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EEMM  Ha Esporerickus cbio3 Cepust L

2024/2899 21.11.2024 .

PETTIAMEHT (EC) 2024/2899 HA KOMUCUATA
or 20 noemspu 2024 ronuna

3a usmMeHenue Ha Permament (EC) 2020/354 3a cheTaBsiHe Ha CIMCHK Ha MPeHA3HAYeHNATa Ha PypakuTe,
npeIHa3HaYeHN 32 CriennUUHN XPAHUTETTHU LeTTH

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,
xaro B3e npensuy [lorosopa 3a yHKIMOHMpPaHeTo Ha EBponerickis cbio3,

xaro B3e npemsu Pernament (EO) Ne 767/2009 Ha Esporerickust mapiament u Ha ChbBera oT 13 tormu 2009 r. OTHOCHO IyCKaHETO
Ha I1a3apa u ynorpebara Ha gypaxu, 3a usmererue Ha Pernament (EO) Ne 1831/2003 na Esporeiickus napnament 1 Ha CbBera, 3a
ormsHa Ha Hupekrusa 79/373/ENO Ha Cosera, [upekrysa 80/511/EVO na Komucusra, mupexrusu 82/471[EVO, 83/228[ENO,
93/74/ENO, 93/113/EO u 96/25/EO Ha CpBera, KakTo 1t Ha Pemerne 2004/217 [EO na Komucusita ('), u no-crermanso unen 10,
naparpa¢ 5 ot Hero,

KaTo yMa IpenBui, ve:

(1)  CoucbKbT Ha MpenHA3HaueHUsTa Ha ypaxute, NpeNHA3HAUCHN 33 CHELM(UHN XPAHUTEIHN LeN, YCTAHOBEH ¢ PernameHT
(EC) 2020/354 na Komucusita (), Moxe 1a 6be akTyanu3yupaH B COTBETCTBIE C IPABIIIATA U TPOLIEAYPUTE, ONpEIEICH B
Pernament (EO) Ne 767/2009.

(2)  Komwucusra nonyun sasienenvie B choterctsue ¢ wieH 10 ot Permament (EO) Ne 767/2009 3a akryanusupase Ha Cluchka Ha
IpefHA3HAYCHISTA, KATO KbM CIeLMUUHO MpenHasHaueHne Ha Qypaxa ,Hamassisade Ha pucka OT POMIHA Tpecka M
cyOkmMHMYHA dOpMa HA XUMOKAnumeMus® ce 100aBy IMMKO3MMpaH 1,2 5-TMXMIPOKCHXONEKANIMPEPON OT eKCTPAKT OT
Solanum glaucophyllum. Tosa nckaHe Oe pasrieaHo, KaTo ce B3e MpeMBMI CTAHOBMILETO Ha EBpomeiickus opran 3a
6esomacHocT Ha xpanute (,OpraHa“) OTHOCHO mocoueHata pypaxkHa nobaska, npyero Ha 29 rory 2022 r. (°), KoeTo mokasa,
Ye rIMKO3WIMpaHuaT 1,2 5-muxumpokcyxonekanmmugepon or ekcrpakr or Solanum  glaucophyllum npu mepopaneo
NPUIOXKEHNE B TOMbIBALL ¢ypaxk o ¢opMata Ha Gotyc B epuona oT 9 JHM NMpeNyt OTENBAHETO IO HEIOCPENCTBEHO ey
OTEJIBAHETO, MMa INOTEHLMANa Na IPeIOTBPaTM XMIOKANIUMEMMS IIPM MIIEUHUTE KpaBd, KOTaTo ce MNpwiara, KakTo B
OLICHEHNUTE M3CIEABAHMS BbPXY XKMBOTHM. B Tesy w3cremBaHust GONMyCsT € JOMBIHEH C (ypax, CbIbPKALL MOIXOMSIIN
KOTINYECTBA KaJILMil 11 MarHe3MiA.

