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(Armose, npuemu no cunama a Iozosopume 3a EO/Espamom, uuemo ny6auryeate e 3a0s1RUMeHO)

PEITIAMEHTU

PE[TIAMEHT (EO) Ne 429/2008 HA KOMUCHSATA

ot 25 anpun 2008 ropuHa

OTHOCHO MOIPOOHM MpaBivIa 3a npwiaraHe Ha Permament (EO) Ne 1831/2003 na EBpomnesickust mapiaMeHT
n Ha CbBeTa IO OTHOLIEHNE HA NOATOTOBKATA ¥ NPelCTaBSHETO Ha 3asBIieHMS U OLEHKaTa M
pa3spelaBaHeTo Ha QypaxkHu H0GaBKM

(Texcr ot 3Hauenue 3a EUII)

KOMMUCHATA HA EBPOITEVICKUTE OBLIHOCTH,

KaTo B3¢ Ipensu HOFOBOpa 3a Cb3[IaBaHE Ha EBpOHCﬁICKaTa O6IIIHOCT,

karo B3e npensun Pernament (EO) Ne 1831/2003 na Esponerickus
naprnamenT i Ha CpBera ot 22 centemspy 2003 1. OTHOCHO HO0ABKM
33 M3ION3BAHE IIPY XpaHeHeTo Ha XusotHute (1), M mo-crenyanto
wieH 7, naparpadu 4 u 5 OT Hero,

crie KoHcymTypane ¢ EBporiesickust oprat 3a Ge30M1acHOCT Ha XpaHuTe
B CboTBeTcTBMe C wieH 7, maparpadu 4 u 5 or Permament (EO)
Ne 1831/2003,

KaTo MMa IpenBum, 4e :

(1)

ChluecTByBa HEOOXOMMOCT OT YCTAHOBSIBAHE HA NpaBUIa 3a
NpWJIaraxe 1o OTHOLIEHNME Ha MPOLENypaTa 3a paspellaBaHe Ha
¢ypaxunre nobasku curiaacHo Permament (EO) Ne 1831/2003,
BKIIIOUNTEIIHO [PABMIIA 33 IOITOTOBKA M MpEICTaBsiHE Ha
3asIBTICHMSL M 34 OLCHKA M paspellaBaHe Ha TakyBa I00ABKIL.
Te3u npaBuia ca IpeHA3HAUCHM [a 3aMEHST pasmopenOnre,
npensuenn B npyioxennero koM Hupekrusa 87/153[EMO ()
Ha CbBeTa, ONpeNIeNsia HACOKM 3a OLEHsIBaHe Ha NOGABKM Ipy
XPAHEHETO Ha KUBOTHMUTE.

TlocoueHnTe TpaBuiia CreBa 1a ONMpeNesT U3MCKBAHUATA, Ha
KOMTO [1a OTTOBAps HOCHETO, MPUIpPYKABALIO 3asBreryero. Te
CrleliBa, MO-CIELMANHO, [a MOCOYBAT HayyHata MH(OPMALs,
KOSTO [1a Gbjle MOJaneHa 3a MIeHTHUUMPAHE U XapaKTepusi-
paHe Ha BBIIPOCHATA TOOABKA J1 POYYBAHMATA, KOMTO Ia ObHaT

() OB L 268, 18.10.2003 r., ctp. 29. Pernament, usMeteH ¢ PernameHt

(EO) Ne 378/2005 Ha Komucnsra (OB L 59, 5.3.2005 ., ctp. 8).

() OBL 64, 7.3.1987 1., ctp. 19. OrmeneH ¢ Permament (EO) Ne 1831/

2003.

TPEMICTaBeHN M C KOMTO [a [OKAXaT HejfHaTa eMKacHOCT M
0€301acHOCTTA 1 3 XOPATa, KMBOTHITE I OKOJTHATA CPelia C e
NpOBepsIBAHE U OLIEHSIBAHE HA 3asBIIEHMSATA 33 paspeliaBaHe OT
cTpaHa Ha EBpomelickust opraH mo 6e30macHOCT Ha XpaHuTe
(Opramwr).

B 3aBUCMMOCT OT €CTeCTBOTO Ha [00aBKaTa WIIM 3asBEHUTE
ycnoBust 3a  ymotpebara i1, OOXBaTHT Ha IPOYYBAHMATA,
HEOoOXOIMMI 3a OLICHsIBAHE Ha HEJHNTE KauecTBa WM Bb3JIeil-
cTBUSL, MOXe Ha e pasmudeH. [lopamy ToBa Ha omeparopure
criena 1a Oblie OCUTypeHa rbBKABOCT 110 OTHOLIEHNE Ha BUTA Ha
TPOYUBAHMATA Y MATEPHUAIIITE, KOUTO TPsIOBA 1A Ce MPENCTABST,
3a [1a ce oKaxe Ge30MacHOCTTa M eMKACHOCTTA Ha BBIPOCHATA
nobaska. OnepaTopyure, KOUTO Ce BH3IONI3BAT OT Ta3y I'bBKABOCT,
crefBa 1a 060CHOBABAT CBOSI M300p B TOCHETO.

OpraHsT crefBa [1a MMa Bb3MOKHOCTTA 1d M3MCKBA JOITBIIHU-
TeHA MHPOPMALS, KOTATO € LeNechoOPasHo, 3a [1a OIpENeNut
mami 1o0aBKaTa OTTOBaps Ha YCIOBMSTA 3a paspellaBaHe,
ynoMeHatu B uieH 5 ot Permament (EO) Ne 1831/2003.

AOCOMIOTHO HeOOXOIMMO € [a Ce MpUiaraT Leecho0pasHi
CTAHJAPTM 32 KAYeCTBO, KOraTo ce pa3paboTBaT mocmera 3a
00aBKY, peNHA3HAYCHY 3a M3ION3BAHE B XPaHa VI BbB BOIA,
3 @A Ce TapaHTMpa, dYe pe3ynTaTute OT J1abopaTopHUTE
VI3CIIC[BAHVIS HSIMA [1a Ce OCIOpBAT.

Korato e Heo0XomuMmo, CllefBa [a Ce YCTAHOBAT KOHKPETHM
M3MCKBAHMS 32 BCSIKA OT KaTeropumre NOOABKM, YIOMEHATH B
urted 6, maparpag 1 ot Permament (EO) Ne 1831/2003.

3a [1a ce HaCHpUAT yCUIIMATA 3a TOTy4YaBaHe Ha Pa3peIlNTEITHN
3a BTOPOCTEINEHHM BMAOBE, KarTo ChILIEBPEMEHHO Ce 3araspa
HEOOXOIMMOTO HMBO Ha OE30MACHOCT, CIefBa Ha Ce OCUIYPSIT
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CrenyaHy YCIOBMS 33 B3eMaHe MOJ BHMMaHME Ha Bb3MOX-
HOCTTA 32 €KCTPAIONMpPaHe Ha Pe3ynTaTuTe OT IIPOYYBAHMUATA,
U3BBPUIEHM BbPXY OCHOBHUTE BMIIOBE, BHPXY BTOPOCTENIEHHMUTE
BUTIOBE.

(8) [IlpaBuiara 3a nmpuiaraHe OTHOCHO 3asiBJIEHMSTA 33 Pa3pelliyi-
TeJIHU CTIe[IBA 14 B3EMAT TI0]1 BHUMAHME Pas/MYHMTe U3UCKBAHMS
32 JKMBOTHUTE, M3MOJI3BAHY 32 TPOM3BOICTBOTO HA XPaHU U 3a
[PyrM >KMBOTHM, [0 OTHOLIEHME HA KOMTO AacIeKTUTe Ha
OLICHKATa Ha 0€30MaCHOCTTa 33 YOBEKa KaTo MOTpeOUTeN HAMAT
BpPB3KA.

(9) IpubsreaHeTo [O MPOLEOYPY, CBbP3aHNM C M3ION3BAHETO HA
11a6OpaTOPHM KMBOTHY C KCIIEPUMEHTAITHI IV [IPYTH HAYUHU
LeNV ¥ ONNTH C JKMBOTHM chIiacHO Hupektusa 86/609/EVO
Ha CopBera or 24 Hoempu 1986 r. 3a cOnmxkasaHe Ha
3aKOHOBITE, TO[I3AKOHOBHUTE 1 AIMUHVICTPATUBHITE Pasopenon
Ha IbpXKABUTE-UNIEHKM OTHOCHO 3alIMTaTa Ha >KMBOTHUTE,
VM3MOTI3BAHN 34 ONUTHHM ¥ Opyru Hayuuu uen (1), crenmpa na
Oblie CBENEHO [0 MIHNMYM.

(10) 3a ma ce M30erHaT HEHyKHY IOBTOPHY [IPOYUBAHNS, CIIENBA 1
Ce OCUTYpAT OIPOCTEHM MPOLENypU 3a paspellaBaHe Ha
[00ABKM, KOUTO Bede Ca paspelleHN 34 M3ION3BAHE B XPAHIL.

(11) Wlo ce otHacst 1o MOGABKM, KOMTO ca paspeleHn 6e3 KpaeH
cpox cracko Iupektusa 70/524/ENO Ha CoBera (%), Korato e
LeNechoOPa3HO, CIIEBA J1a €€ OCUTYPU BB3MOKHOCT 3astBUTEIIAT
[[d JOKaXe [pPU JIMICATA HA HAIMYHM NPOYYBAHMS edyKac-
HOCTTA Upe3 [PyTv Matepuaji, KOUTO Ca Ha PasloyoXeHue 3a
[IOKa3BaHe Ha eQUKACHOCTTA, MO-CIELMANHO MATepUaiy, 3acsi-
Tl JbIIraTa MCTOpYs Ha ymorpeda Ha BHIIPOCHATA HOOBKa.

(12) Heobxommmo e ma ce OCUTYpST NpaBMia 3a 3asiBICHMS 3a
V3MCHEHME HA PpaspelluTellHy B CHOTBETCTBME C wieH 13,
naparpa¢ 3 or Pernmament (EO) Ne 1831/2003.

(13) HeoOxommmo € Ia ce OCUIYPST M IpaBuia 3a 3asiBIIeHNs 3a
TOJIHOBSIBAHE HA Pa3PELIMTENIHU B CHOTBETCTBUE C UlleH 14 OT
Pernament (EO) Ne 1831/2003.

(14) Mo oTHOuweHMe HA pasmopenOUTe OTHOCHO MPOYYBAHMATA HA
Oe3omacHOCTTa 1 e(MKACHOCTTA, KOMTO [1d Ce J3BBPUIBAT B
TOJKpeNa Ha 3asBIICHMETO, € HeoOXOmMMO N Ce NpemBUIy
TIPEXOfieH MepMoll, MO BpeMe Ha KOWTO MPOABIKABaT Ja ce
IpuiIaraT JeiicTBAlMTe MOHACTOSILEM MPaBuIia. 3asBICHUSTA,
ToNafeHy NpeIy BIIM3AHETO B CUJIA HA HACTOSLUMS PEIIaMeHT,
CJIefBa [a MPOHBIKAT [a OBOAaT TPETMPaHM B CHOTBETCTBIE C
npuioxkeruero kbM Iupektusa 87/153/EMO. Tlo otHoweHme
Ha 3asBIICHNS, NOJAJIeHN 10 BpeMe Ha ONpeNeNieH Tepyo el
BIIM3aHETO B CUJA, KaTO Ce MMa MpEdBUI TBIATUAT HepUOH OT
BpeMe, HeOOXOIMM 3a HSIKOM MPOYUBAHILS, 3asBUTENNTE TPsiOBa
a uMar 1300p MeXIy MpaBiIaTa, MPENBUNCHI B HACTOSILVS
pernaMeHT ¥ mpwioxkeHuero kbM [upektysa 87/153/EMO.
[lpaBumata 3a mpuiaraHe ca M3TOTBEHM Bb3 OCHOBA Ha
HAJIMYHMTE HAYYHU Y TEXHUYECKV 3HAHUS M 10 HEOOXOMMMOCT
criefBa fa ObIaT amanTMPaHN CIPSIMO HOBU Pa3BUTILSL

() OBL 358, 18.12.1986 r., crp. 1. [Iupekrusa, usmeHena ¢ [upekTusa
2003/65/EO Ha Espomeiickust napnament u Ha Cbeera (OB L 230,
16.9.2003 r., ctp. 32).

(3 OBL 270, 14.12.1970 r., crp. 1. [lmpekTyBa, MOCIEAHO M3MEHEHa C
Permament (EO) Ne 1800/2004 wa Kommemsta (OB L 317,
16.10.2004 ., ctp. 37).

(15) Mepxute, npenBuueHy B HACTOSIIMS PENIAMEHT, Ca B ChOT-
BETCTBME ChC CTaHOBMUIETO Ha [locTosHHMA KOMMTET 1O
XpaHUTEITHATA BEPUra ¥ 3[PaBETO Ha KMBOTHMUTE,

[TIPYIE HACTOALLMA PEITIAMEHT:

Ynen 1

Onpenenenns

3a uenuTe HAa HACTOSIIMS periaMeHT ce Impuiarat CJICOHUTe
OnpeneneHms:

1. ,moMauHy OOMMIM ¥ IPYTH KUBOTHY, KOUTO HE Ce M3ION3BAT
3a NPOM3BOICTBO HAa XpaHM® O3HauyaBa KMBOTHM, IIpMHaJLIe-
KAl KbM BUIOBE, KOMTO OOMKHOBEHO C€ M3XDAaHBAT, pas-
BbXKHAT MM OTINIEXHAT, HO He ce KOHCYyMMpAT OT XOpara, C
UBKITIOYEHME Ha KOHETE;

2. ,BTOPOCTENCHHM BUIOBe“ O3HA4YaBa KMBOTHY, V3ION3BAHM 3a
IIPOM3BONCTBO HA XPaHM, PasMUHM OT €Obp POraT HOOMTDK,
(*KMBOTHN 32 TPOU3BONCTBO HA MIIKO U MECO, BKITIOUMTEITHO
TeneTa), OBLE (XKMBOTHM 3a MPOM3BOLCTBO HA MeCO), Mpacera,
mueTa (BKITFOUMTENIHO KOKOWIKM HOCAuKM), TYMKM U puba,
KOATO Crajia KbM cemeiictBo Salmonidae.

UYnen 2

3asBneHue

1. 3assrenne 3a paspemmrenHO 3a QypaxkHa HOOABKA, KAaKTO €
npenBuiieHo B wied 7 ot Permament (EO) Ne 1831/2003, ce nonasa
KAaTO Ce M3MOI3Ba (OPMYILIPLT, YCTAHOBEH B IpHUIIOXKeHMe L.

To ce mpunpyxasa OT gocue, KaKTO € IIPENBUNECHO B WieH 3
(HapyMyaHO MO-JOMY ,,HOCKETO"), CHIBPKAILO TAHHNUTE 1 IOKYMEHTHTE,
yromeHaty B wieH 7, maparpa¢ 3 or Pernament (EO) Ne 1831/2003.

2. Koraro, B chotBerctye ¢ wieH 18 or Permament (EO) Ne 1831/
2003, 3asBUTeNAT Keyae HSIKOM YacTM OT JOCHETO, YIOMEHAToO B
maparpa¢p 1, ma ObEAT CUMTAHM 3a IOBEPUTEIIHM, TOH IPEHCTaBs
060CHOBKa, TMOIIEKAIIA Ha POBEPKA, 32 BCEKM NOKYMEHT W BCSIKA
YaCT OT IOKYMEHT, Ye Pa3acsBaHeTo Ha Tasu MHPopMaLus 61 MOro
[d HABPeIM 3HAUMTEIIHO HA HETOBATA KOHKYPEHTHA O3NS
TloBepuTeNHUTE YacTH Ce MOJABAT OTIENIHO OT OCTAHA/IATa YacT OT
OCHETO M He e BKIIIOYBAT B PE3IOMETO, NOCOYCHO B WeH 7,
naparpad 3, 6yksa 3) or Permament (EO) Ne 1831/2003. 3asturestsit
u3npama Ha Komucusra Komue Ha YacTuTe OT JIOCHETO, 3a KOUTO €
3asBeHO [a OBIAT TPETVMPAHM KATO MOBEPUTETTHM, M HA MPUApYKa-
BalIaTa 060CHOBKA.

Ynen 3

Hocue

1. Iocmero HoKaspa 1O ameKBaTeH ¥ 3afOBOJNMTEIICH HAuMH, e
dypakHata nobaBKa OTrOBapsi Ha M3MCKBAHMSATA 3a pa3pelliaBaHe,
npeasuieHn B wied 5 ot Permament (EO) Ne 1831/2003.
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2. O6IIH/IT€ VIBVICKBaH)S 3a ITIOOTOTOBKAaTa M IIPENCTaBAHETO Ha
HOCHETO Ca MOCOYCHN B IIPUTIOKEHNE 1L

CrienmduyHMTEe M3UCKBAHMSI, HA KOUTO CIIe[IBa J1a OTTOBApSI TOCHETO B
CBOTBETHMS CITydali, ca 1ocodyeHy B npuioxenue IIL

MunyMarnHaTa POIBIIKUTENHOCT Ha IBITOCPOUHMTE MPOYUBAHMSA €
onpeperneHa B npuoxenue V.

3. Ypes meporaumst Or maparpad 2 3asBUTENIAT MOXKe [1a Mofjaje
Jocue, KOETO He OTIoBaps Ha V3MUCKBAHMATA, IIPENBUIEHM B
naparpad 2, mpy yCIOBME Ye IIOCOYM ONPABIATENIHA MPUUMHA 32
BCEKM €NIeMEHT, KOJTO He OTTOBaps Ha Te3u M3MCKBAHMS.

Ynen 4
Ilpexonuu Mepku

1. 3a 3asBrieHust 3a paspelINTESIHO, MONANEHNM Npey Jarara Ha
BIIM33HE B CYIIA HA HACTOSILIVS PEITIAMEHT, IPOIIbIIKABA [ Ce [IpuIIara
nputoxennero KeM dupekrusa 87/153/ENO.

2. 3a 3ag4BICHMA 33 pa3pelIMTENIHO, HomameHu npemu 11 roHu
2009 r., 3asBuTenMTe MOTaT 11a M30epar Ia NPOTBIIKAT MPUITATAHETO
Ha paseru Il n IV or wactm I n II ot nmpunoxennero kem [Inpektusa
87/153/EMO Bmecro Touku 1.3, 1.4, 2.1.3, 2.1.4, 2.2.3,2.2.4, 3.3,
3.4,413,41.4,423,424,53,54,63,64,73,74,83u
8.4 or mpunoxenne I ¥ BMeCTO yCTOBHsTA, MOCOYEHM B rpada
»MUHIMAIIHA TIPOIBIKUTENTHOCT Ha ABITOCPOUHNTE U3CTIENBAHMSA 3a
edukacHOCT® OT TabmuumTe B nputoxkenme V.

UYnen 5

Brnm3ane B cuna

Hacrosumar permamenT Brmsa B Cua Ha JBaleceTs [eH Criell
nyonukysatero My B Oduyuanen secmuur Ha Eeponeiicrua cato3.

Hacrosimsr pernaMeHT € 3aIbIIZKUTENIEH B CBOATA LIAJIOCT U €€ Mpulara IMpsKO BbB BCUUKIN OTbpXKaBU-

YJIEHKU.

CpcraBeHo B bprokcen Ha 25 anpun 2008 ronmHa.

3a Komucuama
Androulla VASSILIOU

UYnen na Komucuama
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1.1.

IIPMJTIOKEHME 1
GOPMYTIAP 3A 3AABIIEHME, IOCOYEH B YIEH 2, TAPATPAD 1 U ADIMMHUCTPATUBHU TAHHU

DOPMYIIAP 3A 3ASBIIEHUE

EBPOITEMCKA KOMUCUS

3[IPABEOITA3BAHE W 3ALLIUTA HA TIOTPEBUTEIATE
TEHEPAJTHA JIVPEKLIVS

(Anpe)

B 2 Y

OTHOCH- 3asiBlIeHMe 3a PaspeLUTeNHO 38 ypaxkHa noOaBka B chotercTsue ¢ Perament (EO) Ne 1831/2003.
o

0  PaspemmrenHo 3a dypaxHa [ob6aBka wim 3a HoBa ynotpeda Ha dypaxHa nobaska (uieH 4, naparpad 1 or PernameHt
(EO) Ne 1831/2003)

0  Paspemmrento 3a cpuectsyBam mpomykT (wien 10, maparpad 2 wm wien 10, maparpad 7 or Permament (EO)
Ne 1831/2003)

O V3MeHeHume Ha ChlIECTBYBALIO paspentesiHo (wieH 13, maparpa 3 or Permament (EO) Ne 1831/2003)

] [loxHoBsBaHe Ha PaspelIMTENIHO 33 XpaHUTeNHa Ho0aBka (wien 14 or Permament (EO) Ne 1831/2003)

al Crewro paspemasae (wieH 15 ot Permament (EO) Ne 1831/2003)

(Monst otGerexete SCHO ChC 3HAK B €IHO OT MOJIETATA)

3astBuTeLSIT/UTe M[WIN HeroBusi/TexuuTe npencrauren/u B ObuHocTTa (wien 4, maparpad 3 ot Permament (EO) Ne 1831/
2003) cbIIacHO YCIIOBUSATA, IOCOUEHN B uleH 7, maparpad 3, Oyksa a) ot Permament (EO) Ne 1831/2003 (mme, ampec...)

HOHaBa/T HACTOAILIOTO 3asABIICHME C LIEJI IIOJIyUyaBaHEe Ha PAa3peIINTENIHO 3a CIIEOHVA IPOOYKT KaTo (])ypa}KHa I[O6aBKaI

VinenTudukaums M xapakrepucTuKa Ha mo6aBKara

VMe Ha 100aBKaTa (XapaKTepUCTHKA Ha AKTUBHOTO[MTE BEIIECTBO/M WIM areHT/M, KaKTO € OnpenenieHo B nogpasuenu 2.2.1.1
u 2.2.1.2 or npunoxenye II):
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1.2

1.2.1.

nonajaia B Kareropusita/ure 1 GyHKuMoHanHata/ute rpyna/u or nobasku (1) (covcek):

Tasu no6aBka Beye ¢ paspelieHa B 3aKOHONATENICTBOTO OTHOCHO Qypazute B [Iupektusa........[... [E(M)O wm Pernament (EO)
No ...[... TOI HOMep ... Kato (Kateropusi 100aBKu)

Tasu 100aBKa Beue ¢ pa3pellleHa B 3dKOHOTATENICTBOTO OTHOCHO Xpamnte ¢ Hupektysa ....|[...[E(M)O umn Permament (EO)
No ...[... 1O HOMEp .... KaTo

AKO TIPOIYKTET Ce CBCTOM, CHObPKA WM € IPOU3BENEH OT IeHeTHYHO Momyuumpan opranmseM (TMO), morst masite
ClIefIHATa MIHPOPMALIVSL:

0 emwnen unentugukarop (Permament (EO) Ne 65/2004 Ha Komucnsra (3) (o werechoGpasHoCT):

] WM JAHHWTE 33 BCAKO Pa3pellNTeIIHo, M3IameHo B choTBerctsue ¢ Permament (EO) Ne 1829/2003 na Espormesickus
napnament u Ha Cobeera (3):

O WIIM [IaHHWTE 33 BCSKO 3astBIEHNE 33 PA3PELUMTENIHO B NPOLIEC Ha pasryiekiane cbracHo Pernament (EO) Ne 1829
2003:

Ycnosus 3a ynorpeba
Ynompeba 6 neanoyerHu Pypasku

KuBoTuHCKM BUOBe MITM Kareropus:

3a QyHKIMOHAIHATA TPYIIa ,APYTH 300TeXHUUHM J100aBKU“ B KATETOPMSITA 300TeXHIUHM T00aBKY € HeOOXOIMMO SICHO 1 Ce OIpeliesiv KOst QyHKLus
e uen Ha JobaBKara.

OB L 10, 16.1.2004 r., ctp. 5.

OB L 268, 18.10.2003 ., crp. 1. Pernament, nocrenso msMeter ¢ Permament (EO) Ne 298/2008 (OB L 97, 9.4.2008 ., ctp. 64).
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MakcnmarHa BB3paCT WIIN TEITIO:

MuHmMmasHa 103a (aKO € YMeCTHO): Mg WiIv eMHNLIN 3a eH3UMHA akTMBHOCT (*) mim emmHmm, oOpasysaum Konorny (CFU)
wm ml/kg mhIHOLEHeH (ypax Che ChIbpXKaHMe Ha Brara 12 %

MakcnMania 103a (aKO e YMeCTHO): Mg MITi eIVHUIN 3a eH3umHa akrvsHoct i CFU i mg/kg mbmHomeHen gypax cbe
ChIIbPXKaHue Ha Brara 12 %

3a TeuHu (bypa)KM MMHUMAJTHUTE Y MAaKCUMAJIHUTE TO3M MOraT Ja 6’1:]13T VI3pa3eHN 3a JINTBP.

1.2.2. Ynompeba 66 600a

MuHnMarnHa 103a (aKO e yMeCTHO): mg WM eAMHMIM 3a eH3uMHa aktusHoct w CFU mm ml[l Bona

1.2.3. Cneyuannu ycroeus 3a ynompeba (aro e y/mecmHo)

2KMBOTMHCKM BUTIOBE VT Kareropus:

MuHmmarHa 1032 (KO € yMeCTHO): mg wiyM eguHMuM 3a eHsumHa akrmHoct wii CFUJkg mombisamm gypaxu cbe
chIbpKaHue Ha para 12 %

(*)  Onpenenenuero 3a ,eIMHMLA“ e TIPELOCTABS OT 3AsBUTEIISL.
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Makcumariia 032 (aKO € yMecTHO): mg wiM equHuuy 3a eHsumua aktvsrocT wi CFUkg mombisamm ypaxu che
CbabpKaHue Ha Bara 12 %

3a TeuHy Qypaxy MUHMMATHATE ¥ MAKCUMAIHVTE TO3M MOIAT Ia ObIAT M3Da3eHI 33 JITDP.

YCIIoBuS MM OTpaHMUEHNS 33 YIOTpeOa (aKO € yMECTHO):

MakcuMalHO HMBO Ha OCTATBYHM BELIECTBA (AKO € YMECTHO):

2KMBOTMHCKM BMOOBE MM KaTEropumsA:
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Ilepnon 3a orrensHe:

1.3.  PedepentHu npodu

Homep Ha npobara Ha Pedepentrara maGoparopust Ha OGwrocrta (PTIO) (aKo € mpuitoxumo):

1.4.  3asBeHO M3MeHeHMe: (KOTaTo e MPUIOKMUMO)

Komyte Ha HacTOSIIOTO 3asiBIeHNMeE € M3MPATeHO MypeKTHO Ha OpraHa 3aemHO ¢ mocueto u Ha PIIO 3aemHo ¢ pedeperTHuTe
npobu.

003011/ (PP
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1.5.  Ilpunoxenus:

O IB/IHO fgocue (camo 3a OpraHa);
] pesioMe Ha JI0CHeTO 33 OOLIECTBEHO MOJI3BAHE;
] 0IPOOHO pe3toMe Ha JOCHETO;

] CIACBK HA YacTyTe OT JOCKETO, 33 KOUTO € 3asiBeHO [a OBIAT TPETUpPaHU KaTo MOBEPUTENIHN U KOIMe Ha ChOTBETHUTE
BBIIPOCHN YacTu OT nocueto (camo 3a Kommcusita u 3a OpraHa);

o Komye Ha agMMHUCTPATUBHUTE NaHHU Ha BQHBVITCHQ/ UTE;

O Tpu npobu or dpypaxuara moGaska 3a PJIO cprmacHo unen 7, maparpad 3, Gyksa e) or Pernament (EO) Ne 1831/2003
(camo 3a PJIO);

0  uH)OPMALMOHEH JIMCT 3a Ge30MacHOCT Ha Matepuana (camo 3a PIIO);
O  ymocroBepeHue 3a uueHTHUKALMs U aHamuis (camo 3a PIIO) u

O  m[OTBbpXKIEHMe, ye Takcara 3a PIIO e miareHa (wieH 4 or Pernament (EO) Ne 378/2005 (°).

TombiHete yactte OT GOPMYIIAPa MO LeENeCbOOPA3HOCT ¥ 3auepKHETe Te3) YaCTH, KOMTO HSMAT OTHOMIeHMe. OpUIMHAIHMSAT
dopMyILsip Ha 3asiBIeHMETO (C IPYTM MBMCKAHM MPUIOXKEHMS) ce M3Mpalla IMPEKTHO Ha EBporeickata KOMMCHSL.

2. AIMMHUCTPATUBHU JAHHU HA 3ASIBUTEJISI/UTE

KoHrakTy 3a Bpb3Ka 3a MOJABaHE Ha 3asIBIICHNE 3a PaspeIINTENIHO 38 ¢ypaxHa go6aBKka chriacHo Pernament (EO) Ne 1831/
2003

1. 3asuTen — OpyKeCTBO MM JIMLE
a)  Vme Ha 3asBUTeNs WIIM APYKECTBOTO

6)  Ampec (ynmua, HOMep, IOUIEHCKM KOM, Ipajl, TbprKasa)

=

) Tenedon
1) (Paxc
m  E-mail (ako nma)

2. TInue 3a KOHTAaKTM (33 BCAKAKBa KopecronmeHiys ¢ Komucusra, Oprana u PJIO)
a)  VIme Ha TMIETO 32 KOHTAaKTH

6)  mbxHOCT

=
=

Ampec (ynuua, HoMep, NOLIEHCKM KOI, Ipall 1 IbpKasa)
1) TenedoH
m  Qakc

e)  E-mail (ako nma)

(*)  Permament (EO) Ne 378/2005 Ha Komucusita ot 4 Mapt 2005 I. OTHOCHO NOIPOGHHM NpaBusia 3a pusiaranero Ha Pernament (EO) Ne 1831/2003
Ha Eponerickust maprament 1 Ha ChBeTa OTHOCHO 3aTb/DKEHMSTA M 3ajaunte Ha PedepentHara naGopatopust Ha OGWIHOCTTA BBB BPb3Ka ChC
3asiBICHMATA 32 M3IaBaHe Ha paspewunTtesiay 3a ¢pypaxuu nobaski (OB L 59, 5.3.2005 1., crp. 8). Pernament, usmeret ¢ Perament (EO) Ne 850/
2007 (OB L 188, 20.7.2007 r., ctp. 3).
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TIPMTTIOKEHME 11

OB M3VICKBAHUSA, HA KOUTO CJIEJBA A OTTOBAPS TOCHETO, IPEIBUIEHO B Y/IEH 3

OBLL ACITEKTU

HaCTOﬂHlOTO HpV[HO}K@HI/lC II0COYBa M3MCKBAaHMSITA 3a onpenenﬂﬂe Ha CIMCbKa U XapaKTepI/lCTI/[KI/ITe Ha npquBaHm{Ta n
I/IH(l)OpMaIJ,I/IHTa 3a BELIECTBATA, MUKPOOPraHU3MUTE U npenapaTI/lTe, KOSTO J1a ce MmofgaBa C [mocuerata ChIJIaCHO YJIeH 7 ot PermameHT
(EO) Ne 18312003 sa:

—  pa3peumTesiHO 3a HoBa pypaxkHa 100aBKa;

—  paspeumTesiHO 3a HOBA yriotpeda Ha QypaxHa 100aBKa;

—  M3MEHEHNe HA ChLIECTBYBALIO PA3PELMTENIHO 3a (pypaHa o0aBKa Wi
—  TIOIHOBSIBAHE HA Pa3PELIMTEIHO 33 ypaxHa 100aBKa.

Hocuero TpsiOBa 1a 1aBa Bb3MOKHOCT [1a Ce HAIIPaB OLICHKA Ha I0OABKITE Bb3 OCHOBA Ha TEKYLIMTe HATIMYHI 3HAHNS 1 [ II03BOISIBA
IPOBEPKA Ha CHOTBETCTBIMETO Ha MOCOUEHNTE HOOABKY C OCHOBHUTE IIPMHLIMIN 32 PA3pelIaBaHe, KOUTO Ca OLPENENeHyt B WieH 5 OT
Permamerit (EO) Ne 1831/2003.

[lpoyuBanmsiTa, Kouto TpsiGBa Ia Ce MPENCTABST M TeXHJsI OOXBAT e 3aBUCK OT €CTECTBOTO Ha HOOABKATA, KATETOPMATA I
QyHKUMOHATHATA TPYTIA, BUMA PA3PELNTEIIHO (CBBP3AHO C MPHUTEXKATES B CPABHEHNE C TAKOBA, KOETO HE € CBBP3AHO C MPUTEKATeN),
CAMOTO BEIICCTBO, LeTIeBUTe XKMBOTHM M YCTIOBUATA HA yroTpeGa. 3asBUTNSAT MPaBM CMPABKA C HACTOSILIOTO MPIMIIOXeHMe 1 C
npuoxenne 11, 3a 1a mpeleHn KaKBy MPOYUBAHMS M MHPOPMAIINS [a TPEIICTABU ChC 3ASIBIICHUETO.

3asBUTENAT ACHO I0COYBA NPUUMHUTE 3a TPOIYCKIM MM OTKJIOHSABAHE OT JOCUETO Ha BCAKAKBY NAHHM, OIpeleseH! B HACTOAIIOTO
npunoxenue, B npunoxenve I u B npunoxenne IV.

HocKeTo BKITIOYBA MOIPOOHNM MHOKIAMM OT BCMYKM IPOBEIEHM INPOYUBAHMS, NPENCTABEHM B CHOTBETCTBUE ChC CHUCTEMaTa 3a
HOMepHUpaHe, IPEUIOXKEeHA B HACTOAIIOTO NPHIIOKeHNe. [TOCHeTo BKITIOUBA IIPEMPATKI M KOIMS HA BCUYKY CIIOMEHATH ITyOIIMKYBaHN
HAYYHI TAHHY ¥ KOIVSTA Ha BCIKAKBI APYTH CBHP3AHN CTAHOBJIIA, KOVTO Bede ca GVIyt MPENCTABEH I OT IPM3HATI HAYYHY OPIAHIL.
Koraro mocouennte mpoyusaHus Bede ca Oy OLEHEHM OT €BPONENCKM HAy4eH OPraH ChINACHO meficTBamoro B OOmHOCTTa
3aKOHOIATEIICTBO, € IOCTATBYHA CIIPABKA C PE3yNTATHTE OT OLCHSBAHETO. [[AHHM OT IMPOYYBAHIS, KOUTO Ca GVIM MPOBETEHM I
yONMKYBaHNU 0-PAHO WM Ca Pe3yNTAT OT B3aMMHA eKCIIEPTHA OLICHKA, CIIe[Ba SIBHO Ja Ce OTHACAT 3a ChllaTa 100aBKA KATO Tasl,
KOATO € NPEIMET Ha 3asABJIEHMETO 3a Pa3PEUIUTENIHO.

TIpoyuBaHysi, BKIIIOUMTEIHO Te3U, KOMTO ca OWIM IpOBEHeHNM ¥ IyONKyBAHY [O-PAHO WIM Ca PE3yNITaT OT B3aMMHA eKCIIepTHA
OLICHKA, Ce M3BBPIIBAT ¥ JOKYMEHTHPAT CIOpell MOIXOMSUIMTe CTAHIApTH 3a KayecTo (Harpumep [JoGpata naGopatopHa MpakTyKa
(LTI B cporercrue ¢ Hupektusa 2004/10/EO Ha EBponeiickus naprnament u Ha Cpeera or 11 despyapu 2004 r. OTHOCHO
XapMOHM3MPAHe HA 3AKOHOBITE, TON3AKOHOBUTE M AIMUHVCTPATVBHUTE PA3openOy, CBBP3AHN C MPUIATAHETO Ha MPUHLUAIATE HA
mo6pa 1abopaTopHa MPAKTHKA ¥ BepUQUINIPAHETO HA TSXHOTO MpIUTATaHe IIPHM V3INMTBAHMSA HA XyMudeckyu Bemectsa (') ym
MexnyHapoaHata opranusamst mo crangaprmsamms (ISO).

Koraro in vivo yuu in vitro u3cefBaHust ca nposereHn u3pbH OOLIHOCTTA, 3asBUTEIIST T0KA3Ba, Ye BBIPOCHNUTE MATCPUAITHH YCIIOBUS
OTIOBAPAT Ha MpuHUMINMTe Ha OpraHM3aUMATA 33 MKOHOMMYECKO ChTpyaHMuecTBo 1 passutue (OVICP) 3a MoGpa naboparopHa
HpakTMKa uimu crangapture 1SO.

OnpefiessiHeTo Ha GUBMKOXMMUYHUTE, TOKCUKOTIOTMYHITE I eKOTOKCUKOJIOIMYHITE CBOFCTBA TPsiOBA M1 Ce M3BBPLLBA B ChOTBETCTBIE
¢ MeromuTe, ycraHoBery ¢ [upekrysa 67/548/EVO Ha ChbBera ot 27 1oHu 1967 T. 3a cOMVKABAHETO HA 3dKOHOBNTE, MIOI3aKOHOBITE
¥ aIMVHICTPATHBHATE PA3IIOPeOU OTHOCHO KIACUQUKALIATA, ONAKOBAHETO M CTUKETUPAHETO HA ONACHM BelecTsa (), MOCTIENHO
usmerena ¢ [Jupektusa 2004/73/EO na Komucnsra (%) wint B CbOTBETCTBIE ¢ OCbBPEMEHEHITe METOMN, PU3HATY OT MeXKIIYHAPOIHI
HAYYHJ OPraHU. VI3NON3BAHETO HA METOIM, PaslMyHM OT IOCOYEHMTE, CllelBa a Obae 00OCHOBAHO.

HaCquaBa Ce M3IOJI3BAHETO Ha METOIUTE in Vitro Wiy Ha METO[M, YCBBbPIICHCTBALIN WM 3aMEHSLIN 00MuaiiHNTe ONMUTU C
]'[3.60paTOpHI/I KMBOTHM, UJIM HaMaJIABALIU 6p0ﬂ Ha KMBOTHUTE, U3MOJI3BAaHM B Te3U OMUTU. Te3M METOmM ClielBa Ia MMAT ChIIOTO
Ka4eCTBO U [1a OCUTYypsIBaT CbllaTa CTEIICH Ha rapaHUMs KaTO METOHA, KOVTO IIEJIAT J1a 3aMEHSIT.

(") OBL 50,20.2.2004 r., crp. 44.

() OBL 196, 16.8.1967 ., crp. 1. Hupekrusa, nociento usMenera ¢ Iupekrusa 2006/121/EO Ha Eponerickust napnament u Ha Cbiera (OB
L 396, 30.12.2006 r., cTp. 852).

() OBL 152, 30.4.2004 r,, crp. 1.
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OmyicaHyeTo 3a METOHMTE 3a aHANM3 Ha Qypaxky M BOJA CIIe[Ba [1a ChOTBETCTBAT Ha mnpapwsiara Ha [UJ1I1, mocouenn B [upexTyiBa
2004/10/EO n/um1 B EN ISO[IEC 17025. Te3n MeTomu CrielBa Ia OTFOBAPSIT HA M3VCKBAHILSATA, OCOYeHN B e 11 or Permament
(EO) Ne 882/2004 Ha Eponeiickist mapnament u Ha Chbsera ot 29 anmpuit 2004 r. OTHOCHO OQUIMATHUS KOHTPOJI, IPOBEXIAH C
LeTT OCHTypsiBaHE HA MPOBEPKA HA CHOTBETCTBUETO ChC 3AKOHOMATENICTBOTO B 0OIACTTa Ha (ypaxkuTe M XpaHWTe M MpaBUIATa 3a
Ola3BaHe HA 3[PABETO HA XMBOTHMTE M XyMAHHOTO OTHOIIEHMe KbM KuBoTHUTE ().

Besiko [iocue criefiBa 1a ChITbpPKA peioMe 3a OOLIECTBEHO NOJI3BaHE 1 MOIPOOHO HAYYHO Pe3ioMe, 3a JIa MOKe BHIIPOCHATa I00aBKa 1a
Objie MueHTHQUIMpPAHA M XapaKTepPU3MPaHa.

Bcsko ocue crielBa a ChIbpKA MPETIOXKEHNE 332 MOHMTOPUHT CIIell MTyCKAHETO Ha Ta3apa, KOTaTo TOBA Ce M3JCKBA MO CMIIaTa Ha
wrien 7, naparpad 3, 6yksa x) or Permament (EO) Ne 1831/2003 n mpemwioxeHue 3a eTMKETHpPaHe, KAKTO € IOCOYCHO B WIEH 7,
naparpa¢ 3, Gyksa 1) or Permament (EO) Ne 1831/2003.

Ouenka Ha 0e30macHOCTTa

OueHKaTa ce OCHOBABA HA IIPOYYBAHISL, KOUTO €A NMPENHA3HAYCHM [4 HOKAXAT O30[aCHOCTTa Ha ymoTpebara Ha HOOABKATa IO
OTHOLICHME Ha:

El) LIEJIEBUTE BUIOBE IIPU NMPEITIOKEHNTE Hai-BUCOKM HYUBA Ha BKJIOUBAHE BbB d)ypax(a Wi BbB BoaTa M IIpU HEKOJIKOKPATHO
3aBMIICHN MaKCMMaJlH/ HMBA, 3a J1a €€ yCTAaHOBM TIpENesT Ha 66301'[&CHOCT]

0)  morpeOmTesM, KOMTO IIOEMAT XPAHUTENHM IPOHYKTH, IPOU3BENEHNM OT KMBOTHM, KOMTO Ca NONyYMIM [0OABKATa, HEMHM
OCTaThYHY BELIECTBA WM HejtHy MeTabomuty. B 1031 ciydail Ge30macHOCTTa Ciela fia ce rapaHTUpa ype3 ompererisHe Ha
MakcumarHo [ormycTumy rpaHuuy Ha ocrarbury Bemecrsa (MITOB) u mepyomn 3a umarersisiHe, Gasupary Ha [lomycryma
nHeBHa no3a () mm Topha rpanyua Ha npyemyvsara nosa (ITTIH);

B)  JIMI, 33 KOMTO € BEPOSTHO [1a ObIAT M3MOKEHU Ha BB3IEHCTBIETO HA I0OABKATA Upe3 IMXATeNeH, MyKO3eH, OUeH WIM KOXeH
KOHTAKT, KOrato ce 60pasy ¢ T00aBKaTa Wi KOTaTo Ts Ce BKITIOUBA B MPEMIUKCY VTN ITBITHOLEHHN ypazKif MM BbB BOIA M
IV M3IOTI3BAHETO Ha Qypax WM BONA, ChIbPIKALNL BHIPOCHATA TOOABKa;

) KUBOTHM M XOpa IO OTHOIIEHME HA TONOOpPA M PA3MPOCTPAHEHMETO HA TeHN 33 MPOTUBOMIKPOOHA YCTOIMBOCT 1

)  OKOITHATa CPelld, B PE3yINTAT OT caMaTta 100aBKa WIN MPOIYKTH, HIOJNydaBaHu OT J0OABKATA NPSIKO M/ UPe3 eKCKPeIus OT
KMBOTHI.

Koraro J]O6aBKaTa JIMa HSKOJIKO CbCTaBHU €JIEMEHTA, BCEKM OT TAX MOXKE [a 6’[:]16 OLICHEH IIOOTHEIIHO II0 OTHOLIEHME Ha
0e30I1acHOCTTa Ha HOTp€6I/[T€]'[]/lTC ¥ CIIe TOBa J1a C€ pasriena C(I)CK'[']:T Ha HaTpyIlBaHE (KOl'aTO MOXKe [1a C€ MOKaxe, u€ HiAMa
B3aMMOJIEHCTBIUS MEXIYy CbCTaBHUTE CHCMCHTIA). Kato BTOpa BB3MOKHOCT C€ OLICHsABA ITbJIHaTa CMeEC.

OneHka Ha eMKACHOCTTA

OlieHKaTa ce OCHOBABA Ha IIPOYUBAHMSL, KOUTO Ca NPefIHA3HAYEHN [1d IOKAXAT eQMKACHOCTTA Ha 00ABKATA 110 OTHOLIEHIE Ha LeTUTe
Ha yrorpeGara, 3a KOSTO e IpefHA3HaYeHa ChIIacHO wieH 6, naparpad 1 u npwioxenve I koM Pernament (EO) Ne 1831/2003.

