlpunoxenue IV ce usMeHs, KakTo CrefBa:
a)  4acTTa OTHOCHO BELIECTBATa OT IPyIa A ce 3aMeHsI CbC CIIEIHOTO:
,BelecTsa ot rpyma A

HpO6I/lTC, KOUTO C€ CBbCTOAT OT KOM6I/IH&L[I/II/I OT I'pyIin BELIECTBA M IPYIIN CTOKM, Ca Pa3lIMUHM OT B3CTUTE l'[p061/1, II0COYEHMU
B OCHOBAaHMTE Ha PMCKa HAUVOHAIHN IVTAHOBE 34 KOHTPOII Ha ITPOM3BOACTBOTO B IbP2KaBUTE YIIeHKI.;

6) B 4acCTTa OTHOCHO BEILIECTBATA OT IpyIlia b, B Ta6J'IM[I3Ta BIIMCBAHETO 3a I'pylia BEIIECTBA b, Touka 1, 6yKBa JI) C€ 3aM€HA CbC
CIIEIHOTO:

»[pyna b,
ToukKa 1,
Oyksa )"

B) B UYacTTa OTHOCHO BellecTBata OT rpyna b, B Tabnuiata BrmcBaHeTo 3a rpyma BewecTsa b, Touka 2 ce 3aMeHst ChC CIIEAHOTO:

~[pyna b, X X X X X X*
TOUKa 2
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