(3)  Kommcusira noyuu mpyro 3assiieHue B chotBercrBue ¢ wieH 10 or Permament (EO) Ne 767/2009 3a akryanmsupaHe Ha
CIMCBKA HA IPEIHA3HAUCHISITA Ype3 MPOMSIHA Ha YCIIOBUATA, CBBP3AHN C IIPEAHA3HAUCHISTA HA Qypaxu, IpeOHa3HAUCHN 3a
crieupyyHa XpaHuTenHa uen ,HaManssade Ha pucka OT POMMIHA Tpecka M CyOKIMHMYHA $opMa Ha XMIOKATILMeMIs”, a
VIMEHHO TNIPOMSIHA Ha OCHOBHMTE XPAaHWTEIHM XapaKTePUCTUKM, CBBP3aHM C Pa3iMKaTa MeXIy KaTMOHM M aHMOHM B
xparuternHns pexum (DCAD), upe3 BbBeXHaHe Ha OTPHULATEIIHN CTOMHOCTM 3a GanaHca MEXMy KaTMOHMTE VM aHMOHMUTE B
KOJIOHaTa ,,OCHOBHYM XPaHUTEIIHM XapaKTepucTMku“. B Hactosmms cimcbk Ha npenHasHadeHmsta DCAD e ycranoseHa B
TIONOKMTeNeH AMAaNa3oH MeXIy CTOMHOCTH, TO-BUCOKM OT Hyna 1 mo-Huckyu ot 100. 3asBUTeNAT NpemyioXu B OCHOBHUTE
XpaHMTEIIHM XapaKTepUCTUKM [a ce BKI0uM oTpuuatensa croiiHocr Ha DCAD. ToBa o3HayaBa, 4e HMBOTO Ha
OTpULIATEITHNTE JIOHM (AHMOHM) MOXKe [1a ObIe M0-BUCOKO OT HMBOTO Ha MOJIOXMTENHUTE TOHM (KaTmoHu). [IpemoxeHara
TIPOMsIHA NMO3BOIsABA [a e Hamanmy pH B ypyMHATa Ha XKVMBOTHOTO, KOETO BOAM HO OTHENIsHE Ha KallMii upe3 ypyuHaTa y JI0
HaMaJlsiBaHEe Ha CEPyMHMTe KOHIEHTPAlMM B KPbBTAa HAa KMBOTHOTO. HamansiBaHeTo Ha KOHIEHTpALMMTE HA Kaluuii B
cepyMa CTUMYIMpa CeKpelysaTa Ha mapatuponnsust xopMoH (PTH), KoeTo yBenuasa oTHeNIssHETO Ha KanuMii OT KOCTTa 1
aktuBupa Butamut D B Os0perinte (KOETO OT CBOS CTpaHa nomoOpsisa abcopOLysITa Ha Kauuii B XpaHOCMITIATEITHUS TPAKT).
OcseH ToBa orpuuarentHara DCAD Bomu ChLIO 10 yBenMuaBaHe Ha pyeMa Ha ¢ypaxit OT LielleBUTe KUBOTHU.

() OBL229,1.9.2009 r., crp. 1, ELL http://data.europa.cu/elijreg/2009/767 oj.

() Permament (EC) 2020/354 na Komucisra or 4 Mapr 2020 r. 3a CbCTaBSIHE Ha CIMCBK Ha IPeNHA3HAYCHNATA Ha QypaxiTe, NpeIHA3HAYCHN 33
CreLGMYIHI XPAHUTETHY Leny, ¥ 3a oTMsiHa Ha Hupextusa 2008/38/EO (OB L 67, 5.3.2020 r., cp. 1, ELL: http://data.europa.cu/eli/reg/
2020/354/0j).

(*) EFSA Journal (Bronerun na EOBX) 2022 r.; 20(8):7434.

ELL http://data.europa.eu/elijreg/2024/2899/oj
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(4) Komucusita NpenocTaBy Ha Ibp2KaBUTE YTIEHKM [OBETE 3aABIICHM, BKITIOUYMUTEITHO TOCHETATA.

(5)  OueHkara Ha 3asIBTIEHNETO OTHOCHO M3MEHEHMETO Ha ChLIECCTBEHNUTE XPAHUTEITHY XapaKTepyucTyKy, cBbp3anu ¢ DCAD, kakto
¥ Ha 3asBIICHMETO OTHOCHO IOOABSHETO KbM CIMChKA HA MPETHA3HAYCHUSATA HA ITIMKO3MIMPaHUs 1,2 5-IMXMIPOKCUXONE-
xanumdepor ot excrpaxt ot Solanum glaucophyllum, xorato ce mpuiara, KaKTO B OLEHEHWUTE M3CTIEABAHNS BbPXY KVUBOTHY,
T0K43B4, Y€ CHelMUUHUST ChCTAB Ha [BATA BUIA PasrIeKOaHy Qypaxy OTIOBAps Ha crelyuuuHaTAa XPAHUTENHA Liel U He
OKa3Ba HeOMATOMpPUATHO BB3ICHCTBIE BbPXY 3IPABETO Ha KMBOTHNTE, 3IPABETO HA YOBEKA, OKOTHATA CPEa I XyMaHHOTO
OTHOLIEHME KbM XKIBOTHUTE.