1. PA3MIEN I: PE3IOME HA TOCUETO
1.1. Pe3rome 3a 001IecTBEHO MON3BaHe CHITIACHO WiieH 7, maparpad 3, Gyksa 3) ot Permament (EO) Ne 1831/2003

3asIBUTEIIT MOIaBa Pe3ioMe, B KOMTO IIOCOYBA OCHOBHNTE XapaKTepUCTMKM HA BBIPOCHAaTa HoGaBKa. Pesiomero He
CJIelIBa 1a ChIbPKA MOBEPUTENHA JHdOpMAIIS 1 TpsiOBa Ma Oble CTPYKTYPUPAHO, KAKTO CIIeMBA:

1.1.1. CadspsRanie
a)  MMe Ha 3asBUTEIIS/UTE;
0)  umeHTMdUMKaUMS Ha 100ABKATa;
B)  NPOU3BOACTBEH METOI M METOJ Ha aHaslu3;
)  npoyuBaHus 3a GE30IIACHOCTTA M eUKACHOCTTA HA IOGABKATA;
1)  [pemIoXeHu yCioBus 3a ynorpeGa u
€)  IpEWIOKEHNE 33 MOHUTOPUHT CIIe]L ITyCKAHETO Ha I1a3apa.

) OBL 165, 30.4.2004 r
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1.1.2.

1.2

1.3.

Onucanue

a)

MMe 1 afipec Ha SaﬂBI/lTeﬂ}I/ ure

Tazu I/IH(])OPM&LU/IH Ce 1o1aBa BbB BCUUKM CITyyal, HE3aBMCUMO OT BMA Ha Pa3PELINTEIIHOTO 3a cl)ypaxx-la JIlO6élBKa
(Ha IIpUTEXKATEIT UM HE Ha anTe)KaTen). Koraro egHo mocue ce ropasa ot Ipymna 3asBUTEIIN, CE II0COUBA MMETO
Ha BCEKM OT THX.

MIeHTHUKALMS Ha JoOaBKaTa

Vnenmnduramisara Ha moGaBkaTa CbIbpxa oboOuieHne Ha MHQOPMALIITA, KOATO CE M3UCKBA CBITACHO
npunoxenne II umn npunoxkenne 111 B 3aBUCHMOCT OT BMIA HA PaspeIMTENHOTO 3a QypaxkHa nobaska. ITo-
KOHKPETHO: JMe Ha J00aBKaTa, IPEIIOKeHa 32 KIacH(MKALS [0 KaTeropist i (yHKIJOHATIHA IPYIIa, LieTeBy
BIIOBE/KATETOPUI KUBOTHIL I TO3ML.

HPOM3BONICTBEH METOIL ¥ METO Ha aHam3
Onucpa ce IPOUBBOICTBEHNMAT MPOLIEC.

Omnicsar ce 00LMTE TPOLEIYpY HA AHAIMTUYHUTE METOIM, KOUTO 1L Ce M3MOI3BAT 38 aHAIM3a IIPU OPUIMATHUS
KOHTPOI Ha 100aBKATa KaTO TaKaBa, B MPEMUKCH U BbB (ypaxi, ChIIACHO M3MCKBAHMSTA HA HACTOSIIOTO
npuioxkenne u Ha npuioxenne Il Ako e uenecbo6pasHo, Ha Gasata Ha MHQOpMALWIATA, IONANCHA B
HACTOSILIOTO IpWIoXKeHne u B npuioxenne 11l ce BKIIOUBA IpOLeMypaTa Ha MeTOMA UTe, KOITO[KOMUTO Lie ce
M3ION3BA[T 33 aHAM3a NPy OPUUMAIHMS KOHTPOJ Ha [OOaBKATa WM HeliHuTe MeTabonuTi B XpaHu OT
KVBOTUHCKM TIPOM3XOLL.

M3CIeaBaHus 3a Ge3omacHoCTTa 1 e(l)]/[KaCHOCTTa Ha ]106aBKaTa

[locouBa ce 3aKITIOYEHNETO OTHOCHO OE30IACHOCTTA I epMKACHOCTTa Ha H00aBKaTa Ha GasaTa Ha pasnuYHNTE
IIPOBENeHN M3CIIeABAHYISL. Pe3ynTaTite OT M3CIEIBAHMATA MOTAT [Oa ObIAT BKIIOYEHM B TabmiueH QopMar B
IOIKpena Ha 3aKITIOYEHIETO Ha 3asIBUTEIL/UTe. B Pe3loMeTo ce MPEICTaBsT CaMO M3CIIeHBAHYSL, KOMTO Ce M3ICKBAT
cnopen npunoxenue 111

MPEIUIOKEHN YCIOBYS 33 ymoTpeba

Hpennoxel-n/leTo 3a ycinoBus 3a yl'[OTpe6él Ce Ipercrass ot SQHBI/ITCJ'U[/I/ITC. HO-KOHerTHO 3ASBUTEIIAT ONMUCBA
CTCIICHTA HAa MBIIOJI3BAHC BHB BOIA WMIIU c])ypa)KM, 3aCIHO C HOHPO6HI/IT€ ycaiosusd 3a yHOTpe6a B MOITBJIBALIN
d)ypa)KM. MH(I)OpMaIH/[H C€ M3NCKBA CHLIO KOraToO C€ M3IOJI3BAT IPYTV METOIM Ha IMpuilaraHe My BKIIIOYBaHE BHB
<l)ypa>KM mwi Boma. OmucBar ce BCUYKK CHCHM(I)M‘JHIA ycnosusa 3a yHOTpe6a (HaanMep HeC’bBMeCTMMOCTI/I),
Cl'lel_ll/Id)I/l‘{HI/I VBUCKBAHUA 3a €TUMKETMPAHE M KMBOTMHCKU BUIIOBE, 3a KOMTO € IIpeIHa3HaAYCHa ]1063BK3T3.

TPENJIOKEHNE 32 MOHUTOPUHTI CIIEM ITyCKaHETO Ha Ila3apa

Ta3y wacT ce OTHACS CaMo 33 OGABKM, KOMTO CBITIACHO TOYKA X) OT wieH 7, maparpa 3 or Permament (EO)
Ne 1831/2003 He criamat KbM KaTeropuu, OCOUeH! Kato a) wim 0) B wieH 6, naparpad 1 oT Chlumst periameHT
11 3 [06ABKY, TOMATAIIN B 00XBATA HA 3aKOHOJATENCTBOTO Ha OOIIHOCTTA, CBBP3AHO C THPIOBIATA C IPOTYKTH,
CBCTOSILL C€ OT, CHIBPKAIIN WY POU3BENEHN OT [EHETHYHO MOMMQUINPAHN OPTAHM3MIL.

Hayuno pesrome Ha mocueTo

CBITIACHO HACTOSIIOTO NpuiioxeHne u mpuoxenue Il ce mopasa pesiome, BKITIOUBAIIO JAHHM 33 BCSIKA YACT OT
NPEICTaBeHMUTE [IOKYMCHTM B IIOJKPeNa Ha 3asiBlicHMero. TOBA pe3loMe BKITIOUBA 3AKITIOUCHNMSTA, HAIPABCHM OT
3asBUTEIIS UTe.

Pestomero TpH6Ba [a cienBa pefa OT HAaCTOALIOTO NPMITOZKEHME M Ia 3acsAra BCUMUKY PasiMuHM 4acTy C I1030BaBaHE Ha
CbOTBETHUTE CTPAHMLIM HA JTIOCMETO.

Crnmcbk Ha JOKYMEHTUTE U IPYIru TaHHU

asBuTeNAT TpsIOBA Ia OMpemenyt Opost ¥ 3AINIABMATA HA YACTMTe OT HOKYMEHTALUMSTA, MPENCTABeHA B IMOOKpENa Ha
3astBreHyieTo. [Jo6asst ce MOmpOOEH MHIEKC € MOCOUEHI YACTH M CTPAHMLIL
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1.4.

2.1.

COMchK Ha 4acTUTe OT JOCHETO, 32 KOMTO € NMOMCKAHO 1a GbIaT TpeTMpaHu KaTo MOBEPUTENIHH, KOTaTo €
Heo0xonuMo

B cricpka ce mocouBaT BCMYKM CHOTBETHU YacTy U CTpaHMIM OT HOCUETO.

PA3IEN II: MDEHTMYHOCT, XAPAKTEPU3VIPAHE U YCJIOBUA 3A YIIOTPEBA HA JIOBABKATA;
METOIM 3A AHATIU3

ToGaBkara TpsiOBa [1a Obe M3LATO MICHTUQUIMPAHA M XapaKTEPU3MPAHA.

UpentranocT Ha mobaBKara
Haumenosanue na dobasrama

AKO € yMECTHO, ce M3IOTBS IpEIIOXKCHME 3 THPIOBCKO HAMMCHOBAHME 3a [10GABKM, CBHP3AHM C IpPUTERATE] Ha
PasperunTesnHo.

[pednoskenue 3a RAACUPURAUUA

ChbeTaBsi ce NpeIoxReHne 3a KacuUKaLysl Ha JajeHa [0OABKA 33 e[HA MM II0Beue KaTeropuy M QyHKIMOHAIHN
TPy CIOPEN HEfiHNMTe OCHOBHM QYHKLMM CBIJIACHO uiieH 6 u npwioxenue | kbM Permament (EO) Ne 1831/2003.

Heo0xommMo € [1a ce MPeIOCTaBAT BCUYKM JAHHM OT [PYIVM M3BECTHM BMIOBE yroTpe0a Ha MICHTUYHUTE aKTHBHM
BEIIECTBA WM areHTV (Hampumep ynorpeba B XpaHM, B XyMaHHATA WIM BeTepUHAPHATA MEIMIMHA, B CENCKOTO
CTOIAHCTBO M MpOMMUUIEHOCTTa). TpsiOBa Ha ce mocouy 1 BCSKO APYTO paspelleHye Kato GypaxHa M XpaHUTeIHA
106aBKa, BeTePMHAPHI JIEKAPCTBA MM [IPYT BUII Pa3peliCHNsl Ha aKTUBHOTO BELIECTBO.

Kauecmeen u RoAuuecmsen Cocmas (aRMUBHO 6ellyecmso/azenm, Opyzu ROMNOHEHMU, NPUMeCU, PA3AURL MeROY
omdennu napmuou)

V30posiBaT ce aKTMBHOTO[/MTE BELIECTBO[a (AreHT[M) M BCUYKM [PYTM KOMIIOHEHTM Ha [00aBKara, Kato ce [apa
CbOTHOLLEHMETO B TEINIO B KPailHus IPOIyKT. ONpENeIisT ce PasiuKiTe B aKTUBHOTO/UTE BELIECTBO[a (areHT/1) Mexity
OT/EIHM NIAPTYIN B KAYECTBEHO M KOJIMUECTBEHO OTHOLICHME.

3a MUKpOOpraHu3MIL: Ompefertsi ce OposiT Ha KiBUTE KIETKM Wi criopy, uspaser kKaro CFU 3a rpam.

3a CH3MMM: OIMCBA Ce BCSKA [EKIApUpaHa (OCHOBHA) €H3MMHA aKTMBHOCT M e JaBa OpOSAT HA eNMHMLMTE 3d BCSKA
aKTMBHOCT B KpAjfHNS NPOIYKT. YTIOMEHABAT Ce M IPYIM CBbP3aHM CTPAHMYHM BMIOBE AKTMBHOCT. EmmHuumre 3a
€H3JMHA AKTIBHOCT Ce OIPEIEVLIT, 33 MPENNOYNTaHe KATO [IMONIA NPOIYKT, OCBOOONEH HA MIHYTA OT XPaHWTENHATA
cpena, Kato ce nocousa chio pH 1 Temmeparypara.

AKO aKTUBHUSIT KOMIIOHEHT Ha J100aBKATa € CMeC OT aKTVBHI BELECTBA VI aTeHTH, OT KOUTO BCEKM el1H MOXe [1a Obje
SICHO OIpeneNieH (KauecTBEHO M KOMMYECTBEHO), KOMIIOHEHTUTE Ha aKTMBHOTO[MTe BellecTBofa (areHT/u) Tpsibsa na ce
OIIMLIAT MIOOTIEIHO ¥ JIa Ce [afaT ChOTHOLICHUSITA B CMECTa.

Tpyrut cMecH, B KOUTO ChCTABHUTE €NIEMEHTH He MOTAT [1a ObIaT OMMCAHM Ype3 e[MHCTBEHA XMMMYHA QOopMyIa 1/uiy
KOTaTo He BCUUKM MOTAT [ ObaT MAEHTU(UUMPAHH, Ce XapaKTEPU3MPAT Upe3 ChCTABHMS|TE eNleMeHT/1, KOITO[KOUTO
IONPUHACS(T 33 AKTMBHOCTTA V[V Ype3 TUINYHMSI[Te OCHOBEH/HU CbCTABEH/BHN €NleMEHT/N.

Be3 1a ce 3acsiraT MCKAHMATA 3a IONBIHUTENHA MHQOPMALIMS OT CTPaHA HA OpraHa ChINIACHO ujleH 8, maparpad 2 ot
Permament (EO) Ne 1831/2003, sasBuTensT MoOXKe [1a IPOIYCHE OIMCAHMETO HA HPYTM KOMIIOHEHTH, KOMTO He
IIPEM3BUKBAT ONACEHNE 10 OTHOUICHNE Ha GE30I1ACHOCTTA, OCBEH AKTMBHNTE BELIECTBA WIM AreHTH 3a 100aBKM, KOUTO
He BIIM3AT B KATETOPUNUTE HA 300TEXHIMUECKNUTE TOOABKM, KOKCHAMOCTATUIIMTE I XMCTOMOHOCTATULITE 1 HE Ca B LIOTIETO
Ha mpyioxenne Ha Permament (EO) Ne 1829/2003. BbB Beekn ctydait BCHYKM M3CTIEIBAHIS, OTYETEHN B IOCHETO,
CIelBa Ja Ce OCHOBABAT HA IEJCTBMTETHATA NOOABKA, 33 KOSATO € 3asBEHO PA3PELIMTETIHO J MOTAT Oa MPETOCTABST
MHQOPMALIS 33 IPYIVTE BH3MOXKHY Pa3MYHM IPENapaTil, KOUTO OMxa MOITM [a Ce HampassT. Moxe ma ce mpueme
BBTpEleH MICHTUQUKATOP, OTOES3aH HA MOKYMEHTH HA TPETM CTPAHM, M Ce W3MUCKBA CIIPABKA C J3PEIeHN
MIEHTUGUKATOPY U TOTBbPXKIEHYE, Ye MICHTUPUKATOPBT[UTE Ce OTHACA|T 3a 0OpasyBaHMETO[ATa, 3a KOETO/KOUTO €
HATPaBeHO 3asIBIIEHNETO.
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Yucmoma

3asBUTEIIAT YCTAHOBSIBA I OIIPEENs KOTMUECTBOTO Ha XMMIYHOTO ¥ MIKPOGHOTO 3aMbPCSIBAHE, BELIECTBATA C TOKCHYHI
VTV [IPYTH HEXKETIATENIHNM CBOJICTBA, KOMTO He Ce HOOABST Ch3HATENHO 1 He OKA3BAT BIIMSHIE BHPXY AKTMBHOCTTA Ha
nobaskata. OcBeH TOBA 3a (QePMEHTALMOHHM MPOIYKTH KAHIMIATHT [IOTBBPAKIABA OTCHCTBUETO HA MPOM3BEKIALIA
oprauysmyt B go0aBkata. OIVCBa ce MPOTOKONBT, 3ION3BAH 3d PYTHHHIS KOHTPOT HA IPOV3BONCTBEHN MApTIIL 33
3aMBPCUTENIA U IIPUMECH.

Beuukn NpenocTaBeHy NaHHU Tpﬂ6Ba J1a ca B IIOOKpeEIla Ha NPENJIOKEHUETO 3a cneuud)m{aum{ Ha jo0aBKara.

HO-JI[OJ'Iy ca M36p0€HI/I CIIEUMAJIHN  MIBUCKBAaHUA B 3aBUCUMOCT OT ITPOM3BOHACTBEHUSA IIPOLEC B CHOTBETCTBUE C
HeCTBALIOTO 3aKOHOHATEIICTBO HA O6IHHOC'[T3,

HO6&BKI/I, UJMETO paspelliaBaHe € CBbP3aHO C IIPUTEKATET Ha Pa3peIlNTEITHO

3a 106ABKM, UMETO pa3pelaBaHe € CBhP3AHO C NPUTERATEN HA PA3PELIMTENHO, Ce PEOCTABs! COTBETHATA MHpOPMALIHS,
CBbp3aHA CbC CrELM(UUHMS TPOLEC, MBMON3BAH OT INPOM3BOMMTENsS, Ha 0asaTa Ha ChUIECTBYBALM CTAHHAPTH,
M3IONI3BAHY 33 JPYTM CXOTHM L. MoraT 1a ce M3MOJ3BAT CbBMECTHM CrelMuKALMM Ha EKCIIEpTHMS KOMMTET KbM
Opranysamsira mo mpexpaHa 1 3ememerie/CeeroBHata 3mpasHa opramysamvst (JECFA) mwm Crenidumyammm ot
paspelInTeNHM 33 XpaHUTeNHN 100aBKy Ha EBporieiickata oOuIHOCT.

HobaBKy, UMeTo paspellaBaHe He € CBbP3AHO C MPUTEKATE HA PA3PEIINTENHO

3a 100aBKY, 4METO paspelliaBaHe He € CBbP3aHO C IIPUTEKATEN Ha PA3PEIIMTEIIHO, MOTAT JIA C¢ M3ION3BAT ChIUCCTBYBAILN
CTaHIAPTH, IIPUITATAHM 3d OPYTM CXOIHM LT WIM KOMTO MMAT CICLMPUKALIMY 32 XPAHUTEIHM T00ABKM, paspelieHN B
Esporneiickara obmroct win or JECFA. Korato HsMa TakuBa CTAHIApTM JUIM KOTATO MMa BPb3KA C IPOM3BOICTBEHNS
TIpollec, e OMICBAT NOHE CIIEIHMUTE IAHHM ¥ Ce ONpEeNAT TeXHUTe KOHUEHTPaLn:

— 3d MUKPOOPraHm3mm: MI/IKpO6V[0HOFVl‘{HO 3aMbpCsBaHE, MUKOTOKCUHM, TEXKKU METAIIN;

— 3a (l)epMeHTallVIOHHVI NponyKTU (Hecmtpxamm MMKPOOPraHM3MiM KaTo aKTUBHU BCU.ICCTBa)Z J1a CriasBaT ChIINUTE
VM3NCKBaHUA KaTO 3a MUKPOOPraHU3MM (B)K. no-rope). [Tocousa ce u cTeneHTa, B KOATO U3MOJI3BaHATA cpena 3a
pactex € BKIIIOU€Ha B KpaﬁHMﬂ NPOIYKT.

- 3a BCILECTBA, M3BIICYCHM OT paCTCHMA: MMKPO6MOHOTVI‘{HO u 6OTaHNYECKO 3aMbpcCsBaHe (HaanMep puuuH,
CéMEHa Ha IUIEBEIM, CTPBHKOBE p'b)K), MUKOTOKCHHY, NECTULVIHO 3aMbpCsBaHE, MaKCUMAIIHU CTOMHOCTM 3a
pasTBopuTenM M KOrato € uenec1>06pa3H0, BEIIECTBA C TOKCMKOJIOTMYHM aCIIeKTH, 3a KOUTO € M3BECTHO, 4e Ce
CpemaT B OPUIMHAITHOTO PaCTCHUE;

— 3 BEIIECTBA, JI3BIICYCHN OT XKIUBOTHIL: MIKPOOVOTIOTIYHO 3aMbPCSIBAHE, TeXKI METAIN I MAKCHMATIHIL CTOMHOCTI
32 PA3TBOPUTENH, KOTATO € YMECTHO;

— 3d MMHEpAJIHM BELIECTBA: TE2KKM METAIN, OVIOKCMHN U MOIMXIIOpYPaHN 6]/[(1)€H]/[HI/I;

— 3a INPOHOYKTH, IOJIy4Ye€HM 4UYPE3 XUMMYCH CUHTE3 M XUMNYHM ITPOLECU: OIPEHENAT C€ BCUUKM XUMMKAIIN,
M3IOJ3BAHN B CMHTETMYHUTE IPOLECH M BCUUKM MEXIMHHNM IPOAYKTH, OCTaBally B KpaﬁHMﬂ NponykT, n ce
110COYBAT TEXHUTE KOHUEHTPALMN.

HO]]60p'l:T Ha MMKOTOKCVMHM 3a aHAJIM3 Ce IpaBy CIIOPEN pasiIMYHUTE MaTPULIM, KOraTo € IIOIXOHAIIO.

(Qusuuecro cocmoanue na ecara popma Ha npodyrma

3a TBLPIM MpeMapaTy ce MPENOCTABST JAHHM 34 PAsIpelerieHeTo Ha pa3Mepa Ha dactuuyre, GopMarTa Ha YacTUIINTE,
IUTBTHOCTTA, 0OEMHATa Maca, MOTEHIIMANIA 34 3AMPAIIABAHE I 33 M3IION3BAHETO HA MPOLECH, KOUTO 3aCSraT QuaMUHUTE
CBOVICTBA. 3a TeYHM MPeMapaTy ce IPEACTABST TAHHM 3a BUCKO3UTET 1 MOBbPXHOCTHO HampeskeHue. Korato mo6askara e
NpelHa3HaYeHa 3a ynorpeba BbB BOJA, Ce MOCOYBA PA3TBOPUMOCTTA MM CTENEHTA Ha IUCTIEPCHSL.

XapakTepu3upaHe Ha AKTUBHOTO/UTE BELIECTBO[a (areHT/u)
Onucanue

HaBa Ce KauecTBeHO OMMCAaHNMe Ha aKTMBHOTO BELIECTBO Wiy areHT. ToBa BKITIOUBA YMCTOTA U Npou3xor Ha BEMIECTBOTO
VI areéHTa, KakTo M OPyry NMOOXOOAUIN XapaKTEPUCTUKU.
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XUMUYHM BeliecTBa

SIcHO ompefenieHM XMMMYHM BEIIECTBA CE OMMCBAT C OOLIO HAaMMEHOBAHME, XMMIMYHO HAMMEHOBAHNE CBITIACHO
HoMeHKIatypata Ha [UPAC (MexiyHapoleH Cbl03 3a UMCTA M NPUIIOKHA XUMMS), IPYTM OOLIM MEKIyHAPOIHM
HAJMEHOBAHIS M CbKpateHnst ujwit Homep mo CAS. Brimiousa ce M CTPYKTypHATA M MOIEKYNHaTa QOpMyna u
MOJIEKYTTHOTO TerIo.

3a XUMyYecKy [eQUHMPAHN ChelVMHEHNs], M3ION3BAHM KATO apOMATU3aTOpH, ce BKitousa HoMepsT FLAVIS 3a Bpb3ka
ChC CHOTBETHA XMMUYHA IPYNa. 33 PACTUTEIIHM eKCTPAKTH TPsiOBa 1a ce BKIIOYAT GUTOXMMMYHUTE MapKEpHL.

CMecu, B KOMTO ChCTABHUTE €/IEMEHTH He MOTaT 1 O'bIaT OMMCAHN Upe3 eIMHCTBEHA XMMIYHA GOPMYITa 1/ He BCEKH
OT TSIX MOXKe [1a Oblie MIeHTUUIMPAH, Ce XapaKTePU3MUPAT YPe3 ChCTABEH/BHU €IEMEHT/H, KOITO/KOUTO JOMPUHACAT 32
HelfHaTa aKTUBHOCT VI[WIIM Ype3 TUIINYCH[YHN OCHOBCH/[BHM erieMeHT/H. MapKepHM ChemMHEHMs ce MIACHTUULMPAT,
TaKa ue Jla MOXKe J1a Ce OLeHM CTAOMITHOCTTA ¥ [1a e OCUTYPU CPENCTBO 3a IPOCIIeIsIBAHE.

3a eH3MMM M EH3MMHM MpenapaTvt 3a BCSKA [EKIApMpaHa aKTMBHOCT Ce I0COYBA OpOSIT M CHCTEMATHYHOTO
HAJMMEHOBAHNE, NPEAIOKEHO OT MexmnyHapouHust cbio3 3a Ouoxumust (IUB) B Haif-akTyalHOTO M3[aHMe Ha
»HOMeHKIIaTypa Ha eHsuMuTe". 3a BUIIOBE aKTMBHOCT, KOMTO BCE OIIe He Ca BKINOUEHM, Ce M3IONI3BA CHCTEMaTUYHO
HayMeHOBaHue criopel npasusiata Ha IUB 3a nomenkiatypure. Henayunu HanMeHOBaHMS ce IIpUeMart, Ipy ycIoBMe ue
Te Ca HEIBYCMUCIICHM U Ce M3IIOVI3BAT IOCIIENOBATENIHO B IISUTIOTO JIOCKE I Ye MOTAT SICHO Ja GBIAT CBBP3AHMU ChC
CUCTEMATUYHOTO HamMeHOBaHMe 1M HoMepa 1o IUB mpy mspBoTO MM CriomeHasade. HeoOXomuMo e Ha ce mocoun
OMOJIOTMYHMST TIPOU3XO Ha BCSKA CH3UMHA aKTUBHOCT.

Omycea ce ¥ MUKPOOHMAT NPOM3XOH HA XMMMYHMTE BELIECTBA, MONyueHM upe3 ¢epMmeHTammst (Bux 2.2.1.2
Mukpoopranusmm).

Mukpoopranusmn

3a BCMUKM MVKPOOPraHM3MM €€ I0COYBa IPOM3XOOBT, HE3ABUCUMO [aly €€ MU3MOJ3BAT KAaTO IMPOIOYKT WM KAaTO
MPOU3BOICTBEH LIAM.

3a BCMUKYM MMKPOOPIaHM3MM, M3MOJI3BAHM KaTo IPOMYKT JUIM KATO IPOM3BONCTBEH IIaM, Ce IPENCTaBsl MCTOpUS Ha
Mommdukarymre. [locousa ce HAaMMEHOBAHMETO I TAKCOHOMMYHATA KIIACH(MKALMS HA BCEKM MUKPOOPraHU3bM
CBINIACHO Hall-akTyanHata mnyOnukysaHa wuudopMamss B MexmyHaponHure HoMeHKimatypuu komose (ICN).
MUKpOOHNTE 1AMOBe Ce [IENO3MPAT B MEXKIYHAPOIHO NMpy3HaTa GaHKa 3a KyNTypy (3a mpemnountare B EBpomeiickust
ChIO3) U e MOMIBPKAT OT GaHKATa 3a KyJITypy 3a IIEPMOIA Ha PaspelicHNst XKUBOT Ha o0aBkara. HeoGxomimo e na ce
IIPEIIOCTABY YIOCTOBEPEHME 32 [IENO3MPaHe OT OaHKATa ¢ MOCOYEH HOMEp 3a IOCTHII, TOJ KOITO Ce ChXPAHSIBA LIAMBT.
OcBeH TOBA e OMMUCBAT BCYKM CBBP3aHN MOPYOIIOTIUHN, GUBMOIIOTUUHY ¥ MOJIEKYITHU XapaKTePUCTUKIM, HEOOXOTMMY
33 OCHIYpSIBAHC Ha YHVMKAJHATA MICHTUQUKALMS HA 1AM, OIMCBAT CE M CPEACTBATA 33 NOTBbPXKIABAHE HA TEHETUYHA
My CTaGUIIHOCT. 3a TEHETMYHO MOIMQUUMPAHY OPTaHM3MI CE MPEICTABs OMMCAHNMETO HA TEHETMUHUTE MOIMQUKALIIL.
Bittousa ce emHHMAT neHTMduKaTop 3a Beeku MO, Kakto e ocoueto B Perament (EO) Ne 65/2004 Ha Kommcnsita
or 14 suyapu 2004 r. 3a ch3naBaHe Ha CHCTeMa 3a paspa0OTBAHE M OLEHKA HA ENMHHMTE MICHTH(MKATOPH 32
TEHETNYHO MOIVQUIVMPAHN OPraHV3MIU.

CeomeemHu ceoticmea

XMMIYHY BelecTBa

[lpencrasst ce omucamye Ha QU3MUHUTE U XUMIYHNTE CBOVICTBA. KOIAaTo e MONXOMISINO, ce NMOCOYBAT MVUCOLMALIOHHA
KOHCTaHTa, pKa, ereKTpOCTaTMuHM CBOMCTBA, TOUKA Ha TOIEHe, TOYKA HA KUIEHe, INTBTHOCT, NapHO HaslArase,
Pa3TBOPYUMOCT BbB BOmA M B Opramyunn pasrsopurermt, Ko, 1 Ky/K,. crexrpomerpis Ha Macata ¥ CIIEKTpM Ha
abcopOLyLsL, TAHHM OT SIPEHOMATHVTEH Pe30HAHC, Bb3MOXHI M30MEpYL VI IPYIH MOIXOMSIIY QU3MUHN CBOJICTBA.

Berecrsa, NoJTy4aBaHy 4pes (l)epMeHTaHI/[ﬂ, ClieiBa 1a HiIMar l'[pOTI/[BOMI/[KpO6HO HeJiCcTBUE, CHOTBETCTBALIO Ha
yHOTp€6aTa Ha aHTI/[6I/IOTI/IIH/[ IIpM YOBEKa WM KMBOTHUTE.

Mukpoopranusmu

—  Tokcuuu 1 BUPYTIEHTHN (aKTOPK

HokasBa ce, 4e OTCHCTBAT TOKCUHV VUM BUPYIEHTHN (QaKTOpH WM Ue Te He MOPAXKIAT OE3IOKOICTBO.
bakrepuanHyu 1mamMoBe OT TaKCOHOMMYHA TIpyIla, BKIIOUBAIIA €TIEMEHTM, 33 KOUTO € M3BECTHO, Yeé MOIaT IIa
TPOM3BEKIAT TOKCUHI IV APYTH BUPYIEHTHU GaKTOPH, Ce MOMIATAT Ha MOAXOMSIIN OMNTH, 33 [1a Ce IOKaXKe Ha
MOJIEKYJTHO M aKO € HeoOXOIMMO Ha KJIETBYHO HMBO OTCHCTBUETO HA BCSIKAKBO OCHOBAHME 33 OE3MOKONICTBO.

3a 1aMoBe MUKPOOPraHu3My, 3a KOUTO HsAMa MCTOpYA 3a HECbMHEHA OesoracHa yHOTpC6a " unnTo GUONOTMYHN
XapaKTEPUCTNKM OCTaBaT TBbPHE HEIIO3HATY, € HCO6XOHI/[M IIBJIEH ITAKET OT TOKCUKOJIOTMYHM M3CIICOBaHMA.
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—  AHTHOMOTIYHO IeJiCTBME I AHTUOMOTIMHA Pe3NCTEHTHOCT

M]/leOOpI‘aHM3MI/ITe, U3IOJI3BAaHU KaTO HO6&BKI/I WM Karo IpoMsBeXnaly IIamMoBe, HE ClenBa [1a MMatr
AHTUOMOTIYHO JeICTBME WM J1a MOraT mHa IpounsBexnaT aHTUOMOTYHNI BEILIECTBA, KOUTO CBHOTBETCTBAT Ha
aHTV[6I/IOTI/I1H/[T€ 3a Xopara " KMUBOTHUTE.

[I]amMoBeTe MYKPOOPIaHN3MIL, IPEIHA3HAUCHM 32 YIOTPeDa KaTo M0OaBKIL, He TPsIOBA MIa [IOMBIBAT HOIbITHUTEITHO
pe3epBoapa OT TeH) 34 AHTHOMOTHYHA PE3UCTEHTHOCT, KOMTO Beue IPICHCTBAT B UPEBHATA (IOpa Ha KIBOTHUTE I
B OKOJHATA cpefa. CHOTBETHO BCHUKM OAKTepUATHM LIAMOBE Ce V3INMTBAT 33 Pe3VUCTEHTHOCT KbM aHTHOMOTHLIA,
M3MON3BAHM B XYMaHHATa M BeTepMHApPHaTa MemyuuuHa. Korato ce ycraHOBM PE3MCTEHTHOCT, ce OMpefers
TeHETMYHATA OCHOBA HA PE3NCTEHTHOCTTA I BEPOSITHOCTTA OT TIPEHACSIHETO 11 BBPXY IPYIV OPraHV3MM, OOUTABAILIN
uepsara.

[llamoBe MMKPOOPIaHU3MM, MPUTEXKABALIM NPUIOOUTA PEUCTEHTHOCT KbM IPOTUBOMUKPOOHM BELIeCTBA, He
CrIenBa J1a ce M3NON3BAT KaTo ¢ypakHu J00ABKM, OCBEH AKO MOKe J1a Ce JOKAXeE, e Pe3UCTEHTHOCTTA ¢ Pe3yNTaT
OT XPOMO3OMHA [V MYTALMS[/M M He MOXKe [Ia Ce HpeHACsL.

TIpou3BoNCTBeH Mpoliec, BKIIFOYUTENHO crienuduyunm mpouexypu Ha 00paborka

3a ma ce ompemeNsT KPUTMYHUTE TOUKM Ha IIPOLIECA, KOMTO OMXa MOINIM [1a OKAXar BIIMSIHME BBPXY UMCTOTATAa HA
aKTMBHOTO/UTE BELIECTBO[a (areHT/u) wiiy H00aBKaTa, ce MpECTaBst MOIPOOHO OMNCAHME HA POM3BOICTBEHMS IPOLIEC.
TlpenocTasst ce MHPOPMALMOHEH JICT 3a GE30IIACHOCTTA HA XMMMKAIIMTE, KOMTO Ce M3MOJ3BAT B MPOM3BOLCTBEHMS
TIpoLec.

ArmugHo/u eewjecmeo/a (azenm/u)

TlpericraBst ce OmMCAHME HA NPOM3BOLCTBEHNS IPOLEC (HAIPUMEp XMMUYEH CUHTE3, (epMEHTALUS, KyJITMBALIAS,
EKCTPAKLMS OT OPraHMdeH MaTepuall Wi [eCTUIALs), M3NON3BaH 33 [PUIOTBSHETO HA AKTMBHOTO[UTC BELIECTBO/A
(arent/n) Ha moGaBKaTa, ako € Lenecho0pasHo, Mo PopMara Ha cxema Ha npotieca. [locousa ce ChCTaBBT Ha CPEICTBOTO
3a (epMeHTaLWs[KyNITUBaLMsL. MeTommTe 3a IpeyycTBaHe ce OMMCBAT MOIPOOHO.

3a reHeTyHO MomMUUMpaHu Mukpooprarusmi (TMMO), M3MONI3BaHM KATO M3TOYHMK Ha 10GABKM U OTIJIENAHU TPU
3aTBOpeHN yciiosus, ce npwiiara dupekusa 90/219/EO (). Bxirousa ce ommcanve Ha pepMEHTALMOHHUTE TPOLIECH
(KynTypHa cpenia, ycrous Ha gepMeHTaIus 1 06padoTKa 3a IpeunucTBaHe Ha PepPMEHTALMOHHMS TPOTYKT).

TobaBka

Tpercrasst ce MOAPOOHO OMMCAHNME HA TIPOUBBONCTBEHMS POLiec Ha No0aBKaTa. TpsiGBa 1a ce MOCOYAT OCHOBHMTE €TAIIN
B IIPUIOTBSIHETO Ha HO0ABKATa, BKIIOUMTENHO MOMEHTA[UTe Ha HOGABSIHE HA AKTUBHOTO/WTE BEIIECTBO[A (areHT[w) u
IPyTV KOMIIOHEHTH, KAKTO I BCUYKM CIIEHBALI CTBIIKM Ha 00pa0OTKa, 3acSrally MPUrOTBSHETO HA HOOABKATa, aKO €
MOIXOMSIILO, MTOT OpPMATA HA CXeMa Ha Ipolieca.

QusukoxMMUHM U TEXHOOTMYHM CBOJCTBA Ha 0GaBKaTa
Cmabuanocm

CTaGuiTHOCTTa OOMKHOBEHO CE M3MEpBA Upe3 aHATUTIYHOTO MPOCTIEMsIBaHE HA AKTUBHOTO/UTE BEIIECTBO[a (areHT/u) win
HeroBarTa/TsIXHaTa aKTMBHOCT/ycToiumBOCT. [1py eHsuMmTe CTaGIIIHOCTTA MOXKe Jia Oblle OllpeferieHa upes 3aryGara Ha
KaTaJMTUYHa aKTHBHOCT, IIPY MUKPOOPTAHU3MITE — Ype3 3aryGaTa Ha YCTOMUMBOCT, @ PV APOMATUBUPALLMTE BELLECTBA
— upe3 3arybata Ha apomar. [Ipy OpYrM XMMUYHM CMeCH[eKCTPAKTM CTAOMIHOCTTa MOXe fa Oble OLeHeHa dpe3
HAOITIONeHNe HA KOHIIEHTPAIMATA HA e[IHO MM TOBeye MONXOMISIIMA MAPKEPHN BeLIeCTBa.

CrabunHoct Ha goOaBkarta

ITpoyusa ce craGyIHOCTTa Ha BCsIKA GOPMYITa Ha I0OABKATA NPY M3MTATAHE HA PAIVYHI YCTIOBYS HA OKOTHATA CPEIa
(cBennHa, Temnepatypa, pH, Bara, KUCTOPOI 1 MaTepuai Ha OnakoBkata). OuakBaHATa TPAJHOCT HA MOOABKATA MP
nporiax0ara i B THPIOBCKAaTA Mpexa CrlelBa 1a ce 6asyupa Ha MOHe 1BA MPMMEPHN BAPUAHTA, BKIIOUBAIIN BEPOSTHILS
obxBar Ha ycrosusta Ha ynotpeba (Hanmpumep 25 °C, 60 % orHocutenHa Biaxsocr Ha Bw3gyxa (HR) u 40 °C,
75 % HR).

() OBL 117, 8.5.1990 r., crp. 1. [Iupektusa, nocienHo usmetera ¢ Pemenne 2005/174/EO Ha Komucusira (OB L 59, 5.3.2005 r., crp. 20).
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CrabusiHOCT Ha I0OaBKATa, M3IONI3BAHA B IIPEMMKCH U ypaKu

3a mo0aBKM, M3MOM3BAHM B NMPEMIKCH M QYpaxu, ¢ M3KIIOUEHNME HA apOMATM3MPALIMTe BELIECTBA, CTAOMITHOCTTA HA
BCsika popMyIa Ha M06ABKATA ce M3CIIeABa Py OOMHYAITHI YCIIOBHSI HA MIPOM3BOACTBO M ChXPAHEHINE HA MIPEMUKCH HITH
Ha dypaxu. [IPOIBIKUTETHOCTTA Ha M3CTIEABAHMATA 32 CTAGWITHOCTTA Ha MPEMIKCUTe TPsiOBA [1a € TMOHe ILIECT Mecela.
3a mpeanoumMTaHe e CTAOMIIHOCTTA [a Ce M3CNIeHBA TPU NMPEMUKCH, CHIbPIKALIM elIeMEHT! ¢ MUKPOKOHIIEHTPALS, B
TIPOTMBEH CITyyaii No0aBKata TpsiOBa a MMa eTMKET C TeKCT: ,Ja He Ce CMecBa C eNIeMEHTH ¢ MUKPOKOHLeHTPALsL.

V3crenBanust 3a CTabUITHOCT BbB ypaxu 0OMKHOBEHO IPOIBIIKABAT MTOHE Tpu Meceuia. I1o mpyHLMIT CTabUITHOCTTa ce
TIPOBEPsiBA TPV NPECOBAH MM IPAHYNIMPaH Pypaxk (BKIIOUMTEIHO BIIMSHNMETO HA TPAHYIMPAHETO MM Ipyrute opmu
Ha TPeTMpaHe) 32 OCHOBHMS XMUBOTUHCKM BUJI Ha 3asIBIIEHMETO.

[lpyn mo6aBky, MpelHA3HAYEHN 3a yMOTpeOa BbB BOIA, CTAOMITHOCTTA HA BCSKa QOpMyrna Ha mobaBkara TpsiOBa ma ce
M3CIIE/IBA BBB BOJA NPYU YCIIOBHS, CUMYIIMPALLM [IPAKTHYECKATa yrIoTpeOa.

Korato uma 3&[’}76& Ha CTaOWIHOCT U aKo e NoaxXousAlo, €€ XapaKTepusmpar IOTEHUMAIIHMTE IPOOYKTH OT
pasrpaxiaHeTo Wiy pasmagaHero.

l'[penocms;rr C€ IAaHHM OT aHaJIN3U, KOUTO BKJTIOYBAT IIOHE €THO Ha6H}0HeH]Ae B Ha4aJIOTO M €JHO B Kpasl Ha NEpMoa Ha
CbXpaHEHME.

Koraro e HeoOX0mmMo, M3CTIeBAHMATA CHIbPKAT MOIPOOHNMS KOMMYECTBEH 1 KAUeCTBEH ChCTAB Ha IPEMUKCUTE MM Ha
dypaure, M3MONI3BAHN 32 OIUTHTE.

Xomozennocm

TpsibBa ma ce mOKaxe CIMOCOOHOCTTa 33 XOMOTEHHO pasmpenensie Ha ¢ypaxksara mnoGaska (pasimuHa oT
apOMATM3MPALLIO BELIECTBO) B IIPEMUKCH, QypaxKiu ¥ BOMA.

[pyau xaparmepucmuru

TpsibBa na ce omumaT IPyrM XapakKTepUCTVMKM KaTo MOTEHLWAN 3a 3alpallaBaHe, eJEKTPOCTATMYHM CBOFCTBA I
CIOCOOHOCT 3a Pa3IPOCTPaHEeHNe B TEYHOCTI.

Qusuroxumuunu Hecsemecmumocmu uau é3aumodelicmeus

HeO6XOJII/IMO € J1a C€ MOoKazxar (l)MBMKOXMMM‘JHIATe HECHbBMECTUMOCTU MJIN B3aI/IMO[IeI7ICTBI/I51, KOMTO Onxa MOIIIM na ce
OYaKBaT C (l)ypaxm, NpUEMHN €JIEMEHTH, OpyIn 01106pe1-m I[O6aBKI/I WM MEOVMUMHCKN ITPOOYKTH.

Ycnosus 3a ynorpe6a Ha qo6akata
TIpedsosker HAUUH HA Ynompe0a 6 XpaxeHemo Ha RUGOMHUME

[TocousaT ce KMBOTMHCKUTE BUIIOBE VTN KaTeropuu, Bb3pacToBaTa rpymna wjiy npousBOICTBEHNS €Tall Ha KMBOTHUTE B
CbOTBETCTBME C KaTErOPUUTE, V[36p0€HI/l B IPUIIOKEHME IV xbM Hacrosiumsi PerrameHT. YromeHaBaT ce Bb3MOXHMU
IIPOTUBOITOKA3AHMSA. Onpenenﬂ Ce NpemIozxKeHaTa yn0Tpe6a BBB li)ypa}Kl/I Wi BOmIa.

3a npemmKcy, Gypaxu 1 IuTeliHa BONA CIIelIBa [Ia Ce MPENOCTABSAT MOAPOGHOCTH 3a MPEIIORKEHMS METOI Ha TPUIIaraHe
U creneH Ha BKmouBaHe. OCBeH TOBa CJIeBa Ja Ce IOCOUM MNPEIIOKEHATA [03a B ITHIIHOUCHHUTE (ypaxu u
TIPEIOKEHNMS NIEPUOL Ha TIPUIIATaHe M Ha MBTEITIHE, KOTaTo ¢ yMecTHO. V3ucksa ce 060CHOBKA, KOTaTo ce Mpemara
crielyanHa ynorpe6a Ha naneHa o6aBKa B TOIBIBALIN ypaxiL.