(6) C ormem Ha rOpPEM3NOXEHOTO € LeNmechoOpasHO @A Ce aKTyanu3upa CIMUCBKBT Ha MpelHA3HAaueHMsiTa Ha ¢ypaxute,
IpefHA3HAYCHN 33 CIELMUUHM XPaHMTENHM Uemy, ycraHoseH ¢ Permament (EC) 2020/354, mo orTHOmeHue Ha
creldyyHaTa XpaHuTeNHa Len ,Hamarnssae Ha pycka OT POIMIHA Tpecka 1 CyOKIMHMYHA dopMa Ha XUIOKALMEMIS .

(7)  Topamu ToBa Permament (EC) 2020/354 crnenBa aa Gbie CbOTBETHO M3MEHEH.

(8)  Mepkure, MpeIBUIEHM B HACTOSIIMS PEIJIAMEHT, Ca B CBHOTBETCTBME CbC CTAHOBMUIETO HAa IlOCTOSIHHMS KOMMTET IIO
pacTeHMsITa, KMBOTHUTE, XPaHUTE ¥ PypaxKuTe,

[TPUE HACTOSALLMS PEITIAMEHT:

Ynen 1
Brincsarero nog HoMep 60 B yact b or npunoxernero keM Permament (EC) 2020/354 ce u3MeHs B CbOTBETCTBIE C IIPUIIOKEHIETO
KbM HACTOAWINS PEITIAMEHT.

Ynen 2

Hacrosimmsr perimaMeHT BiM3a B CMJ1a Ha [ABaiCCETMA TEH CIIeN OCHA Ha 1'ly6J'[1/IKyBaHeTO My B O@uu,ua/len B8CCMHUR HA Eeponeﬁmug
CB103.

Hacrostmmsr PEIImaMenT € 3adbIIKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAaKO BbB BCMYKM ObpKaBy
YJICHKI.

Cncraeno B bprokcen Ha 20 Hoemspy 2024 romyna.

3a Komucuama
[pedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg/2024/2899/oj
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I1PMTTIOKEHUE
HOMep Ha Cl'leLlVI(i)l/l‘{HO OCHOBHM XPAHUTEITHN XapaKTEPUCTUKNA B ymm ]leKnapMpaHV[ JaHHU Npn Hpenop'bllmenﬂa
NpelHa3HaueHye Ha KaTteropus Ha Hpyru pasnopen6u
BIMCBaHE dypaxa (GP1) KUBOTHUTE etukernpanero (GP2) TPOIIBIKUTENHOCT Ha yroTpeba
00 HamarnsBase Ha pucka | Himcko cboTHOMIeHMe KaTHOHM | Mreunu —  Kamunii Or 3 cenMuum npenu B yKasaHusTa 3a pasuiHa yrorpe6a ia ce ocoui:
OT POIMIIHA TPecKa 1 aHMOHN KpaBu —  Qocdop OTeJIBaHe JI0 CAMOTO ,Ia ce mpekpary ynorpe0ara cief oTensasxe”
cyOkmamyHa popma 3a obmara max6a: —  Marnesuit oTenBaHe
Ha XMIOKaJIIeMMs — MunyManHO TOBMIIABAHE Ha — Harpwi
KMCEIMHHOTO ChIbpXKaHue —  Kammit
TOCPEJICTBOM Qypax, —  Xnopumu
IIpefHa3HaueH 3a crelypuyHa —  Cspa
xpanurenHa ue: 100 mEq kg
CYXO BELIECTBO
— len: [Inanason oT orpuuaTensn
croitnocti Ha DCAD ' o
croitnocti Ha DCAD or < 100
(mEq/kg cyxo Bewectso)
Wi
3eomnuT (armyMyHIEB HAaTpYIeB CUITMKAT): Hatpuesoanymunnes Ot 3 cemMuuy npeau B ykasaHusITa 32 IpaBuIitHa yroTpe6a 1a ce ocoui:
250—500 g/nen CUIIMKAT OTeJIBaHe 10 CaMOTO — ,Jla ce orpaHnuy KONMYECTBOTO Pypax, 3a a
V7] OTeNBaHe ce rapaHTypa, ye [THEBHUAT NPUEM He
npesuuasa 500 g HaTpueB anyMuHMEB
CIJIMKAT Ha KUBOTHO."
— Ynorpebara Tps6Ba ga ObIe orpaHMYeHa 10
MAKCHMyM 2 CeaMMLN
— ,JIa ce mpekparu ynorpe0ara crel oTenBaHe”
CuabisiBaHe C IIpefIIaseHyt OT Kanunii Ort 4 cenMuum npenu B yka3aHusITa 32 IpaBUIIHA YIOTpeDa 1a ce ocouH:
pasrpaxnase B ThpOyxa QypaxHu OTeJIBaHe JI0 CAMOTO ,Jla ce mpekpaty ynorpe6ara crer orensae”
cypoBuHH, Gorati Ha QUTMHOBA OTeNBaHe
KVCETMHA (> 6 %) ¥ ChC ChIbpKaHNe Ha
Kanmumii < 0,2 %, 3a mocTuraHe Ha
MyHMMYM 28 g 1 MakcumyM 32 g
HAJIMYEH KaylLyii/Kpasa Ha JIeH.
nim
Biicoko HMBO Ha Kanumii og gopmara —  Kamunit Ot rbpBUTE NPU3HALM HA — Paspemasa ce npwarane mop Qopmara Ha
Ha JIECHOYCBOMMM M3TOUHMIIM Ha —  VI3TouHmuM Ha Kanumit | oTesiBaHe 1O [1Ba IHM 6oryc. borycbr moxe fa chspka 1o 20 %
KanLuil: Kasiiyes XIOpum 1 /um CIIell OTeNIBaHeTo KEJs30 B MHEPTHA, HebyonornyHa Gopma, 3a
KaIlLyeB CyNQar 1/ IMKasumes IIa ce yBeuuy ITbTHOCTTA My.
docdar ujunm Kanuyes kapOoHat u/ — B ykasauuata 3a mpasuinHa ymnorpeba ma ce
VI KaJILyeB POIMOHAT Y[Wiin T10COYM KOJIKO ITBTH J1a Ce NpUIIara, KakTo u
Kanuyes GopMar U/ Ui ,BCIKaKbB ApyT BPEMETO TIPENIM U CIIefl OTeNBaHe.
M3TOYHMK Ha KaJLNIi CbC CXOeH
edext”