Vingopmayusa, cesp3ana ¢ nompebumenu/6e3onacocmma Ha paGomHuyu
XuMMYHY BellecTsa

CrieriBa [1a ce MPEIOCTaBy MHPOPMALIVOHEH JICT 3a GE30MaCHOCT Ha MaTepuaia, odopMeH ChINACHO M3VMCKBAHUATA HA
Hupekrisa 91/155/ENO Ha Kommcnsita ot 5 Mapt 1991 . 3a onpeferisise 1 YCTAHOBSIBAHE HA MOIPOOHM NPaBIIIA Ha
CHCTeMaTa 33 crenuguuHa MHPOPMALWS, OTHACAILIA Ce [0 ONACHM MPENapaTy B M3MbIHeHne Ha wiieH 10 ot [lupekTusa
88/379/EMO (°). Ako e HeOOXOmMMO, ce NpeIIaraT MepKy 3a NPeNOTBPATsIBAHE Ha PUCKOBE Ha PaOOTHOTO MACTO 1
CPeIICTBA 34 3alMTA 1O BpeMe Ha MPOM3BOICTBO, 00pabOTKa, YHoTpeda 1 M3XBBPILSHE.

(®) OBL76,22.3.1991 r., crp. 35. Iupektusa, nociento umetiera ¢ Hupektusa 2001/58/EO (OB L 212, 7.8.2001 r., crp. 24).
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2.5.2.3.

2.6.

2.6.1.1.

Mukpooprannamm

Ipenocrasst ce kmacudurammst cprmacHo dupektnsa 2000/54/EO Ha Eporeiickus maprmament u Ha CbBeta OT
18 cenremspu 2000 1. 3a 3ammra Ha PabOTHMLMTE OT PUCKOBE, CBBP3AHM C M3NATAHETO HA BB3IEHCTBUETO HA
OMONOTMUHY areHTH B pabOTHAaTa cpela (cemMa CrelManHa IMPeKTUBA IO CMUCHIA HAa wieH 16, maparpad 1 Ha
Hupexrysa 89/391/ENO) (7). 3a MMKPOOPraHM3MIL, KOUTO He Ca KIACUGUUUMPAH B rpyna 1 OT chluata IMPeKTUBa, ce
npefocTassi MHGOPMALMSL 3a TOTpeOUTeNNTE, 3a Ja UM Ce Jaje Bb3MOXHOCT [ia NpEIrpyeMaT ChOTBCTHUTE 3aLUTHNU
MEpKM 33 CBOMTE PabOTHMIIM, KAKTO € ONPENENeHO B WieH 3, maparpad 2 OT MOCOYCHAT [IMPEKTHBA.

M3uckBanus 3a eTMKeTMpaHe

Be3 ma ce 3acsrar pasnopeOuTe 3a eTMKETHPAHE M MaKeTMpaHe, nocoyeHn B wieH 16 ot Pernament (EO) Ne 1831
2003, crema 11a ce MOCOYAT BCHYKM CELMPUUHY M3UCKBAHMS 32 €TUKETHPAHE U KOTaTo € MOAXOMSIIO, CrieliuuHITe
yCIIoBMs 33 ynoTpeba M MaHMIyTIMpaHe (BKIIOUMTESTHO TMO3HATY HECHBMECTMMOCTM M IPOTMBONOKA3AHMS), KAKTO 1
VIHCTPYKLMM 33 IPaBWIHA yroTpeOa.

Metonu 3a aHanu3 u pedepeHTHN NPOOU

Meromure 3a aHanmu3 ce MONABAT B CTAHAPTHATa dopma, mpemopbyana ot ISO (r.e. ISO 78-2).

Coriacto Pernament (EO) Ne 1831/2003 u Pernament (EO) Ne 378/2005 merommre 3a aHaiu3, BKIIIOYEHNU B TO3N
pasyiert, ce ouenssar ot PTI0. PJTO nonasa Ha oprana oK1 OT OLEHKATa, B KOITO e [10COUBa [aJIN € MOIXOMALIO Te3n
MeToIw [1a ObIAT M3NOM3BAHM 32 OQUMLMANEH KOHTPON Ha (ypaxHara mo0aBKa, KOSTO € OOEKT Ha 3asBIICHUETO.
Ouenkara Ha PJIO ce KoHILEHTpupa BbPXy METOAMTE, OcoueHy B pasgenu 2.6.1 u 2.6.2.

Axo MIITOB e 6una YCTaHOBEHA 3a BEIECTBOTO 00ekT Ha 3asiBleHNeTo 1o cyiata Ha Pernament (EVO) Ne 2377/90 na
CpBera or 26 1onn 1990 I. OTHOCHO yCTaHOBsIBaHe Ha mporlenypa Ha OGIIHOCTTA 3a ONpefeNsHe HA MAKCHMAIHO
IIOMYCTUMMTE TPAHMLM HA OCTATHUHM BELIECTBA OT BETePMHAPHOMENMUMHCKM IPONYKTH B XPaHUTE OT KMBOTUHCKM
nponsxon (%), pasmen 2.6.2 He MOMIEXM Ha oueHka or crpana Ha PJIO. 3asurensar nomrotss pasmen 2.6.2 Kato
OCUTYpsiBA CbUIMS METOL, MHQOPMALMsS M [aHHM (BKIIOUMTESIHO CBOTBETHM AaKTyalu3alMy) 3a IOJaBaHe [0
Esporeiickara arexuus no sexapersara (EMEA) B chorsercrsue ¢ npwioxkenne V kbm Periament (EVO) Ne 2377/
90 u chrmacHo ,CboOLLeHNe 0 3asBUTEINTE M HACOKM®, TOM 8 OT cepusita ,IIpaBiiia 3a MEIMUMHCKNUTE MPOLYKTH B
Epponerickust cpros®.

AHQIUTUYHM METOIM, OMMCaHu B 2.6.3, MoraT cblio Ja ObIAT BKIIIOUEHM B OleHKarta, ako PJIO, OpranbT um
Komucnsita mpeLeHsT, de e HeoOXOmIMO.

B cpotserctsie ¢ Pernament (EO) Ne 378/2005 3astBuTensaT npenoctass pegepeHTHM npobu mupekTHO Ha PIIO nperm
OLICHSBAHETO HA TEXHMYECKOTO JOCKE M MPoOy 3a 3aMsiHA NPely M3TUYAHE Ha TPAiHOCTTA.

3asButenmTe n0N3BaT MoupobHMTe yKasamus, npenocraseru or PITO B chorsercrsue ¢ uieH 12 or Permament (EO)
Ne 378/2005.

Memodu 3a anaau3 HA GRMUBHOMO eewecmso

Tpercrast ce MompoOHa XapaKTEPUCTHKA HA KAueCTBEHNMS/Te U, KOTATO € MPIIIOKIMO, KOIIMYECTBEHIIsI[Te aHATITHYCH]
HJ METOTI[Y 32 yCTAHOBSIBAHE Ha CIIA3BAHETO HA MAKCHMAITHUTE IIPEIIOKEH! HIBA HA AKTMBHOTO[UTE BEIIECTBO[a (areHT/
1) B 100aBKaTa, MpeMuKca, Ppypaxka 1, KOraTo € yMeCTHO, BbB BOJATa.

Tesn meromy criefiBa 11a OTIOBapAT Ha ChUIMTE U3MCKBAHMA KATO 32 METONMTE 3a aHANM3, M3MONI3BAHM 3 LETATE Ha
OQUUMAIHNSA KOHTPOII, KAKTO € nocoyeHo B wiieH 11 or Pernament (EO) Ne 882/2004. Io-crietmarto e Tpsiosa a
OTTOBAPAT IIOHE Ha €IHO OT CIIeHUTE M3UCKBAHMSA:

- l1a CIia3BaT CbOTBETHUTE ITpaBUila Ha O6LL[HOCTT3 (Hanpnmep METOOM 3a aHAJIN3 Ha 06].[IHOCTT3), KOrato TakuBa
CbLIECTBYBAT;

—  J1a CIa3BaT MeKIyHApOIHO NPU3HATHTE IIPaBuIIa Wil POTOKOIIN, HAPUMeEP Te3u, KOUTo EBponeickusIT KoMuter
no craugaptusaumst (CEN) e mpuen umm Te3y, KOUTO ca NPUETH B HALMOHATHOTO 3aKOHOIATEIICTBO (HAIpyUMep
Meroim chriacHo crangaptute Ha CEN);

() OBL 262,17.10.2000 r., crp. 21.
(®) OBL 224,18.8.1990 r., ctp. 1. Pernamenr, nocrenHo n3meteH ¢ Permament (EO) Ne 203/2008 Ha Komucusra (OB L 60, 5.3.2008 r., ctp. 18).
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2.6.1.2.

2.6.1.3.

2.6.1.4.

2.6.1.5.

2.6.2.

2.6.2.1.

2.6.2.2.

2.6.2.3.

2.6.2.4.

—  TMOAXOMSILIN €A 3a ONpefeNieHaTa Lefl, pa3paboTeHN ca B ChOTBETCTBME C HAYYHN POTOKOJN ¥ €A BAIIMIVMPAHN C
KPBIOB TECT B CHOTBETCTBUE C MEXKIYHAPOIHO NPU3HAT IIPOTOKOI 33 MeXKILyNIa00paTOPHI M3IMUTBAHNS (HAIPUMEp
ISO 5725 wmm IUPAC) unu

—  BaIMIMPAHM Ca BBTPEWIHO CHOpell MEXIYHapOIHM XapMOHM3MPAHM HACOKM 3a BBTPEINHOTO BajMIMpaHe Ha
MeTomTe Ha aHay3 (%) [0 OTHOLICHNE HA XapaKTepU3MPALLNTE eeMeHTY, yoMeHatyt B 2.6.1.2.

[Monpo6HOTO XapakTepu3ypaHe Ha METONA[MTe BKIOYBA MOMXOMSUATE XAPAKTEPUCTUKM, TIOCOUEHN B mpuioxenne 111
kbM Pernament (EO) Ne 882/2004.

XapakTepuCTUKNUTE 33 KaueCTBO Ha BHTPEILHO BaJIMAMPAHITE METOMIM Ce TIPOBEPsBAT Upe3 TeCTBaHe Ha METONIA BbB BTOpa
aKpeIMTMPAaHa M HedaBucuMa jabopatopus. Pesyntature OT MOMOOHM TeCTBAHMS Ce MPEJOCTABAT 3AeHO C Apyra
MHPOpPMALINS B [IOIKPENa Ha Bb3MOXKHOCTTA 32 [PEHACSIHE Ha METONIa B OQULMAIIHA KOHTPOIHA JTabopaTopust. 3a Lerure
Ha He3aBUCMMOCTTA M aHTakMpaHOCTTa NPV OLEHABAHETO Ha NOKYMEHTAalMATa, NPeJoCTaBeHa OT 3asBUTEIIS, KOraro
Bropara naboparopus e n1aboparopusi, yyactaia B Koncopumyma Ha HatpoHansute pedeperrau madoparopuu (HPTI),
nomnomarauy PIIO, kakro e nocoueHo B Permament (EO) Ne 378/2005, naGoparopusita uanpaia nekiapauus 3a
yuacte Ha PJIO BemHara 1oM 3asiBlieHMeTo ¢ monydeHo ot PIIO, ommcama paborata Ha jabopatopusita 1o
3asIBJIEHMETO, KATO TS HE y4acTBa B OLEHABAHETO Ha 3asBIICHUETO.

B cBost mokan 3a ouenkara o Opraxa PJIO Moxe ma m3bepe MOIXOMSIIM XaPAKTEPUCTHKI, KAKTO € YIIOMEHATO B
npunoxerne I11 koM Permament (EO) Ne 882/2004.

Kpurepumre KauecTso Ha METOIMTE 3a CHICLMQUUHY TPy BELLeCTBA (HATIPYMEp €H3MMI) MOTaT [1a ObIAT yCTAHOBEHM B
noxpoOHNTe YKasaHus, mpenoctasern ot PIIO B chotBercTsue ¢ wied 12 ot Pernament (EO) Ne 378/2005.

Memoou 3a anaaus 3a ycimanosedaeane Ha ocmamsuHume eewjecmeda om dobasrama uau Heiivume memaboaumu 6
Xpanama

[lpencrasst ce MOAPOOHO XapakTepusypaHe Ha KAueCTBCHMSITE M KONMYECTBEHMS|Te aHAJMTUUCH[HM METOH/u 3a
YCTaHOBSIBAHE HA MApKePHUTE OCTATBYHI BELIECTBA MM MeTaGoImMTUTe OT 0GABKATA B LIEICBY THKAHU M KUBOTHHCKM
TPOLIYKTH.

Tesu Meromy TpsiOBa I1a OTIOBAPAT HA CHIUNMTE M3UCKBAHMS KATO 3a METOMMTE 3d AHAM3, MBIION3BAHM 33 LiEUTE Ha
OQUIUNATHMS KOHTPOTI, KaKTO € mocoueHo B wieH 11 or Permament (EO) Ne 882/2004. Ilo-crienyanto Meromure
TpsibBa 1a OTTOBAPST NOHE Ha €IHO OT MBNCKBAHMSTA, MocoueHn B 2.6.1.1.

[Monpo6HOTO XapakTepuypaHe Ha METONA/UTe BKJIIOYBA MOIXOMSIINTE XApAKTEPHCTUKHM, KAKTO € OMpeesieHO B
npunoxenne III kpm Pernament (EO) Ne 882/2004, M B3eMa IO BHMMaHMe M3MCKBAHMATA, MOcOuYeHM B PereHume
2002/657[EO (%) Ha Komucusira. Korato e 1enecho0pasHo, ce CIasBar ChLIMTC KPUTEPUM 3a OLICHKA/KauecTBo,
TIOCOUEHN B pelleHNst Ha KomycnsTa 3a onpeniensiHe Ha aHATIMTUYHM METOTM, KOWMTO JIa Ce M3MON3BAT 3a YCTaHOBSIBAHE
HA OMpefIesieHy BEleCTBA M OCTATBHIM OT TSX B XMBYM KMBOTMHCKM HPONYKTH chrmacHo [upektysa 96/23/EO Ha
CpaeTa.

T'pannuata Ha KommuectseHo onpenensse (TKO) 3a BceKu MeTOJ He crieliBa Jia HaJBMIIABa TOJIOBMHATA OT ChOTBETHATA
MIT'OB 1 TpsiOBa 11a Gble BaIMIMpaHa B PAHMLNTE HA Hali-MaJIKO OT IONOBMHATA 110 [Ba IrsTi MITOB.

XapakTepyicTMKMTE 32 Ka4ecTBO Ha BHTPEIIHO BaTMAMpPaHNMTe METOIM ce MPOBEPSIBAT Upe3 TecTBAHEe HAa METOAA BbB BTOPA
aKpeIMTUPAHA ¥ He3aBMCMMA j1aboparopys. Pesynratute OT MOOOHM TeCTBAHMSI Ce MPEJOCTABAT. 3a LeNuTe Ha
HE3aBUCHMOCTTA M AHTAKMPAHOCTTA IPY OLIEHSBAHETO Ha IOKYMEHTAIVSATA, MIPEOCTaBeHa OT 3asIBUTENs, KOTaTo BTOpaTa
naboparopust e Jabopatopusi, yyacTeala B KoOHcopiyyma Ha Haumonanuure pedepentru naGoparopun (HPII),
nomnomaraum PJ1O, kakto e mocouero B Permament (EO) Ne 378/2005, mabopatopusita y3mpama IeKiapaus 3a
ydactie Ha PIIO BemHara mioM 3asBrieHnero e momydeHo or PJIO, ommcsama pabortata Ha nabopatopusita mo
3asBJIEHMETO, KaTO Tl He Y4acTBa B OLEHABAHETO Ha 3asBIEHUETO.

B cBost ;mokiam 3a oneHkara mo oprana PITO moxe ma m3bepe MOIXOMSLM XapaKTEPUCTUKM OT YIOMEHATHTE B
Touka 2.6.2.2.

(°) M. Thompson et al.: XapmoHu3upaHi Hacoky 3a BaNMIMpaHe Ha METOIM 3a aHanu3 B eHa jaboparopust (Texrudecku nokian Ha [UPAC), Pure

Appl. Chem., Tom 74, Ne 5, ctp. 835-855, 2002 .
(% OB L 221, 17.8.2002 r., crp. 8. PelueHute, nocienHo uMerero ¢ Pewerne 2004/25/EO (OB L 6, 10.1.2004 r., ctp. 38).
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Kpureprte 3a KauecTBo Ha METOTMTE 32 CIIELMMYHI TPy BELIECTBA (HAMPYMep eH3MMIL) MOTaT a ObIAT YCTAHOBEHN
B monpoOHuTe yKazanms, npenocrasenn ot PIIO B cpotserctye ¢ wien 12 ot Permament (EO) Ne 378/2005.

Memoou 3a anaau3 no omHoueHue Ha UOEHMUUHOCMMA U Xaparmepusupasemo Ha dobasrama

3asBUTENAT MPEOCTABS OMMCAHME HA METOIMTE, V3IION3BAHY NPY OMPEIeNSTHETO Ha XapaKTePUCTHKIUTE, M3OpOeHN B
Touku 2.1.3, 2.1.4, 2.1.5, 2.2.2, 2.4.1, 2.4.2, 243 n 2.4.4.

B cvorsercrsue ¢ npuioxkenve I koM Periament (EO) Ne 1831/2003, nsmenen ¢ Pernament (EO) Ne 378/2005,
MeTOTE, MPENCTaBeHN B HACTOSILNS pasfell, MOraT chlio ga Obaar ouenenyu, ako PJTIO, Opraubr mwin Kommcnsra
IIPELeHsIT, Ye TOBA € LeNIeCb0Opa3HO 3a OLIEHSIBAHETO Ha 3asiBIIEHMETO.

TlpenopbyBa ce METOMNTE, OMMCAHM B HACTOSILINSL Pa3iel, a ObIaT MeXIyHAPOIHO NPU3HATU. MeTomuTe, KOUTO He ca
MEKIIyHApOIIHO I[IpU3HATH, TPsiOBa Ha OBAaT M3LSUIO OMMCAHM. B Tesu Cilyuau WM3CIeBaHUATA Ce U3BBPLIBAT OT
AKPEIUTHPAHN U He3aBUCHMIU JTa00PATOPUH 1 Ce JOKYMEHTUPAT B ChOTBETCTBIE C HIOIXOMSIIN CTAHIAPTH 34 KAYECTBO
(nanpumep TUTIT cpracko Hupektysa 2004/10/EO mim cranmaprure 1SO).

Meronute 3a ugeHTMGULMpPAHE M XapaKTepu3MpaHe Ha [00OaBKaTa CIiefBa [a OTFOBAPAT Ha ChIIMTE M3UCKBAHUS KATO
TE3) 32 METOIMTE 33 AHANM3, MBMOJ3BAHM 3a LETUTE HA OQMUMATIHNS KOHTPOI, KAKTO € II0COYEHO B wieH 11 or
Permament (EO) Ne 882/2004, 0coGeHO KOTaTo MMa YCTAHOBEHNM 3aKOHOBM WBNCKBAHMS (HAIMMEp MpPUMECH,
HeKeJlaTelTHN BElIeCTBa).

PA3JIEIT III: U3CTIEABAHMSA 110 OTHOLIEHME HA BE3OIIACHOCTTA HA MOBABKATA

WM3cnenBanmsta, BKIIOUEHM B HACTOSIIMS pasgen m B CIIEUMATIHUTE TNPWIOKEHNSA, Ca IPEIHA3HAYEHN Ha IO3BOJIAT
OILICHSIBAHETO Ha:

— 6e301acHOCTTa Ha yIIOTp66aTa Ha ]106aBKaT8. Ipy LETIEBUTE BIUIOBE;

—  BCSAKAKBB PUCK, CBHP3AH C MOTOOPA /WM MIPEHACSHETO HA PE3UCTEHTHOCT KbM IPOTMBOMIKPOOHM BEIECTBA I
TOBMIIEHO TPAJHO HAJIMUMe M PAa3NpPOCTPaHeHMe Ha eHTePOIaTOreH;

— pucKoBETE 3a HOTPE6MTCHMT€ Ha XpaHu, MpOM3BENeHN OT KMBOTHM, Ha KOUTO Ca HaBaHU <l)ypa>KM, ChIbpXKalm
WIN TpETUpann ¢ H06aBKaTa WM KOUTO OMXa MOIIIM I1a Ca pe3yyTaT OT KOHCyMMPAHETO Ha XpaHa, ChbIbpiKallld
OCTaTbYHM BEIIECTBA OT ]106&BKaTa WA HeHU MeTa60H]/[TI/I;

—  PMCKOBE OT PECIMPATOPEH, OYeH MM KOXeH KOHTAKT, WIIM APYT KOHTAKT C JIMTaB/MYHA ThKaH 3a JIMIA, 32 KOUTO
VIMa BEPOSTHOCT [ PabOTAT ¢ HOOABKATA KATO TAKABA JUIM KATO BKITIOYEHA B MPEMUKCH WM Qypaxu i

—  pWCKOBe OT HeONAronpysTHO Bb3UEICTBUE BbPXY OKONIHATA Cpefa OT camara [OOaBKa WM OT INPOLYKTH,
TOJTyueHy OT 100aBKaTa MM MPSIKO M/WIM 4pe3 eKCKPeLyst OT XKUBOTHIL

V3crenBanus mo oTHoueHue Ha Ge3omacHOCTTa Ha ynorpebara Ha MoGaBKaTa 3a Ie/ieBUTe XKUBOTHH

VIscitenBaHmsaTa, BKIKOUCHN B HACTOSILNS PAsfell, MMAT 3a LTI [1a OLEHSAT:
—  GesomacHocTTa Ha ynotpe6ata Ha HOGABKATA NP LeTIEBUTE BUIOBE I

— BCEKM PUCK, CBBP3aH C non60pa I/I/I/IJ'II/I NPEHACAHETO HA PE3UCTEHTHOCT KBM HpOTI/IBOMI/le06HI/I BEIIECTBA U
TIIOBMIIEHO Tpaﬁ[HO HaJIm4ume 1 pasrpocTpaHEHNE Ha €HTEPOIaTOreH!.

W3cnedsanua 3a noHocumocm 3a uenesume sudose

Llenta Ha M3MMTBAHETO 33 MOHOCHMOCT € M1 Ce IPENOCTaBy OTpaHMUeHa OlLEHKA HA KPATKOCPOUHATA TOKCMYHOCT Ha
no0aBkara 3a LesieuTe XuBOTHI. TO Ce U3MOM3BA U 33 YCTAHOBSIBAHE HA IPAHMIM Ha (€30NaCHOCTTa, aKo [00aBKaTa ce
KOHCYMMpa B TIO-BUCOKM [I03U OT MpenopbunTenaute. [I0M06HN M3MMTBAHMS 32 IOHOCUMOCT TPAOBA M1a Ce M3BbPIIBAT,
32 1a Ce OCUIYpM JOKA3aTeNCTBO 34 (€30MAaCHOCTTA 3a BCEKM OT LEIEBUTE BUIOBE/KATETOPUY KMBOTHM, 3a KOUTO €
NOJaZIeHO 3asiBIeHNe. B HAKOM CIyyay e IpPUEMITMBO HSKOM OT €lleMEHTUTE Ha V3IMTBAHETO 3a MOHOCUMOCT JId Ce
BKITIOUAT B €[IHO OT M3IUTBAHMATA 32 epUKACHOCT, TIPY YCIOBYE Ye 33 Te3V M3IMTBAHMS CA M3ITBIIHEHN M3VMCKBAHWATA,
TOCOYeHM MO-TONy. BCvuky M3CIIenBaHms, 3a KOUTO ce ChoOwWaBa B HACTOSUWIA pasmer, TpsOBa nma ca Gasupanm Ha
nobaskara, orucana B pasmen IL.
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(Dopmuparero Ha M3NMTBAHE 33 OHOCUMOCT BKITKOUBA MUHUMYM TPU TPYII:

—  rpyna 0e3 BKIIIOueHa 100aBKa,

—  Ipyna C Hail-BMCOKATa NPENOPBUNTENHA 103d 1

— E€KCIIEpUMEHTAJIHA Ipyna ¢ MHOTOKPAaTHO 3aBUILIEHO HMBO Ha Haif-BUCOKaTa NpernoppuUnTEIIHa 1034.

B excriepymeHTanHaTa rpyma oOMKHOBEHO T0OABKATA Ce [1aBa B JECETOKPATHO 3aBMIICHA MAKCHMATIHA TPENOPbUMTENHA
nosa. OmMTHMTE XKMBOTHM ce HAGTIONABAT PENOBHO 3a BU3YNHM [OKA3ATENCTBA 3d KIMHIMYHO BB3MEIICTBIE,
XapaKTepUCTMKM Ha efiCTBUE, KauecTBO HA MPOMYKTA, KOTATO € MOIXOMSIIO, XeMATONOTMUHM M OOMYAiiHM KPBBHMU
T0KA3aTesy, KAKTO U 3a APYTH MApaMeTpy, 33 KOMTO MMa BEPOSTHOCT [d €A CBBP3AHM C OMONOTMYHNTE CBOVICTBA Ha
no6apKkata. Pasriexmar ce KPUTMUHM KPAfHM TOUKM, M3BECTHM OT TOKCMKONOTMUHM M3CIE[BAHNS MPH OMUTHH
XKUBOTHU. B HacTOsIIINMS pasyen TPsiOBa [1a ce OTYETAT M BCHYKM HEONArOMpPUSITHI Bb3IECTBIS, OTOCIIS3aHM 1O BpeMe
HA VM3CTIeABAHMSATA Ha eQUKACHOCTTA. CMBPT NP MBIUTBAHETO 32 TIOHOCHMOCT, 3a KOSITO HsIMa ODSICHEHMe, e pascrielBa
upe3 ayTOICKSA U aKO € YMECTHO, UPe3 XVCTOTOTHSL.

AKO MOXe [1a ce JOKaxXe, ye CTOKpATHaTa MAKCHMAjlHa IIPeropbuMTeNiHa [103a € IOHOCMMA, He Ce M3MCKBAT
XEMATOMOTMYH WM OOMYAJHY KPBBHM MOKA3aTem. AKO MPOMYKTBT Ce MOHACA CAMO HA IO-HWUCKO HYBO OT
JIeCETOKPATHATA HAii-BUCOKA NPENOPBUMTENIHA [103d, M3CIEABAHETO Ce ChCTaBs IO TAaKbB HAuMH, ue 1a MOXe [a ce
V3YVCIIAT TPAHMINM HA 0e30MACHOCTTA 33 JOOABKATA M A Ce OCUIYPAT HONBIHNMTETTHY KPAjiHI TOUKM (Upe3 ayTomcus,
XUCTONIOTNS, aKO € TIOMXOMAIIO U IPYTU ChOTBETHUM KpUTEPUN).

3a HAKOU ]1063]3](]/[, B 3aBMCUMOCT OT TAXHATa TOKCMYHOCT 1 META0OM3bM Wi yHOTpE6a, MOZKe 1a He € HeO6X0]1VIMO aa
€€ IIPOBEXKNAT MBIUTBAHNA 3a IIOHOCUMOCT.

Vi3nonssanaTa CTpyKTypa Ha eKCIepuMeHTa TpsioBa [1a BKITIOYBA MpEIBUKIAHE HA MOIXOMSIIA CTATMCTIYECKA CUJIA.

HpOH’bH}KI/ITCHHOCT Ha MBINTBAHMATA 3a ITOHOCHMOCT

Tabruya 1

HPOJI'bJ'l)Kl/lTe]'lHOCT Ha M3NNTBAaHUATA 3a MOHMCUMOCT: IIpacera

HPOHT)H}KI/ITCHHOCT Ha

Lenesu KMBOTHU XapaKTCPI/ICTMKa Ha LIEJIEBUTE XKMBOTHU

U3CTIeNBAHUATA
Kbpmenu npacenua 14 mun 3a npenounTase or 14 neHa go oT6MBaHETO
Ot6umi npaceHua 42 nan B TPOIIbIIKEHNE HA 42 JIeHa Cliel OTOMBAHETO
[lpacera 3a yrossane 42 nHn TeNIECHO TEINO B HAYaJIoTo Ha Maciensaxero < 35 kg

CByHe Majiky 3a Bb3Ipous- | 1 LMKBI
BOTICTBO

OT OIUIOKIAHETO OO Kpas Ha Iepuona Ha oTOMBaHeE

AKO 3asIBTIEHMETO BKITIOUBA KBPMEHI 1 OTOMTH PACEHIa, KOMOMHMpaHO m3crensane (14 IHM 3a KbPMEHNM NPaceHIa u
28 mHM 3a OTOMTM NMPACEHIA) Ce CYMTA 3a JOCTATBUHO. AKO MOHOCHMOCTTA 33 OTOMTH NpAceHId ¢ JOKA3aHa, He ce
V3VCKBA OTIENTHO M3CTIEBAHE 34 NPACeTa 3a YrosiBaHe.

Tabauya 2

HpOJI'b]'[)KMTeJ]HOCT Ha U3NMUTBAHMUATA 32 MOHUCUMOCT: NITULIU

TTpombIXMUTENHOCT Ha
HCHCBI/I KMBOTHU XapaKTCPI/ICTMKa Ha LEJIEBUTE XKMUBOTHU
M3CIenBaHuATa
[Tusera 3a yrosiaHe| 35 gHn OT UBJTIONBAHETO
OTIVIEXNaHN 33 CHACAHE HA
Aiua
Kokomku Hocauku 56 mHu 3a MpeIOUMTaHe IIpe3 IIbpBaTa TPETUHA OT Iepuofa Ha
MbTeHe
[lyiiku 3a yrosisane 42 nHn OT UB3JTIONBAHETO

HaHHI/[TC 32 TIOHOCUMOCT 3a IWJIETa 3a YrosABaHe VN Hyﬁ[K]/l 3a yrosBaHe MOraT Ha C€ M3IOJI3BAaT 3a JI0OKa3BaHE Ha
TIOHOCMMOCTTA Ha IMJIETA MJIN HyﬁKM, OTITIEXKTaHM ChOTBETHO 3a CHACSHE HaA 5{]71113/ pasrmion.
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Tabuya 3
TIpOBbIKUTENTHOCT HA M3NUTBAHMSATA 32 MOHOCUMOCT: €IbP POraT JOOUTHK
HPOHBH)KI/ITCHHOCT Ha
Lenesu KMBOTHU XapaKTemeMKa Ha LENeBUTE XKUBOTHU
U3CIIeNBaHNATA

Tenera 3a yrossane 28 mHu [TbpBoHaYanHo TenecHo Terno < 70 kg
Tenera 3a orriexnane; 42 nau
eabp poraT JOOUTHK 3a
YIOsIBaHe M Bb3IIPOM3BOM-
CTBO
Mnekogaitiu Kpasu 56 nHu

AKO ce KaHIMIATCTBA 33 TeNleTa 3a OTIIEXKIAHE M eIbp POraT HOOMTHK 3a YIOsBaHE, 33 IOCTATBYHO Ce IHpueMa
KOMOMHMPaHO u3crienBaHe (28 [IHM 3a BCEKH IEPHO).

Tabauya 4

HpO]I'bJ'l)KI/lTC]'[HOCT Ha M3NMUTBAHUATA 32 MIOHUCUMOCT: OBILIE

[TpombIKMTENnHOCT Ha

€JIEBU KMBOTHU
1 M3CIenBaHmsTa

Xapamepucmxa Ha LEJIEBUTE KMBOTHU

ArHeTa 3a OTITIeXKIaHe U 28 mHu
yrosisaHe

Tabauya 5

TIpOXBIKMTENHOCT HA M3NUTBAHMSATA 33 MOHMCUMOCT: cemelictBo Salmonidae u npyru puGu

HpOH’bH)KVlTCHHOCT Ha

LleneBu XMUBOTHU
M3CTIeBaHMSTA

XapaKTepl/lCTl/lKa Ha IIEJIEBUTE KMBOTHU

CboMra 11 ITbCTHpPBA 90 mun

Karo anTeprartisa Ha 90-IHEBHA IPOIBIKMTEITHOCT MOXKe [IA Ce IPOBee M3CIIENBAHE, KOTaTO PUOUTE YBETMUaT CBOETO
ITbPBOHAYAITHO TENIECHO TEIVIO B HAYAIOTO HA M3MUTBAHETO NOHE C GaKTOp mBe.

Ako ]1063.BKaTa € NpenHa3Ha4YeHa 3a yHOTp€63. CaMo 3a €K3EMIULAPY 3a pa3MHOXKaBaHe, V3NUTBAHMATA 3a IIOHOCUMOCT ce
VI3BBPIIBAT BB3MOXKHO Hait-01130 10 nepuona Ha XBbpIIAHE Ha Xal?[Bepa. M3nutBaHmsATa 32 HOHOCUMOCT IponbIKaBaT
90 IHU, KaTO Ce 06p1>ma BHMMAaHME Ha KauecTBOTO Ha sIil[aTa U TSAXHATa NPEXKUBAEMOCT.

Tabauya 6

HpOI['b]'l)KMTeJ'lHOCT Ha U3NUTBAHUATA 32 IOHUCUMOCT: MOMAITHU J'[lO6l/lMll]/l M Opyryu JKUBOTHM, OT KOUTO HE
Ce NMPOM3BEXKIAT XpaHU

TTpOTbIKMTENTHOCT Ha

LleneBu XuBOTHU
U3CIIeNIBaHMATa

XapaKTCpl/lCTl/lKa Ha IIEJIEBUTE KMBOTHN

Kyuera n kotku 28 nHu

Tabauya 7

l'lpon'bmxmenﬂocr Ha M3NUTBAHUATA 32 MOHUCUMOCT: 3TN

TTpoIbIKMTENHOCT Ha

LleneBu XKUBOTHM
M3CTefIBAHNATA

XapaKTepl/lCTl/lKa Ha LIEJIEBUTE KMBOTHU

3aiiuy 3a yrosisaHe 28 mHu

KeHcku 3aiim 3a Ppasiion 1 umkbI OT MOMCHTA Ha OIUIOXK[AHE 10 Kpasd Ha IE€puoaa Ha

oTOnBaHe

AKO ce KaHIMIATCTBa 32 KbpMEHM U oTouTH 3aium, nepuon ot 49 nHn (C HayaJio €IHa ceaMuua Cremn pa}xnaHeTo) MOXKe
Ia ce cuMTa 3a JIOCTaThYeH U CJIeliBa A BKIIOUBA KEHCKUTE 3aiiliy J10 oTOMBaHETO.

AKO mHaneHa HO6aBKa ce Impuiara 3a CHCH]/[(I)I/I‘{CH VI IIO-KpaThK NEPUOI OT TO3M B OIPEOEIICHMETO HA KaTEropysara
KMBOTHY, T4 €€ BbBEXKMA CIIOPEL IPEITIOKEHUTE YCIIOBUA 3a ynOTpe6a. Bce mak TNepnonpT Ha Ha6HIO]1€HI/[€ HE Tp}I6Ba oa
€ MO-KpaTbK OT 28 mHM M CremBa Jia BKJTIOYBA ChOTBETHATA KpaﬁHa TOYKaA (HaanMep 3a CBMHE Maiiku 3a
BB3IIPOU3BOIACTBO — 6p0]7[ Ha pOINEHUTE XKVBY ITPACEHILIA, KaTO CE€ OTYNTA NEPUOIBT HA 6p€M€HHOCT mm 6pOIL/'I U TETJI0 Ha
otbuTuTe NpaceHlia, KaTo ce OTUMTA NEPUOIOBT Ha ]'[aKTaLIMH).
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ExcriepumeHTanum ycrnosus

npquBaHI/IHTa C€ OTUMTAT ITOOTHEIIHO, KATO CE€ HaBaT l'lO]IpO6HOCT]/l 3a BCMUYKM €KCIIEPUMEHTAIIHN TPYIIN. npOTOKOJ'I'bT
Ha M3IUTBAHETO CE€ CbCTaBJA BHMMATEIIHO II0 OTHOLIEHME Ha 06IIII/I omnucarelHy naHHu. [lo-crenmanHo ce perucrpupar
CIICIHUTE JAHHU:

1) cTamo wim ATO: MeCTONONOKEHME 1 Pa3Mep; yCIIOBNS Ha XpaHeHe M OTIVIeXIaHe, MEeTOIM Ha XpaHeHe; 33 BOIHI
BIIOBE — pa3Mep 1 6pOit Ha BOTOEMIITe VTN 3arpaKIeHISITA B CTOMIAHCTBOTO, YCIOBISI Ha OCBETIICHNE Y KAYECTBO
Ha BOJIATA, BKIIIOUMTEIIHO TeMIIEpaTypa 1 COTIEHOCT Ha BOMATa;

2)  >KMBOTHU: BUIOBE (32 BOIHM BIIOBE, IIPeHA3HAUCHY 3a KOHCYMALVS OT YOBEKa, Ce TPaBy MIeHTUPMKALIS Ype3
TAXHOTO HEHAYUYHO HAaMMEHOBaHME, KaTo B CKOOM CrleliBa JIATMHCKOTO 300JI0IMYHO HAMMEHOBAHME), MOpOJa,
Bb3pacT (pa3vep 3a BOIHM BUIOBE), IOJ, IpoueNypa Ha uueHTMUKAuMs, Qu3MonorMueH erarm u owo
3[PABOCIIOBHO CHCTOSIHNE;

3) J1aTa ¥ TOYHA IMPOIBIIZKUTEITHOCT Ha TECTBAHETO: HaTa M €CTECTBO HA IIPOBEHEHUTE M3CIIEOBAHNS,

4)  XpaHMTeIHM PEKMMIL: ONMCAHME HA MBIOTBSHETO M KOJMYECTBEHUS ChCTAB HA XPAHUTETHUS[TE PEXUM/M 1O
OTHOIIEHME HA VM3ION3BAHM CHCTABKM, CHOTBETHM XPAHMTEITHN BEWIECTBA (AHATIMBMPAHM CTOHOCTY) ¥ EHEpIVISL.
PervictpupaHy JaHHM 33 IpueMmTe Ha Qypax;

5)  KOHIEHTPALSTA HA AKTVMBHOTO[UTE BELIECTBO/M VIV AreHT/M (V1 KOIATO CIIyYasiT € TAKbB, BELIECTBATA, KOUTO Ce
VM3IIONI3BAT C L]l CPABHSIBAHE) BbB (ypaxuTe Ce YCTAHOBSIBA UPe3 KOHTPOJICH aHAIM3, KAaTO Ce M3ION3BAT
TMOAXOMSIIINTE PUBHATY METOMI: pedepeHTeH/HI HOMep[a Ha MAPTVINTE;

6)  Opoil Ha TecTOBUTE ¥ KOHTPOIHMTE Ipymy, Opoil Ha XMBOTHMTE BbB BCsKa rpyma: GpOST Ha KMBOTHMTE,
BKJIIOYCHM B VI3IIMTBAHUSATA, TPSIOBA 1A [IO3BOJISIBA CTATUCTMUCCKY aHaru3. [10cOUBAT ce MBION3BAHNTE METOMM 33
CTATUCTIYCCKA OLIEHKA. [JOKIAIBT BKIIOUBA BCHUYKM SKMBOTHM V[V CKCIICPUMEHTATHM CIVMHNLM, BKITIOYCHU B
u3nutBaHmsTa. TpsiGBa 1a ce OTYMTAT CIyyauTe, KOUTO HEe MOTaT 1a ObIaT OLHEH! MOpaIy HEIOCTHT My 3ary6a
HA 1aHHN, KAKTO M TAXHOTO a3IpeelieHue B PAMKMUTE Ha KITACUQUUMPAHUTE TPYIN KUBOTHIL;

7)  OTY4MTA Ce MOMEHTBT M HYECTOTaTA Ha BCUYKM HEXENATelHM MOCTENCTBUS OT TPETMPAHETO NP OTHENTHN
eK3eMIUPY WM TPYIy (TajtTe MOIPOOHOCTY 3a MPOIpaMaTa 3a HaONMIOTEHNe, U3MON3BAHA B M3CIENBAHETO) I

8) Tepal'leBT]/[‘IHI/lTe/HpeBaHTI/lBHI/ITe TpeTnpaHus, ako ca HEO6XO[I]/[MI/I, HE C€ CMecCBaT C IPEIJIOKEHMA HauMH Ha
HeiicTBME Ha ]106&BKaTa " ce perncrpupar OTHCIHO.

MugrpoGHu u3credsanus

HpeJIlCTélBSIT Ce M3cienBanusd 3a YyCTaHOBSIBAHE Ha CII0cOOHOCTTa  Ha ]106aBKaTa l1a IpeamnsBuMKBa KpbCTOCaHA
Ppe3UCTEHTHOCT KbM aHTI/[6I/IOTI/III]/[, VI3IIOJI3BaHM B XyMaHHATa MIIM BETEPUHApHATA MEINIIVHA, A n0n61/[pa Ppe3UCTEHTHU
63.KTEP]/[9JIHI/I LIamMoBe IIpY IIOJIEBU YCIIOBUA B LIETIEBM BUIIOBE, Na IPENM3BUKBA Bb3MEICTBIE BbpXY ONOPTIOHUCTUYHU
MaTOreH!, MPUCHCTBAIIN B XPAHOCMMIIATEIIHMA TPAKT, Ha IPUYMHABA PA3IPOCTPAaHEHNE VMM A €KCKPETVpa 300HO3HM
MUKPOOPraHu3MI.

AKO aKTVMBHOTO[WTE BELICCTBO[a NPUTEKABA|T NPOTMBOMMKPOOHO MEICTBMC HA HMBOTO HAa KOHLEHTPALMSTA BbB
dypaxa, ce onpenenss MunnManHa notckaua koHueHTpaumst (MIIK) 3a cboTBeTHMTE GaKTEPUATHU BUIOBE CHITIACHO
CTAHIAPTV3MpPaHM Tpoeypu. Korato ce moKaxe ChOTBETHO IPOTMBOMUKPOOHO HeNCTBHE, Ce YCTAHOBSBA CIOCOOHOCTTA
Ha 100aBKATa [1 MIONOMPA PE3UCTEHTHN GAKTEpUAIHI LIAMOBE il Vitro M B LeTIeBUTE BIIOBE, KAKTO [a MPENU3BIMKBA
KPBCTOCAHA PE3UCTEHTHOCT KbM ChOTBETHM aHTHOMOTHIM (11).

V3nuTBaHMS Ha NPENOPBHUNTEITHOTO HUBO Ha yroTpeGa ce MpaBST 32 BCUUKYM MUKPOOHM 0OABKY 1 33 IPyTy HOOABKI,
TPV KOMTO MOZKe [Ia Ce OYaKBa BB3TeliCTBIE BbPXy upeBHaTa MyKpodropa. Tesn m3crenBarys Tpsi6Ba a TOKAXaT, e
ynorpe0ata Ha NOo0aBKATA He Ch3UABA YCIOBMS, KOMTO BOIAT IO HPEKOMEPEH PACTEX WM Pa3IpPOCTpaHEHNE Ha
TOTEHIMATIHO NaTOreHH! MUKPOOPIAHU3MIL.

M360p'bT Ha MUKPOOpraHmsMm, KOUTO 1a ce Ha6HEOHaBaT, 3aBMCH OT LIETIEBUTE BUIOBE, HO BKIIIOUBA CHOTBETHM 300HO3HMI
BUIOBE, HE3ABUCMMO OT TOBA HAlIM TE IPEAM3BMKBAT MIIN HE NMPEOU3BUKBAT CUMIITOMM B LIEJIEBUTE KMBOTHU.

M3cnenBaHus Mo OTHOLLEHUE Ha 6e30macHOCTTa Ha yn0'rpe6a'ra Ha 1106aBKaTa 3a 110Tpe6u'renm'e

LlenTa e ma ce oueHn 6e30macHOCTTa Ha ]106aBKaTa 3a r101pe6menﬂ M J1a €€ yCTAaHOBAT IOTEHLUMAITHUTE OCTaTbYHM
BELIECTBA OT ]106&BKaTa WM HeliHuTe MeTaboNnTH B XpaHy, IOITydeHy OT 2KMBOTHM, Ha KOUTO Ca JIaBaHU q)ypa)K nim
BOIA, ChIbpKalIM WIN TPETUPAHN C ]1063.BK21T3..

(*1) Hembnen crebk e mocrbiien Ha: www.efsa.europa.eufen/science/feedap|feedap_opinion/993.html
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3.2.1.2.

Wscnedsanua 3a memaboaumu U 0cmamesunl sewecmsa

YCTaHOBSIBAHETO Ha METabOJIMTHOTO [IeficTBME Ha 00ABKATA B LENIEBITE BUMOBE € ONpPENEIISIIA CThIIKA B YCTAHOBSBAHETO
11 OIPCHE/ISHETO HA KOMIMYECTBOTO HA OCTATHYHMTE BELICCTBA B SULTMBY ThKAHY MITM MPOIYKTH, MONyYEHN OT XKUBOTHH,
Ha KOWTO ca HaBaHy (ypax wiy BOfa, ChIbpxKauy gobaBkara. HeoOXomMo e [a ce MPencraBsT M3CIEHBaHMs 110
OTHOLIEHME Ha abcopOuMsATa, PAsIPOCTPAHEHNMETO, MeTaboNM3Ma M EKCpeLMsiTa Ha BEWeCTBOTO (M HErouTe
MeTabonmTH).

Vi3cnenanmsTa TpsiOBa [1a ce M3BBPILIBAT, KATO Ce UMON3BAT MEXKIYHAPOIHO YTBbPICHN METOIM 3a M3IUTBAHE M [1a Ce
IIPOBEXNIAT B CHOTBETCTBME C MECTBALIOTO €BPONEICKO 3aKOHONATENICTBO Mim Hacokute Ha OVICP 3a Metopornornduu
yKa3aHust ¥ B CboTBeTCTBME ¢ npuHImmyre Ha [T, HeoOxommo e m3crenBaHusiTa 1a 3a4nTaT [IPaBIIIaTa 32 XyMaHHO
OTHOLEHME KbM JKMBOTHNUTE, IIPEIBUICHI B 3aKOHOIIATENICTBOTO Ha EBporelickata 0OLIHOCT, 1 [1a He Ce TOBTapsT, aKo
He e HeoOXOmIMO.

ViacremBanmsiTa 3a MeTabOMMTH M OCTATBUHM BELIECTBA C LIEIEBV JKIMBOTHM Ce VM3BBPLIBAT C AKTMBHOTO BEIIECTBO,
nobaBeHO BbB ypaxa (a He upe3 XpaHeHe ¢ TPBOA, OCBEH aKO HSIMA OCHOBATEIIHA IIPIYMHA 3a TOBA).

Omnpenerst ce CTPYKTypHATa MueHTMQUMKALMS Ha MeToOOIMTHTe, MpefcTaBissaum Hag 10 % or oluimMre oCTaThyHy
BELIECTBA B SUUIMBMTE THKAHJ JUTM MPONYKTM ¥ Ham 20 % OT obumTe OCTATHYHM BEIIECTBA B €KCKPETHTE. AKO
IB/KCHMETO HAa MeTabonmMTHTe B AKTMBHOTO BEIIECTBO NPEIM3BMKBA ONACCHMS OT TOKCUKONIOTMYHO €CTECTBO, Ce
YCTAaHOBSIBAT MeTAOOIINTHTE IO TOPENOCOUEHNTE TPAHNLINL

KuHeTnuHmTe M3CTENBAHNMS HA OCTATBUHNTE BELIECTBA (OPMIMPAT OCHOBATA HA M3UMCILIBAHETO HA M3MATAHETO HA
noTpebuTeNTe Ha BH3NENCTBYE M HA YCTAHOBSIBAHETO Ha mepuon 3a msrernssHe u MJATOB, ako e HeoOXommMo.
TlpenicTaps ce nmpeMioXeHue 33 MAPKEPHO OCTATHYHO BEWIECTBO.

3a HsKOU IlO6aBKI/l, B 3aBUCUMMOCT OT TAXHOTO €CTECTBO WMJIN ynorpe6a, MOXKe€ I1a HE € H806XOJ1VIMO BMHArM ma ce
NpOBEKIAT M3CIIEIBAHNA 3a MeTabOoNNTH ¥ OCTaThUHU BELIECTBA.

Uscnensanus 3a Merabommmi

Llenta Ha M3CIEBAHNSATA 32 METAOONUTH € JIa Ce OLEHN abcopOLMATa, PasNpPOCTPAHEHNETo, OMOTPAHCHOPMALATA I
eKCKpeLsita OT J0OABKATa B LieNIeBUTE BUIOBE.

H€06XOHI/[MI/ITC M3CIIeOBaHMA ca:

1) MeraGomuTeH GanaHC criel eTHOKPATHO BbBEXKIAHE HA [103d OT aKTUBHOTO BEIIECTBO B JO3MTE, MPEIIOXCHU 33
ynotpe6a (06LIOTO KOMMYECTBO [ ChOTBETCTBA HA IHEBHATA 1033) M €BCHTYalHO MHOTOKpATHA 1033 (dKO €
OIIPABIAHO) 33 OLICHSBAHE HA IPUOMMBNUTEIHY TEMIT I CTEIIeH Ha abcopOLIs, pasnpocTpaHeH e (ITa3Ma, KPLbB) 1
eKCKpelwsl (ypuHa, KIThUHa TeUHOCT, M3MPaKHEHMs, MILSIKO MW SIIIA, M3AMIIAH B3MIYX, eKCKPEIis Ype3 Xpuie)
B MBKKM U 3KEHCKIM XKMBOTHM, KOTaTo € IOIXOHALO U

2)  MeTaGONMMTHYAT TPOGIIL, MICHTUPUKALILITA Ha MeTabOMNTa/1Te B €KCKPeTH I THKAHM M Pa3IpOCTPAHEHNETO B
THKAHM ¥ TIPOAYKTH Ce OMPENETIAT CIlell BhbBEXKMIaHE Ha MOBTOPHA JI03 OT CHCTABKATA OT ETMKETa P KMBOTHM JI0
CBCTOSIHME Ha CTAGMITHOCT (MeTaGONMTHO PaBHOBECHE), YCTAHOBEHO 4pe3 IUIa3MeHyTe Husa. [Ipiaramara mosa
CHOTBETCTBA HA HAll-BMCOKATA MPEIUIOKEHA 32 yIOTpea 103a I Ce BKITIOYBA BbB (ypaxa.

M3crenBaHmst 32 OCTaTbUHM BELIECTBA

H€06XOJ1]/[M0 € ma ce 06"pre BHUMMaHME Ha KOJIMYECTBOTO U €CTECTBOTO HA OCTATHUHUTE BEIIECTBA, KOUTO HE CE
VI3BITAYAT B AIIVIBY THKaHV WV IIPOOYKTU.

VscrenBanus 3a OCTaTBUHM BEIECTBA CE M3MCKBAT 33 BCMUKM BELIECTBA, 3a KOUTO ca HeOOXOIMMM M3CIIeBAHMS 3a
MeTabomuTH.

AKO BEIIECTBOTO € €CTeCTBEH ChCTaBeH €JIEMEHT OT TeJIeCHUM TeYHOCTU WIM ThKAHM WM €CTeCTBEHO NpUCHCTBA B
3HAUMTEIIHM KOJIMYECTBA B XpaHU WIN <])ypa>KM, VIBVICKBAHETO 3a M3CIIEOBaHMA 3a OCTaTbYHM C€ OrpaHuyasa [0
CpaBHSIBaHE Ha HMBAaTa B T'bKaHTa/HpO]IyKTa B HETpPETMpaHa Ipyla M B Ipylnara, KbM KOATO € ]1063]381—13 Hail-BUCOKaTa
3asBEHA 103a.

Ilpy OCHOBHNMTE BMIOBE M3CICOBAHMATA OLCHSBAT CNHOBPEMEHHO OOLIOTO KOMMUECTBO OCTATBYHM BEIIECTBA OT
TOKCHKOJIOTMYHO 3HAY€HME U YCTAHOBSIBAT MAPKEPHITE OCTATYHM BEWIECTBA OT AKTUBHOTO BEWIECTBO B SITMBU ThKAHU
(ueper 1pob, OHOPeK, MyCKyHa ThKaH, KOXa, KOXa + Ma3HMHM) ¥ NPOIYKTH (MIISKO, stiitia M Mef). MapkepHOTO
OCTATHYHO BEWICCTBO € OCTATHYHOTO BEWIECTBO, NMOAOPAHO 3a TECTBAHE, UMATO KOHIEHTPALMS MMa M3BECTHA BPb3KA C
OOLIOTO KOMIYECTBO HA OCTATBYHOTO BELIECTBO C TOKCHKONOIVMYHO 3HAYEHNE B ThKAHMTE. VI3CIeBaHIsATa TIOKA3BAT 1
TPaITHOCTTA Ha OCTATBYHNTE BEIIECTBA B ThKAHNMTE MIIM NPOLYKTHUTE, 33 JIA CE YCTAHOBM MOIXOILSLL [IEPUOIL Ha U3TEIIISIHE.
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3a ONpeessIHeTo Ha MEPVOM Ha M3TEITIHE [IPEIOKEHIST MUHIMATIEH OOt KIBOTHM 32 POOY I/t TIPOIYKTH BHB
BCEKJ MOMEHT Ha B3eMaHe Ha IPOOM e CIIeIHIAT:

—  AUIMBU THKAHIL:
—  embp porar JOOMTBK, OBLE, NPACETa M BTOPOCTENEHHN BIIOBE 4;
— o 6;
—  cemeitctBo Salmonidae u apyru pubu 10.

—  IpOIyKTIL
—  MIIKO 8 mpoby TpH BCAKO B3eMaHE;
—  swina 10 siiua npy BCAKO B3eMaHe;
—  Men 8 mpoGu Ipu BCSIKO B3eMaHe.

[TpeleHsBa ce MOOXOMSNIOTO PasIpelesIHe MO MOOBE.

OcTaTbYHNTE BELIECTBA CE M3MEPBAT B HYJIEBISI MOMEHT Ha M3TEITIIHe (€Tall Ha CTaGIIIHOCT) 1 TIOHE TPY IPYTU MOMEHTA
Ha B3eMaHe Ha Ipoou.

TTpencrass ce NpemIoXKeHye 32 MAPKEPHO OCTATHYHO BEIIECTBO.

Vacnenanust 3a abcopOLysiTa, paspOCTPAHEHMETO M EKCKPELMATA, BKIIOUMTENIHO YCTAHOBSBAHETO HA OCHOBHMTE
MeTa0onuTH, CrieBa [1a ObIaT U3BbPLICHN C OMUTHUTE KUBOTUHCKIM BUIOBE, 32 KOUTO € MOJYYeHO Hali-HICKOTO HUBO,
Ipy K0eTo He ce Habmogasa HeOnaronpustHO Bb3neiicreue (NOAEL) wiu 1o nompasOupase ¢ IUTbXOBe (M OT [BaTa
nora). [OINBITHUTENIHN M3CIIEHBAHNS Ha OINPeNeNieH MeTaboInTH MOXe [Ia ca HeoOXOMMI, aKO Te3y MetabonmTy ca
TONyYeHN OT LIETIEBY BMIOBE M He ce 00pasyBaT B 3HAUMTEIHA CTEIEH B OIMTHMUTE BUIOBE.

ViacrienBanust 3a MeTa0OMNTH 1 OTIETUTETTHN QYHKIIAN

[IpoBexkma ce M3crenBaHe 32 MeTabOMN3bM, BKITIOUBAIIO MeTa0OMTeH Ganarc, MeTabomuTeH mpout ¥ yCTaHOBSIBAHe Ha
OCHOBHMTE MeTA0ONMTH B YPUHATA ¥ B M3MPAXHEHMSTA. AKO IPYr ONMTEH BN IOKAXE M3Pa3eHA PasiuKa B
YyBCTBUTEITHOCTTA OT TA3) MY IUTbXA, C€ VM3VCKBA IOIBIHUTENHA MHPOPMALIVSL.

BuoHaMUHOCT Ha OCTATHUHM BEIECTBA

B ouenkara Ha PpUCKOBETE 3a l'lOTp€6I/ITeJ'IMT€ 110 OTHOLIEHNME Ha CBbP3aHM OCTAThYHM BELICCTBA B 2KMBOTUHCKY ITPOIYKTI
MOZKe J1a C€ B3eMa I101 BHMMaHUE JOIIbIIHUTEIICH (])aKTOp 3a 0€30MacHOCT 3a OIPENEIIAHETO Ha TAXHATA OMOHATINYHOCT
Upe3 UBIOJI3BAHE Ha INMOOXOHSIIM OMUTHU KMBOTHM U IIPUSHATU METOIM.

WU3cnedsanud 3a moRCUUHOCT

besonacHocTTa Ha I106EIBK3T3 C€ OLCHsABA Ha 0azata Ha nacIenBaHNATa 3a TOKCUYHOCT, IPOBEKIAHN in vitro u in vivo
BBPXY OIMTHU KVMBOTHU. Te 0OMKHOBEHO BKIIIOUBAT V3MepBaHe Ha:

1) ocrpa TOKCMYHOCT;

2)  TeHOTOKCHYHOCT (MYTareHHOCT, KJIACTOTEHHOCT);

3)  cyOXpOHMYHA OpAJTHA TOKCHUYHOCT;

4)  XpOHNMYHA OPATHA TOKCUYHOCT/KAHLIEPOTCHHOCT;

5)  TOKCMYHOCT 3a PenpOIyKIMsATA, BKIIOUUTETHO TePaTOTeHHOCT U
6)  OpyTV M3CTeTBaHML.

prl’]/[ n3cienBanus, oCUrypsBaly IOI'bIIHATEIIHA ]/lel)OpMaH]/lS[, H606X011MM3 33 OLCHABAHCTO Ha 6e30MmacHOCTTa Ha
AKTUBHOTO BELIECTBO M HETOBUTE OCTATbYHM BEILECTBA, CE IIPOBEXKIAT AKO VIMAa OCHOBAaHMA 3a 3arpPMKEHOCT.

Bb3 0cHOBa Ha pesynTaTuTe OT Te3y u3Cnensanms crensa ga ce ycranopu NOAEL 3a TokcuuHOCT.
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]:[OHT)HHVITCHHI/I M3CIIeNBaHNs Ha ONPENETIeHN MeTabormTi Moxke na ca HCO6XO]II/IMI/I, aKo Te3n MetabonnTy ca MOITy4YeHN
OT LEJIEBM BUIOBE M HE CE€ o6pa3yBaT B 3HAUMTEJIIHA CTENEH BBB BUIOBETE 3a na6opaTop1-m MBNUTBaHUSA. AKO MMa
HaJIMYHM M3CIICIBAHMA 3a MerabonuTi Ipy 4OBEKaA, HAHHUTE CJIEBA Ha CE B3EMAT IO BHMMAHME IIPU ONPENCIIAHE Ha
€CTECTBOTO Ha €BEHTYaJIHN JIOIIBIIHUTEIIHN M3CIIEIBAHNSL.

VisciieniBaHmsTa 32 TOKCUUHOCT TPsGBA [1a Ce IPOBEXKIAT C aKTUBHOTO BELIECTBO. AKO aKTUBHOTO BELIECTBO NPUCHCTBA
BbB ()epPMEHTALIMOHEH TIPOLIYKT, TOi TpsiOBa 1a Gble M3crensaH. V3cienBanusT GepMeHTalMOHeH POIYKT TpsiOBa 1a e
VIICHTIYEH C TO3U, KOJTO 1le Ce UBION3BA B THPTOBCKUS IIPOLYKT.

W3cnenBanusTa Tp}16Ba T1a ce MpoBeXHaT IIpy MU3IOJI3BaHe HA MEXKIYHAPOOHO YTBbPIECHM METOIOM 3a U3NNUTBAHE U 1A ce
OCBIIECTBSIBAT B CHOTBETCTBYE C JIEMCTBALLIOTO CBPOHCIZCKO 3aKOHOMATesICTBO Wit Hacokute Ha OVICP 3a MeTomonornuHm
yKazaHusd M ChITIACHO NPVHIMINUTE Ha HHH W3cnenBanusita, B KOUTO Ce BKJTIOUBAT OMMTHM XKMBOTHM, CIlelBa ma
Cra3par IpaBuiiaTa 3a XyMaHHOTO OTHOLIEHME KbM KVMBOTHUTE, NPENBUICHN B eBpOHCﬁCKOTO 3aKOHOOATEJICTBO M 1a HE
C€ IOBTapsT, aKO HE € HCO6XO]1]/IMO.

OCTpa TOKCUYHOCT

M3cnenBanmsTa 3a OCTpa TOKCMYHOCT Ca H€06XOIII/IMI/[, 3a ma ce Knacml)mumpa M a ce IpenocTaBy OrpaHUUYEHA
XapakTEPUCTKA Ha TOKCMYHOCTTA Ha CMECTA.

M3cnenBanus 3a OCTpa TOKCUMYHOCT C€ IPOBEKHAT IIOHE C [1Ba BUOA 6033.]7[]—1]/[111/[. EnvH ommteH Bum Moxke fa 61)II€
3aMCHEH C LEJIEBM BUM, aKO € ITOOXOMISIIO.

He e HeoOXomuMo Ia ce oOmpenens ToYHa CTOMHOCT Ha LDsy — npuOMMBMTENHO ONpeNeNsHe Ha MMHMUMAIHATA
CMBPTOHOCHA [03a C€ CYNTA 33 IOCTATHYHO. MaKcuMaIHaTa I03MpoBKa He crensa j1a Hamsumasa 2 000 Mr/Kr TeecHo
Terno.

C 1en HamarisiBaHe Ha 6POsi HA XKIMBOTHUTE ¥ HA CTPATIAHMSITA HA BKITIOUEHMUTE KMBOTHH, HENPEKhCHATO Ce pa3paboTBaT
HOBM IPOTOKOJIM 3a M3IMTBAHMA 3a OCTPA TOKCUYHOCT C 1103U. [IpoyuBanmsTa, M3BHPILEHM UPe3 Te3M HOBU IPOLEIYPH,
1e OBIAT MPUETH, KOTATO A HAIUIEKHO BAIMIMPAHNL

Crienigar ce Hacoku OVICP 402 (octpa mepmainta TokenuHoct), 420 (Meron ¢ urcypanu nosu), 423 (MeTon Kiac ¢
OcTpa TOKCMYHOCT) 1 425 (mpowenypa ,[0Bede — M0-MaKo®).

WM3cnemBanms 3a TeHOTOKCUYHOCT, BKJTIOUMTEITHO MYyTar¢éHHOCT

3a ma ce YCTaHOBAT aKTMBHUTE BELIECTBA U, aKO € YMECTHO, TEXHUTE Merabonmmi 1 BIIOIIABAIIIM KaU€CTBOTO MPOOYKTU C
MyTareHHM M T€HOTOKCUYHU CBOJICTBA, CJlelBa 1a ce NpUIIozKN n0n6pau-[a KOM6V[H&L[V[5{ OT pa3/IMYHM TECTBAHMA 3a
TeHOTOKCMYHOCT. AKO € TOJIXOMSIIO, TeCTBaHMSTa Ce V3BbPIIBAT B OTCHCTBME WMIIM INPUCHCTBUE HA IpernapaTt OT
603aI7lHI/lI.II/1 3a MeTabOJIUTHO AKTUBMPAHE U CE€ B3€Ma 1101 BHMMaHME CbBMECTMMOCTTA Ha TECTOBMS MaTepuall ¢ TeCTOBaTa
CUCTEMa.

OCHOBHMSAT MakeT BKITIOYBA CIIEIHUTE M3IUTBAHMS:

1)  mpeny3BUKBaHe HA TeHHN MyTalyy B GaKTepiyt /it B KIETKY OT 603aifHULY (32 MpelIoynTaHe u3murare ¢ tk
MIUMQOMHI KIETKY Ha MIILIKA);

2)  npenM3BMKBAHE HAa XPOMO3OMHM YBPEXMIAHMs B KJIETKM Ha 0osaiiHMy u
3)  usnuTBaHe in vivo npu Buose 6O3aiHMLM.

Mozxe na ca HCO6XO]II/IMI/I TOI'BITHATETIHN VIBITUTBAHNS B 3aBUCUMOCT OT pE3yiTaTa OT CIIOMEHATUTE VIBIIUTBAHMA I KaToO
C€ B3EME IO BHMMAHME LSJIOCTHIA TOKCUMYEH HpO(l)]/[J'[ Ha BEIIIECTBOTO, KAKTO M yno1‘pe6aTa, 3a KOATO € NPEITHa3HaUEHO.

Tporokomute crenBa na criassar Hacoku OVICP 471 (usmrare Ha obparHata Mytauyst npu Salmonella typhimurium),
472 (u3nvrBane Ha obparHata MyTaryst py Escherichia coli), 473 (v3mmtBane in vitro Ha XpOMO3OMHI YBpEKIAHIIS
npy 6osaitHuLy), 474 (M3NUTBAHE 33 MMKPOSIPA B ePUTPOLMTH Ha Oo3aiHmum), 475 (M3MUTBAHE 32 XPOMO3OMHM
YBPEKIAHIS B KOCTEH MO3bK Ha 003aitHyi), 476 (M3MITBAHE i Vitro 3a TeHHA MyTalyst B KIETKM Ha GO3ajiHILIL) i
482 (u3nrBate in vivo Ha Henporpammnpat [IHK custes B KiteTkn Ha 003aitHuLm), KakTo U Apyru Hacoky Ha OVCP 3a
in vitro u in vivo U3CIenBaHus.

W3cnemBanms 3a Cy6Xp0HI/NHa OpaJlHa TOKCUMYHOCT C TIOBTOpHA IO3a

3a ma ce mpoyuy CyOXPOHMYHMSAT TOKCHYEH NMOTEHIMANT HA AKTUBHOTO BELIECTBO, TPsiOBA 14 Ce MpOBede MOHe eIHO
VI3CTIelBaHE C BII IPM3ad C MPONBIKUTETHOCT moHe 90 mi. AKO ce CMeTHe 33 HeoOXOMMO, Ce IPOBEXIA BTOPO
U3CTIeNBaHe C BUM, PasiyueH OT Ipu3aun. TecTOBUAT efleMeHT ce BbBeXMIa MPe3 ycTaTa Ha TOHE TPU CTeNeHu B
IOIbITHeHNe KbM KOHTPOJIHA TPyTIa 3a MOJTyYaBaHe HA Peakunst KbM H03ata. OOMKHOBEHO OM CIIeNBao ha ce OYaKsa
TPY M3MOJI3BAHATA MAKCMMAJTHA 11033 [1A Ce MPOSIBM IOKA3ATENCTBO 3 HeOIaronpusTHO Bh3mesicTae. [Ipy Hait-HUCKOTO
HMBO HA J103aTa He OM CIIEABANIO [ Ce 0YaKBA MPOSIBSBAHE HA JOKA3ATEIICTBO 3d TOKCUUHOCT.

TlpoTokomTe OT Te3n M3cemBanmst TpsiOBa ma cpotBercTBar Ha Hacokn OVICP 408 (rpusaun) wav 409 (merpysaun).
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Uscrensanms 3a XpOHNMUYHA OpaJIHa TOKCUMYHOCT (BKJ'IIO‘-I]/[TCHHO M3CIIEeOBaHMA 3a KaHHepOFEHHOCT)

3a ;a ce mscrenBa NOTEHUMATBT 32 XPOHMYHA TOKCMUYHOCT M KaHUEPOTEHHOCT, CJlefBa [a ce IpoBede M3CIIeNBaHe 3a
XPOHMYHA OPaJTHA TOKCUYHOCT IOHE C e[IMH BII U TO [ Gblie ¢ NPOIBIIKMUTENHOCT MoHe 12 Meceua. [TonOpaHusT Bix
cleBa [ € HA-NONXOMIMAT Ha 0a3aTa Ha BCUYKYM HA/MYHM HAYYHM IAHHM, BKJIIOUUTCIIHO pe3yiTaTiTe
or 90-nHeBHuTe M3cNenBanus. I1o mompasémpaHe BUIBT € IITbX. AKO Ce M3NCKBA BTOPO M3CIEIBAHE, CE M3IONI3BA
003ajfHNK, KOITO € Ipu3au Wi Herpusad. TeCTOBUAT eNIEMEHT ce BbBEXKIA IPe3 yCraTa HA IOHE TPU CTEleHM B
IOIbIIHEHNE KbM KOHTPOIIHA TPYyIIa, 32 [Ia Ce TOJTy4M Peakuus KbM 103aTa.

AKO W3CTENBAHETO 33 XPOHMYHA TOKCMUHOCT € KOMOMHMPAHO C WM3CTeNBAHE 33 KAHLEPOICHHOCT, TOTaBa
NPOIBIKUTEITHOCTTA Ce ybIIKaBa 10 18 Mmecella 3a MUIIKM M XaMcTepy U 1O 24 Mecela 3a IUTbXOBe.

WM3cnensanus 3a KaHIEPOr€HHOCT MOXKeE Ha HE Ca HCO6X0J1]/[MI/I7 AKO AaKTMBHOTO BECLIECTBO M HETOBUTE MeTabOoIUTH:

1) IOCTOSIHHO I10Ka3BaT OTPMLATEIIHM PE3YNTATU NPU U3NUTBAHMATA 38 TEHOTOKCUYHOCT;

2)  He ca CTPyKTYPHO CBbP3AHN C M3BECTHM KaHLEPOTEHU U

3)  HAMAT BBIIENCTBME, KOETO TOKA3Ba MOTEHUMANHA (TPE)HEONIa3ns TPy M3CTIeIBAHMs 33 XPOHMYHA TOKCUIHOCT.

[potokomnute TpsibBa ma choTBercTBaT Ha Hacokum OVICP 452 (u3cierBaHe 3a XPOHMYHA TOKCUYHOCT) mim 453
(KOMOVMHMPAHO M3CIIEIBAHE 3a XPOHMYHA TOKCUYHOCT/KAHIIEPOTCHHOCT).

WM3cnenBanust 3a TOKCMYHOCT 3a penponykumsTa (BKH}O‘{]/[TCHHO TOKCUYHOCT BbPXY IIPEHATAIHOTO paBBI/ITI/IC)

3a ma ce yCTAHOBM €BEHTYAJHOTO HAPyIIaBaHe HAa MbXKATA M JKEHCKATA PENpONYKTUBHATA (YHKLUAS WIM BpEIHNTE
BB3IECTBISA  BbPXY [OTOMCTBOTO B Pe3yNTaT Ha BbBEKIAHE Ha aKTMBHOTO BEWIECTBO, M3CIIEIBAHMATA Ha
PenpomyKTUBHATA GYHKIIMS C& OCHLIECTBSIBAT Upe3:

1) V3CIIeBaHe 3a TOKCUYHOCT 3a PENpOOyKIVATA B NIBE IIOKOJIEHUSA U

2) V3CIIeNBaHe 3a TOKCUYHOCT BbPXY ITPEHATAIHOTO Pa3sBUTHE (I/ISCHC]IBaHC 3a TepaTOI‘eHHOCT).

3a HOBM M3MUTBAHMS MOTAT J1a €€ U3MOJI3BaT BaJIMANpaHn anTepHATUBHNI METOIM, ITPY KOUTO C€ HaMallsiBa MU3IOJI3BAHETO
Ha XKMBOTHU.

M3crenBaHe 3a TOKCMYHOCT 3a penponyknuaTa B e IOKOJIICHNS

V3crienBanmsTa Ha pENpOfyKTMBHATA (YHKINMS TpsOBA 4 Ce NMPOBEKIAT M [ e IPEHACST BbPXy [OHE IBE
nocrnegoBarenHy nokosenys (F1, F2) npy Haii-Manko emmH BuH, 0OMKHOBEHO TpU3ay, M MOIAT M1a ce KOM6]/[H]/[paT [d
M3CIIE[IBAHE 3a TePaTOreHHOCT. Pa3IexkIaHOTO BellecTBO ce BbBEXKIA IPe3 YCTaTa B MBKKM U XKEHCKM eK3eMIULIPH B
TOIIXOMISALL MOMEHT Tpenyt YMTOCBAHETO. BhBEKIAHETO MPOIbIIKaBA 10 OTOMBAHETO Ha MOKONeHMe F2.

BaumatenHo ce Ha6]’ll()l]aBaT M OTYMTAT BCUMYKM NEPUOIN Ha q)epTI/lJ'lI/ITeT, 6p€M€HHOCT, paxnaHe, IOBEIEHUE Ha
MarikuTe, KbPMEHE, PACTEXK U Pa3BUTUE HA IIOKOJIEHME F1 or 3aueBaHe [10 HoCTUraHe Ha 3peNIoCT M pasBUTUETO Ha
notoMcTBo F2 1o OTOMBaHETO My. HpOTOKOHI/ITC 32 TOKCMYHOCT 33 PENnpomyKLMATa ClleIBa 1a ChbOTBETCTBAT Ha HACOKU
ONCP 416.

V3crnenBaHe 3a TOKCHYHOCT BBPXY MPEHAaTalTHOTO Pa3BUTHE (M3CTIEMBAHE 3a TEPATOTEHHOCT).

LlenTa € 1a ce yCTAHOBM BCSKAKBO HEONArONMpUSTHO BB3IE/CTBIE BHPXY OpeMeHHATa KEHCKA M BHPXY Pa3BUTHMETO Ha
embproHa M Ha ¢eTyca B pe3yNTaT Ha M3IATAHETO HA BhIIC/CTBME OT BBBEKIAHETO Npe3 LeMs Mepuoi Ha
OpemenHoCTTa. TakyBa BB3IE/CTBIS MOTAT 1A Ca MOBMIIEHA TOKCMYHOCT PV OpeMeHHUTe KeHCKM, CMBPT Ha eMOpHoHa/
detyca, mpomern B pactexka Ha deTyca M CTPYKTYPHM OTKJIOHEHMs M aHOMAlu npyu detyca.

OOUKHOBEHO M3OPAHVAT BUI 3 HPBOTO M3CIIENBAHE € INTHXBT. AKO Ce HAOMIONABA OTPMUATENCH I He TOCTATBYHO
SICEH Pe3yNTaT 3a TePAaTOTeHHOCT, Ce MPOBEXKMA IPYTO M3CITENBAHE 32 TOKCUYHOCT BBPXY NPEHATATHOTO Pa3BUTHE BBPXY
BTOPY BHI, 33 MPENNOUNTAHE 3aeK. AKO M3CIIEBAHETO 33 TPATOIEHHOCT C IUTBX € MOTMIOKMTEIIHO, He ¢ HeOOXOmIMO
V3CIIeNBAHE C BTOPM BV, OCBEH B CITy4auTe, IPY KOMTO MPErTedbT Ha BCHUKY Halfl-BasKHM M3CIENBAHMS TOKA3Ba, de
T/ 1we ce 6a3npa Ha TePaTOTeHHOCTTA NPU TUTbXA. B TaKbB Ciyyall ce M3MCKBA M3CIEBAHE C BTOPH BIII 33 OIIpeersiHe
Ha Hall-4yBCTBUTEIHITE BUIIOBE 3 Ta3u KpailHa Touka. [Ipotokommre Tpsibsa ma chotBercrar Ha Hacoku OUCP 414.
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Hpyrut crenuuIEM TOKCHKONOIMYHN 1 GapMAKOOTIYHI M3CTIeBAHILS

Hpyryt u3CIIeHBaHMsI, OCUTYPSIBALIM OIbIHUTEIHA MIHPOPMALIMS, KOSITO € TOJIe3Ha 33 OLEHSBAHETO Ha 0e30MacHOCTTa
HA aKTMBHOTO BELICCTBO ¥ HA HETOBMTE OCTATBYHI BELIECTBA, CE IIPOBEXKIAT, AKO MM OCHOBAHILS 33 3arpykeHocT. Tesu
M3CTIENBAHMS MOXKeE [1a BKITIOUBAT M3CTIeNBAHE HA GapMaKOIOTMYHUTE Bb3IEHCTBIS, BB3NCHCTBUS BBPXY MIIA[M KUBOTHY
(Ipemmu TONOBO Ch3PsIBaHe), MMYHOTOKCUYHOCT ¥ HEBPOTOKCUYHOCT.

OnpenerisiHe Ha HyBa, PU KOUTO He ce Habmomaa HeOnaronpustHo Bu3aeiictaue (NOAEL)

NOAEL o06ukHOBeHO ce 6asupa Ha TOKCUKOJIOTMYHMTE BB3[EHCTBIS, HO MOHSKOra (apMaKOIOTMYHNTE Bb3UENCTBIS
Ouxa Mo Ja ObHAT IO-IOIXOMAILIA.

V36upa ce Haii-uuckoto NOAEL. 3a onpenenstero Ha Haii-Huckoro NOAEL, uspasero karo mg 3a kg ternecto tero
Ha JIeH, Ce B3eMaT IOJ BHMMaHME BCUYKM KOHCTATALMM OT MNPEIXOAHM Dasfeny 3aelHO C BCMUKM MOTXOMSIUIA
nyOIMKYBaHN AHHY (BKJIOYMTENIHO BCSIKAKBA BAXHA MHQOPMALULS 33 BB3UENCTBIETO HA AKTUBHOTO BEIIECTBO BbPXY
4OBeKa) M MHPOPMAIINS, KOTATO € YMECTHO, 3a XMMMKAJIM, KOUTO MMAT TSCHO CBBP3aHA XMMUYHA CTPYKTYpa.

OLJ,EHR& Ha Gesonacocmma Ha nompe6ume/1ume

BesonacHocTTa Ha motpebuTenute ce OLEHsIBA ype3 CpaBHsBaHe Ha ycraHoseHara I (momycTuma iHeBHA [03a) U
VM3UMCIIEHNS TeOPETMYeH TpyueM Ha JobaBkata i HejtHute MetaGonuty or xpaHara. [Ipy BUTAMMHM U eJleMEHTH C
MUKpOKOHLeHTparyst BMecto I Moxe ma ce uanomssa ITIIM (ropHa rpaHuua Ha NpMEMIIMBATA [1034).

Tpemwioxenne 3a Homnycrimara nHesHa no3a () 3a akTMBHOTO[MTE BelecTBO/a

HonycrumMara aHeBHa o3a (IUIM) (n3paseHa kato mg ot go0aBKaTa Wi Matepual, CBbp3aH ¢ 100aBKaTa, Ha YOBCK, Ha
IieH) ce mnoiyyasa, Karo Haii-Huckoro NOAEL (mg 3a kg TenecHo Tero) ce pasmeny Ha nomxomsui ¢akrop 3a
0€30I1aCHOCT 1 Ce YMHOXKM 110 CPEIHOTO YOBELIKO TerecHo Terio ot 60 kg.

I ce npemyara, Korato e moaxomsio. M Moxe 1a Obue ChlIO ,HeonperesieHa” MOpaay HUCKA TOKCUYHOCT TpH
n3rTBaHus Bbpxy xmBoTHu. [JIJ] He ce mpeiara, ako BEUIECTBOTO NOKAXKe TeHOTOKCHMYHM MM KaHLEPOTeHHN
CBOJVICTBA, 3acsralliy 4oBeKa.

Onpenersiero Ha 111 06MKHOBECHO M3MCKBA CXOICTBO B METAOOIUTHOTO EHCTBIE HA aKTHBHOTO BEIIECTBO B LICTICBUTE
KUBOTHM M B ONNUTHUTE XKMBOTHM (BX. 3.2.1.4 BMOHAaMMUYHOCT HA OCTATBHYHM BEIIECTBA), KOETO TApaHTHpa, e
NOTpeGUTENITE Ca M3NOKEHI HA BH3NENCTBUETO Ha CHLIMTE OCTATHYHM BEIIECTBA KATO OMMTHMUTE SKMBOTHY, U3MONI3BAHY
B M3CIIE[IBAHMATA 32 TOKCMYHOCT. AKO TOBA He € TaKa, JOITb/IHUTEIIHI M3CIIENIBaHNS C BTOPY BUIL OIIMTHY KMBOTHYU MIIM C
MeTabonTH, CreUGUUHN 3a LieTIeBUTE BUIOBE, MOXKE CHIIO [a JajaT Bh3MOXKHOCT ma ce onpenernvt I

(DaKTOp’bT 3a 6630HZ:1CHOCT, VI3II0TI3BAH 3a OIIpENETIAHE Ha ]1]1]1 3a OageHa H06aBKa, OTUMTA €CTECTBOTO Ha OMOJIOTMUHITE
BB3MIENCTBUSL ¥ KauecTBOTO Ha TJaHHUTE, U3IOJI3BaHM 3a YCTAHOBABAHE Ha NOAEL, Bpb3KaTa Ha TE3N BB3IENCTBUS C
YOBEKa M Bb3MOXKHOCTTA T€ J1a 61)11311' HeyTpa3upaHy, KaKTo ¥ BCMUKY TIO3HAHNA 3a HpﬂKOTO/HpeKI/ITC BLBHeﬁICTBMC/ﬂ
Ha OCTaTbYHUTE BEILECTBA BHPXY UYOBEKa.

Tpu m3umcisarero Ha [J1I ce n3nonssa ¢axrop 3a GezonacHocT MutiMyM 100 (ako e Ot OCUTypeH ITbiIeH MaKeT oT
V3CTIeMIBAHILS 3d TOKCUYHOCT). KOraTo iMa HanuuHy JAHHM 33 aKTMBHOTO BELIECTBO TPU YOBeKa, 61 MOITIO [1a ce mpueme
no-HNCBK akTop 3a GesonacHocT. [To-Brcoku gaktopy 3a 6e30MacHOCT OMXa MOIT Ja Ce IPUIIATAT 33 OOsICHeHNMe Ha
LOITH/IHUTEIHM M3TOYHMLM Ha HECUTYPHOCT B HaHHmTe My korato NOAEL e onperenieHo Ha 0a3aTta Ha orpenerneHa
KPUTHUHA KpaiiHa TOUKa, HaIlpUMep TepaTOreHHOCT.

TopHa rpanmia Ha mpuemmsata gosa (ITTIM)

3a HiKOU ]10633](1/1 MOXKe€ 1a € MO-IMoIXOoHsAIIO OLECHKATa Ha 6e30macHoOCTTa Ia ce 6a3Mpa Ha l"l"l'[]l, IpencTasisABaLia
MAaKCUMAJIHOTO HMBO Ha 06IIII/IH penoBHMA DHEBEH MPYEM HA XPAHUTEITHO BELLECTBO (OT BCUUKU I/IBTOLIHI/ILU/[), 33 KOETO €
NpeLeHEHOo (OT HalMOHAIIHM MM MEXIYHApOOHM Hay4dHI Opl"aHI/I), 4ue HAMa BEPOATHOCT Ha CbIbpXKa PUCK OT
He6Hal‘0Hp]/[HTHI/[ BB3EICTBUS 3a 3[IpaBeTo Ha HOTpe6I/ITCHI/IT€ VI 3a OIpENerieHN Irpyny ot IIOTpe6I/[TeHI/I.

HocueTo criefa 1a BKIIOYBA JJAHHM, KOUTO [ia [I0Ka3BaT, ye ynorpebata Ha gobaBkata He Gy 10Bera [0 MOTOKEHNE,
npu koero ITII[ Moxe na Oble MpeBuileHa, KaTO ce OTYMTAT BCUYKM BBH3MOXKHM M3TOUHMIM HA XPAHMTETHOTO
BELLIECTBO.

AKO IIOSIBIIIUTE CE HIBA HA OCTATHUH BELIECTBA OT XPAaHUTENHATA 106ABKA WIIN OT HeliHus[Te MeTaboIiT/ 1 B IIPOIYKTI
OT KMBOTMHCKM TPOM3XO]L Ca TIO-BUCOKM OT TOBA, KOETO CE CUUTA 34 HOPMAIIHO JUIM CE OYAKBA 33 Te3u POIYKTH, TOBA
TPsI0Ba SICHO MIa Ce OTORTIEXKM.

W3narane Ha HOTp€6I/ITeHI/lTe Ha Bb3IENCTBIE

OGSt npyem Ha JOGABKATa V[VyIy HeltHNTE META0OUTH OT BCUUKY M3TOUHMLIM OT CTPaHa Ha motpeburerst TpsiOsa na
e mom 1T v TTIIN.
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MsunciisiBanero Ha TeOPETMYHMS IpPMEM OT XPaHM OT KMBOTMHCKM IIPOM3XOM Ce M3BbpUIBA, KaTo Ce OTYMTA
KOHIIEHTPAINSTA (06LIO KOMMYECTBO OCTATBYHM BELIECTBA KATO CPETHOAPUTMETHUHA CTOMHOCT I HAli-BICOKA eMHNYHA
CTOITHOCT), M3MepeHa B TbKAHWUTE I B IPOIYKTUTe NPy MPEKpaTsiBaHe Ha ymotpebata Ha Ho0aBkata. OCBEH TOBA, aKO €
HEOOXOIIMMO, B PA3NUHITE MOMEHTH Ha M3TEITISIHE Ce ONPEIeNsT JHEBHUTE CTOMHOCT Ha KOHCYMAlusi Ha XpaHATa OT
YOBEKa, KAaTO Ce CIIefIBa Bb3MOKHO HAii-HEONArONpUsTHUST BAPUAHT.

[Tpy n0GaBKY, PEIHA3HAYEHN 3a HSKOIKO BUIA, M3TIATAHETO HA BH3JEICTBUE OT THKAHM C€ U3UMCIISIBA TOOTIIENHO 34
Go3aitHMIM, NTHLM M PUOM M Ce B3eMa HAll-BHCOKATa CTOMHOCT. KOraTo e yMecTHO, M37IaraHeTo Ha BB3JEICTBUE OT
MIISIKO M Sifila ce 100aBsi KbM Tasy croiiHocT. Hampumep korato moGaBKata ce mpuriara 3a 603aitHMILM 1O Bpeme Ha
JIAKTALst 1 IITUL TI0 BPeMe Ha MBTeHe, ChOTBETHITE Hali-BICOKM CTOMHOCTH Ha STMBHUTE THKAHM ce HOOABST KbM Te3)
32 KOHCYMallitsl Ha MITSIKO ¥ stiina. Korato moGapKata ce mpusiara 3a pu6u 1 OTUIM 1O BpeMe Ha MbTeHe 1 603aiHIIN 110
BpEMe Ha JIAKTallisl, ChOTBETHNTE Hall-BUCOKM CTOIHOCTY HA STMBHUTE THKAHN Ce J00aBAT KbM Te3U 33 KOHCyMalsl Ha
sifua u MisKo. Tlpu mpyr KoMOMHAIMM ce AeiiCTBA MO CHUIS HAUMH.

B HAKOM cuTyauyu (HampuMep HSKOM XPAHUTENHM M CEH30PHM HO0ABKM WM J00aBKM, NpENHA3HAYCHM 34
BTOPOCTENIEHHM BMIOBE) MOXe Na Oble MOOXOMSLIO OLEHKATA HA U3NATAHETO HA YOBEKA HA BL3UENCTBNE A Ce
IpeLM3Mupa BIOCTIEACTBUE, KaTO Ce M3MOJ3BAT MO-PEAIMCTUYHM CTOMHOCTM Ha KOHCyMAalys, HO IIPM ChLIEBPEMEHHO
3aMa3BaHe HA HAji-KOHCEPBATHMBHILS MOIXOM. Korato e Bh3MOXKHO, 33 6aza CriefBa Ia CITyXaT JaHHY Ha OOIIHOCTTA.

Tabruya 1

TeopeTuuHM CTOMHOCTH 32 THEBHATA KOHCYMAIMs OT YOBEKA (g THKAHM MM TPOIYKTH)

Bosaitanim i Pubu Hpymu

MycKkymnHa ThKaH 300 300 300 (*)

Yepen 11pob 100 100 —

Bb0pek 50 10 —

Mazuuun 50 (*%) 90 (***) —

+Mrsiko 1500 — —

+Sliua — 100 —

+Men 20

(*)  MycKynHa ThKaH ¥ KOXa B €CTECTBCHO ChOTHOLICHME.
(**) 3a mpacera 50 g Ma3HMHM M KOXA B €CTECTBEHO CHOTHOLICHME.
(***) MasHMHYM U KOXa B €CTECTBEHO ChOTHOLICHME.