() DCAD (pasnyka MeX[Iy KATUOHUTE Y aHMOHNUTE B XPAHUTENHUS pexkum; nspasern B mEq/kg cyxo semecrso) = (Na+K) — (Cl + S)
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HOMCp Ha Cl'leIIVI(l)l/l'—IHO OCHOBHU XPAHUTEITHN XapaKTEPUCTUKNA B ymm HeKJ’[aPI/lpaHVI JIaHHU NpU Hpenop'quenﬂa
BIVICBaHE TIPERHASHATCHHC Ha (GP1) KATEropii na etnkernpanero (GP2) TPOIBIKUTENHOCT Ha yroTpeGa Hipym pasnopenGu
Pypaxa KMBOTHHUTE
CHabyisiBaHe OT e[IMH WK OT Ha ce mocouum MpU  ETUKETUPAHETO:
KOMOMHALIVS OT Te3Y M3TOUHMIIN C ,IIpenopsusa ce npeau yrorpeba na ce
MuHNMyM 50 ¢ Kanumii/kpasa Ha IeH NOTBHPCY MHEHMETO Ha CHIEUMAIINCT 110
wm XpaHeHe",
CHabnsBaHe ¢ Kamuuii nox gopmarta Ha —  Kamumii OT rbpBUTE NPU3HALNM HA PaspewaBa ce npuiarase nog ¢opmara Ha
KaJILyeB MIONAT C MUHUMYM 5,5 —  Kanuwues nunonar OTeJIBaHe J10 [IBa THU CIlefl 6oityc. BorycbT Moxe [1a chbpxa 1o 20 %
g/KpaBa Ha eH OTeNIBaHETO XKes30 B MHEpTHA, HeOnonornyHa popma, 3a
wm IIa ce YBeM4M IUTbTHOCTTA My.
Ha ce mocouum MpU  ETMKETUPAHETO:
,I1penopsusa ce npean yrorpeba oa ce
TNOTHPCY MHEHMETO Ha CHIEUMAIIACT 110
XpaHeHe®,
BpawHo ot Solanum glaucophyllum, — Bpawno or Solanum | OT 2 gHU Npefwt OTEIBaHETO Paspewasa ce mpuiarade nox ¢opmara Ha
T03BOJISIBALLM JHEBHO OCBOOOKIIaBAHE glaucophyllum VI ITbpBUTE NIPU3HALM Ha 6oryc. borycbr Moxe fa chspxka 1o 20 %
Ha 38—46 g —  Coobpxanue Ha | ortenBaHe 1o 10 mHu cren KeJSA30 B MHEPTHA, HEOMOMOrMYHa Gopma, 3a
1,2 5-muxugporcuxosekaniyepor- 1,2 5-muxumpokcnxo- OTENIBaHETO IIa ce yBeIl4y INTbTHOCTTA My.
ITIMKO3MJ, Ha JIEH nekanuudeporn- Ha ce mocousm Mpu  ETMKETUPAHETO:
7)V7} ITIMKO3MH ,I1pernopsusa ce npefn yrorpeba ga ce
—  Cyposu BIaKHUHN TOTHPCY MHEHNETO Ha CMIELMATICT 110
— Marnesui XpaHeHe®,
—  CypoBu MasHUHM
—  Humecre
— Burammn D3 (06wo)
KAaTO XOJeKaLidepor
Imukosummpan Mneunn — T'nukosunupan Enno nepopanto Imukosunmpanuar
1,2 5-mmxunporcuxonekanuuepon or | Kpasu 1,25-xugpokcuxone- puioxeHue Ha bonyca, 1,2 5-IMXUIpOKCHXONIEKAILMEPOIT OT