TMpennioxKeHye 3a MAKCHMAITHO NOMYCTUMM TPAHNMIM HA ocTaThunM Bemiecta (MIITOB)

MaxcuMarnHo [OMycTiMa IPaHMIA Ha OCTaThUHM BEUIECTBA O3HAUaBa MAKCMMAJIHATA KOHIEHTPAlMsl HAa OCTAaThUHMTE
BELLECTBA (M3pa3eHa B [Ig MAPKEPHO OCTATHYHO BelIECTBO 32 Kg sMBHA BIAaXKHAa ThKAH MIIM MPOIYKT), KOSITO MOXKe [
Obie npuera or OBLIHOCTTA 32 3AKOHHO pa3pelleHa MlK IPU3HATA KATo JOMYCTUMA B XpaHu. Ts ce Gasupa Ha TiIa u Ha
KOJIMYECTBOTO OCTATHYHO BELIECTBO, 3a KOETO €€ CUMTA, Ye He MPeCTaBIIsiBA TOKCUKONIOTMYHA 3aIllaxa 3a 3[IPaBeTo Ha
yoseka, uspasera upe3 [J[III. MIITOB He Moxe ma Obie onpeneneHa B orcbersuero Ha [T,

Korato ce onpenensit MATOB 3a gypaxkHu 106aBKy, crelsa 1a ce B3eMAT MO BHMMAHME M OCTATHYHMTE BELIECTBA,
KOWTO Ce IMOJTy4aBaT OT APYTY M3TOUHMIM (HAlpuMep XpaHu OT pactuterneH npousxon). Ocser Topa MITOB Moxe ma
Oble HaMaNeHa, 31 [a OTTOBAPs HA YCIOBISITA 33 YHOTpeOa HA XpaHMTETHUTe HOOABKM ¥ IOKONKOTO CHIIECTBYBAT
NIPaKTUYECKN aHATIUTUYHI METOM.

Koraro e nogxomsiiuo, ornentute MITOB (M3paseHn Kato mg MapKepHO OCTATHYHO BELeCTBO 3a Kg sBHA ecTecTBeHa
TbKaH WM TIPOTIYKT) Ce ONPENENAT 3 PasiuuHM ThKaHUM MM NPOMIYKTY OT LeNleBUTe XKUBOTUHCKM BuaoBe. OTienHuTe
MII'OB B pasnuunm ThKaHu WM NIPOIYKTY OTPassiBaT MMHAMMKATA HA HAMAJIsBAHE M IIPOMEHIIMBOCTTA HA HMBATA Ha
OCTATHYHOTO BEWIECTBO B Te3M THKAHM[TPOOYKTM B >KMBOTMHCKMTE BMIOBE, TNpeIHA3HAYeHM 3a ymoTpeda.
TTpoMeHIMBOCTTa OOMKHOBEHO Ce OTPa3siBa, KATO Ce M3ION3BA CPEHA IOBEPUTENHA IpaHuia 95 %. AKO OBepuTeTHATA
IpaHNLA He MOXe [1a Gblie M34MCIIeHa MIOpamy MaITbk Opolt ooy, IPOMEHIIMBOCTTA Ce TPENCTaBsi KATO BMECTO TOBA €&
B3eMa Hali-BICOKATa OTIEJIHA CTOMHOCT.

V3crenBanmsATa 33 MaKCUMAIHO HOMYCTMMM TPAHMIM HA OCTATHYHM BELIECTBA OT KOKCUMIMOCTATULIM M XUCTOMOHO-
CTaTUUM CIIeABA Jd Ce M3BbPIUBAT NPV Cla3BaHE HA MOIXOMAIIMTE MHENCTBAIIM IPABMIA 32 BeTePMHAPHOMEIMIIMHCKN
nponykti (ToM 8 ,ITpaBiia 3a MEIMUMHCKY NPOIYKTH B EBporieiickust chro3 — ChoOliieHye 10 3asBUTENNUTE I HACOKML.
BerepnHapHOMETMIMHCKY TPofyKTH. OmpenensHe Ha MaKCHMATHO JOMYCTMMM TPAaHMIM HA OCTATBUHM BELIECTBA
(MJITOB) 3a OCTATHYHM BELIECTBA OT BETEPMHAPHOMEIMLMHCKM IPOIYKTH B XPAHUTETHM IPONYKTH OT KMBOTMHCKM
npousxon”. Okromspu 2005 r.).
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ViacrenBanusiTa 3a ONpefIeNsiHe Ha MAKCHMATTHO HOIYCTHMIL TPAHMILI HA OCTATHYHI BELIECTBA 32 KaTeropmute HOOABKIL,
Pa3MMYHM OT KOKCYMIMOCTATUII Y XMCTOMOHOCTATHII, C€ NMPEMCTABAT, KOTATO ¢ HeOOXOMMMO, ChITIACHO HACTOSIIOTO
IIPUTIOKEHIE.

3a ompenesisiHe Ha M3JIArAHETO Ha Bb3UENCTBUE 33 MOTPeOUTEIIss OT OOLIOTO KOIMUYECTBO OCTATHYHI BEIIECTBA (CTIOpeES
n3uncriennsTa B 3.2.3.3.) 3a npemwtoxkennte MITOB 3a pasmuuamTe THKAHM WM NPOIYKTU CE B3eMa TOJ BHUMAHMeE
KOCQUUMEHTBT HA MapKEPHOTO OCTATHYHO BELIECTBO KbM OOLIOTO OCTATHYHO BELIECTBO (Tabmuia 2).

Tabuya 2

Onpepenenus, M3MON3BaHM 3a ycTaHOBABaHe Ha MITOB

OteHy ThKaHU/POLyKTH (depeH Ipol, 6bOpeK, MyCKyIHA ThKaH, KOXa + MA3HUHM, MIISKO,
AL, MeMI) B Pa3IMUHN MOMEHTH

MITIOB; MaKkcuMaInHo [OMyCTyMA TPAHMLA HA OCTATBYHI BEWIECTBA B THKAHII/TIPOLYKTH (MI MapKepHO
BetecTso kg!)

Ki; [lHeBHa KOHCYMaLWst OT YOBeKa Ha OTHeTHM ThKanu/mponykty (kg) ompemerena ot Tabmuua 1 ywin
HETHOTO Tpenm3ypane

OKOB;; OOlia KOHLEHTPALMs Ha OCTATHYHM BELIECTBA B OTHENHM ThKau/mpouykri (mg kg™)

MKOB;; MapkepHa KOHLEHTpaLysl Ha OCTATHYHY BELIECTBA B OTIHENHM ThbKaHu/mpomykn (mg kg™)

KMOOB Koeduumenr MKOB;; xbM OKOB;; 3a oTiesny ThKaHu/IpoIyKTH

XI1OOBy XpaHuTesIeH IpueM 32 OTIEHN THKAHI[TIPOIYKTH, M3UKCIIEH OT OGLIMTe OCTATHYHM BellecTsa (mg)

XIOOB,; = K;; x OKOB;

XIOOByyrop:; | Xpamnrernen mpuem, nsuncren or MITOB (mg) ot oTmensm ThKaHM/IPOXYKTH
XIOOByrop:; = Kij x MIATOB;; x KMOOB, ;!

Vismepenute croitHoctu 32 OKOB 1 MKOB ce npubassT choTBeTHO B 0Opasela, mpelcTaBeH B Tabmmua 3 u ce
VMBUNCIISIBAT IIPYTUTE CTOMHOCTM. KOraTo HsiMa HaimueH ITblieH HabOp OT JaHHM, Thil KATO CTOMHOCTHTE MONAMAT MO
rpanniata Ha otkpusase (TO), Moxe mma ce npueMe exctpanonamyst Ha KMOOB.

M3pmuanero na MIT'OB moxe na ce u3pbpmm camo ako cymara ot ornennure XIIOOB e mon [, Ako ]I e
HaJIBMIIEHA, KATO alTepHATMBA MOXKe J]4 Ce M3MON3BAT NAHHMTE OT MO-IBIBI MEPMOI HA M3TENISHE MM TO-HMCKA
nosuposka. [Ispso npemnoxenne 3a MTOB mMozxe fa ce nosmyun, Kato 3a OpMEHTHP Ce U3NON3Ba cToitHOoCTTa Ha MKOB
u ce orunta KO ot anammuanmst Meron. Cymara ot XITOOByrop, nonyuena ot npemioxeture MIATOB, Tpsiosa ma e
non MM m Onuska mo cymara ot ornennute XIIOOB. Axko MM e napsmiueHa, ce mpemiara no-uucka MITOB u
CPaBHSBAaHETO Ce TOBTapsl.

Tpu Hsikoy 10OABKY OCTATHYHMTE BelecTBA OM MOIJIO [ia ce OKaxaT mox croitHoctute Ha MITOB B MisiKOTO, stifiata
WMITM MeCOTO, HO BBIIPEKM TOBA Te OMXa MOITIN Ja Ce OTPA3ST HAa KauecTBOTO HA XpaHMTe, 0COOEHO HA MpOLEIypute 3a
npepaboTKa Ha XpaHuTe. 3a TaKyupa IO0OaBKM MOXE [a € NOIXOIIO Ha ce OOMMCIM ,MAKCUMAIHO KOIMYECTBO
OCTATBYHI BEIIECTBA, CHBMECTNMO C Ipepaborkata (Ha xpammtenHyt mpomykri)‘ (MOBCII) B mOmbiHeHMe KbM
onpenesnssHeTo Ha cToitHoct 3a MITOB.

Tabuya 3

OOpazen 3a u3BIMuaHe Ha npemioxenue 3a MATOB

Yepen
1po6

OKOB () (mg kg') —
MKOB (2 (mg kg) —
KMOOB (%) —
XIIOOB (°) (mg)

Ipemnoxena MTOB —
(mg kg")
XHOOBMHFOB(mg)

(') Tlpu orumraHe Ha MPEIOKEHNS MOMEHT Ha M3TEIJISIHE.
(%) Hait-nobpe e na ce ycranou enHospemerHo ¢ OKOB.
()  Wsuncnsea ce ot croitnoctute Ha OKOB.

Myckyn- Koxa +

Bropex
Ope HA TbKAH | MAa3HMHU

Misiko Situa Men Cyma
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[Ipenioxenue 3a nepyuon Ha U3TEIILAHE

[TepyoIbT Ha M3TEITISHE BKITIOYBA BPEMETO CIIEIl IPEYCTAHOBSIBAHE Ha BBBEXKIIAHETO HA 100aBKAT, KOECTO € HEOOXOIMMO,
3a J1a MOTaT HMBATa Ha OCTAaThYHOTO BellecTBO na majgHat nopg MIITOB.

V3cnenBanus 1o oTHouleHme Ha Ge3omacHoCTTa Ha ynorpebara Ha qo6GaBKaTa 3a mOJI3BaTesv/paGoTHII

Pa6OTHI/I1H/[Te MOrar fga 6'[)[13.T MB3IIOXKEHY Ha Bb3HEICTBIE OCHOBHO upe3 BOMIIBAHE MM [OMUP MIPY IIPOU3BOICTBOTO MITN
MaHHUITYJIIMPAHETO MU IIpU yHOTpC6aTa Ha ]106aBKaTa. HaanMep CEJICKOCTOIIAaHCKM pa6OTHI/lLII/[ Ca IIOTEHLMAITHO
M3II0KEHM Ha B'I)SIICIZCTBI/IC, Korato pa60T}IT C IIO6aBKaTa M 1 CMECBart . HpeHOCTaBH Ce OOIBIIHUATEITHA ]/lH(l)OpMaIII/U[ 3a
TOBA KakK Ce pa60TI/[ C BCLIECTBATA.

BkiiouBa ce OLEHKAa Ha pucka 3a paboTmumre. Korato yMa HalMyHM IAHHM 33 ONMTA B IPOM3BOICTBEHOTO
TPENIIPIUSTIE, TOBA YeCTO € BAXCH M3TOYHVK HAa MHGOPMALU TPY OLEHSBAHETO HA PICKOBETE 32 PaOOTHIMTE OT
M3MIaTaHe HA BB3TEIICTBICTO HA CaMata HO0ABKA KAKTO Ype3 BIMIIBAHE, Taka M upe3 momup. OcobeHO BHMMAHME
3aCITyKaBaT H00aBKIL/(ypazut, TPeTUPaHy ¢ TOOABKIL VI KMUBOTUHCKI €KCKPETH, KOUTO €A VTV MOIAT A [IPEMIHAT B
cyxa mpaxoo6pasHa popma, KakTo 1 ¢ypaxHu H06ABKH, KOUTO OyXa MOV A MMAT aNepri3Upalio HefiCTBIe.

OHEHK(A HA pUcCrRa Om MORCUUHOCIM NO OMHOUIEHUE HA Gezonacocmma Ha nonssamenu/pa6om1—tuuu

PrickoBete 3a pabOTHMIMTE Ce OLEHSBAT C MOPEMNLIA OT M3CTIENBAHIL, IPY KOUTO T00ABKATA Ce V3IION3BA BbB (opMaTa,
3a KOATO € TONAfeHo 3asBIeHNeTo. V3cnempaHus 3a ocTpa AMXaTellHa TOKCUYHOCT Ce TPOBEXMAT, OCBEH aKO HsMa
BEPOSITHOCT POIYKTHT [ 00pasysa Ipax VI Iapy, KOUTO ce BIymBar. HeobXomiMo e [ ce MpoBeXIaT M3CTemBaHILs
3a IIpa3HeHe Ha KOXKATa M aKO Te IOKAXAT OTPUIATENHM Pe3yNTaTH, Ce OLCHSBA IPA3HEHETO Ha MyKO3HM MeMOpaHu
(nampumep ownre). OLeHsBa ce ¥ MOTEHIMAITBT 34 aTlepIy3UpPaHe/KOKHA CeHCMOM3ALULL. [JaHHNUTe 32 TOKCHYHOCT,
cobpann 3a obesmevapaHe Ha Ge30MACHOCTTA Ha NoTpeburemmre (BK. 3.2.2), Ce M3ION3BAT 3a OLCHSBAHE Ha
IOTEHIIMAHATA CUCTEMHA TOKCUYHOCT Ha H00aBKata. [Ipy HEOOXOIMMOCT Te Ce OLEHSBAT upe3 MPEKM M3MEPBAHIS I
CIeLMGUIHI M3CTIEHBAHMS.

BraneiicTBus BbPXy IMXaTesHaTa CUCTeMa

l-[pellCTaBﬂT C€ MHOKAa3aTeJICTBA, Y€ IPEHOCMMUTE BbB BB3[IyXa HMBA Ha IpaxX WM Iapu OT HOG&BK&T& HsiMa [Ha
MPENCTaBIIABAT 3allIaxa 3a 3[PaBeTO Ha HOHSBaTeﬂl/ITC/ pa60THI/lLU/ITe. HpI/I HeOOXOMIMOCT JI0Ka3aTeJICTBaTa BKITIOUBAT:

- VBIUTBAHUA € VMHXallauy BbPXY ONUTHM 2KMBOTHM,

— l'ly6J'I]/leBaHI/I CINIEMMOJIOTNYHN [TAaHHU I/l/l/l]'[]/l coOCTBEHM JIaHHM Ha 3asBUTETIA 32 HEroBaTa IpoM3BOICTBEHA Gaza
I/I/]/[J'[I/l 3a OpasHUMOCT U

— VBIUTBAHUA 3a CeHCl/I6I/IJ'IM3aHMSI Ha IOMXaTejiHaTa CUCTEMA.

M3cnenBanms 32 0CTpa TOKCUYHOCT IPU BIMUIBAHE Ce NPOBEXKNIAT, aKO YacTULMTE WM KaluuiuTe C IMaMeThp MO
50 pM npencrapiABaT Haj 1 % OT TeroTo Ha NMpOMyKTa.

[IpoTokonute 3a OCTpa TOKCMYHOCT IIpM BAMILBaHE CileBa ga choTBercTsaT Ha Hacokun OMCP 403. Ako ce cuere, ue ca
HEOOXOMMMI VM3CIIeNBAHMS 33 CyOXPOHMYHA TOKCHYHOCT, Te TpsibBa na cnassar Hacoku OVICP 412 (TokcmuHoCT mpu
BIMUIBAHE C TOBTOPHM 103): 28-IHeBHO Wi 14-mHeBHO u3ciensane) wi 413 (CyOXpoHu4HA TOKCMYHOCT NPy
puuuiBane: 90-IHEBHO M3CIIeNBaHe).

BoaneictBus BbPXY OUMTE U KOXKaTa

Koraro e Bb3MOXHO, ce NPENOCTABAT IPEKI TOKA3ATENCTBA 3a OTCBCTBYE HA IpA3HEHe M[WIM CeHCHOWI3ALMSL OT
IO3HATY CUTyauuyu IIpy 4oBeka. Te ce HONBIBAT C KOHCTaTauMy OT BaIMIMPaHM M3IMUTBAHMA BBPXY KUBOTHM 32
IIpa3HeHe Ha KOXATa I OUMTe J 32 IOTEHLAT 32 CeHCMOMWIBALIL C M3MOTI3BaHe Ha ChOTBETHATA T00aBKa. OLeEHsIBA ce 1
MOTEHIMAIBT 33 ANEPru3alysl M CeH3MOWTM3AINs HA KOXara. [IpOTOKONMMTe 3a Te3y M3CIEMBAHNS CIeOBa I
cvorBercrear Ha Hacoky OVICP 404 (kOXHO IIpasHeIIo/KOpO3MBHO HeficTaite), 405 (OYHO OPAa3HEIO/KOPOBMBHO
merictaue), 406 (koxHa cercnOmmBates), 429 (KOXKHA CCHCHOMTM3ALILT — U3CTENBAHe Ha TIOKATHUTE TMMQHIL BB3IH).

AKO MMa U3BECTHI KOpPO3VBHI CBOJICTBA WM OT Hy6HMKyBaHI/I HaHHM, MIIN OT U3INUTBAHNA in VitTO, TO MOITBITHUTEITHMU in
Vivo M3NUTBaHUS He ce VI3BbpLIBAT.

[lepmarHaTa TOKCHYHOCT MOXKe [1d Ce Pa3INeKId, aKO T00ABKATa e TOKCYYHA [IPY BOMIIBAHE. V3ciemBaHLsTa ClIefBa 1a
cpoTBercTBaT Ha Hacokn OVICP 402 (ocTpa mepManHa TOKCUYHOCT).
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CucreMHa TOKCMYHOCT

[laHHMTE 332 TOKCUYHOCT, C'l>6pélHI/l 3a oOesmeuaBaHe Ha 0Oe30MAacHOCTTa Ha l'lOTp66I/ITeJ'II/lT€ u Opyrm M3UCKBAaHUSA
(BKJ'I}OLI]/[TeJ'[HO TOKCMYHOCT C IIOBTOPHM [103, MYTar€HHOCT, KaHICPOTCHHOCT U MBIMUTBAHMS 3a BB3IIPOM3BOICTBO U
MeTabomMTHO JICIL/'ICTBI/IC), C€ M3IIOJI3BAT 3a OLICHSABAHE HA CUCTEMHATA TOKCMYHOCT Ha IIO6aBKaTa.

OLeHKA Ha U3JIaTaHeTO Ha Bb3IENCTBIE

Ipenocrasst ce mupopMammst 3a ToBa Kak ymotpebara Ha HOGABKATA MMa BEPOSTHOCT 4 MPENM3BMKA V3TAraHe Ha
BB3IEICTBYE [0 BCHYKM HAUMHM (BOMIIBAHE, Upe3 KOXATa WM IIpM MOITbiIaHe). Tasu MHQOPMAILVS BKIIOYBA
KOJIMYECTBEHA OLICHKA, KOraTo MMa TaKaBa, KaTo TUIMYHA NPEHOCHMA BbB Bb3[yXa KOHUEHTpaLMs, KOXHO 3apassBaHe
VIV IOTTbIaHe. KoraTo HsiMa HayudHa KOMuYecTBeHa MHGOPMALI, Ce IPETOCTaBs HOCTATHYHO MHPOPMALILS, 34 [ Ce
OCHTypU Bb3MOXKHOCT 33 IIOAXOIALIO OLEHSABAHE HA M3JIaraHeTo Ha Bb3MEHCTBUE.

MepRu 304 ROHMPOA HA U3142aHemO Ha 8p30eiicmeue

Kato ce usnonsea uudopMaLysaTa OT OLEHKATa 33 TOKCUUHOCT U 33 M3JIAraHe Ha BB3CHCTBIE, CC IIPABH 3aKIIHOUEHNC
OTHOCHO PUCKOBETE 34 30PAaBETO Ha IONI3BATEINTe/pabOTHULITE (BIMIIBAHE, [pa3HeHe, CeHCUOMIU3ALIMS M CUCTEMHA
TOKCUYHOCT). Morar jia ce NpeIIOXaT MPEIasHi MePKU 3a HaMallssBaHe WM OTCTPAHsBAHE HA M3TIaraHeTo Ha
BB3JICHCTBIE. BBIIpeKu TOBA M3MION3BAHETO HA NINYHM 3ALMTHY CPEICTBA CC BB3IPUEMA CAaMO 33 KpaliHa MsIpKa cpelly
OCTAaTBUEH PUCK, CIIell KATO Beue Ca BbBEIEHN KOHTPOJIHM MEPKU. 3a NpEIIOuNTAHe e, HAlpyuMep, Ia ce 0OMMCIIN
npeo0OpasyBaHe Ha MPOJYKTa.

U3cnenBanus no oTHouUIeHNe Ha Ge3omacHOCTTa Ha ynorpe6aTa Ha uo6asxaTa 3a OKOJIHaTa cpena

PasrnexxnaHeto Ha BB3HEMCTBMETO Ha J:[O6aBKI/ITC BbpXY OKOJIHAaTa Cpefda € BaxHO, Thi1 KaToO BHBEXIIAHETO Ha ]1063.BKI/[
OOMKHOBEHO CTaBa B TMPOOBIIKEHNE Ha IBJITY NEPUOON OT BPEME, UECTO 3acAra rojieMy Ipyny KNBOTHU U aKT]/[BHOTO/I/[TC
BCHICCTBO/ a MOXKE€ I1a ce eKCerTI/Ipa/T B 3HAYMTEITHA CTEIEH MIIM KaTO OCHOBHA ChCTaBKa, MIIM KaTO HEJTHM MeTabOoIUTIA.

3a na ce ompenenu Bb3IENCTBUETO HA N0GABKNTE BbPXy OKOJHATA CPeda, Ce BhIpPUEMa MOIXO OT HSKOIIKO CTBIKIL.
Beuuky 100aBKY ClIeliBa [1a ce OLEHST 110 BpeMe Ha asa I, 3a 11a ce onpefenst 106aBKuTe, 32 KOUTO He ca HeoOXOWIMM
LOITBIHUTENHN M3IUTBAHNSL. 3a ApyruTe 100aBKY € HeOOXOIMMO OLieHsBaHe BbB Bropa (asa (pasa II), 3a mma ce ocurypu
[OIBIIHUTENHA HHGOPMALINS, Ha 6asaTa Ha KOSITO MOXKe [a ce 0OMUCIM HeoOXOIMMOCTTA OT ole y3crensanus. Tesu
VI3CTICMIBAHILS Ce MPOBEXKIAT B CHOTBETCTBHE ¢ [upektusa 67/548ENO.

Ouetra 666 Ppaza [

Lenra Ha oweHKata BbB ¢asa [ e 1a ce ONpeNeny Jay MMa BEPOSTHOCT OT 3HAUUTEIHO BB3IEICTBUE BbPXY OKOJIHATA
cpena ot 100aBKaTa VI HejtHUTe MeTaboIuTH 1 Ay e HeoOXOHMMa OLIeHKa BbB (aza 11 (BX. IbPBOTO Ha PELICHUATa).

Ouenkara BbB dasa Il MOXke Ha He ce NPUIOXKM NPV HAMMYMETO HA €OMH OT MBAaTA KPUTEPVS, OCBEH aKO HsIMA
HAYYHOOOOCHOBAHN OKA3ATENCTBA 33 OCHOBAHIS 3a 3ArPUKEHOCT:

a)  XMMMYHOTO €CTECTBO U OMOJIOTMYHOTO BB3HENCTBIE OT 100aBKATA M YCIIOBUATA 32 HEflHATA YIOTPeOa [IOKa3Bar, ue
BB3MEIICTBUETO 16 Obe He3HAUMTENHO, T.e. KOraTo moOaBKara e:

— (1)]/[3V[0]'[0FI/[‘{H0 WM €CTECTBEHO BEIIECTBO, KOETO HAMA A HOBEOEC MO 3HAUNUTEIIHO ITOBMIIABAHE Ha
KOHIEHTpanuATa B OKOJIHATa Cpefa Win

— NpenHasHa4Y€Ha 33 KMBOTHM, OT KOUTO HE CE IPOMU3BEXKIAT XpaAHN;

0)  BB3MOXHO Hail-HeOnaronpusitHara OuakBaHa KOHLEHTpauys B okonHata cpena (OKOC) e TBbpre HiucKa, 3a 1a
npenmspyka sarpyuxenocT. OKOC ce oleHsBa 3a BCeKy KOMIOHEHT, MPEM3BUKBALI 3aTPYKEHOCT (BXK. TO-[O0MTy),
Kato ce npuema, ye 100 % oT moerata 1o3a ce eKCKpeTMpa KaTo OCHOBHA ChCTaBKa.

AKO 3asBUTESIST He MOXKe [1d JOKaxXe, ye 100aBKaTa [IONAMa B e[HA OT Te3y KATeropuy 3a 0cBOOOKIABAHE, Ce M3MUCKBA
ouerka BbB ¢asa I

To6aBKy 3a CyXO3eMHM KMBOTHU

Koraro E€KCKpETM OT CEJICKOCTONAHCKM 2KVMBOTHM IIONAHAT B 3€MATA, M3IOJII3BAHETO Ha (])ypa)KHI/I J]063BKI/I MOXKeE Ha
TIOBENE OO 3aMbpCABAHE Ha IOYBA, ITOANOYBEHM BOOM Y ITOBBPXHOCTHU BOIN (‘{pCS NPOCMYyKBaHE 1 OTI/I‘laHC).

Boamoxuo Hait-HeOnaronpusrtHara OKOC 3a nousata (OKOC,,) [aBa OCHOBAHMSI 3a WM3CNIENBAHE HA BCUYUKM
eKCKPETMPAHN BELIECTBa, panpocTpanmin ce Ha 3emsita. AKO OKOC, oy, (IIpy mpuera mpnbounsa 5 cmy) e mo-Hucka ot
10 pgfkg, He ce M3MCKBA IOMBIIHUTEIHO OLEHSBAHE.
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Axo OKOC 3a sambpesieatero Ha nonnousern Bony (OKOC,,,,) e no-Hucka ot 0,1 pg/l, He e HeoGxomiMa oleHKa BbB
daza Il Ha BB3MmeIiCTBIETO HA MOGABKATA BbPXY OKOIHATA CPEda MO OTHOMIEHME HA MOMIOYBEHNTE BOIIL

3.4.1.2. To6aBKM 3a BOIHM XKUBOTHI

(Dypa}KHI/[TC HO6&BKI/I, VI3IIOJI3BaHM 3a aKBAKYIITypy, MOraT [a IOBEAT HO 3apa3sABaHe Ha CENMMEHTI VI BOIN. HpMeMa ce,
U€ KOMIIOHEHTBT, IOpazmialll 3arpyMKEHOCT IPY OLIEHABAHETO Ha PICKA 3a OKOJIIHATA Cpela IO OTHOILIEHME Ha p]/[6]/[,
OTITIEKOAHM B MPEXECTM OIpazKmeHysd, € CEIVIMEHTBT. 3a p]/[6]/[, OTINIEKOaHM B CUCTEMM Ha CyIlaTa, Ce€ CUMTa, 4e
OTIATHUTE BOOM, VIBTUUALIN B IIOBBPXHOCTUTE BOIM, NMPENCTABIIABAT Haﬁ—CCPMOSHMHT pucK 3a OKOJIHATa Cpena.

Boamoxkuo Hait-neGnaronpusitiata OKOC 3a cemmmeHT (OKOC qyyenr) 1ABa OCHOBAHMS 32 M3CTIE[BAHE HA BCUYKM
ekckperupany Bewectsa, oryioxeHn B cemuMeHTH. AKO OKOC eyenr (Tpy mpyeta jrpiGounta 20 cm) e no-Hucka ot
10 pg/kg BiaxHO Teryo, He Ce M3NCKBA IOIIBIIHUTEIHO OLECHSBAHE.

Ako (OKOC) B nosbpxtocraute Bom (OKOC,,,,) € no-Hucka or 0,1 pg/l, He ce M3NMCKBa MOITBIIHUTENHA OLICHKA.

Dasa I - Jepeo na pewenuama

[ob6aBkaTa e M3nNoNorniyHo/ecTecTBEHO
BELLECTBO C ycTaHOBeHa 6e30MacHoCT?

v
E::E:l OA g crTon
v

[ob6aBkaTa e npegHasHa4eHa caMo 3a XUBOTHMU,
OT KOUTO HE Ce npousBexaart XpaHM?

EARRES o]
v

3A JOBABKW, M3MONISBAHN 3A JOBABKW, N3MON3BAHU
MPN CYXO3EMHW BOOVBE NPV BOOHW BOOVBE
Mma nu pobaskata OKOC B Mma nn po6askata OKOC B
nognoysexu Bogn = 0.1 pr/l unu NOBBPXHOCTHU Boan = 0.1 pr/l unu
OKOC noyBa = 10 pr/kg? OKOC cegnmeHT = 10 pr/kg?
4
HE HE ﬂAj
\ 4

4 y
cTon DA3A I
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Ouenra 658 dasa Il

Lenra Ha ¢asa Il e ;ga ce OLEHNM NOTCHLMANBT HA [0OABKMTE [a 3acsraT HELENEBV BUIOBE B OKOJIHATA Cpeld,
BKJIIOUMTEITHO BOIHM 1 CyXO3eMHM BUMIOBE, MM [a IOCTUIAT MOJ3EMHM BOIM HA HelpuemimBy Hupa. He e npaktinuHo
Il Ce OLICHSIBA BB3NCICTBIETO OT TOOABKMTE BHPXY BCEKM BII B OKOJHATA CPEa, KOMTO O MOTBII ia O'blie M3NOXKEH Ha
BB3LCICTBUCTO HAa 100ABKATA CIIeHd BBBEXKNAHETO I B LeEJEBUTE BUIOBE. VI3MMTBAHMTE TAKCOHOMMYHM HMBA Ca
npefHA3HAYCHM 1A CITyKAT KATO 3aMECTUTENIN JITM NIOKA3aTeNy 33 Pa3HOOOPA3MeTO OT BIMIOBE, IPUCHCTBALLIM B OKOJHATA
cpera.

Ouerkara BbB ¢aza Il ce Gasupa Ha MOIXOL, M3MO3BAIL KOCGUIVEHT Ha PICKA, IPY KOITO Ce CPABHABAT CTOMHOCTHTE
Ha m3unciesata OKOC u Ha [lpennonaraeMara Hemericrsama KoHuentpaunst ([THK) 3a Bcekn xommonent. TTHK ce
OIIpeferisi OT eKCIEPUMEHTAIIHO ONpelieNieH) KPaitHu TOUKM, pa3lieNieHy Ha TMOIXOMsu GakTop 3a oueHKa. CTOHOCTTA
Ha [THK ce ompepens 3a BceKi KOMIIOHEHT.

Orerikara BoB ¢aza Il 3anmousa ¢ npermsupane Ha OKOC, ako e Bb3MOKHO, U U3IONI3BA MOIXO] C [IBE HIMBA 33 OLICHKATa
Ha pUCKa 32 OKOJIHATA Cpefa.

IspBoTo HyBO, dasa I[A, y3mon3Ba orpaHudueH OPOIt M3CIEABAHNS 33 BH3MOXKHIM PE3yITATH U BB3HENCTBILL, 33 [ Ce
TOJTyy KOHCEPBATVBHA OLICHKA HA PUCKA Ha 0a3aTa Ha M3MAraHe Ha BB3MEICTBIE I HA BIVSHILITA BHPXY OPAKMIAIINS
3arpUKEHOCT KOMIIOHEHT Ha OKoiHata cpena. Ako koeduumentst Ha OKOC kbM ITHK e no-Hucek ot enro (1), He e
HeOOXOIVMO [OIBITHNUTEIHO OLIHsBAHe, OCBEH dKO He Ce OYaKBa OMOAKYMYyIIALISL.

Ao koeuumenTsr OKOC/TTHK nporHosupa HempyeMivis puck (koeduimeHt > 1), sasButenst npombixasa ¢ ¢asa I1b,
33 J1a IIPELM3UPa OLEHKATA HA PUCKA 3a OKOJIHATA CPeIIa.

(aza 11 A

OcBeH KOMIIOHEHTITE, pasryienany BbB ¢aza I, OKOC 3a OBbPXHOCTHY BOJI CIIEBA [ CE M3UMCIIN, KATO Ce B3EMAT I0]1
BHVMMaHIE OTTUYAHETO U [IPEHaXBbT.

Bb3 OCHOBA Ha JaHHM, KOMTO He ca pasrieanu BbB dasa I, moxe na ce usuncu no-npeumsupana OKOC 3a Beekn
KOMITOHEHT OT OKOJIHaTa Cpelia, KOWTO Mopaxpa 3arpyzkeHocT. IIpu ycranosssanero Ha mpemmsmpanata OKOC ce
oTyyTa:

a)  KOHLECHTPALSTA Ha PAa3INIeXIAHOTO/UTe aKTUBHOTO/UTE BELIECTBO/a (METAOONNTH) B TOP[M3IPaKHEHUs OT pubn
criefl BbBEXKIIaHe Ha J0OABKATA NP SKMBOTHY B IPEIVIOKEHOTO HUBO Ha [03ata. [Ipy TOBA M3UMCIICHME CIICIBA 1A
ce B3eMar MO BHMMaHue TeMIIOBeTe Ha JO3MPaHe ¥ KOMMYECTBOTO HA IOJIyUYeHUTe eKCKPeTIs;

0)  MOTEHLMATHOTO PasrpaxiaHe Ha PAa3IIIeXKIAHOTO/UTe eKCKPETHPAHO[M aKTUBHO[M BEwIeCTBO/a (MeTaboruT) mpu
obuyajiHaTa NpakTiKa Ha 00pabOTBaHEe Ha TOPA M ChXPAHEHMETO My Npemy H00aBsiHe K'bM I0YBATA;

B)  abcopOuysira/mecopOusTa Ha Pa3IieKIAHOTO[UTe eKCKPETUPAHO[Y AKTUBHO[Y BEIIECTBO[a (MeTAOOMNTH) BEPXY
I10YBA W CCIMMEHT 3a aKBAKYITYPH, 32 IPEIIOUMTAHE YCTAHOBCHN UPe3 M3CIICHBAHMS BbPXY 10YBA/CEIMMEHT
(OMCP 106);

)  pasrpaxmaseTo B mousy u Bomi/cemuMentHn cvicremut (OMICP 307 u 308 cworBetHO) 1
m  apyrut $akTopy Kato Xuuponusa, oToNu3a, u3napsisaHe, paspexkiaHe upe3 OpaH.

Hait-Bucokara croiinocr 3a OKOC, noiyueHa or Te3y M3UMCIIeHNS 33 BCEKV KOMIIOHEHT Ha OKOJIHATA CPella, IIOpasKiall
3arpyKEHOCT, ce IpyeMa 3a LieuTe Ha OLIeHKAaTa Ha pucka BbB ¢asa I

AKO ce O4aKBa BJCOKA YCTOMUMBOCT B IOYBK/CEIMMEHTM (Bpeme 3a pasrpaxmaHe Ha 90 % oT ITbpBOHAuayHaTa
KOHIIeHTpauys Ha cMecta: DTgy > 1 rommua), ce pasmiexia NOTEHUMATBT 3a aKyMyJIMpaHe.

Omnpepersit ce KOHLEHTpaLMuTe Ha 100aBKU (M1 MeTabOMTH), OKa3BalM CEPUO3HO HEONAroNpHsTHO Bb3IEHCTBIE 3a
paznu4HY TPOYUUHM HYMBA B PA3IIICKIAHNTE KOMIIOHEHTH Ha OKONHATA cpena. Te3y M3MUTBAHMS Ca IIPEIUMHO 32 OCTPU
ChCTOSIHMS M TPsiOBa Ha criemBat Hacokure Ha OVICP vy Ipyry yTBBpUEHM HACOKM. VI3CIelBaHMATA 3a CYXO3eMHATa
YacT Ha OKOJIHaTa Cpefa BKIIIOUBAT: TOKCMYHOCT IPM 3EMHM uYepBEM, TPU CYXO3eMHM PAaCTeHMs U IIOYBEHU
MUKPOOPTaHM3MII (HAIIpUMep BB3ICHCTBIE BBPXY YCBOSBAHETO HA a30Ta). V3cnenpaHMATAa Ha BOTHNS KOMIIOHEHT Ha
OKOJTHATA CPelld BKIIIOYBAT: TOKCHYHOCT IIpyt pubu, Daphnia magna, anru u opraHussM, oOUTaBa CeMMMeHT. B cryuait
HA 3aTBOPEHAa MOPCKA CPelia ce M3CIIENBAT TPY BUIA OT PAsNMYHM TAKCOHM HA OPTAHM3MM, OOMTABALM CETMMEHTHL.

VzuncrisiBarero Ha croitHoctTa Ha ITHK ce u3BbpliiBa 3a BeeKM pasriekiaH KomrnoHent. O6ukHoseHo ITHK ce usmda
OT Hall-HICKATA CTOJHOCT Ha TOKCHYHOCT, HAGTIONABAHA TPV TOPEIIOCOYCHNTE VM3IMTBAHI, pasieNieHa Ha (akTop Ha
6esomacHocT moHe 100 B 3aBMCHMOCT OT KpajfHaTa TOUKA ¥t 6pOs HA M3MOI3BAHNMTE OMNTHM BYIOBE.
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[loTeHmmansT 3a 61OAKyMyTaLIs MOXKe [a Ce OLEHM OT CTOIMHOCTTA Ha KOeQUIMeHTa Ha paslpeferieHNe N-OKTaHou/
Boma, Log Koy, CTOIHOCTH > 3 MOKa3Bat, ue BELIECTBOTO MOXe Ma MMa Oroakymymnauus. 3a a ce OLEHM PUCKBT OT
BTOPMUHO HATpaBsiHe, Ce MPeLeHsIBa i [1a Ce M3BbPLI M3CIIeBate 3a GakTop Ha Gnokonuentpamms (QBK) BbB dasa
I1B.

(aza 11 (nmo-mompoOHM €KOTOKCHKONOTIMHN M3CTIENBAHIS)

3a moGaKuTe, MpY KOUTO CJIell OLeHKaTa BbB ga3a Il He MOXe [1a Ce MBKITIOUM PUCK 32 OKOJHATA CPEMa, Ce VM3UCKBA
ToBeye MHPOPMALS 33 BB3EICTBIATA BbPXY GMOTIOIMYHMTE BUTIOBE B KOMIIOHEHTA[UTe Ha OKOJIHATA CPella, 38 KOMTO|
KOMTO Tpy u3crienBanmsita ot ¢asa [[A ce MosBSBAT OCHOBAHMS 3a 3aIPUKEHOCT. B Tak®B criyuail ca HeoOXomMMH
JOITb/IHUTE/HY MBINUTBAHMS 33 OIPCHENIsIHE HA XPOHMYHMUTE M MO-CIICLMQUUHNITE BH3NCNCTBIS BbPXY NOIXOMSLIN
MUKPOOHM, PACTUTEIIHN M XKMBOTMHCKM Buiose. Tasy IOMbIHMTEHA MHGOPMALNs OV 1ajia Bb3MOKHOCT 33 IpUIaraHe
HA MO-HUCBHK PAKTOp Ha OE30MACHOCT.

TTOIXOISILIN TOITBITHUTEIHY M3IMTBAHMS 32 EKOTOKCHYHOCT Ca OMMCAHM B Peluiia MyONMKaLmy, Hanpyumep B HACOKMTE
Ha OVICP. HeolxommM ¢ BHMMaTeNeH M300p Ha TakyBa M3IMTBAHMS, 33 [a Ce TAPAHTUPE, Ye Te Ca MOIXOLIA 33
CUTYalwsITa, TPU KOSITO J00aBKAaTa/ute M[WiM HeiiHWTE|/TeXHUTE MeTabONMTH MOIaT Jia ce OCBOOOXMIABAT M
PasIpoCTPaHAT B OKOJIHATA Cpefa. [IpelwsypaHeTo Ha oueHKata Ha Bb3eiictBuero BhpXy nousata (OKOC, ) On
MOIJIO [1a ce 6a3pa Ha M3CICMBAHMS HA XPOHMYHUTE BB3IEHCTBIS BBPXY 3eMHM UCPBEH, IOIbIHUTEITHI U3CIICIBAHMS
BbPXY [OYBEHATa MUKPO(IIOpa 1 peyiia CBbP3aHI PacTUTEIIHN BIIOBE, M3CTIENBAHMSI BbpXY Oe3rpbOHauHM, oGuTaBaim
TPeBHA PACTUTETTHOCT (BKITIOUMTEITHO HACEKOMY) VI JIMBY ITUILIA.

[Ipeny3upaHeTo Ha OLEHKATA HA BB3UE/CTBMETO BbPXY BOMM/CCIMMEHTM MOXe Ha ce Oasupa Ha M3MUTBAHUS 3a
XPOHMYHA TOKCMYHOCT BbPXY HAil-UyBCTBUTEIIHMTE BOIHN[KMBCCIIM HA IIbHOTO HA BOIHM GaceilHu OpraHu3My,
YCTAHOBEHM B OLiCHKaTa BbB (asza IIA.

V3cnenanmsita 3a OMOAKyMynalysi, akO ce HajlaraT TakuBa, CJIefBa [1d Ce IPOBEKIAT B CHOTBETCTBUE C HACOKM
OUCP 305.

PA3[IEN IV: U3CTIEOBAHMSA MO OTHOLUEHUE HA EQUKACHOCTTA HA JOBABKATA

Vi3crienBanmsITa I0Ka3BaT eQUKACHOCTTA Ha BCSKA TPEIUTIOKEHA YIOTpeOa 1 OKPUBAT IOHE eIHA OT XapaKTePUCTHKNTE,
nocoueHy B wieH 5, maparpad 3 ot Permament (EO) Ne 1831/2003 criopen kateropyure i GpyHKIVOHATHITE TPYIIN Ha
dypakuure 1n0GaBKM, ONpemeneHM B wieH 6 ¥ npuioxkennme I KbM cbumsi permameHT. OCBeH TOBa MOIOOHM
U3CIIeNBaHus TPsOBA 14 IO3BOJSBAT OLEHSBAHETO HA eQMKACHOCTTA HA 100ABKATA B CHOTBETCTBME C OOLIMTE
cerickocTonancky npaktuku B EC.

OdopmsiHeTo Ha IPUITATaHISL KCIIEPVMEHT CIIeBa [1d ¢ ChoOpa3eHo ¢ yroTpebata Ha 00ABKATA, BIIA U KATETOPUSTA Ha
KUBOTHOTO. KOTaTo ce M3IONI3BAT KMBOTHM, M3IUTBAHIATA CJIENIBA [IA Ce IIPOBEXKIAT TaKa, Ye TAXHOTO 3IpaBe I YCIOBIS
B CTONAHCTBOTO [id HAMAT HeONIarONpUATHO BB3UENCTBIE BbPXY MHTEPIPETMPAHETO HA Pe3yNTaTUTe. 3a BCEKM
EKCIICPUMEHT Ce OIICBA TOTIOKUTENHOTO 1 OTPULATEITHOTO BB3IEICTBIE — KAKTO TeXHONOTMYHO, TAKA I OMOIIOTNYHO.
TlokasBa ce M OTCBCTBMETO HA BIVSIHNE, KOETO HAapylIaBa OTIMUYMTETTHUTE OCOOCHOCTY HA XKUBOTUHCKNUTE IPOIYKTIL
VisnuTBaHMsTa CrlelIBA MAKCUMAIIHO J1a OTTOBAPSAT HA KPUTEPUUTE, YCTAHOBEHN OT IIPU3HATA, BBHIIHO OMTUPAHA CXeMa
33 NOTBbPK/IABAHE Ha KauecTBOTO. [IpIt OTCHCTBIETO Ha TAKABA CXeMa Ce OCUIYPSIBAT IOKA3ATEIICTBA, KOUTO [Ia [I0KAXKAT,
ye paborata e Ouna M3BbPLICHA OT KBAIMPUUMPAH TEPCOHAN, M3MOM3BALL OAXOMSIM CHOPBKEHNUS M 000PYIBAHE 1
OTTOBapsILL IIPell IOMMEHHO OIpelielleH PHKOBOIUTEIl Ha U3CIICIBAHETO.

TTpOTOKOITT 33 M3MMTBAHETO CIIEMIBA [Ia CE ChCTABM BHMMATEIIHO OT PHKOBOAMTENIS HA M3CTIENBAHETO 110 OTHOIICHME Ha
ofLyTe OMMCATENHI TAHHM, HapUMep M3IOJI3BAHM METOIM, ANapaTypa M MaTepyaly, TaHHM 3a BUIOBETE, IOPOIUTE 1
POMOBeTe KIMBOTHN, TEXHISI GPOIL, YCIOBILS, U KOUTO Ca GVITM OTITIEKIAHN I XPAHEHIL. 34 BCUUKI M3CTIIBAHIL, TIPY
KOMTO Ce M3IOJI3BAT XKMBOTHM, CE OMUCBAT €KCIEPUMEHTAIHUTE yCrIoBus chiacko 3.1.1.3. 3a Gbmewo nomnssaxe ce
ApXMBUPAT OKOHYATENTHN HOKIAMM, HeoOpaGoTeHM NAHHM, IUIAHOBE HA M3CTENBAHNMS M HOOpe XapaKTepu3MpPaHu I
MACHTUQUIMPAHN M3MUTBAHN BEIeCTBA.

W3cnenBanusTa ce M3rOTBAT Taka, 4ye Ha MOKaxkar e(l)I/IKaCHOC'lTa Ha Hall-HuCcKaTa TpEenoprunTeIIHa n03a OT ]106aBKaTa
Upe3 HacouBaHE KbM UYBCTBUTEITHUTE IMApaMETPV B CpaBHEHME C OTpULATENIHA M IO 2K€NaHMe C IOJIOXKUTEITHA
KOHTpOJIHa Tpyma. Te3n m3crnenmBaHmsi cremBa Ja BKIJTIOUBAT M MaKCMMaJiHaTa NPENOpPUNTENIHA 103d, KOraTo Mma
NPEIOKEHa TaKapa. Hsma NpenopbpyuaH €IMHCTBEH MOIEN Ha M3CIIEIBaHMATA, KaTO CE€ OCUTYPsBa I'bBKABOCT, KOATO
MO3BOJISIBA HAYYHO B3€MaHE Ha pEHICHME 10 OTHOLIEHME HA MBTOTBAHETO M NPOBEKMAHETO HA M3CIIEOBAHMATA.

CriemiBa ma ce OObpHE BHMMAHME I HA M3BECTHNTE U MOTCHIMATHNTE OMONOIMYHN JUIM XVMMUYHY B3AMMOLEHCTBIS
MeKIy H00aBKaTa, Apyri HOGABKI W[Wi BeTePUHAPHI MEMMLIHCKI IPOLYKTI V[N KOMIOHEHTH OT XPaHUTEIHILS
PexKIM, KOraTo TOBa MMa BPDb3Ka ¢ eMKACHOCTTA Ha BBIPOCHATA TOOABKA (HAIPUMEP CHBMECTIMOCT MeXKIy MIKPOGHA
106aBKa 1 KOKCUIMOCTATHLIL ¥ XMCTOMOHOCTATULIN VTV OPIAHNYHA KVCETIHa).
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4.2.

4.3.

4.4.

4.5.

M3cnenBanus in vitro

3a BCMYKM TEXHOJIOTMUHM U HSAKOU CEH30pHU I[O6aBKI/I, 3acAraly XapakTepuCTMKUTE Ha (])ypa)Ka, e(])]/[KaCHOCTl'a ce
JJIOKa3Ba, KaToO CE€ M3II0JI3Ba na60paTopH0 M3CIenBaxe. VacienBaHeTo ce M3roTBs Taka, 4e ma o0xBane MPEOCTaBUTEIICH
Ha60p OT Marepyany, BbpXy KOUTO LIe ce Ipuiiara ]106aBKaTa. 3a MpENrouYnTaHe € pe3ynTaTuTe 1a Ce OLIEHABAT Ype3
usnuTBanus Oes TnapaMeTpy 1 fa TO0Ka3BaT OUAKBAHNUTE IIPOMEHM C BEPOATHOCT OT P < 0,05

Vi3cnienBanmsiTa in vitro, 0cOGEHO Te3M, KOMTO CHMYJIMPAT aCIeKTH Ha TaCTPOUPEBHMS TPAKT, MOTAT [Ia Ce M3ION3BAT 3a
opyry BumoBe HOGABKM B IIONKPENd HA TOKA3BAHETO Ha edukacHocTTa. Te3y M3crelBaHysi TpsiOBa [a IIO3BONIBAT
CTaTUCTUYECKO OLEHsIBAHE.

Kparxocpoqﬂu U3CIeaBaHuA 3a ed)m(acnocr C XKMBOTHH!

M3cnenBanms 3a OVMOHAIMYHOCT MOTaT JJa Ce M3II0JI3BaT 3a NOKa3BaHE Ha CTEIICHTA, B KOSATO HOBA <])opMa VI M3TOYHUK
Ha XpaHUTETIHO BELIECTBO VIV OLBETUTENI MOXKE [1a 3aMEHM €KBMBAJICHTHA HO6aBKa, KOATO BEUY€ € 0HO6p€H3. mim
yCTaHOBEHA.

VisciienBannmsTa 3a XpaHOCMIaHe[GaaHC MOTAT [1a Ce U3IOM3BAT B NOJKPENa HA M3CICBAHILS 32 XapaKTePUCTUKITE Ha
KIUBOTHH, 33 [1d Ce OCUTYPHU [OKA3aTeNICTBO 3 HAUMHA HA elicTBie. B HsKOM ciyuan, 0COOCHO MO OTHOLICHUE HA
TOJI3UTE 32 OKOJIHATA CPEfd, eQUKACHOCTTa MOXKe f1a Gbie I0Ka3aHa Mo-100pe upes M3cienBanus 3a Ganatc, Kouto 6u
MOIJIO [1a Ca 3 MPEANOUMTaHe Mpell MPOIbIKMUTETHUTE U3CTeNBAHMS 33 epuKacHOCT. Tedn eKCIepyMeHTH CrenBa I
M3MOII3BAT OPOIT 1 BIIOBE/KATETOPUM JKMBOTHM ChOOPA3HO YCIIOBUSATA HA MpPEIUIOKEHaTa YroTpeba.

Cnopen Cirydast MoraT fa Obrar NPEIOKEHN OPYyTN KPATKOCPOUHM M3CIIEIBaHMS Ha edmxaa—locrra C XKMBOTHU U TE€
Morat fa 3aMeCTAT IbJITOCPOUHUTE M3CIIEABAHNA C 2KMBOTHHU, IPU YCJIOBME Y€ TOBA € HAITHIIHO 000CHOBAHO.

IIBIIrOCPOHM M3CTIENBAHMS 32 epUKACHOCT C KUBOTHH

VacnenBannsita TpsiOBa [a ce MPOBEXKMIAT HA IIOHE [IBE PA3MMYHI MECTA.

OdopMmsiHeTo Ha eKCIIepUMeHTa TPsIOBa 1a BKIIOUBA ONpeNesIsHe Ha MOAXOMSIIA CTATVCTIYECKA CYIA 1 PUCKOBe THIl 1 n
int 2. [IpOTOKOTBT TpsiOBa 1a GblIe OCTATHYHO UyBCTBUTENICH, 3a 1A YCTAHOBH BCUYKM BB3IEICTBIS OT HOOABKATA TPH
Haii-Hi1CKaTa npenopbumtesta gosa (puck i 1 a, P < 0,05 o6wo u P < 0,1 3a npexXMBHM KUBOTHU, BTOPOCTENCHH
BUIIOBE, TOMALIHN JIOOMMIM ¥ KMBOTHM, OT KOMTO He Ce IPOM3BEXKMIAT XPaHM) M [a MMa JOCTaThYHA CTATUCTHYECKA
CIIa, 33 J1a Ce FAPAHTMPA, Ye POTOKOIBT Ha eKCIIePUMEHTA M3ITBIIHSBA LIEITa Ha M3CTIenBaHeTo. PUcKbT T 2 3 criensa
Iia € NMO-HMCHK wint paBeH Ha 20 % o6wo 1 25 % 3a NPEKMBHU KMBOTHY, BTOPOCTETICHH BIIOBE, IOMALIHM JIOOUMLIN
¥ XUBOTHI, OT KOMTO He Ce NPOM3BEKIAT XpaHH, crieoBatenHo cuiata (1-f) ma e mo-romsma mmm pasHa Ha 80 %
(75 % 3a mpexKMBHY KMBOTHY, BTOPOCTEIIEHH! BIIOBE, HOMALIHN JIOOMMII ¥ KMBOTHY, OT KOMTO HE Ce MPOM3BEXKIAT
XpaHmu).

Tpu3HaBa ce, 4e eCTeCTBOTO Ha HAKOM JOOABKM 3aTPYMIHSIBA ONPELeIISIHETO Ha eKCIIePUMEHTAIIHUTE YCIIOBYS, TIPY KOUTO
Morat [1a ObIaT MOCTUTHATY ONTUMAIIHY pe3yiTatit. [Topamy ToBa cilefBa 1a ce OOMIUCII Bb3MOKHOCTTA 32 M3IONI3BaHe
Ha METAaHa/M3, KOrato OpOsT Ha ChIIECTBYBALIMTE VIIMUTBAHMS € MO-TOJSIM OT Tpu. ITo Tasu mpuumHa 3a BCUUKM
VBIUTBAHSL Ce MBIION3BAT €HAKBB TUI OPOpPMSIHE HA IMPOTOKOJINMTE, TaKa Ye B KpaiiHa CMeTKa [AHHWUTE [1a MOTaT 1a
ObIAT M3MUTAHM 33 XOMOTEHHOCT ¥ [1a ObIaT OOeIMHeHN (aKO M3MMTBAHMATA M3UCKBAT TOBA) 3a CTATMCTMUYECKA OLIEHKA
Ha HuBo P < 0,05.

H])OJI])]'[)KMTCI[HOCT Ha OBIITOCPOYHMITE U3CTIEIBaHMUA 3a e(])m(acnocr C XUBOTHM.

o TPUHINIT IPOIBIIKUTEITHOCTTA Ha UBIUTBAHMATA 33 e(l)]/[KaCHOCT CbOTBETCTBA Ha KeJlaHys IIEpYo Ha 3asABIIEHNETO.

V3nurBaHumsTa 3a e(l)I/IKaCHOCT Ce MpOoBEXNAT B CHOTBETCTBME CbC CETICKOCTONIAaHCKUTE IIPAKTUKY B EBpOHeIZCKMH CbIO3 N
VIMaT MUHVMaJIHA NPOOBIIKUTEITHOCT, KAKTO € II0COYEHO B IIPUIOXKEHNE .

AKo iazieHa 100aBKa ce Mpuiara 3a cretuyueH 1 Mo-KpaTbK CPOK OT MOCOYEHMS B ONPENENeHNUETo Ha KaTeropusTa
KUBOTHIL, TS Ce BBBEXIA CIOpEI IPEIIOKEHNTe YCIIOBILS 38 yroTpeGa. Bopeki ToBa mepromsT Ha HaGMIONeHMe He
CrlenBa Ia e MO-KPaTbK OT 28 [eHa 1 e HeOOXOMVMMO [Ia BKITIOUBA CHOTBETHNTE KPAJHM TOUKM (HAIIPMMEp 3a CBUIHE
MaJTKJ 32 BB3IPON3BOICTBO — OPOIT Ha POIEHNTE XKIBY IPACEHIIA, KATO Ce OTYMTA TIEPHOIBT Ha GpeMeHHOCT iyt 6poit i
TeINo Ha OTOMTHTe MPACEHIIa, KATO Ce OTYMTA MEePUONBT Ha JIAKTALIAS).

3a ipyru BUIOBE 1 KaTeropyu KMBOTHM, 33 KOUTO B puIioxeHne IV He e onpefieiena MUHUMAITHA IPOTBIIKUTENTHOCT
HA UBCTIENBAHMSATA, C€ OTYMTA [IEPVO HA BbBEXKIAHe CIOpE NMPEIOKEHNTe YCIOBIS 33 YIOTpeDa.

Vi3uckBanust 3a eQUKacHOCT 32 KaTeropuu m0o0aBKM M GYHKIMOHAIHU TPYIN

3a Benuky 70OABKM, KOMTO €A MpeIHA3HAYEHN [1a OKA3BAT Bb3HEHCTBIE BbPXY JKMBOTHM, CE M3MCKBAT M3CIIEMBAHILS in
vivo.
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3a KaTeropuute Ha 300TeXHUUECKHTE T00ABKM U KOKCUIMOCTATULIATE 1 XMCTOMOHOCTATHLIMTE eMKACHOCTTA Ce 10Ka3Ba
upe3 NOHE TPY IBITOCPOYHU M3CIIEABAHNS 33 eUKACHOCT. Bee mak 3a HSKOM 300TeXHUYECKM [00aBKM U ApYIUTE
Kateropuu 06aBKM, KOMTO OKA3BAT BB3IEHCTBIE BbPXY KMBOTHI, MOTAT 14 CE IIPYUEMAT KPATKOCPOUHM M3CTIEIBAHUS 32
epUKACHOCT, aKO ePMKACHOCTTA MOKe 1 Obe KATErOpUUHO IOKA3aHA.

3a mpyru kateropuyt H06aBKy 6e3 IPSKO BB3IEICTBIE BHPXY JKIMBOTHM Ce TPELCTABS MIOHE eIHO in Vitro M3crelBaHe 3a
eMKaCHOCT.

M3cnenBaHus OTHOCHO KaueCTBOTO Ha JKMBOTUHCKUTE NPOOYKTH, KOraTO TOBA HE € 3asBEHOTO Bb3TeNCTBIE

3a ;ma ce mokaxe, ue [00ABKATA HSIMA OTPULIATESHO BB3LCNCTBME WM [IPYTO BB3LCICTBME, KOETO HE ¢ 3asBCHO IO
OTHOILICHME Ha OPTaHONENTUYHUTE Y XPAHUTEITHUTE (XUTMEHHN U TeXHOJNIOIMYHM, aKO € MOIXOMISIIO) XapaKTepyUCTHKH
Ha XpaHWUTE, MONyueHU OT KMBOTHY, XpaHEHM C [0OaBKata (KOTATO TOBA HE € KENAHOTO BB3IEIHCTBNE), ce B3eMar
TOIXOMSLIN TIPOOHM 11O BPEMe Ha e[IHO OT M3IUTBAHMATA 3a epukacHocT. Habrronasar ce [18e rpyrmu: rpyna 6e3 BKIIIOUeHa
nobaBka 1 rpymna ¢ Haji-BUCOKAaTa MpEIoXKeHa 03 3a obaskata. [laHHWMTe CrlelBa [1a [O3BOJISIBAT CTATVCTAYECKO
otieHsiBaHe. [IPOIyCcKaHeTo Ha Te3y M3CIENBAHMSTA ClIefBa [1a Oble HAUICKHO 0GOCHOBAHO.

PA3IIEIT V: INTAH 3A MOHUTOPUHI CJIE[] ITYCKAHE HA ITA3APA

CorrtacHo uiten 7, maparpa 3, Gyksa x) or Periament (EO) Ne 1831/2003 3a Hsikou Kateropyu 106aBKyt ce pecTasst
TPEIOXKEHNe 30 MOHUTOPUHT CTIefl ICKAHeTO Ha Ma3apa C Liejl IPoCIieisBaHe M yCTaHOBSABAHE HA BCUYKM MPEKU MM
HEIIPeKH, HEIIOCPEICTBEHN, T0-KbCHM WM HENPeIBUICHN Bb3UENCTBUS, POUSTMYAILM OT yroTpedaTa Ha HoOaBKara
BbPXY 3[PaBETO Ha YOBEKA WMIIM KMBOTHUTE WIIM BBPXY OKOJHATA Cpella, B ChOTBETCTBUE C XapaKTePUCTMKMTE Ha
BBIIPOCHUTE IIPOIYKTIL.

ChIbPKAHMETO HA MOHMTOPUHIOBYS INIaH Ce M3TOTBS 38 BCEKM OT/EIIeH CITyyail 1 onpefesis Kot (Hampyumep 3asButerl,
TONI3BATENM) 1€ VM3ITBIIHSBA PAa3/IMYHUTE 3aaud, KOUTO HAJlara MOHMTOPMHIOBMST IUIAH, KOl € OTTOBOpeH Ja ce
TapaHTUPa, Ye MOHMTOPUHIOBYUSAT IUIAH € M3TOTBEH alieKBATHO M Ce V3ITBIIHSBA [IPABUITHO 1 00e3leyaBa HaJMUMETO Ha
HauMHY 33 KOHCYITMPAHE C KOMIIETGHTHWUTE KOHTPOJIHJM OPIaHM OTHOCHO BCSKA HOBA MH(OPMAus, CBbp3aHa C
GesomacHocTra npy ynorpebara Ha noGaskara. Kommcmsra m OpraHbT ce yBeHOMsIBAT 3a BCHYKM HAONIONaBaHM
HeOIaronpusITHY BB3IE/CTBIS, O3 a ce Hapyllasar pasnopenoute 3a KOHTPOI, MOCOYEHNM B wieH 12 ot PeriameHT
(EO) Ne 1831/2003.

B ciyuan, KOrato akTMBHOTO BELIECTBO € M NPU3HAT aHTMOMOTMK UM Ipu yrotpebata My Ce IposiBsiBa MOmGOp Ha
Pe3VCTeHTHN GAKTepUATHM LIAMOBE Ha HMBOTO Ha yrnorpeGata My BbB ypaXu, KaTO YacT OT MOHMTOPUHIA CIIN
[lyCKAHETO Ha Iasapa ce MpeANpyeMaT IOJeBU M3CIeNBaHus 3a HaOmonaBaHe 3a GAKTepUATIHA PE3NCTEHTHOCT KbM
nobaBKara.

32 KOKCHAMOCTATUIIM U XMCTOMOHOCTATHIII Ce IpelIpreMa IOTeBO HAGIIONEHMe 33 PE3VCTEHTHOCT CHOTBETHO KbM
Eimeria spp. u Histomonas meleagridis, 3a npennountase 1o BpeMe Ha IOCIEIHATA YaCT HA NIEPHOA HA paspelliaBaHe.
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TIPMJTOKEHME 111

CIELIMPUYHA UBUCKBAHUS, HA KOUTO JA OTTOBAPSI JOCUETO, IIOCOYEHO B YJIEH 3 [0 OTHOLIEHUE
HA HAKOU KATETOPUY TOBABKM U HAKOU CIELIMQMYHU CUTYALIMA, KAKTO E MPEABUAEHO B WIEH 7,
TAPATPAQ 5 OT PEITIAMEHT (EO) Ne 1831/2003

Pernament (EO) Ne 1831/2003 TpeABVIKIIA IOMBIHUTEIHA TIOMOLL 33 M3TOTBSHETO HA JIOCMETaTa, KOraTo e HeoOXOMMMO, 3a BCSIKA
KaTeropusi 0GABKM M 3 JIPYTM KOHKPETHY LM CBIIACHO uiteH 7, maparpad 5 ot Permament (EO) Ne 1831/2003.

Cnucer Ha cneu,uzj)uunume U3UCR6AHUS 34 U320M6dHe HA docuema 3a:

1)  Texuonormuuu g06aBKy

2)  CensopHu 100aBKM

3)  XpauuternHu 106aBKH

4)  300TeXHMYECKN TOOABKM

5)  Kokcummoctatuim u XMCTOMOHOCTATHIIN

6)  Excrpamornauus oT OCHOBHU BbPXY BTOPOCTENIEHHM BUIOBE

7)  IoMawHy moOuMLM 1 IPyT¥ XKUBOTHM, KOUTO HE Ce M3ION3BAT 3a IPOM3BONCTBO HA XpaHU
8)  IloGaBKy, KOMTO Beue Ca paspelicHyt 3a M3IONI3BAHE B XPAHUTETHY TPOLYKTH

9)  U3MeHeHMs HA pa3pelUTesTHN

10) TlonHoBsBaHE HA Pa3peILNTETHN

11) [loropHO oueHsBaHe Ha HKOM HOOABKM, KOMTO Beue ca paspemmieHyt cbrmacHo [upektusa 70[524[ENO.

Bcnukn 3asBrieHns morar ma 6'[)]1&T TI0[IaBaHM, KATO C€ CIa3paT MOBEYE OT €IHO OT I/I36pOeHI/[T€ no-rope CHCL{I/Iq)I/[‘{HI/l MBUCKBAHMS.

O6uu ycrosus

3a IIPOITyCKAHEeTO Ha [aHHM, M3UCKBAHM CIOPEN HACTOSIIATE PA3[eNH, ce IPENCTABAT ONPaBIATeIHN IPUYMHU.

1. TEXHOJIOTIYHU TOBABKU
1.1. Pazpen I: pestoMe Ha mocueto

[punara ce uenmar paspen I or npwioxenne II.

1.2. Pazpen II: upeHTHUHOCT, XapaKTepu3MpaHe M yCIIOBMsI 32 yNoTpeGa Ha 100aBKATa; METOM 32 AHAIM3

Pazpien 11 or npunoxenue II ce npuara, KakTo cefsa:

—  3a M00ABKM, KOMTO He Ca CBHP3AHN C ONpefIerieH MPUTERATEN Ha Pa3PelMTeNHOTO, e mpyiaraT maparpagu 2.1.2,
2.1.3,2.1.4,214.2,22,23.1,23.2,24.1, 242, 244, 2.5, 2.6;

—  3a [pyru J06aBKY, CBbP3aHM C OIpeNeNeH TPUTEKATeNl Ha PaspellnTelIHOTO, ce Ipurtara uenust pasgen II.
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1.3.

1.3.1.1.

1.3.1.2.

1.3.2.1.

Pazpen III: u3crenBaHus MO OTHOLIEHME Ha 0e30MACHOCTTA Ha T0GaBKaTa

[ompasmemm 3.1, 3.2 u 3.4 or npunoxenne Il He ce mpuarar 3a no0aBKM 3a CMJTaK, KOTaTO MOXKe J1a ce JIOKaxXe, 4e:

— B OKOHYaTeNHMsi Qypax He OCTABAT OTKPMBAEMM KOJIMYECTBA OT AKTUBHOTO[MTE BELIECTBO[d WM CHOTBETHHTE
MeTaboIMTI WK AKTMBHMSI[TE AreHT/u, Win

—  aKTMBHOTO[WTE BELICCTBO[a M Ar€HT[V Ce CPELIaT KaTO HOPMAJIHV CHCTABHM BEIIECTBA B CMIIaXa M yrorpedara Ha
100aBKATa He YBeIMYaBa ChLIECTBCHO TAXHATA KOHLCHTPALMs B CPABHEHNE ChC CUIIAXK, IIPUTOTBEH 0€3 M3IOI3BAHE
Ha 06aBKaTa (T.e. KOraTO HsIMA ChLIECTBCHA [IPOMSIHA B M3/IATaHETO Ha BB3eCTBIE).

B npyrure cydan ce npuiara uenuar pasgenn 3 or npuioxenue II

W3cnedsanua no omuouienue Ha GesonacHocmma Ha ynompe6ama Ha dobasrama 3a uenesume SRUSBOMHU

3a kceHoOnotuny () BewecTa: mpyiara ce uenusT nompasgen 3.1. or npunoxenne I1.

M3cnenBaHns 3a MOHOCUMOCT 3a LieJieBUTE BUIOBE

3a 06aBKM 3a CUIAX:

—  IPOMYKTBT e HOOABSI KbM OCHOBHISI XPAHUTENICH PEXIUM I Pe3yNTaTHTe Ce CPABHSBAT C OTPHIATEIHA KOHTPOITHA
Ipyma CbC ChUIMA XpaHuTesleH pexkuM. OCHOBHUAT XpaHUTeNIEH PeXUM MOXKe 13 ChIIbPKA eIMHCTBEH M3TOYHMK Ha
CITAX, IPUIOTBeH 6e3 M3IIoN3BaHe Ha T00aBKa.

i 103aTa, M36paHa 3a M3CJeIBaHMATa 3a ITOHOCUMMOCT, € MHOTOKPATHO 3aBMIIEHATa KOHLIEHTpALV, NPUCHCTBALLA B
CHTaKUpaHns MaTepual B I€puojia Ha HOpMaliHa yHOTpe6a, KOrato T4 MOXe Ja 6'])116 OKOHYATEIIHO YCTaHOBEHA.
Otmenst ce crenyanHo BHUMaHUE Ha TpOOyKTH, ChIbpXKalln KM3HECIIOCOOHM MUKPOOpraHu3Mi, ¥ Ha TAXHATa
CrocoOHOCT 3a OLICTIABAHE U pa3MHOZKABaHE 110 BpEME Ha CUJIaKMpaHe.

[lo mpyHIINAIT M3CTENBAHMSTA 32 IOHOCUMOCT MOIAT a GBIAT OTPAHNMYEHI JO MPEKMBEH BUI, OOMKHOBEHO MIICKOIAJHI
Kpapy. VscremBanus, BKITIOUBAILY IPYTM BULOBE, CE M3UCKBAT CaMO KOTaToO €CTeCTBOTO HA CMJIAXMPaHMs Matepuail ro
TpaByt TO-TOIXOMSILI 3a YIOTpeba NP BUIOBE, KOUTO He Ca NMPEXUBHIL

Hpyru Bemectsa:

3a IPYTUTE BEILECTBA, 34 KOUTO € 3asBCHO pa3pelllaBaHe KaToO TEXHOJIOTMYHM ]1063BKM, BCE€ OLLE HEPA3PELIEHN 3a yn0Tpe6a
BbB (])ypa)KM, C€ MOKa3Ba OTCHCTBMETO Ha Bpera 3a KMUBOTHUTE IIPU Hal-BUCOKOTO TPENJIOKEHO HUBO. Tosa nokassane
MOXKe 1a 61:]16 CBEICHO 10 €[IMH EKCIICPUMEHT BbpPXY €IOMH OT Haﬁ-‘{yBCTBMTe]'[H]/[Te LeneBn BUAOBE UM BbPXY COMH BUI
OINTHU 2KUBOTHU.

MukpoGHH M3CIIeIBaHMs

[punara ce uemnar nogpasgen 3.1.2 or npunoxenne II.

Uscnedeanug no omHowenue Ha Oe30nacHocmma Ha ynompebama na 0o6asrama 3a nompebumenume

Uscnensanms 3a MeTabOINTI ¥ OCTaThUHM BELIECTBA

N3cnenBanms 3a MeTabONTI U OCTATHUHI BELIECTBA HE C€ M3MCKBAT, aKO:

1)  BemIeCTBOTO JUIM HETOBUTE MeTabONUTH He TPUCHCTBAT BbB Pypaxa IO Bpeme Ha XpaHeHe i

2)  MoXe [Ia ce IOKAXe, Ue HEIPOMEHEHOTO eKCKPETUPAHO BELIECTBO MM HEroBMTe MeTabONMTH Ha IPAaKTHKA He ce
abcopbupar,

(1) KceHOOMOTHUK € XUMUYHO BEIIECTBO, KOETO HE € €CTECTBEH CbhCTABEH €JIEMEHT OT OpraHM3Ma, M3JI0KEH Ha HErOBOTO Bh3eiicteue. To Moxe f1a
BKJIIOYBA J BEILECTBA, KOUTO MPUCHCTBAT B MHOTO IMO-BMCOKA KOHLIEHTPALA OT obuyaitHara.
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1.3.2.2.

1.3.2.3.

1.4.

3)  BewiectBOTO ce abcopOupa mox popmara Ha GUBMOIOTMUYHM CMeCH, VK

4)  aKTUBHMST/WTe KOMIIOHEHT/ Ha 00ABKATA C& CBCTOM/ST CAMO OT MUKPOOPIAHNM3MI VM EH3MMM.

ViacremBanyist 3a MeTabOMUTI CBIIO HE Ce MBNCKBAT, AKO BEIIECTBOTO eCTECTBEHO NMPUCHCTBA B 3HAUMTENHI KOMMUECTBA B
XpaHy Wint Gypaskyt WM AKO BELIECTBOTO ¢ 00MUaeH ChCTABEH €NIEMEHT Ha TeNleCHNTe TeYHOCTI I ThKaHu. Bee mak B Tesn
CJTy4an MMa M3VCKBAHe 38 M3CIENBAHIL 33 OCTATHYHN BELICCTBA, KOMTO MOTAT [a ObIAT CBEeHN O CPaBHSIBAHE HA HUBATA
B THKAHII[TIPOIYKTH B HETPETMPAHA IPYIa M B IPYIaTa, B KOATO ¢ JOOABEHA HAll-BUCOKATA MPEIIOPBUMTENHA 034,

M3cnenBanns 3a TOKCUUHOCT

M3cnenBaHmst 3a TOKCMYHOCT He Ce M3MCKBAT, aKO:

1) BEIIECTBOTO MJIM HETOBUTE MeTabonuTI He NPUCHCTBAT BbB (])ypa)Ka 110 BpEME Ha XpaHEHE M

2)  BewecTBoTO ce abcopGupa mox popMara Ha GuamonoruyHa/u cmec/u, uim

3) MPOLYKTBT C€ CHCTOM OT MUKPOOPraHM3MM, KOUTO 00nyaiHo ce Cpeuiat B CIazkKnpany MaTepuaim min KOMTo eue
Ce UBIIOJI3BAT B XpaHU, UM

4)  IpOLYKTHT Ce CHCTOM OT EH3UMU C BIMCOKA CTENleH Ha YNMCTOT4, [BJIKAIIA C6 HAa MUKPOOPIAHM3MU C MCTOPUSI Ha
IOKyMeHTHpaHa Ge30macHa yrorpeoa.

3a MMKPOOPIaHM3MU M €H3MMM, KOUTO HE C€ M3KIIIOYBAT IIO-TOpE, €€ M3UCKBAT M3CJIEOBAHMA 3a I€HOTOKCMYHOCT
(BKJ’[}O‘[I/ITCJ'IHO MyTal'eHHOCT) " U3CJICIBAHE 3a Cy6XpOHI/l‘{Ha OpajlHa TOKCMYHOCT. WM3crenBaHms 3a TeHOTKCUYHOCT He ce
TPOBEKIAT MPU HAJIMUMETO Ha KMBU KIIETKU.

3a KCeHOOMOTMYHM BELIeCTBA, KOMTO He Ca M3KIIIOUeHN M0-Tope, Ce IpIiara LesusiT nofpasyen 3.2.2 ot npuoxenne I1.

3a JIpyru BELECTBA CE€ Bb3IPUEMa IOOXOI, € pa3rileKIaHe Ha BCEKU OTHEIICH CHyl{aﬁ, KaTo Ce OTYMTA HMBOTO M HAUYMHBT 34
M3TIaraHe Ha Bh3IENCTBIE.

Ouerka Ha 6e30IACHOCTTa Ha TOTpebuTenTe

3a 100aBKM, KOMTO Ca 3asIBEHM 3 KMBOTHM, M3IIOJI3BAHM 32 IIPOM3BONCTBO HA XPAHM, Ce MPIIIAra LeNusT monpasmen 3.2.3
ot npumnoxenue L.

W3cnedsanus no omuoutenue Ha Oe3onacHocmma Ha ynompebama Ha 000asrama 3a noa3gamenu/padomuuyu

[Tpurara ce uenust nompasgen 3.3 ot npunoxenye 11 [T06aBKM, ChIbPXKAIIM €H3UMI M MUKPOOPIAHM3MH, CE CUMTAT 33
PeCIIMpaTOPHI CEHCUOIIV3ATOPHL, OCBEH aKO He Ce MPEICTaBH yOSIMTENHO T0KA3ATeIICTBO 33 IPOTUBHOTO.

Uscnedsanus no omuoulerue Ha 0e30nacHocmma Ha ynompebama Ha 000a6rRaMaA 3a 0ROAHAMA CPeda

TMpusara ce uenmsiT nogpasien 3.4 or npwioxkenne I1. 3a 1o6aBky 3a cuax ce pasrylekia Bb3IEACTBUETO OT 100aBKaTa
BbPXY MPOM3BOICTBOTO HA OTIAIHM BOMM OT XPaHWIMILIA WM CUIIO3M IO BpeMe Ha CUilaxupaHe.

Pazpen IV: u3cienBanus no orHoureHne Ha eMKaCHOCTTa Ha oGaBKaTa

TexHoornyHMTe T00ABKY €A MpeIHA3HAUCHN 1 MOJOOPSBAT MM 1A CTAOMIM3UPAT XapaKTePUCTUKUTE Ha Qypaxa, HO
KATO LAT0 HAMAT NPSKO OMOTIOIMYHO BB3ICNCTBME BbPXy KUBOTHOBBIHOTO IIPOM3BOLCTBO. |OKA3aTeNCTBO 3a
eQuKacHOCTTa Ha 10GaBKata CleliBa [1a Ce OCUTYPU upe3 MONXOMSLIM KPUTEPUM, OTPA3eHNM B IIPUBHATH IPUEMIIMBY
METO[IM, CITIACHO IUIAHMPAHUTe NPAKTUUeCKN YCIOBUS 38 yroTpeGa B CPaBHEHNe C MOIXOMSIL KOHTPOIUPaH (ypax.



22.5.2008 1. Oduumanen BecTHUK Ha EBpomelickust Chro3

L 133[41

EduracHocTTa ce OLEHsBA upe3 M3CIEMBAHMS in Vitro, ¢ M3KITIOYeHME HA BEIIECTBATA, MOMIEXALII HA KOHTPON HA
PAmION3OTONHO 3aMbpCsBaHe. B crenmHaTa Tabmiia ca MOCOYEHM IONXOMSIUIITE KPANHM TOUKM 33 PasuMdHMTE

QyHKUMOHATHY TPy

Kpaiinu mougru 34 pasiuunu mexxonozuunu 006asru

Oyrxunonanna rpyma

Kpaiixi TOUKM 3a MOKa3BaHe Ha eQMKACHOCT

a)  KoHcepBaHtu

TToTycKaHe Ha pacTexka Ha MUKPOOM, 0COOEHO Ha OMOTUYHM U IIPUUNMHSBALL
pasparsine oprausmu. [loKaspa ce NepyomTbT, 3a KOMTO ce TBBPMM, Ye IIe 1Ma
KOHCEPBMPALL eeKT.

0)  AHTMOKCHIAHTU

3awmra cpelly OKCUIAHTHO BIIOLIABAHE HA KITIOYOBM XPAHUTEITHU BELIECTBa/
KOMIIOHEHTH TI0 BpeMe Ha 00pa0oTKa WM ChXxpaHeHue Ha gypaxa. [lokassa
ce TIePUOITBT, 33 KOMTO Ce TBBPMM, e 1Ie MMa 3aIIUTeH edeKT.

B)  Emynratopu

OdopMsiHe[TOmIbP:KaHe Ha CTAOMITHI EMYJICHM Ha MHAYe HETIOIABALIM Ce Ha
CMecBaHe MITH HeloOpe cMecBaly ce ypaxHM ChCTABKH.

1) Crabummsaropu

TomrbpzkaHe Ha QUBMKOXMMUYHOTO ChCTOSIHME HA ypaxure.

n)  Crbctutenn

Buckosuter Ha ypakHUTE CYPOBMHNM WM Ha (ypaxKute.

¢)  Kemmpaum Bemrectsa

OO6pasyBaHe Ha ref, KOETO BOIN O MPOMSIHA HA CTPYKTypaTa Ha dypaxa.

k)  CBbp3Baim BelecTBa

TpaiiHOCT Ha IpaHyIIUTe WM XapaKTePUCTUKM HA OPOPMEHUTE TPAHYIIL.

3)  Bemectsa 3a KOHTPOI Ha
PamMon30TONN

TIoKa3aTencTBO 3a HAMANICHO 3aMbpCSBAHE HA XPaHU OT KMBOTMHCKU
TIPOU3XOLL.

I/I) HpOTI/lBOCHeHBaHII/[ BEIIIECTBA

CriocobHocT 3a nBikeHne. [lokasea ce MEPUOMIBT, 33 KOITO ce TBBPIM, e Liie
¥IMa TIPOTUBOCTICNBALLL eeKT.

=
=

Perynaropu Ha KicenmHHOCTTa

pH n/unn GydepHa criocobHOCT BBB PypaKi.

K)  JloGaBku 3a cuiax

—  nopmoGpeHoO MPOM3BOICTBO Ha CUITAX,

—  [OTUCKaHEe Ha HEXeNATeNIH! MUKPOOPTaHM3MIA,
—  HamaifBaHe Ha OTIATHUTE BOIM,

—  nonoGpena aepoGHa cTabUITHOCT.

n)  JeHaTypupamm BelecTsa

TpaitHo upeHTMUIIMPaHE HA PYPasKHU CYPOBMHIL

Hob6aBku 3a cumax

[lpaBsr ce OTHENHM M3MMTBAHMS, 33 A Ce [OKAXe 3ajBEHOTO BB3IE/CTBME BbPXy MNpolleca Ha cuaxupase (%).
Vl3nuTBaHMATA Ce MPOBEXIAT C €OMH IpPUMEp OT BCSKA OT CIICHHMTE KAaTeropuy (KOraTo ce BKIIIOYBAT BCUUKY WM

HeompeyienieHn Gypax):

—  Qypaxu, KOMTO Ce CIIAXMPAT JeCHO: >3 % pasTBOPMMI BBITIEXMIPATY B IPECCH MaTepual (HampiMep LsUTa
I1apeBMIIA, Paiirpac, OBCHTA MM Kallla OT 3aXapHO IBEKIIO);

—  ypaxu, KOMTO Ce CUITAXMPAT yMepeHO TpynHO: 1,5—3,0 % pasTBOpuMMM BBIEXMAPAT B NPECCH MATepual
(HampyMep NMBAIIHA TPeBa, BIACATKa WM CyIIEHA JIIOLEPHa);

—  ypaxu, KOUTO ce CUITAKMPAT TPYIHO: < 1,5 % pasTBOPMMI BBITIEXMIPATI B IIPECEH MaTepuall (Halpyumep Tpesa Ot
OBOLIHM TpajMHy Wi 6060BY pacTeHusi).

Koraro 3astBrieHsTa ca OrpaHMueH) DO MOIKATeropuyt ¢ypax, OMMCAHM MOCPENCTBOM Cyxo Bewectso (CB), ce mocousa
SICHO KAKBO Ce BKITIOUBA B 00XBaTa Ha ,CyX0 BewecTBo”. el TOBA ce MPABSIT TPY M3INTBAHYI C MATEPHAT OT PaMKNTE Ha
TO311 00XBAT, KATO MPY BH3MOXKHOCT Ce M3MOI3BAT IIPMMEPY OT PasyideH OOTAHIUEH MPOU3XOIL.

3a pasyuHuTe Gypaxy ce M3MCKBAT CHELMQUUHN M3IUTBAHMS.

(*)  3a uemiTe Ha HACTOSILS PEITIAMEHT ,JIPOLIEC HA CUNIAKMPAHE” O3HAYABA MPOLLEC, IPU KOJTO €CTECTBEHOTO PA3BAJISIHE HA OPraHMYHM BELIECTBA CE
KOHTPOJMPA TOCPEICTBOM MOIKMUC/ISBAHE IPY AHACPOOHM YCIOBMSI B PE3YNITAT HA €CTeCTBEHA QepMeHTalMs /Wi BKIIOYBAHE Ha 100aBKM 3a

Cmiiax.
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[TpOIBIKUTETTHOCTT HA M3CTIEHBAHETO OOMKHOBEHO € 90 IHM Wiy [oBede IpH MOCTOSIHHA TeMIIepaTypa (IPeMopbUNTeITHI
rpannim 15—25 °C). V3nomn3BaHeTo Ha MO-KpaThK MepHOL criensa Gbie 000CHOBAHO.

[lo mpaBuno criefBa 1a ce OCUTYpAT M3MEPBAHMA Ha CIIEIHNTE NapaMeTPy B CPABHEHME C OTPULATENHNS KOHTPOIL:

—  CyXO BEIIECTBO I M3YNCTICHM 3aryOM Ha CyXO BELIECTBO (C KOPEKILUIS 3 NETIMBY BELICCTBa),

—  HamajeHme Ha pH,

—  KOHLEHTPALUISI Ha JIETIVMBU MACTHI KVCENMEM (HAIPYUMep OLETHH, GYTapaTHI M TPOIMOHOBY KUCEIMHM) U MIIeYHA
KMCEIIMHA,

—  KOHIIEHTpAlys Ha alKOXOJM (€TaHON),

—  KOHUeHTpauus Ha amoHsik (g/kg or obwwmst azor) u

—  CBIbPXAaHUE Ha BONOPA3TBOPMMI BBITIEXUIPATIL.

OcBeH TOBA CIOPEN HeOOXOMMMOCTTA Ce BKITIOUBAT IPYIH MMKPOOMOTIOIMYHM 1 XMMVYHI IIAPAMETPH 3a IPMBEKIAHE Ha
JIOKA3aTesiCTBA 33 KOHKPETHOTO JNCKaHe (Hampyumep KOMMYECTBO APOXMM, ACHMIIMPAIIM JIAKTATH, KOMMYECTBO
KITOCTPUINSI, KOJIMYECTBO JIUCTEpUs M OMOTEHHNM aMiHM).

ThPCEHNST eeKT 33 HamaylsBaHe Ha OTIANHNTE BOIM Ce NPELEHsBA CIPSAMO o6ust 00eM Ha IONyYeHNTe OTIAIHN BOAN
Ipe3 Le/us TIepUOIl Ha EKCIEPUMEHTA, KATO Ce OTYUTA BEPOSTHOTO Bb3IE/CTBUE BHPXY OKOJHATA Cpela (Hampumep
€KOTOKCHUHOCT Ha OTIA[IHUTe BOIM WM OMOIIOrMYHA IOTPeBHOCT OT Kuciopon). HaMarsBaHeTo Ha IIPOM3BOICTBOTO Ha
OTNAHM BOIM e JI0Ka3Ba Mpsiko. KaraumrersT Ha cuiiosa cliesa [a e NOCTATbYEH, 33 J1a MOTAT OTIAHMTE BOIM Ia ce
0cBOGOXKIABAT IPY NPUIIATaHe Ha Hajlsirase. [IPOIBIKMTENIHOCTTA Ha M3CIIelBaHeTo o0uKkHOBeHO ¢ 50 mHM. AKO ce
M3IOI3BA PasIMYEH NEPUO, ¢ HeoOXomMa 000CHOBKA.

[NogoOperata aepoGHa CTAaOMIHOCT Ce OKa3Ba 4pe3 CpaBHEHME C OTPUUATENIHA KOHTPONHA rpyma. Viscrmemsanmsta 3a
CTaOMITHOCT NPOIBIIKABAT TIOHE CEfieM [IHI CIIEf M3NAraHeTo Ha Bb3IyX 1 Jo0aBKata TpsiOBa 1a OKaxke CTabMITHOCT TOHE ¢
IBA [HM TO-IIBIITA OT Ta3M, MOKA3aHa Mpy KOHTpol Ge3 Tpetnpase. [Ipenopbusa ce eKCIEPUMEHTHT A ce NPOBEIe Mpy
TeMIiepatypa Ha 3ao0uKassiara cpena or 20 °C, KaTo nokausaxe Ha Temneparypara ¢ 3 °C uim noBeye Haj GasucHara ce
BB3MPYEMa KaTo MOKA3ATeN 33 HeCTAOMITHOCT. VI3MepBaHusITa Ha TeMIepaTypaTa MOTaT 1a ObIaT 3aMEHeHN C M3MepBaHe Ha
npoussonctoto Ha CO,.