ekcrpakt oT Solanum glaucophyllum,
KOJTO MO3BONIABA THEBHO
ocsoOoxnaane Ha 15—80 pg
IIIMKO3UIIMPaH

1,2 5-nuxnmpoxcuxonekanimdeporn
Ha JIeH.

Kanuudeport or
ekcTpakT or Solanum
glaucophylum
Buramua Ds  (061m0)
KaTO XOeKasuudepor

ChIbPKALl [NIMKO3MWINPAH
1,25-
IMXMIPOKCHXOTEKAIIIde-
POIT OT eKCTpaKT Ot Solanum
glaucophyllum B nepuona
IIpefy OTeNBAHETO (OT 9 [HM
IIpefyt OTENIBAHETO [0
HETIOCPE[ICTBEHO IpefIyt
OTEJIBAHETO)

ekcrpakt ot Solanum glaucophyllum ce

npusIara nepopasHo nox ¢popmara Ha boyc

€XeHEBHO PUIIOXKEHNE Ha:

— Hai-Manko 60 g Kanmumil Ha Kpasa B
NIPOIbIKEHME Ha e[Ha CeIMMLIA TIPen
oTenBaHeTo 1 84 g Ha KpaBa J10 Kpas Ha
TpeTaTa CeIMMIA Ha JIaKTaLs;

— Hail-Manko 18 g MarHesuii Ha Kpasa B
IPOILIIKEHME HA e[IHA CEIMMLIA TIPeI
OTeJIBAaHETO M 26 g Ha KpaBa 10 Kpasl Ha
TpeTaTa CeIMUIIA Ha JIAKTalMsL.

Dd
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Howmep na
BIUCBAHE

Creumnduuno
Ipe[Ha3HaueH e Ha

dypaxa

OCHOBHI/I XpaHMTeJ'lHl/l XapaKTepVICTVIKI/l
(GP1)

Bun wm
KaTeropyst Ha
KUBOTHUTE

Hexnapupanu JaHHyu npu
etukernpanero (GP2)

[penopbuuternHa
TPOIBIKUTENHOCT Ha yroTpeGa

Hpyru pasnopentu

Ia ce mocouy Mpu eTMKETUPAHETo Ha pypaxka:
,Ipunaranero Ha 6onyca crensa a ce
M3BBPIIM CaMO BEIHDbXK B [Iep1ONIa Ipefn
OTesIBaHeTO — OT 9 [IeHa TpeNyt OTelBaHeTo
JI0 HEMOCPEACTBEHO NPENIY OTEIBAHETO.
Kanumit u MarHe3uii ce npurnarat exkKeiHeBHO
TIpY CTIe[HUTE CTOMHOCTI:

— Hai--Manko 60 g Kamumil Ha Kpasa B
IIPOIIBIIXEHE HA eIHA CeMILIA Tpef
oTeriBaHeTo 1 84 g Ha Kpasa [10 Kpast Ha
TpeTaTa CeIMMIIA Ha JIAKTaLs;

— Hai-Manko 18 g MarHe3uii Ha Kpasa B
IIPOIBIIXXEHME Ha €IIHA CeIMILIA NPean
OTesIBaHeToO M 26 g Ha Kpasa [10 Kpasi Ha
TpeTara CeIMMIA Ha JIaKTaIms. "

Ipenopsusa ce mpenyt ynorpeba aa ce

NOTBHPCU MHEHMETO Ha BeTepMHAPEH JieKap

VM CHELMAITCT 110 XpaHeHe",
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