Pa3nen V: mnau 3a MOHUTOPUHT CJ1e[l IMYCKaHETO Ha na3apa

HacrosimusT pasmen ce mpurara ChInacHo pasnopenbute Ha wieH 7, maparpad 3, Oyksa ) ot Permament (EO) Ne 1831/
2003, T IIaH 32 MOHMTOPMHI CIe[l MYCKAHETO Ha Iasapa ce M3MCKBA CaMO 3a [00aBKM, KOWTO Ca TEHETVHYHO
MOAM(UIIMPAHY OPTaHM3MI MITM Ca TIPOM3BEIEHM OT TCHETMYHO MOIMQULMPAHI OPTaHM3MIL

CEH30PHU TOBABKU
Ouperurenu
Pasden I: pesiome na docuemo

[Tpunara ce uenmar paspen I or npuoxenne II.

Pasden II: udenmuunocm, Xaparmepusupane u ycaoeus 3a ynompeba Ha 0o6agrama; memoou 3a aHau3

Pazpien 11 or npunoxenne II ce npunara, KakTo crefsa:

—  3a 106aBKy, KOMTO He Ca CBHP3AHI C ONpeNerieH MPUTERATEN Ha Pa3pelUTelIHOTO, ce Mpyuiarar maparpadu 2.1.2,
2.1.3,21.4,21.42,22,23.1,232,241, 242,244,125, 2.6;

—  3a [pyru D0OABKY, CBbP3aHM C OIpeNeNeH TPUTEKATeNl Ha PaspellnTelIHOTO, ce Mpurtara uenyst pasgen II.
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2.2

2.2.1.

2.2.2.

Pasden III: uscredsanus no omHowerue Ha Ge3onacHocmma Ha ynompebama Ha 0006asrama

TMonpasnen 3.3 or mpunoxkenue 11 ce mpuara w30 ca Besika 100aBKa.

1)

3a BemiecTBa, KOMTO, KOTAaTO CE M3MON3BAT 3a XpaHEHe Ha XMBOTHM, MPWIABAT IBST HAa XPaHM OT KMBOTUMHCKM
npomsxorn, u3uso ce npuara pasgen IlI, nonpasnenm 3.1, 3.2 n 3.4 or npunoxenve 1L

3a BeuwiecTsa, KOMTO NPUIABAT WIM Bb3CTAHOBSBAT LBeTa HA ypaxy, ce MPOBEXKIAT M3CIENBAHMS, 3acATally
paznen 111, monpasgen 3.1, BbpXy KMBOTHM, KOUTO IOJly4YaBar 100aBKaTa B MPENOPhUMTENIHATA [103. [JOKa3aTeNCTBO
MOKe []a Ce€ OCUTYPU 1 Upe3 [030BaBaHe Ha ChUIECTBYBalla HayuHa uTepatypa. [lpunara ce pasnen IlI, mompasmenn
3.2 u 3.4 or npunoxenue 1L

3a BelwecTsa, KOUTO BIVSST ONMATONPISTHO BbPXY OLBETSABAHETO HA HEKOPATMBHM PUOV JUTV IITHIM, CE VI3UCKBAT
macnensanus, 3acsramm paspen 111, nogpasmen 3.1 or npunoxenue II, kouto a ce M3BBPLIBAT BHPXY KMBOTHM,
IOITy4aBay 10OABKATA B MPEMOPHUMTENHATA [033. [I0KA3ATENICTBO MOXe [a Ce OCHIYPH I Upe3 MO30BABAHE HA
ChLUECTBYBALlIA HAy4Ha JTeparypa. [lompasmer 3.2 u 3.4 obaue He ce M3UCKBAT.

Pasden IV: uscredeanus no omuouierue Ha eduracHocmma wa 0obasrama

[Ipunara ce nenmuar paspen IV or npunoxenne 1.

a)

3a BelecTa, KOUTO Ce M3MOJI3BAT 3a XpaHEHE Ha KVBOTHM, NPUIABAT UBAT Ha XpaHU OT KMBOTMHCKM ITPOV3XOM:

IIPOMEHUTE B OLBETSABAHETO HA NPOIYKTH, IONYYEHM OT IKMBOTHM, KOMTO IONyyasar poGaBkara Ipu
IIpeNOpBUMTENIHATE YCIOBUS 33 YIOTpeDa, ce M3MepBAT, KATo ce M3NON3BA [OIXOMSIIATA METOHONOrNs. Jl0Ka3sa
ce, ue ymorpeGata Ha [OGABKATa He Biysie HEONATONPUATHO BBPXY CTAOWIHOCTTA Ha IPOOYKTAa WU
OpTAHONENTUYHNTE W XPAHVUTEIHNUTE KauecTBa Ha XpaHara. [10 NMPUMHLMII aKO BB3MEHCTBIATA OT OMPENeNeHO
BELIECTBO BbPXy ChCTABA/XaPAKTEPUCTUKUTEC HA KUBOTMHCKM IPOLYKTH Ca HOGpe HOKYMEHTUPAHM, Mpyru
VM3CIIEABAHNS (HATIPUMEp V3CIIEHBAHMS 3d OMOHATIMUHOCT) MOTAT [a OCUIYPAT HOCTATBUHM [IOKA3ATEIICTBA 34
eMKaCHOCT.

3a BEIIIECTBA, KOUTO NpUOABAT LUBAT VIV Bb3CTAHOBSABAT LIBETA Ha (1)ypa)KVITCZ

JI0KA3aTeNCTBa 3a eQMKACHOCT Ce OCUIYpSIBAT upe3 MOIXOMLALM J1abOpaTOPHM M3CIICIBAHMSA, KOUTO IOKA3BaT
ITAHNPAHNUTE YCIOBIS 33 YIOTpeOa B CPABHEHME C KOHTPOIMPAHNUTe (ypaKiL.

3a BewlecTBa, KOUTO BIMSIST 6H3FOHPI/IHTHO BbpXY OUBETSBAHETO Ha [IEKOPATUBHI p]/l6]/[ M IITULM:

M3CIICIBAHIS, KOUTO [I0KA3BaT Bb3HCHCTBUETO[SITA, C MPOBEXKIAT BbPXY XKMBOTHMU, KOUTO MOJIy4aBaT 100aBKaTa Ha
TIPENIOPHUMTENIHUTE HMBA Ha yrioTpeba. [IpoMeHNTe B OLBETSBAHETO CE M3MEpBAT, KATO Ce M3ION3BA NOAXOISIIATA
Metogonorust. [10Ka3aTencTsa 3a e(MKACHOCTTA MOTaT [a ObIAaT OCUIYpEHM M upe3 HPYTM eKCIePUMEHTAIHM
M3CIIeNBAHMS (HApuMep GMOHATIMYHOCT) MM Ype3 T030BaBaHe HA HAayuHa JIMTEpaTypa.

Pasden V: naan 3a /MOHUMOpUHZ cned nycrasemo Ha nasapa

HacrostumsT pasen ce mpuiara ChINIaCHO pasnopeéute Ha wieH 7, naparpad 3, 6yksa x) or Pernament (EO) Ne 1831/
2003, T IIAH 32 MOHMTOPMHI CJIe[l NYCKAHETO HA I1a3apa Ce M3MCKBA CaMO 3a 100ABKM, KOWTO Ca TEHETUYHO
MOAMQUIMPAHY OPTaHM3MI MIIM €A TIPOM3BETEHN OT TeHeTUYHO MOLUGMIMPAHN OPraHM3MIU.

ApoMatu3upany BeLIecTsa

Pasden I: pestome Ha docuemo

[punara ce nenuar paspen I or npunoxenue L.

Pasden II: udenmuunocm, xaparmepusupare u ycaosus 3a ynompeba Ha 0o6asrama; memoou 34 aHau

[lo mpuHuMI B Cyuas ¢ rpynara ,ecTecTBeHM IIPOIYKTI LM PACTeHNs, KMBOTHM M APYTM OPTaHM3MU U YacTh OT Te3n
IPOLYKTI MIM MPOIYKTY OT TSX, MONYUeH Ype3 VM3KIIOUMTENHO OrpaHiueHa 0OpaboTKa KaTo HATPOIIABAHE, CMIUTAHE
VI CyLleHe (HAIpYMMep MHOTO GWIKM ¥ IOMIPABKM), He Ce CYMTAT 3a MONMAJally B HACTOSIATA QYHKIMOHAIHA IPyIa
apOMATH3MPALIN BEWIECTBA OT KATEIOPMSTA CeH30PHU 10OABKML.



L 133/44

O¢uumarneH BecTHMK Ha EBpomeiickust chio3

22.5.2008 1.

3a 1enmuTe Ha OlICHSBAHETO Ha 3asBIICHMS 3a Te3n NPOIOYKTN apOMATU3AHTUTE CE Knacm]mumpaT, KaKTO CJiefBa:

1. Ecrectsenu mpomykTu:

1.1. EcrectBeHu mpOIyKTH — GOTAHMYECKU ONpPELeNeHI.

1.2, EcTecTBeHM IIPOIYKTY, KOMTO HAMAT PacTUTEsIeH HPOU3XOM.

2. EcrectBeHu mim ChOTBETCTBAIIM CUHTETUYHU XMMUYHO OINpeNeNIeHN apoMaTU3NpallM BEILECTBA.

3. Mskycrsenu BerecTsa.

TTocouBa ce CHOTBETHATA IPYIIA, KbM KOSITO CIIalia POIYKTHT NPEIMeT Ha 3asiBlieHMeTo. AKO MPOIYKTHT He Ionana B
HUTO €IHA OT TOPENOCOUEHNTe TPYII, TOBA Ce YTIOMeHaBa M 0GOCHOBABA.

2.2.2.1. XapakrepusupaHe Ha aKTMBHOTO[UTE BELIECTBO[M (areHT/n)

[Ipunara ce nenuar nonpasnen 2.2. or npunoxenve L

OcBeH TOBa:

3a BCMUKY IPYIIN apOMATH3VPAIIY BEIIECTBA Ce NPETOCTaBSI[T, KOraTo CLIECTBYBA[T, CHOTBETHUAT/Te MICHTUQUKALIIOHEH|
Hu Homep[a (kato FLAVIS (%), Coser Ha Epona (*), JECFA, CAS (°) win 1pyra MeXIyHapOIHO NPM3HATA CHCTEMA 33
HOMepaLlys), M3MOI3BAHM CICLMATHO 34 MICHTH(MKALMATA HA apOMATU3UPALLY TIPOLYKTH BbB Qypaxi U XpaHIL.

1) EcrectBeHu mpomyKTy — GOTAHMYECKM ONperereHn

XapaKTepMSMpaHeTo Ha ecTecTBeHMTe OOTAHMUECKN OIpEneieHN MPOOyKTU BKIIIOYBA HAYYHO HAaMMCHOBaHME Ha
PpacTeHMETO-N3TOUHMK, HEroBaTa OoTtaHnyecka KHaCM(l)I/IKaII]/IS[ (cemeilcnao, KJI1ac, BUJ, aKO € MOIXOUAILIO — MOIBUI 1
paBHOBI/I]IHOCT) u O6LIII/IT€ HayMEHOBAHMA U CMHOHMMM Ha KOJIKOTO € Bb3MO2KHO ITOBE€YE eBpOHeﬁCKM €3UIM I Ha
]Ipyl'/]/[ eS]/[K/III/I (HaanMep esmxa/ume Ha MeCTaTa Ha KYJITUBUPAHE MITN HpOI/[3XOI[), Koraro uMa takusa. [locousatr
C€ V3IOJI3BAHNUTE YaCT! Ha pacTeHyMATa (]'[I/ICTa, LBETOBE, CEMEHA, IIJIOHOBE, IPYIKU U T.H.) , 4 3a II0-MaJIKO M3BECTHU
pacrenys ce mocousa MACTOTO Ha KYJITVUBMPAHE, KPUTEPUNTE 3a I/[J]CHTI/[(I)I/IK&HI/[H VL IpyT¥ CbOTBETHU 0cobeHOCTY Ha
TE3M paCTCHUSA. M]IeHTI/I(])I/[III/IpaT C€ OCHOBHUTE KOMIIOHEHTM Ha €KCTpakTa M C€ ONPEHENs KOIUYECTBOTO UM,
NMpEnCcTaBsg Ce HErOBUAT o0xBar mm ITPOMEHIINBOCT. CrienmarniHO BHMMaHME ce OTHeNs Ha IIpUMECUTE, KAKTO €
TIOCOYEHO B IOHpasaenn 2.1.4 or IIpUIIOKEHNE II. Ortunrar ce u KOHIEHTPALMNUTE Ha BELIECTBA, MOpazKialin
OITaCEHMs 3a TOKCUMYHOCT (6) 32 XOparta MM KMBOTHUTE, KOATO MOXKE Ma C€ IPOABM B PACTEHMETO, OT KOETO €
MOITYy4Ye€H €KCTPAKTbT.

M3usio ce npoy4BaTr U OTUUTAT (l)apMaKO]'[Ol'I/l‘{HI/ITE MM CXONIHM CBOVICTBA Ha pacTeHneTo-N3TOYHMK, HErOBUTE
YaCT! WM Ha TOJTyYEHUTE OT HEro IpOOyKTU.

2) EcrectBenn NPOIOYKTY, KOUTO HSAMAT PACTUTEIIEH IPOM3XON

Moxe 11a ce U3MoJ3Ba eKBUBAJIEHTEH Ha MOCOYEHMS 1o-rope rogxomn.

3) EcrecTBeHu mimM ChOTBETCTBAIUY CUHTETUUHM XMMUYHO OINPENENIEHN apOMaTU3NpaLLM BEILECTBA

Ocsen oOwmre wm3uckBanmst ot mogpasmenn 2.2.1.1 or mpuoxkenne I, ce MOCOYBA MPOM3XOIBT Ha
apoMaTM3MPANIOTO BEWIECTBO.

VneHTHMKALMOHEH HOMEp 32 XMMMUHO ONpeericHy apOMATU3MPAI BewecTsa, usnonssan b8 FLAVIS, Mndopmaumonnara cicrema Ha EC 3a
apomatMsaHTM — Gasata [AHHM, VM3MOI3BaHA cbiiacHo Permament (EO) Ne 1565/2000 na Kommemsra or 18 romm 2000 r. (OB L 180,
19.7.2000 r., crp. 8) 3a onpefensiHe Ha HEOOXOMMMKTE MEPKM 3a IPUEMAHETO HA MPOrpaMa 3a OLCHKA B mpuioxerne KbM Pernament (EO)
Ne 2232/96 Ha Esponerickus naprnament u ua Cpsera (OB L 299, 23.11.1996 r., crp. 1).

Homep Ha Cpiera Ha EBpora: Homep Ha ChbBera Ha EBpora, 13mon3aH 3a G0TaHMUECKM ONpeNieNieH apoMaTH3MpaL POIyKTH B Jokiag Ne 1 Ha
Cpeera Ha Espona ,Ectectsenn m3rounmmy Ha apomatusupaum semectsa“, Tom I, Crpachypr 2000 r. i HeroBu Crie[IBalIM TOMOBE.

Homep o CAS (CAS Ne) O6ur perncTsp Ha XUMIUYHUTE BELIECTBA, CIMHEH MICHTUQUKATOP 33 XMMMUHM BELIECTBA, M3MOM3BAH HIMPOKO MPU
3aIMCUTE B XUMUYHUTE OIMCH.

3a LenTe Ha HACTOSLMSA PEISIAMEHT ,BEECTBO, TIOPaKIAllo ONACeHMs 3 TOKCMYHOCT® O3HayaBa BEWIECTBO C NPMEMIIMBA JIHEBHA WM CEIMMYHA
mo3a (T o TICI), ML, v ¢ orpaHndeHye 3a Herosata yrmotpeba, it HeficTBaly IPUHLMI, nocoueH B [upekTisa 88/ 388 / EMO na Creera 3a
cOnuKaBaHe Ha 3AKOHOMATENICTBATA HA [IbPKABUTE-U/ICHK) OTHOCHO aPOMATU3AHTHTE, NPe[IHA3HAYCHM 32 BIAraHe B XPAHN, M U3KOIHUTE MaTepHalii
3a TAXHOTO NPOM3BOACTBO , WM HEXENTaHO BEWIECTBO.
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2.23.1.

MeTon Ha POM3BOICTBO ¥ M3TOTBSHE
[Ipunara ce uenmar nogpasnen 2.3 or npunoxenve I

B ciyvaii Ha ecTecTBeHM IPOIYKTH, KOMTO He Ca XMMMUYECKM 10Ope OmperierneHy, OOMKHOBEHO CIIOKHM CMeCH OT MHOTO
CBCTABKN, NOTIyUYEHN HUpe3 IPOLEC HA EKCTPAKLJLSI, Ce MPEICTaBsi MOOPOGHO OMiCaHMe Ha IpOLeca HA eKCTPAKIVL.
[lperiopbyBa ce B OMMCAHMETO [a CE J3IION3BA CHOTBETHATA TEPMIHOTIOINS, KATO €TEPUUHO MACIIO, a6COTIO, TMHKTYPA,
eKCTpakT ¥ MogoOHN Tepmuty (), MBION3BAHM ILIMPOKO 3a GOTAHMUECKM ONpENeNeHN aPOMATV3UPALIA NPOLYKTH 33
OMICBaHe Ha Mpoleca Ha eKCTpakuys. [10cOuBaT ce M3MON3BAHUTE TPV eKCTPAKIMSATA PA3TBOPUTENHN, B3ETUTE MPENNa3HN
MepKI1 33 M30ATBAHE HA OCTATBYHI BEIIECTBA OT PAa3TBOPUTENNTE, KAKTO ¥ HJUBATA HA OCTATBUHMTE BELIECTBA, KOIATO Te
MOPAXKIAT OMACEHIMS 33 TOKCYMYHOCT, KO TAXHOTO MPWCHCTBME Ce OKaxXe Hem3OexHO. TepMIHNTe, M3MOI3BAHM 33
XapakTepu3npaHe Ha eKCTPAaKTa, MOXKe J1a BKITIOYBAT MOCOUBAHE HA METOJA Ha eKCTPaKIs.

Metomm 3a aHanm3

1) 3a ecrecTBeHM IPONYKTH (MM GOTAHMYECKM ONpENENeHM, WIM KOMTO He Ca C PACTUTEIICH IPOM3XON), KOUTO He
CBHIIBPIKAT BEWIECTBA, MOPAXKAALIM OMACEHNMs 33 TOKCHYHOCT 3a XOpaTa WITM KMBOTHUTE, CTAHIAPTHNUTE M3MCKBAHILS
3a METOMTE 33 aHAU3 OT Mogpasien 2.6 oT npwioxeHye [l Morar 1a ObIaT 3aMeHeH! C [O-ONPOCTEH KauecTBeH
METOII Ha aHa/u3, MOAXOMSI 3a LENTA 33 OCHOBHM VI XapaKTePH! KOMIIOHEHTM Ha TPOAYKTA.

2)  3a ecTeCTBeHM WM CHOTBETCTBAIIM CHHTETMYHM XVMMIMYHO OMpENeNieH! apoMaTV3MpAlIy BEIIECTBA, KOMTO He Ca
BEIECTBA, OPAKIAIIM ONAceH!s 32 TOKCMYHOCT 3a XOpaTa Uiy KMBOTHUTE, CTAHIAPTHUTE M3NCKBAHMS 3a METOTMTE
3a aHaIM3 OT mogpasien 2.6 or npuwioxenye II Morar 1a Gbar 3aMeHeHM ¢ MO-ONPOCTEH KauecTBEH METON Ha
aHa7N3, TOAXOMAI 33 IeNTa.

Uemuar nogpasnen 2.6 or npunoxenne II ce npuara 3a BCUUKM IPYTY apOMAaTU3MPALIM BEWIECTBA, KATO €CTECTBEHMUTE
€KCTPaKTy, KOMTO ChIbPXKAT BEUIECTBA, IIOPAX[IAlUlM ONACeHMs 3a TOKCMYHOCT, €CTECTBEHM WIM ChOTBETCTBALUM
CHHTETMYHM XMMUYHO OMpEfIeNieH! apOMaTU3aHTH, KOUTO Ca BEUIECTBA, NOPAXKHallM ONAceHus 3a TOKCMUHOCT CaMy 110
cee Cil, KAKTO I M3KYCTBEHM apOMATH3MPALL BELIECTBA.

Pasden 1II: uscnedeanug no omHouenue na Ge3onachocmma Ha 0o6asrama

3a BCMUKM apPOMATU3MPALIM BEWIECTBA Ce TIOCOYBA M3JIAraHETO Ha JKMBOTHMTE HA BB3MEACTBME M M3UMCIICHUATA 3a TIPUEM
KAKTO OT €CTECTBEHO J3IaraHe, Taka 1 Cried HOOaBsiHe HA apOMATH3AHTA BbB ypazxiL.

3a apoMaTM3MpallM BEUIECTBA, CIajallM KbM Ipynarta M3KYCTBEHM BelleCTBa, ce mnpwiara uemmar paspen I or
npunoxenye 1.

VacremBanust o OTHOIIEHNE Ha 0€30ACHOCTTA HA yroTpeOaTa Ha TOOABKATA 33 LEMEBUTE XKUBOTHIL
1)  Ecrectsern mpomykry (wim GOTAHNYeCKN ONMpEerIeHIt, WM KOUTO He Ca C PACTUTENeH IPOVI3XOL)

BesomacHocTTa Ha Te3y MPOMYKTH MOXe Ia Oble OLCHeHAa Ha 0a3aTa Ha TeXHNMTE OCHOBHI JUIM XapaKTepHI
KOMIIOHEHTH ¥ KaTo Ce B3eMaT MOT BHMMAHMe M3BECTHUTE BEIIECTBA, MOPAKIANIM OMACEHNST 3a TOKCHYHOCT. AKO
OCHOBHWTE MM XapaKTepHNTE KOMIOHEHTH BCE OLIE HE Ca Pa3pelleHy KaTo XMMITYHO OTpefenieny apoMaTy3Mpaniy
BEIIECTBA MM KaTo ¢ypaxHM HOOABKI, TOTABa CIefBA A CE HANABY IIPOBEpPKA [N Te He Ca BEIIECTBA,
NOpaXXIAIM ONaceHusl 33 TOKCMYHOCT 33 XOpaTa WM KMBOTHMTE U J1a CE TOCOYAT TeXHMTe TOKCUKOIOTMUHM
CBOJACTBA B CHOTBETCTBME C mompasnen 3.1. or npunoxenye II.

2) EcrectBeHM MM ChOTBETCTBAILM CUHTETUUHU XUMUYHO OIpETENEHN apOMaTU3NpaIIN BELIECTBA

AKO Te3M BEILIECTBA Ca Pa3pelleHy ApOMATM3AHTU 34 OBeKa, GE30MACHOCTTA 34 LIeTIEBUTE KMBOTHU MOXe fa Obie
OLICHEHa, KaTO Ce B3eMe TPETBUI CPABHEHMETO MEXIy HMBOTO HA NPMEM OT LETEBMTE XMUBOTHM OT (ypax,
NPEIVIOKEH OT 3asBUTENS, C TOBA, KOETO Ce TMPUEMA OT YOBEKa OT XpaHu. [IPencTaBaT ce M3NON3BAHNMTE NAHHM 33
MeTaboMM3bM M TOKCUYHOCT, Ha 0a3ata Ha KOMTO ¢ Guila HalpaBeHa OLICHKATa 3a YOBEKA.

BbB BCHUKM TIPYTH CITyYal, PasimiyuHy OT CIydas, B KOWTO U JIBeTe HMBA HA TPVEM Ca CXOIHM, HalpuMep KOrato
HIBOTO Ha TPYEMA OT IIeTeBITe KMBOTHM, MIPEIUIOKEHO OT 3asIBUTENS, € 3HAUMTENTHO TO-BICOKO OT TOBA TPV YOBEKA
OT XpaHM I KOTATO BEIIECTBOTO HE € PA3pelleHO B XPaHy, 0e30IaCHOCTTA 3a LeTIeBITe KIMBOTHY MOXKe 1a Obie
OlLIeHEHa, KATO Ce B3eMAT TOJ BHIMAHNE CIeHNTe TAHH: IPUHIMITBT HA TOKCUKOTIONMYeH mpar (%), HammamH DanHu
38 TOKCYMYHOCT J1 MeTaOOMM3bM 3a CBBP3AHI CHCTABKM ¥ BHMMATETHO Pa3IeXIAHe HA XMMMUYHATA CTPYKTypa (IO
ananorust ¢ Pernament (EO) Ne 1565/2000 sa Kommcnsira ot 18 o 2000 r. 3a onpenelisHe Ha HeoOXOmMMmTe
MepKJ 3a TPVMEMAHeTO Ha MPOIpaMa 3a OLCHKA 3a mpuarane Ha Permament (EO) Ne 2232/96 ma Espomeitckits
naprnament u Ha Coera) (°).

Vi3citeniBanust 3a IOHOCUMOCT Ca HeoOXOMMMM CaMO KOTaTO CTOHOCTHTE Ha Ipara ca HajBMILICHM MM HE MOTaT fa
ObIaT OmpeneseHu.

(') He¢unupann B npunoxerne 4 kbm pokian Ne 1 Ha Cbsera Ha EBpona ,EcrecTBeHn ustounnuy Ha apomatusupauu seiecrsa®, Tom I, CrpacOypr,

2000 r.

(®) JECFA (PAO/C30, 1996 r., Xpanurennu no6asku, cepust 3 5-ta, MIIXB, C30 XKeHeBa) ChOTBETCTBALUMST [Par 3 LIEJIEBU KMBOTHU CllefiBa J1a Obiie
KOPUIVPaH Cb0OPA3HO TEINOTO Ha XKUBOTHOTO U IIpueMa Ha Qypax.

() OBL 180, 19.7.2000 ., ctp. 8.
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2.2.3.3.

2.2.3.4.

Vi3crienBaHyst 10 OTHOIIEHNME Ha GE30MAaCHOCTTa Ha yrotpedara Ha oOaBKata 3a notpebuTernre

OcurypsiBar ce JOKA3aTerICTBa, Ye METAOOIUTITE OT aPOMATH3VPAIIOTO BEILIECTBO He BOIAT IO AKYMYIIMPAHE B XKIBOTHITE
HA MPOIYKTH, KOUTO MPEIU3BMKBAT 3aTPIKEHOCT 32 40BeKa. Korato ymotpe6ata Ha 3asiBeHsI apOMATH3MpAII TIPOIYKT B
Pe3yNTaT Ha HeroBoTo H00aBsIHE BBB (ypaxy BOMM [0 OCTATBUHM BLIECTBA B XPAHM OT KMBOTMHCKM IPOM3XOL, Ce
TMPEJICTaBs ONPOOHO M3UMCIIEHNE HA M3IATAHETO HA MOTPeOUTENNTE Ha Bh3IEICTBIE.

a)  Uscrensanns 3a MeTabOMM3bM M OCTATHYHY BELLECTBA

1)

EcrecTseny mpomyktit (i GOTAHMYECKH OIpeTeNeHy, WX KOUTO He ca ¢ PACTUTENeH MPOM3XON)

BesomacHocTTa Ha Te3u MPOMYKTH 3a YOBEKA, KOTATO Ce M3IION3BAT KATO APOMATM3AHTH BB (ypaxki, MO
OTHOIICHNME HA TeXHMS MeTAbOMM3bM, MOXe Ma ce 6asypa Ha M3CTEIBAHMS 32 MeTAaOOIM3bM (M LieTIeBUTe
KMBOTHM) Y1 33 OCTATHUHM BEIIECTBA HA TEXH) OCHOBHY M XapaKTEPHM KOMIIOHEHTH, KAaKTO M Ha OTCBCTBMETO
Ha BEWIECTBA, NIOPAXKIAIIN ONACEHMs 33 TOKCMYHOCT B €KCTPAKTA.

AKO OCHOBHMTE MM XapaKTepHM KOMIIOHEHTM He ca Bede paspelleHy KaTo XVMMUYHO OIpeferieHN
apOMATH3MPALLY BELIECTBA MM aKO HUBOTO HA MPUEM OT LIEIEBUTE XKUBOTHU OT Pypaxit ¢ 3HAUMTEIHO 10~
BICOKO OT TOBa IV YOBEKa OT XPaHM, ce M3MCKBa LAt nogpasgen 3.2.1 ot npunoxenue II.

EcrectBeHM wiiM ChOTBETCTBAILM CUHTETUUHU XUMUYHO OIpeNeTieH apoMaTn3Mpalln BELECTBA

AKO Te3yt MPOIyKTH He ca paspellieHy KaTo apoMaTU3MPalIy BEWeCTBa 33 UOBeKa MM aKO HMBOTO Ha MpUeM
OT L[eIeBUTE XKUBOTHU OT Pypazku, MPEIUIOKEHO OT 3asBUTEIIS], € 3HAYMTEITHO [O-BICOKO OT TOBA IPU YOBEKA
OT XpaHM, Ce NMPENCTABST HAJMYHKM [AHHY 3a MeTabONMTHO MeNiCTBME M Te Ce M3ION3BAT 3a OLCHKA Ha
IOTEHLMAIIHOTO HATPYIIBAHE B SIVBHYM ThKAHM M IIPOMYKTH ChINIACHO monpasgen 3.2.1 or npwioxenne II.

6)  VI3ciemBaHus 3a TOKCUYHOCT

1)

Ecrectseryt mpomykTit (i GOTAHMYECKM ONPENENeHM, WM KOUTO He Ca C PaCTUTENICH MPOM3XOL)

besonacHocTTa Ha Te3n TPOOYKTU 33 YOBEKA, KOraTo C€ M3II0JI3BAT KaTO apOMATU3aHTI BbB cl)ypaxm, MOZKe Ja
ce 6&31/1]:)3 Ha JIaHHM 338 TOKCMYHOCTTA Ha TEXHUTE OCHOBHM MM XapaKTepHM KOMIIOHEHTHU, KakKTO M Ha
OTCBbCTBMETO Ha BELIECTBA, IOpazKHoaly ONaceHMA 3a TOKCUYHOCT B €KCTPAKTa.

VI3ucKBa ce naker oT M3CIIeNBaHMs 32 TOKCUYHOCT, KOTATO M3CIIEBAHMSATA 3a MTAbOIN3bM Ha OCHOBHMTE MITH
XapakTepHUTe ChCTAaBKM IOKA3BAT, 4 MMa aKyMyJlMpaHe B KMBOTMHCKM ThKaHU WM IPOLYKTH U ue e
HaJIBUILIEH IIParbT, NPy KOWMTO BB3HMKBAT ONAaceHMs 3a TOKCMYHOCT 3a LiefieBUTe XMBOTHM. [lakeThT OT
U3CIIeNIBAHMS 33 TOKCMYHOCT BKITIOUBA M3CIIEABAHMS 3a TEHOTOKCUYHOCT, BKIIIOUMTEIIHO MyTareHHOCT, KaKTO 1
M3CrenBaHe 33 CyOXPOHMYHA OpaJIHA TOKCUYHOCT ChINIACHO Mofpasnen 3.2.2 ot mpuioxenne II.

EcrectBeHM mim ChOTBETCTBAIUM CUHTETUYHU XUMUYHO OIpENeTIeHN apoOMaTy3ypally BEIIECTBA

[Taker OT wm3cremBaHMsl 3a TOKCMYHOCT, BKJTIOYBALI WM3CTIEMBAHWUS 32 TeHOTOKCUYHOCT, BKITIOUMTEITHO
MYTareHHOCT, KaKTO UM M3CIIeIBaHE 3a Cy6XpOHI/I'{Ha OpajlHa TOKCMYHOCT CBITIACHO ITOfpas[en 3.2.2 or
NpNIOKEHNE I, ce m3McKBa, KOraTo M3CIEMBaHMITA 3a MeTaboMM3bM Ha Te3u NMpOoHyKTU IIOKa3BatT, 4e¢ MMma
HaTpyINBaHE B KVBOTVMHCKV TbKaHV VIV IIPOIYKTI U Y€ € HaBUUIEH NPAarsT, pyu KOJTO Bb3HMKBAT OMACeHMsI
33 TOKCMYHOCT 32 LIEIIEBUTE KMBOTHM.

Vi3crienBanms [0 OTHOLIEHNME Ha 0€30MACHOCTTA Ha yrmoTpeGaTa Ha TOOaBKATa 3a IOJ3BATENY/PabOTHUIIN

[punara ce nenmar nogpasgen 3.3 or npunoxenue 1.

V3crenBanmst o OTHOLICHME Ha O€30MacHOCTTa Ha yrorpe0arta Ha [00aBKaTa 3a OKOJIHATA Cpea

[punara ce uenmar nogpaspen 3.4 or npunoxenye 1L

Pasden IV: uscredeanud no omuotente Ha eduracHocmma wa dobasrama

[IpencTaBsT ce MOKA3ATEICTBA 33 apOMATM3UPALINTE CBOJCTBA, OOMKHOBEHO Ha 0a3aTa Ha MyOnuKyBaHa jtepatypa. Te
MoraT [1a ObIAT HOKA3AHI I 4Pe3 OINUT OT MPAKTIUECKA YIIOTpeOa, KOTaTo TAKBB CHILIECTBYBA, B IPOTUBEH CITydail MOXKe 1a
ca HeoOXOIMMII M3CIICABAHNS C XKMBOTHML.

Tps16Ba m1a ce POy M3LIUIO I A ce NOKITATBA Taslit IPOLYKTHT IPEIMET Ha 3asBIICHIETO Ce IPOSIBSIBA C IPYTM GYHKIINMN
BB $ypaxa, B KUBOTHOTO I B XPaHa OT KMBOTMHCKM NPOV3XOM, OCBEH Tasy OT ONpPENENeHIETO 3a apOMATH3MPALLI
pewtectsa B npunoxenne I koM Permament (EO) Ne 1831/2003.
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2.2.5.

3.1.

3.2.

3.3.

3.3.1.1.

3.3.1.2.

3.3.2.1.

Pasden V: naan 3a monumopunz caed nycrawemo Ha nasapa

HacrosimusiT pasmen ce mpurara ChIACHO pasnopendute Ha wieH 7, maparpad 3, Oyksa x) ot Permament (EO) Ne 1831
2003, T.e. IIaH 32 MOHMTOPMHI CJIe[l MYCKAHETO Ha Ia3apa Ce M3UCKBA CaMO 3a IOOABKM, KOMTO Ca TEHETUYHO
MOIMQUIIMPAHN OPTAHM3MM JUTU €A TIPOV3BEHEHN OT TeHETHYHO MOTMOUIMPAHM OPraHU3MIL

XPAHUTEJIHU TOBABKU

Paspen I: pesrome Ha mocuero

[lpunara ce uenmar paspen I or npunoxenne IL

Paznmen II: umeHTHUHOCT, XapakTepusupaHe M yClIoBMs 3a ynorpe6a Ha 1106aBKaTa; MeTOOM 3a aHanImu3

Paspen II or npunoxenmue Il ce npuara, KakTo crensa:

3a 100aBKM, KOMTO He Ca CBbP3AHM C OIpENeNeH PUTEKATel Ha Pa3peliuTesHOTO, ce mpuiarar maparpagu 2.1.2,
2.1.3,2.1.4,21.42,22,23.1, 232,241, 242, 2.4.4, 2.5, 2.6;

3a Ipyry MOOABKM, CBHP3AHN C ONMpeNeNeH MPUTeXaTeN Ha Pa3pellnTeHOTO, ce Mpylara uemsit pasmer 1L

Pa3znen III: u3crenBaHus Mo OTHOLEHME Ha 6€e30macHOCTTa Ha ]1063BKMT€

WM3cnedsanua no omuouienue Ha GesonacHocmma Ha ynompe6ama Ha dobasrama 3a ueaesume SRUBOMHU

V3cnemBanns 3a MOHOCMMOCT IIpy LETIEBUTE BUIOBE

He ce msmcksar mscrensanms 3a ypes M aMMHOKVCETIMHM, TEXHMUTE CONIM VM aHAJIO3M, paspeuleHy Mo CujlaTta Ha
HupexTusa 82[471[EVO cmeck Ha eEMEHTH C MUKPOKOHLEHTPALWAS M BUTAMUHM, TIPOBUTAMUHM M XMUMUUECKM
noGpe OmpeeNneHy BeleCTBA, KOUTO MMAT MONOOEH eeKT 1 HAMAT MOTEHLMAI 3 aKyMyNupaHe, paspelieHu Mo
curata Ha [upektusa 70/524[EVO.

3a 100aBKuTe, KOMTO IIONANAT BbB (YHKUMOHAIHATA [PYNa ,BUTAMMHM, [POBUTAMMHM M XMMMYeCKM IOOpe
OIIpeIeieHM BELIeCTBA, KOUTO MMAT I0J00eH eeKT* M KOMTO MMAT NOTEHLMAT 3a aKyMyJIMpaHe, [OKasBaHe Ha
TMOHOCHMOCT Ce M3ICKBA CAMO 3a ChCTABKM, TIPY KOUTO TOTEHIIMAITBT Ce 0YaKBA A €, WM € OKA3AHO, Ye ¢ PasNnueH
OT TO3K mpy HOGpe OMpereNneHus/Te BUTAMMH[M. B HSKOM CIlydanm efeMeHTM Ha WM3MMTBAHETO 3d MOHOCUMOCT
(dopmmpane miu Kputepyn) Morar a GbIaT KOMOMHMPAHM C €IHO OT M3MMUTBAHMSATA 33 eQUKACHOCT.

[IOHOCMMOCT ce [IOKa3Ba 3a NEPUBATY HA ypest, AHATIO3M HA AMMHOKMCENMHM M CMECM Ha €NEMEHTH C
MUKPOKOHLEHTPALSI, KOUTO He ca Oyl paspeliasaHy Mo-paHo. 3a pepMEHTALMOHHNTE IIPOLYKTH Ce 3asBSBAT C
[IOKa3BaHe Ha MIOHOCUMOCT, OCBEH aKO AKTVUBHOTO BELIECTBO € OTHENEHO OT IpyOust pepMEHTALMOHEH MIPOMYKT U €
CIJTHO TIPEUNCTEHO WM MPOM3BEKIALIMAT OPraHN3bM MMa UCTOpUs Ha HechMHeHa OesomacHa ynotpeba u moGpe
N03HATM GUOTIOTMYHM OCOOEHOCTH, 32 114 MOXE [Id Ce M3KIIOUM BH3MOXKHOCTTA 33 NMPOV3BOLCTBO HA TOKCHYHIM
MeTaboImuTH.

Koraro 3asiBrieHyeTo e 3 BCHUKY BUIOBE KATErOPIIL KIBOTHIA, € OCTATHYHO €[IHO M3CTINBAHE 38 IOHOCHMOCT BBPXY
Hali-dyBCTBUTENTHNSA B (MITM HOPY MONXONSAIIO OMMUTHO KMBOTHO) CTOpENl Haji-aKTyalHWUTe MO3HAHNS.

MukpoOHH u3cIIeaBaHMs

[punara ce uenmar nonpasuen 3.1.2 or npunoxenve II.

W3cnedsanua no omuoutenue Ha Oe3onacHocmma Ha ynompebama Ha 0o6agrama 3a nompebumenume

Uzcnensanms 3a MeTabOIINTI ¥ OCTaTHUHM BElIECTBA

OOMKHOBEHO M3CIIeOBaHMs 3a MeTabOnMTH He ce M3MCKBAT. 3a IepuBaT! Ha Yypes MeTaboMM3MBT npn NpeXnBHUTE
KMBOTHHU C€ M3CJIeNBa C M3IMTBAHMATA 3a C(l)]/[KaCHOCT.
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3.3.2.2.

3.3.2.3.

3.4.

3.5.

Vi3creBanyist 30 OCTATBYHM BELIECTBA I OTIIATAHE Ce M3NMCKBAT CaMO 33 TOOABKITE, KOUTO MOMATAT BbB GYHKIMOHATHATA
IPyIa ,BUTAMMHIL, IPOBUTAMIHM ¥ XMMIYECKH T00pe ONpeNeNeHN BelecTBa, KOUTO MMAT MOHo0eH edeKT" 1 KOMTO MMaT
TOTEHIIMAIT 32 aKYMyTMPaHe B TSAIOTO I 32 QYHKIIMOHAIHATA IPYIIA HA CMECH Ha eIeMEHTH ¢ MMKPOKOHIIEHTPALLs, KOTaTo
¥Ma TIOBMIIEHA OMOHAIMYHOCT. B TO3M citywail mpouelypara, omucana B moppasmen 3.2.1 or mpunoxkerue I, He ce
npurnara. M3uckBaHeTo ce OrpaHuyasa 10 CpaBHsBaHE Ha HMBATa B ThKAHMUTE UM IPOIYKTUTE MEXIIy TPyTaTa, B KOSTO €
nobaBeHa Hal-BICOKATA 11032 HA 3asBEHOTO BEIIECTBO, M MONOXKMTEIeH KOHTPON (pedepeHTHa ChCTABKa).

M3cnenBaHms 32 TOKCUYHOCT

Te ce m3uckBar 3a QepMEHTAUMOHHN MPOIYKTM M HOOABKI, KOMTO BCE OLIE He Ca Pa3pelieHn. 3a GepMEeHTALMOHHI
TPOIYKTH TPsiOBA 1A Ce MPEICTABAT M3CIENBAHIS 3d TEHOTOKCUUHOCT M CyOXPOHMYHA TOKCHYHOCT, OCBEH aKO:

1. aKTMBHOTO BELIECTBO € OTHEIIEHO OT IpyOus (epMEHTALNMOHEH MPOMYKT M € CHIIHO MPEUNCTeHO TN

2. NpOM3BEXIAMAT OPrAHM3bM MMa MCTOPUS HA HECbMHEHa Oe3omacHa ymotpeGa M mMa JOCTATHYHO 3HAHMS 3a
HEroBUTE GMOTOIMYHM OCOOEHOCTH, 34 [1d MOXE []d Ce M3KIOUM Bb3MOXKHOCTTA 33 NPOM3BOACTBO HA TOKCUYHU
MeTabommTH.

Korato NPOM3BEXKNAMAT OPTaHN3bM NPUHAIUIEKN KbM IpyIa, B KOSATO 3a HAKOM LIAMOBE € VMI3BECTHO, Y€ ITPOM3BEXKIAT
TOKCUHY, TAXHOTO IIPUCBCTBUE CIIEHBA [1a C€ MBKITIOYM KaTerOPUYHO.

OneHka Ha 6e301acHOCTTa Ha HOTpC6MTCHMTC

[lpunara ce uemuar nogpasuen 3.2.3 or npunoxenne II.

W3cnedeanus no omowenue Ha Ge3onacHocmma Ha ynompebama na 000a6rRAMA 34 n0A3GAMeU/pAbOMHULL

[punara ce uennar nogpaspen 3.3 or npunoxenue 11

W3cnedsanusa no omuowenue Ha Ge3onacHocmma Ha ynompebama na 000a6rRama 3a 0ROAHAMA cpeda

[Tpunara ce nenusr noppasgen 3.4 or npuioxenue II 3a HOBM aKTUBHYM BEILECTBA, KOMTO BIM3aT B ChCTaBa Ha CMECH HA
€JIeMEHT! C MUKPOKOHIIEHTPAIINSL.

Pazpen IV: uscnensanus no orHoureHne Ha eyMKacHOCTTa Ha MoGaBKaTa

VsciienBaHust 3a eQMKACHOCT HA Ce U3MCKBAT 3a ypes, aMMHOKJCEIMHM, TeXHUTE COIM U AHAIO3M, KOMTO Bede ca
paspellicHi KaTo QypaxHu HOOABKIM, 33 CMeCH HA IeMEHTH ¢ MMKPOKOHLCHTPALs, KOMTO Bede ca paspellieHy Karto
dypaxry mOGaBKM M 32 BUTAMMHM, TIPOBUTAMUHM ¥ XMMUUeCKM TOOpe ONpemeNeHN BEILIeCTBa, MMaI nogobeH egekT,
KOMTO Bede ca paspelieHy Kato ypaxHu no0aBKiL.

KpaTkocpouHo M3cilelBaHe ce M3MCKBA B NOJKpeNa Ha eQMKACHOCTTA 3a NePUBATA HA ypes, CONM M AHANO3M Ha
aMMHOKMCEIIMHY, KOMTO BCE OLle He Ca paspelleHu Kato (ypaxHu [00aBKM, 33 CMeCH Ha EJeMEHTH C
MUKPOKOHLCHTPALMS, KOUTO BCE Ole He Ca paspelieHu Kato ¢ypaxHM H00aBKM M 32 BUTAMMHM, IIPOBUTAMUHHM U
XUMMYECKM 00pe OIpefie/ieHn BELeCTBa, MMAL [OH00eH eeKT, KOMTO BCe Olle He €a paspelieHu Kato (ypaxHu
106aBKIL.

3a OpyrM BelIecTBA, 33 KOMTO € 3asBeH XPaHUTeNeH edeKT, ce M3UCKBA IIOHE €HO IBITOCPOYHO M3CIENBAHE HA
eMKaCHOCTTa CIIOpeNl yCIoBMsTa Ha pasen 4 or npuioxenue 1.

Korato e Heo6X0mMO, M3CTeMBAHISTA CIIe[BA [Ia TOKAXKAT, Ye H00aBKaTa MOKe [ 3MOBOJIV XPAHUTENHUTE TOTPEGHOCTH
Ha XMBOTHMTe. V3nuTBaHMATa BKIIHOUBAT TECTOBA IPYIIa C XPAaHUTEIIEH PeXUM, KOMTO ChIbpxKa XPaHUTETHOTO BEILECTBO B
KOHIIEHTPAIMY TOJ NOTPeOHOCTHTE HA XKMBOTHHMTE. Bce mak criemsa fa ce M30AIBaT M3MMTBAHMS C M3MO3BaHE HA
KOHTPOJIHA TPYTIA C APACTHYEH HemocTur. [1o MPYMHIMI e TOCTATHUHO eQMKACHOCTTA 1A Ce MOKAXKe MPY eIVH KUBOTVHCKY
BUJI MJIM KaTEropusi ¢ M3MOJI3BaHe Ha OIMTHU KUBOTHMU.

Pasnen V: nnan 3a MOHUTOPUHT CJ1e[l MyCKaHETO Ha Nna3apa

Hacrostusir pasmen ce mpyiara ChbITIaCHO pastiopenute oT wieH 7, maparpad 3, Oyksa x) ot Pernament (EO) Ne 1831/
2003.
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4.1.3.1.

4.1.3.2.

4.1.3.3.

4.1.3.4.

300TEXHUMYECKN TOBABKI

300TeXHNUECKU J106aBKl/l, pa3nuYHN OT €H3MU U MUKPOOPraHU3MHU

Pasden I: pestome Ha docuemo.

[lpunara ce uenmar pasgen I or npunoxenne IL

Pasden II: udenmuunocm, xaparmepusupane u ycaosus 3a ynompe6a Ha do6asrama; memoou 3a aHAAU3

[punara ce uemmsar paspen II or npunoxenne 1.

Pasden 1II: uscnedsanug no omuowenue na Gezonachocmma Ha dobasrume

Vi3crnenBaHyst O OTHOLLIEHNME Ha GE30I1aCHOCTTa Ha yrotpebara Ha JOOAaBKaTa 3a LEEBUTE KUBOTHI

[punara ce uemmar nogpaspen 3.1 or npunoxenve I

Vi3crnenBanyst 10 OTHOLIEHNME Ha GE30MaCHOCTTa Ha yroTpe0ara Ha o0aBkata 3a norpeburerure

1)

WM3cnensanus 3a MeTabOMNTH ¥ OCTATHUHU BellecTBa
Te3n uscrnenBaHmst He ce U3MUCKBAT, aKO:

—  MOXe 1 Ce JIOKAXe, Ye BELIECTBOTO I HETOBUTE METAOOUTH Ce eKCKPETMPAT HEMPOMEHEHU M Ha IPAKTHUKA
He ce abcopOupar umm

—  BewecTBOTO Ce abcopbupa BB GuanonorndHa Gopma i GM3VMOTOIMYHO HUBO HA CHCTABKATA[HTE.

W3cnensanus 3a MeTabonuTH He ca HCO6XOHMMI/I, aKO BEIIECTBOTO NMPUCHCTBA €CTECTBEHO B 3HAYMTEIIHM KOJINYECTBA
B XpaHu Ui d)ypa)KM M aKO BEIIECTBOTO € eCTECTBEH ChCTaBEH €JIEMEHT OT TeJIeCHM TeYHOCTM MM ThKaHu. Bce
TaK 3a Te3) CIIyyau MMa M3MCKBAHE 3a M3CIIEIBAHNA 32 OCTAaTbUHM BELIECTBA, KOMTO MOraT 1a 6'])HaT OrpaHn4eHn 1o
CpaBHABaHE Ha HVBATa B TbKaHTAa VM IPOMYKTa B HETPETMPAHA IpyIa M Ha HMBATa, YCTAHOBEHM B IpyIlaTa, KbM
Ko4TO € [106aBeHa Haji-BICOKaTa TpEnoppUNTEIIHA [103a.

BB BCMUKM Jpyry ciryuay ce mpuwlara uenmsar nogpasgen 3.2.1 or npunoxenye 11
Mscnensanus 3a TOKCMYHOCT

Vi3crienBaHyst 32 TOKCUYHOCT HE Ce M3MCKBAT, aKO BELIECTBOTO ce abGcopOupa mop popmara Ha Qu3MONOrMyYHa/u
ChCTaBKa/M.

3a KCeHOOMOTIUHM BEWIeCTBA Ce MpUIIara LeNusT nompasaern 3.2.2 ot npuoxenye I1.

3a [pyru BelleCTBA ce Bb3IpMEMa [OIXOM C PA3EKIAHE HA BCCKM OTIEIICH CIIyuail, KaTo Ce OTYUTA HMBOTO U
HAYMHDBT 33 U3JIATAHE HA BB3IEICTBIE, 3 BCHUKM NPOIYCKM HA IAHHM, M3MCKBAHM B HACTOSILS Pasfiel, CIIeiBa j1a
ObIaT HaITBIHO ONPABIAHI.

OueHka Ha 6e3011aCHOCTTa Ha HOTp€6I/ITeIII/[T€

Hemuar nonpasnen 3.2.3 or npwioxenue Il ce npuiara 3a KMBOTHM, OT KOMTO Ce ITPOM3BEXKIAT XPaHMU.

WscnenBanms 10 OTHOIIEHME Ha (e30MacHOCTTa Ha Ho0OaBKaTa 3a HOH3B&T€III/I/p360THMLU/I

[punara ce uenmar nonpasgen 3.3 or npunoxenne 1.

V3cnenBaHns Mo OTHOLIEHME Ha 6e30IacHOCTTa Ha HO6aBKaTa 3a OKOJIHaTa cpena

[Ipunara ce uenmar nogpasnen 3.4 or npunoxenve II.
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4.1.4.

4.2

4.2.1.

4.2.2.

4.2.3.1.

4.2.3.2.

Pasden IV: uscaedeanud no omuoenue Ha eduracHocmma wa dobasrama

[Tpunara ce uemusar pasgen IV or npunoxenne II.

1)  [oGaBKy, KONTO OKA3BaT OMATOMPIATHO BB3NENCTBHE HA MPOLYKTUBHOCTTA, XapaKTEPUCTHKITE MM OMArochCros-
HJETO Ha XKIMBOTHMTE M 32 QYHKIMOHAIHATA TPyMa ,APYTH 300TEXHIYECKHM TOOABKN".

Bb3nieficTBusATa MOTaT I Ce JIOKaXaT CaMoO IO OTHOLIEHME HA BCEKM OT LeNIeBUTE KMBOTMHCKM BMIOBE MM
KATeropui. B 3aBuCMMOCT OT cBOVicTBATA Ha [OOABKATA M3XOMHMTE MEPKM MOTaT ma ce Oasyupar wiM Ha
XapaKTePUCTHKITE HA NeMCTBIETO (HanmpuMep eGeKTHBHOCT HA XPAHEHETO, CPEleH [IHEBEH PacTex, yBeTMuaBaHe Ha
KMBOTMHCKMTE TIPOIYKTH), ChCTaBa HA TPYIHOTO MECO, PE3yIITaTHTe B CTafl0TO, IApaMeTPUTe Ha Bb3IPOM3BOACTBOTO,
WM Ha ONarochCTOSHMETO Ha XKMBOTHUTE. JJOKA3aTeNCTBA 33 HAUMHA HA MCNCTBME MOTAT [ia ce OCUIYPST upe3
KPATKOCPOUHM M3CIIEABAHMS 3a ePMKACHOCT Wi JAGOPATOPHM M3CIIENBAHNS, M3MepBAlM CBOTBETHATA KpaiiHa
TOUKA.

2)  IoGaBku, KOUTO OKa3BaT OaroNpHUsTHO BH3NEICTBIE BbPXY Pe3yIITATITE OT KMUBOTMHCKATA POIYKLIAS 33 OKOJHATA
cpenia

3a 1106aBKMTE, KOMTO OKA3BAT ONIATONPUATHO BB3EHCTBUE BHPXY OKOJIHATA Cpella (HAIpyMep HaMarieHa eKCKpeLst
Ha a30T wint Gocdop MM HaMareHo POMBBOLCTBO Ha MeTaH, 00e3MMPUCHTEIIH), IOKA3ATENICTBO 32 eQUKACHOCTTA 33
LieTIeBUTe BUIOBE MOXKe Ja Ce NMPENCTABM UPe3 KPATKOCPOUHM M3CTIENBAHMS 33 eMKACHOCT C KMBOTHM, KOUTO
TIOKa3BaT CEPMO3HO IOJI30TBOPHO BIIMsIHMe. VI3crienBaHumsTa CrielBa I1a B3eMAT MO BHIMMaHME BH3MOXKHOCTTA 3a
peakimst Ha MPUCIOCoOsiBAHe KbM 100aBKaTa.

Pasden V: nnan 3a monumopunz caed nycraemo Ha nasapa

Hacrosimutst pasmen ce mpurara ChIIACHO pasnopenoute ot el 7, maparpad 3, Oyksa x) ot Permament (EO) Ne 1831/
2003.

3o0TexHIueCKM T06ABKI: €H3UMM U MUKDPOOPIaHN3MU
Pasden I: pesiome Ha docuemo

[lpunara ce nenuar pasgen I or npunoxenne II.

Pasden II: udenmuunocm, xaparmepusupane u ycaoéus 3a ynompeba Ha 0o0asrama; memoou 3a aHau3

[Tpunara ce uenusar paspen II or npunoxenve I

Pasden 1II: uscnedsarug no omuowenue Ha OeonacHocmma Ha 0obagrume

V3crienBanmst O OTHOLICHME Ha OE30ACHOCTTA HA yHOTpeOaTa Ha 0OABKATa 3a LiEIEBUTE KVMBOTHM
[pumnara ce nemuar nompasnen 3.1.1 or npunoxenne 1.

3agBuTeNIMTE Ce HACbpYaBaT J1a WBIION3BAT, KOTaTO € BB3MOXHO, Haii-Manko 100-KpaTHO yBeruMueHa f03a B
eKCIIePUMEHTAIIHATA TPYIA M B MOCIENCTBYE [1d HAMAISAT GPOs Ha M3UCKBAHMTE KPAallHM TOUKM. 3a Tasy Liel MOXe [1a
Ce M3M0MI3Ba KOHIIEHTpYpaHa GopMa Ha J00aBKaTa. KoHIeHTpalmsiTa ce perympa upe3 HaMasiBaHe Ha KONNYECTBOTO Ha
IPVCBCTBAIIVST HOCUTEN, HO CHOTHOIICHMETO HA AKTHBHVSI|TE areHT[ (BEIIECTBO[A) CIIPSMO OPYIHTe (epMEHTALMOHHIL
IPOLyKTH TPsIOBA Ta OCTAHE CHIIOTO KATO B KPAiHISI IPOLYKT. 33 eH3MMI XPAHUTEIHIST PEXUM CIIelBa A OCHIYPSIBA
NOAXOMAIATa XPaHUTEIHA CPefIa.

Hemmar noppaspen 3.1.2 or npunoxenve 1l ce mpumara 3a BCMUKM MUKPOOPraHM3MU M 3a €H3UMM, KOMTO MMAT IIPSIKO
KATAINTUYHO [IEICTBME BbPXY eIeMEHTH Ha MUKPOQIOpaTa WM 3a KOMTO Ce TBBPOM, e BB3MEICTBAT HA UPEBHATA
MIKPOGIIOpa IO IPyT HAUMH.

Korato 1Ma HOBO M3/IaraHe Ha BB3[EHCTBME MM 3HAYMTENTHO yBEMMYABaHe Ha CTEMEHTA Ha M3araHeTo Ha Bh3MICICTBIETO
HA MVKPOOPIAHV3MM, MOXe Ha Ca HeOOXOMMMY IONBIHNMTEIHN M3CTCOBAHMS 34 [OKA3BaHE HAa OTCHCTBUE HA
HEONaronpusITHO BB3MEICTBIE BbPXy MApasUTHATA MUKPOQIIOpA B XPAHOCMIUTATENHIS TPAKT. [Ipy MpeKMBHI KUBOTHI
TIPSIKOTO M3MepBaHe Ha MUKPOGIOpaTa Iie ¢ HeOOXOMIMO, CAMO KO Ce Harara MOpajii IOKA3aTeNcTBa 32 HeOMaronpHsTHI
TPOMEHN B CTOMALIHATA QYHKIAS (M3MEpEHM if Vitro KaTo MPOMsIHA B KOHIIEHTPAIIMUTE HA JICTIMBUTE MACTHI KVCETMHM,
HaMarieHye Ha TPOTMIOHOBATA KOHIEHTPAIVS TV HaMalleH Pasfall Ha LENyso3aTa B 3aXaph).

Vi3crienBaHyst 10 OTHOLIEHNME Ha GE30MACHOCTTa Ha yrotpebara Ha JoOaBKata 3a MoTpeOUTess
1)  Vscrensaust 3a MeTaGOMIMTH U OCTATBYHM BELIECTBA HE CE M3MCKBAT

2)  V3cmemBaHus 3a TOKCUYHOCT CBITIACHO mofpasmen 3.2.2 or mpuioxenue 11
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4.2.3.3.

4.23.4.

4.2.4.

EH3MMMTE 11 MUKPOOPraHM3MUTE (POPMUPAT CAMO YACT OT LsAata 700aBKa, KOSTO B MOBEUETO CITydan MOXKE Jid BKIIOUBA
L(PyTI KOMIIOHEHTH, TIOIy4eH N OT GepMeHTaLMOHHMs nipoiec. CIeoBaTeIHO e HeoOXOMMMO [1a Ce M3IUTa 100aBKaTa, 3a 1
Ce [apaHTupa, ue TS He ChIbPKA MyTareHHM WIM APYIM MATepuaiy, KOMTO MOTAaT [a HABPELAT Ha XOpara Karo
NOTpeOUTEN Ha XPaHU, NOIYYeHN OT KUBOTHM, KOUTO Ca XpaHeHy ¢ ¢ypaku Wi Ha BOJA, KOATO € TPETMPAHa C Te3u
100aBKA.

Bee mak moBeuero IKy3HecrocoGHM OakTepuy, NpeNHASHAYCHNM 3a IPSKO JUIM HENPSIKO MOEMaHe OT OO03aifHMIN
(BKITIOUHMTEITHO OT YOBEKa), Ce MOTOMPAT OT IPYIIN OT OPraHM3MI C UCTOPYS HA HeChbMHeHa Ge3omacHa yrorpeba i ot
IPYIM, NPU KOMTO PUCKOBETE OT TOKCMUHOCT ca mobpe ompemenenn. [lo momoOeH HAuymH pPUCKOBETe, CBHP3AHU C
MIMKPOOPIaHN3MH, KOUTO MOHACTOSILIEM Ce M3MOM3BAT 3a MPOM3BOACTBOTO HA €H3MMI, KATO LIIO Ca H00pe MO3HATH ¥
3HAYMTEITHO HAMAJICHM UpPe3 ChBPEMEHHII IPOM3BOICTBEHy MeTom. CIeNOBATETHO 3a eH3MMIL OT MUKPOGHN M3TOUHNLI I
33 MIUKPOOPIAHM3MIM C MCTOPMSI HA HEChbMHEHa Oe30macHa ymoTpeba ¥ KOTATO KOMIOHEHTHTE Ha (pepMEHTALMOHHILS
mpotiec ca 106pe ONpeNeNieHn U U3BECTHY, M3MMTBAHNS 32 TOKCHUHOCT (HATIPUMEp M3IUTBAHS 33 OPATTHA TOKCHYHOCT U 32
TeHOTOKCUYHOCT) He Ce CUMTAT 33 HeOOXOTMMI. BBIpeky ToBa KAKTO 3a JKMBIM OPTAHM3MM, TAKA M 3a OPTaHM3MKTE,
VM3MOM3BAHM 33 NPOM3BOIICTBOTO HA €H3MMM, TPsiOBA BMHAIM [1d Ce OOpbBIIA BHUMAHME HA CHCLMQUUHUTE BBIPOCH B
paspen 2.2.2.2 ot npwioxenue II.

Korato opraHusMbT M HErOBOTO MPMIOXEHME € HOBO M He Ce 3HAe DOCTATHYHO 33 GMONOrMYHMTE 0COOEHOCTH Ha
(mpom3BeXmALINST) OPTAHM3bM, 33 A Ce MBKIIOUM [OTEHIMAT 3a MPOM3BEXKIAHE HA TOKCUUHM METAOOMUTH, Ce BbBEKIAT
VI3CITe[IBAHILS 33 THOTOKCUYHOCT M 33 OPATIHA TOKCMYHOCT € HOGABKMTE, CHIBPIKAIIM JKIM3HECTTOCOOHN MUKPOOPTAHM3MIL
WM eH3MMM. B TakbB CrTyuait Te ce M3BBPLIBAT MO YOPMATA HA MBCIEABAHMS 33 [EHOTOKCHUHOCT, BKITIOUBALIN M3CTIENBAHE
32 MyTATeHHOCT I CyOXPOHMYHA OPATHA TOKCHYHOCT. [IpenopbuBa ce TakyBa M3CIeMBAHILS 1A Ce MPOBEXKIAT C Oe3KIeThYHA
(epMeHTALMOHHA Cpefla WM B CITy4ail Ha QepMEHTAINS B TBBPIA Maca, C MOIXOMSIL eKCTPAKT.

Vi3cnenBanmst 10 OTHOLIEHNME Ha GE30MACHOCTTA Ha [0OaBKaTa 3a MOJ3BaTesi/paboTHMIM

[Ipunara ce nenuat nompasgen 3.3. ot npunoxenue II, ocsen:

— C€H3VMMU 11 MUKPOOPIaHM3MM, KaTO IMPOTEMHOBU BEILLECTBA, CE MPUEMAT 3a PECIMPATOPHU CeHCMéMJ’IMSaTOpM, OCBCH
aKO HE C€ IpeacTaBn y6eJII/ITeHHO TI0Ka3aTeJyICTBO 3a IPOTUBHOTO. 3aroBa He e HeO6XO]1]/lM0 TpsIKO MBIUTBAHE,

—  00pa3syBaHEToO Ha MPOMYKTA (HAIIPMMEP MUKPOKATICYTIPAHE) MOXKe 14 IpPeMaxEHe HeOOXOMMMOCTTA OT HSIKOY MITI OT
BCHUKM M3INTBAHMS. B Takmpa ciryuan crielsa jia ce IpeicTay MOIXOMSAIIA 0GOCHOBKA.

V3cnenBanns Mo OTHOLIEHME Ha 6e30I1acHOCTTa Ha J]O6aBKaTa 3a OKOJIHaTa cpera

Hemuar nonpaspen 3.4 or npunoxenue II ce mpuiara 13040 32 MUKPOOPTraHU3MM, KOUTO HAMAT YPEBEH NPOM3XOL WM
He Ca IOBCEMECTHO Pa3NpOCTPaHEHM B OKOJIHATA Cpefa.

Pazden IV: u3cnedeanus ho omHoulenue Ha epurachocmma ha 0o6asrama

[punara ce uemmar pasuen IV or npunoxenne II.

1)  [oGaBky, KOMTO OKa3BaT GIArONpPUATHO BB3NCHCTBME HA MPOIYKTUBHOCTTA, XapaKTEPUCTUKUTE MM OIarochCros-
HUETO Ha XMBOTHUTE U 3a (YHKUMOHAIIHATA TPyIa ,JAPYTM 300TCXHUUECKN OOABKU".

Morat fa ce OKaXkaT Bb3[IECTBIATA CaMO 10 OTHOLIEHNME Ha BCEKM LETeB) KMBOTMHCKM BUI MM KaTeropust. B
3aBUCUMOCT OT CBOIICTBATA HA TO0ABKATA M3XOIHMTE MEPKM MOIAT Ha ce 6a3MpaT Wi Ha XapaKTepUCTMKNTE Ha
neiictue  (Hampumep eQeKTMBHOCT Ha XPAHEHETO, CPENCH IIHEBCH PACTEX, YBENMYaBaHe Ha KMBOTHHCKMTE
TNPOAYKTH), ChCTaBa HA TPYNMHOTO MECO, pe3yNiTaTuTe B CTajioTO, MApaMeTpuTe Ha Bb3MPOM3BOICTBOTO, MIIM Ha
OMarochCTOSHMETO Ha JKMBOTHUTE. [J0KA3ATeNCTBA 33 HAUMHA HA eFCTBIE MOTAT [1d Ce OCUTYPSAT Ype3 KPaTKOCPOUHM
V3CTIENBAHNS 3a eQUKACHOCT MM JIA0OPATOPHN M3CIIENBAHNS, M3MEPBAIIM CBOTBETHATA KpaifHa TOYKA.

2)  [lo6aBKu, KOMTO OKA3BAT ONATONPISTHO BB3NENCTBIE BHPXY Pe3yNITATHTE OT KIBOTHHCKATA IPOMYKLILS 3 OKOJIHATA
cpena

3a 1106aBKIITE, KOUTO OKA3BAT OIATONPUSITHO Bb3IE/CTBIE BBPXY OKONHATA Cpelia (HAIpUMep HaMalleHa eKCKpeLyst
Ha a30T Wit Gocop WM HAMATICHO IIPOUBBOJCTBO HA METaH, 00E3MUPHCHTENH), IOKA3ATENICTBO 32 eUKACHOCTTA 32
Lie/IeBUTE BUIOBE MOXE [a Ce NMPEACTABU Upe3 KPATKOCPOUHM M3CICHBAHMS 3a e(UKACHOCT C KMBOTHU, KOUTO
[10Ka3BaT 3HAUMTEIIHO NOJI30TBOPHO BIMSIHMUE. VI3CIIeNBaHusITA CrlellBa 14 B3eMaT O]l BHUMAHIE Bb3MOKHOCTTA 3
peakis Ha MPUCIOCoOsBaHe KbM [100aBKaTa.
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5.2.

5.3.

5.3.2.

5.4.

5.5.

Pasden V: naan 3a monumopunz caed nycraemo Ha nasapa

Hacrostumsir pasment ce pyiara ChITIACHO pastopenOute oT wiel 7, maparpad 3, Oyksa x) ot Pernament (EO) No 1831/
2003.

KOKCUIUOCTATULM U XUCTOMOHOCTATULIU
Pazpen I: pesrome Ha mocuero

[Ipunara ce nenmuar pasgen I or npunoxenne II.

Pasmen II: MoeHTMYHOCT, XapaKTepu3MpaHe M yCIIOBUA 3a ynorpeda Ha mobaBkaTa; MeTOIM 32 aHAIIM3

[punara ce nenmsar paspen II or npunoxenve I

Pa3pen III: u3crenBaHus mo OTHOLIEHME Ha 6e30macHOCTTa Ha J]O6EIBKMTC
Wscnedeanud no omuouienue Ha GesonacHocmma Ha ynompeéama Ha dobasrama 3a ueaesume SRUBOMHU

[Tpunara ce uenmar nonpaspen 3.1 or npunoxenue II.

WU3cnedsanua no omuouwienue Ha OezonacHocmma Ha ynompe6ama Ha dobasrama 3a nompe6ume/m

[punara ce uenmar nogpasgen 3.2 or npunoxenye 1L

W3cnedsanus no omHowenue Ha Oe3onacHocmma Ha ynompebama na 000asrRama 3a noa3gamenu/padomuuyy

[punara ce nenmar nogpasgen 3.3 or npunoxenue 11

W3cnedeanus no omuowenue Ha Ge3onacHocmma Ha ynompebama na 000a6rRaMa 3a 0ROAHAMA Peda

[Tpunara ce uenuar nonpasuen 3.4 or npunoxenue II.

Pazpen IV: uscnensanus no orHoueHne Ha epMKaCHOCTTa Ha HoGaBKaTa

Te3u M0GABKY 3aLMTABAT KUBOTHNTE OT Pe3yIITATITE OT IPOHNKBaHe Ha Eimeria spp. wm Histomonas meleagridis. Criensa
[la ce MpuiaBa 0COOEHO 3HAYEHME HA IOKA3BAHETO HA CHELMQUUHMTE BB3IEHCTBUS OT 100aBKATa (HAIPUMED KOHTPOIIHM
BUIOBE) M HA HEMHUTE NPOQUIAKTUYHM CBOJICTBA (HANpyMep HaMalisBaHe Ha 3a00NeBAMOCTT, CMBPTHOCTTA, Gpoit
OOLCTH 1 OLICHKA Ha yBpexknausra). Criopen HeoOXOTMMOCTTA e NPEOCTaBst MHPOPMALIMS 33 BB3ICHCTBUETO BbPXY
pactexa u TpaHcOPMMPAHeTo Ha ypaxa (yrosBaHe Ha ITHLIM, HOCAYKM W 3aiiliM 3a 3aMsiHa), BB3[CHCTBUETO BbPXY
VBIIONBAHETO HA MaITK¥ (TITUIIV 3 BB3MPOU3BOICTBO).

VI3uCKBaHMTE AHHU 33 eQUKACHOCT ce HAOaBAT Upe3 TPU BUIA CKCIIEPUMEHTH C LETICBY BULIOBE:
—  UBKYCTBEHM eIMHUYHM M CMECEHM MHeKIH,

—  eCTeCTBEHA[M3KYCTBEHA MHAQEKILILS 33 CUMyMVpaHe Ha YCIOBIITA 33 YIOTpeDa,

—  HeJiCTBUTENHN YCIIOBYUS 33 ynoTpeba NPy MOEeBU UBIUTBAHMS.

EKcriepyMeHTITe € M3KYCTBEHV eAMHIYHI U CMeCeHN MH(EeKIMy (HampyuMep IPyIoBM KIIETKY 3a IITULM) Ca [pelHa3HAYeHN
[l TOKaKaT OTHOCHTEITHATA eQUKACHOCT Cpelily NapasuTUTe 1 He M3NMCKBAT MOBTapsiHe. Tpyu BaHM pe3ynTaTa ce M3MCKBAT
33 MBCIENBAHMSTA, CUMYJIMPALIM YCIOBUATA 3a yrnoTpea (HampyMep M3CIENBAHMSI C ITULM NPY TOJOBO OTIVIEKIAHE,
U3CIEIBAHUS B TPYIOBY KIIETKV ChC 3aifly). VI3MCKBAT ce M TpW NONEBM M3CIENBAHMS, B KOWTO IPUCHCTBA ONpeeNcHa
CTeIleH Ha eCTeCTBEHA MHQEKLSL.

Paspmen V: nnau 3a MOHUTOPUHTI CIIe[ ITyCKaHETO Ha mna3apa

Hacrostusir pasmen ce mpyiara ChbITIacHO pastiopenute oT wieH 7, maparpad 3, Oyksa x) ot Pernament (EO) Ne 1831/
2003.
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6.1.

6.2.

6.3.

6.3.1.1.

6.3.2.1.

EKCTPAIIONTALIMA OT OCHOBHU KbM BTOPOCTENEHHIU BUTOBE

OnpefiesieHue 32 BTOPOCTENEHHN BUIIOBE € [afIeHO B WileH 1, maparpad) 2 OT HACTOSIINS PEIIaMEHT.

OOVMKHOBEHO ce MpyeMa M0-OrpaHiyeH Ha0Op OT MOIAaBAHM JOKYMEHTH 34 NPEIUIOKEHO YIIbIKaBaHe Ha paspellieHara
yrorpeba 3a Bif, KOWMTO € (MU3MOTOTNUECKH CHIIOCTABUM C BIJ, 3a KOITO yrorpebara Ha obaBkata Beue ¢ ONOOpeHa.

CriefHNTe M3MCKBAHMS C€ OTHACAT CAMO 33 3asIBEHM PAa3PELLMTEIIHI 33 BTOPOCTEIICHHN BIMIOBE 3a 00ABKM, KOUTO Bede ca
paspeLIeHN 33 OCHOBHM BUIOBE. 34 3asiBCHM PA3PELUNUTEIIHN 3 HOBY (ypazHM JOGABKM CaMO 3a BTOPOCTEIICHHM BUIOBE Ce
IPIIAraT M3LSUI0 BCUUKY Pa3Mellis, B 3aBUCUMOCT OT KaTerOpysITa/QyHKIMOHAIIHATA IPyIIa Ha JO0aBKaTa (BXK. CHOTBETHIITE
crenyUUHI M3NCKBAHMST OT nputoxkerne III).

Paspen I: pesrome Ha mocuero

[punara ce wenmar pasmen I or npunoxenne IL

Pa3znen II: umenTHMUHOCT, XapakTepusupaHe u ycioBus 3a ynorpe6a Ha ]106ﬂBKﬂTﬂ; METOOM 3a aHaIu3

Paspen 11 or npunoxenne II ce mpumara, KakTo crensa:
—  3a J00ABKM, KOMTO Ca CBbP3aHM C OIpelieNieH NPUTEXKATell Ha PaspeliTeNIHOTO, ce Npuiiara Lenust pasen II,

— 3agpyru 106aBky ce npwarat naparpad)m 2.1.2,21.3,2.1.4,2.1.4.2,2.2,2.3.1,2.3.2,2.4.1,2.4.2,2.44, 2.5,
2.6.

Pa3znen III: u3crenBaHus Mo OTHOILEHME Ha 6€e30macHOCTTa Ha yn0Tpe6aTa Ha ]ZlOﬁaBKaTﬂ
W3cnedsanua no omuouienue Ha GesonacHocmma Ha ynompe6ama Ha dobasrama 3a ueaesume SRUBOMHU

V3cnensanns 3a MOHOCUMOCT 3a LENIEBUTE XKMBOTHU
[lpyrarar ce M3JCKBAHILATA 33 PA3IMYHITE KATeropuyt/pyHKUMOHATIHN TPy HOOABKIL

[lo MPMHIMII MBMCKBAHMS 32 IOHOCHMOCT 32 BTOPOCTETIEHH BYIOBE He Ce M3MCKBAT, aKO N0OABKATA ¢ MOKA3a/la WIPOKY
rpaHMIM Ha 0e30MacHOCT (MoHe PaKTOP mecer) Mpy CHOTBETHIS (GV3MONOIMUHO CXOJeH OCHOBEH BH.

AKO TpuTE OCHOBHM LieTIeBM BYIA (BKIIOUMTEITHO OO3aiHMLIM C eIHOKAMEPEH CTOMAX, MPEKMBHIM OO3aiMHMULM 1 ITULM) ca
T0KA3a/I/ [IOIOOHM M LIMPOKY IPAHMIIM Ha OE30MACHOCT, He Ce M3MCKBAT [OIbITHUTEIHI U3CIIEBAHMS 32 [IOHOCHMOCT 3a
BTOPOCTENICHH) BUIOBE, KOMTO He ca (M3MONOTMUECKM CXO[HM (Hampumep KoHe wii 3aiium). Korato ce mamcksar
V3CIIeNBaHMS 3a TIOHOCHMOCT, TSAXHATA NPOTBIIKUTEIHOCT 33 BTOPOCTENIEHHM BUIOBE (OCBEH 3aiily) CIie[Ba Iia € IOHe
28 [Hu 3a pacTAM XKUBOTHUM M 42 [OHY 3a Bb3pacTHM KuBoTHU. [Ipu 3aiilmre ce mpuiara ceaHata mpOXbIKUTEHOCT:
3aiiLy 3a yrosisaHe: 28 IHM; SKEHCKY 3aifLiy 33 PAsIUION: eIMH LMKDBI (OT OINIOKIAHETO [0 Kpasi Ha IepUONa Ha OTOMBAHE).
AKO ce KaHIMIATCTBA 33 3aifLM 10 BpeMe Ha KbpMeHe 1 cliell oTOMBaHe, nepyo oT 49 IIHM (C Hayaro efHa CeIMMIA CIel
paxkIaHeTo) ce CYMTA 3 JOCTATHYEH M CIIEHBA 14 BKIIIOYBA JKEHCKUTE 3aiily 1O OTOMBaHeTO. 3a puOM (pasmuuHu ot
salmonidae) ce u3ucksa 90-IHEBeH IepUOL.

W3cnedsanua no omuouterue Ha Oe3onacHocmma Ha ynompe6ama Ha 00046rRaMa 3a X0pama RAMo nompedument

Uscnensanms 3a Merabommmi
[lpusarar ce M3UCKBAHMATA 33 PA3IMUHMTE KATETOPUM U QYHKLMOHAIIHY TPYIN HOOABKI.

OcBeH TOBa M3ciienBaHus 3a MeTabonmTH He ce U3UCKBAT, aKO £l06aBKaTa BEue € paspelueHa 3a yn0Tpe6a 3a BuU, KOITO €
(1)M3MOHOFI/[‘I€CKI/I CBIIOCTABMM C BMII, 32 KOIHTO € 3asiBEHO paspeimnTennHoTO. Hp]/[ OTCBHCTBME Ha (])]/IBV[O]'IOI'I/I‘IHO CXOICTBO
CpaBHSIBAHETO Ha MeTabONUTHUS HpO(l)I/IH Bb3 OCHOBA Ha in Vvitro M3CIenBaHMS (HaanMep M3BBPUICHO C XEMaTouuTi C
JM3II0II3BAHE HAa ChCTABKaTa OT CTI/IKCTa) Ce CumMTa 3a OOCTAaThYHO 3a OLICHKA Ha CXOICTBOTO B MeTabonm3ma.

Ako BTOPOCTENIEHHVAT BUII HE € (I)I/IBI/IOHOH/[“ICCKVI CXOJI€H C OCHOBEH BMII, TOraBa CE€ M3BJIMYA IIOKA3aHME 3a MeTabONUTHOTO
HeiicTBME Ha ]IO6aBKaTa BBB BTOPOCTENCHHNS BUM.
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6.3.2.3.

6.4.

M3crienBaHmst 32 OCTaThUHM BEILIECTBA

Heo6xomimMo e camo ompefiesisiHe Ha MapKepHUTe OCTATHYHM BEWIeCTBA B SIMBHY ThKAHM M IPOIYKTH, KOTATO MMa
HAJIMYHO WM [IOKA3aHO CXONCTBO B MeTabomu3Ma. BbB BCMUKM OPYTM CIlyyay ce Npuilara M3Lsulo nompasgen 3.2.1.2 ot
npwioxenne II.

OteHka Ha Ge30M1aCHOCTTa Ha MoTpebuTeTe
ITpemtoxenne 3a MakcuMarHO JOIyCTUMY TPAaHMIM Ha ocTaThuHy Bewectsa (MIITOB)

OHPCHCHHHCTO Ha MHFOB MOXK€ @Ia CTaHe, KaTo ce IpueMme, ue HAMA CHUIECTBEHM Pa3iMKU B CHIbPKAHMUETO Ha
OCTaTbYHUTE BEILECTBA B SNVBHUTE ThbKaHU Ha BTOPOCTEIIEHHNTE BUIOBE B CPaBHEHME C IIO]IO6€H OCHOBEH BUI.

MIIT'OB morat f1a ce ekcTpanonmpar B paMKuTe Ha KJ1acoBe XKVMBOTHM, KaKTO CIIelBa:

—  OT OCHOBHM PACTSIUIM NPEXMBHY KMBOTHM KbM BCUUKM PACTSII NPEXMUBHU KUBOTHU;
—  OT MIISIKO OT MIIEKONAH! KPaBy KbM MIISIKO OT APYTH MIIEKOTAIHN MPEKMBHU KNBOTHI;
—  OT mpaceta KbM BCHUKM OO3AITHMIM C eIHOKAMEPEH CTOMAX, C MBKITIOUEHMEe Ha KOHETe;
—  OT IujleTa WM IyMKYM KbM BCUUKM YT ITULM;

—  OT KOKOWKM HOCAUKM KbM BCHUKM JIPYTU NTHUIM HOCAYKU U

—  oT ceMeiicTBo Salmonidae KbM BCUYKM IPYTH TUIMYHM BUTIOBE PUOM C IEPKM.

MJITOB 3a koHeTe MOXKe Ha Ce eKCTpanonupa, Korato cblectsysar MIITOB 3a ocHOBeH BuM NPEXMBHM XUBOTHU U 3a
OCHOBEH BUII 003aiiHUK C eIHOKAMEPEH CTOMAX.

Axo upentiury MITOB ca mosyueHy 3a eabp porar HOOMTHK (WM OBLE), IpaceTa M IuieTa (MIM NTULY), KOUTO
TPEMICTABIISIBAT OCHOBHY BUIOBE C PasinueH MeTabOIMTEH KaMawyTeT 1 CTPOeK Ha ThKaHuTe, chiumre MIITOB Morar mia ce
YCTaHOBSAT U 3a BUTIOBETE OBLE, KOHE U 3aifli, KOeTo O3Hayapa, ye eKCTParoyalysITa ce CUMTa 3a Bb3MOXHA 33 BCUUKM
KMBOTHY, OT KOUTO Ce MPOM3BEXKIAT XpaHu, ocseH pubure. Kato ce B3emar 1o BHMMaHMe Hacokute Ha Komurera 1o
MEIMLIVHCKY TIPOIYKTY 32 BeTepuHapHa ynorpeGa (CVMP) (1%) orrocHo onpenensnero va MITOB 3a Salmonidae u mpyru
pubu, KOUTO Beue I03BONSBAT eKcTpanosamust o MITOB oT MycKyIHa ThKaH OT OCHOBEH BUIL KbM Salmonidae n npyru
puOu, Ipy YCIIOBME Ye OCHOBHOTO BEIIECTBO Ce MpJeMa KaTo MAPKEPHO OCTAThUHO BetecTso 3a MIITOB B MycKyIHa ThKaH
n xoxa, MIITOB morar fa ce ekcrpanonmpar KbM BCUUKY KMBOTHY, OT KOUTO Ce NPOM3BEXKIAT XPaHUL.

3a H86HIOIICHI/[€ Ha OCTaTbUHUTE BELLECTBA B ANVBHU TbKaHV U IPOOYKTU OT BCUYKM KMBOTHY, OT KOUTO CE€ IIPOM3BEXKIAT
XpaHu, Tp}16Ba Ja CbUIECTBYBAT aHAIIMTUYHU METOIM.

W3cnedsanua no omHouwenue Ha Oe3onacHocmma Ha ynompebama na 000asrRama 3a noA3gamenu/padomuuyL

[punara ce uenmar nogpaspen 3.3. or npunoxenue 11

W3cnedeanus no omowerue Ha Ge3onacHocmma Ha ynompebama Ha 000a6rRaMa 3a 0ROAHAMA Peda

OleHKaTa Ha PICKa 33 OKOITHATA CPelld MOXKe [ Ce eKCTPANONIPa OT OLIEHKATA, M3BbPIICHA 32 QU3MONOTNYECKN CXONHNTE
OCHOBHM BUIOBE. 33 T00ABKHM, TPeIHA3HAYCHN 3a YIOTpeOa MpH 3aifily, e MPWIara LeusIT pasier, KaTo ce B3eMar Mof
BHVMAHNe M3MCKBAHMSATA 32 BCSKA KATeropusi/¢yHKLMOHATHA IPyTa TO0ABKH.

Pazpen IV: uscnensanus no orHoureHne Ha eMKaCHOCTTa Ha HoGaBKaTa

Koraro no6askara Beue e onoOpeHa 3a GU3MOIOrNUEcKy ChIIOCTABUM OCHOBEH BUIL 32 ChIIATA GYHKLWS M KOIAaTO HAUMHBT
Ha JIeficTBMe Ha [00aBKaTa e MO3HAT VI OKA3aH, TOKA3aTelICTBOTO 3a ChIVS HAUMH HA [EVICTBIE NPV BTOPOCTENICHHMSI
BUJI MOXe [1a Oblie BB3IPUETO KATO NOKA3aTENICTBO 3a eMKAacHOCT. Koraro He MoXe fa ce HAIpaBM TaKasa BPb3Ka,
eMKACHOCTTA ce I0Ka3Ba, KaTo ce crasgar obumre npasuia B pasnen [V or npunoxkenne 11 B Hskou ciiyuan Moxe 1a e
TOIXOMISIIO [1a ce KOMOMHMPAT KMBOTUHCKM BUMIOBE B €IHAKBB [POM3BOICTBEH €Tall (HAIpUMep KO3 U OBLIE, U3IONI3BaHN
3a IPOM3BONICTBO Ha MIIKO). 3HAUMMOCTTA CJIefIBa Ja ce JOKa3Ba Ipy BCsAKO m3cremane (P < 0,1) mmm ako e Bh3MOXKHO,
upe3 MeraaHam3 (P < 0,05).

(19 3alernexka 3a ykasaHue 3a ONpeIeNsHe HA MAKCUMATHM TPAHULUA Ha OCTATHYHM BEILECTBA 3a ceMeiicTBo Salmonidae u 3a mpyru pubu ¢ nepku.

Epponericka arenis no nekapcrsara. Otaen ,OleHKa Ha BeTepuHapHy MemimmHcky npomykin. EMEA/CVMP/153b/97-okouuatenes.
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6.5.

7.1.

7.2.

7.3.

7.3.1.

7.4.

AKO ce M3MCKBA NOKa3BaHe HA e(MKACHOCTTA, NMPOIBIIKMTENHOCTTA HA M3CTENBAHWATA 33 e(QMKACHOCT CJelBa Ha e
AHATIOTMYHA HA CHOTBETHMTE IPOM3BOICTBEHY €TAIN I (M3MOTOIMUECKH CHIOCTABUMITE OCHOBHM BHIOBe. B mpyru
CIlyyay MMHVMMAjHaTa TMPOIBIKUTENTHOCT Ha W3CTIeNBAHMATA € CIOped ChOTBETHMTE YCIOBMS B Tofpasien 4.4. or
npunoxenue 1l u npuoxenne IV.

Pa3pmen V: mnaH 3a MOHUTOPHUHT CII€[l MYCKaHETO Ha ma3apa

Hacrosimyst pasmen ce mpuriara ChIIACHO pasnopeoute ot wiieH 7, maparpad 3, Oyksa x) ot Permament (EO) Ne 1831
2003.

JOMAIIIHM JIIOBMMUU U TPYTU 2KMBOTHU, KOUTO HE CE M3IOJI3BAT 3A IPOM3BOACTBO HA
XPAHU

Onpernenerne 3a TOMAUIHN JTIOOUMIIA U APYTU XKIUBOTHM, KOUTO He Ce M3MOM3BAT 33 MPOM3BOLICTBO HA XPAHM, € IAfeHO B
yiieH 1, maparpad 1 OT HACTOSILINS PEITTAMEHT.

Paspen I: pesrome Ha mocuero.

[punara ce uemmar paspen I or npunoxenne II.

Pazmen II: upeHTHUHOCT, XapaKTepu3MpaHe M yCIIOBMS 32 yoTpeGa Ha 0OABKATa; METOMM 32 AHAIN3

Paspen II or npunoxenne II ce npunara, kakTo crefsa:
—  3a J0OABKM, KOMTO Ca CBbP3aHM C OINpellelieH NPHUTEXKATell Ha PaspeliTeIHOTO, ce Mpuiiara Lenust pasgen II,

—  3aapyru noOaBky ce npwiarar maparpadu 2.1.2, 2.1.3,2.1.4,2.1.4.2,2.2,2.3.1,2.3.2,, 2.4.1, 2.4.2, 2.4.4, 2.5,
2.6.

Paznen III: u3crenBanms mo oTHomenue Ha 0e30MacHOCTTa Ha JoGaBKara
W3cnedsanua no omuoutenue Ha 0e30nacHocmma Ha ynompebama Ha 000a8rRAMA 3a Ye/esuime SRUBOMHU

[lpurtarar ce M3MCKBAHMSATA 32 PasiMUYHUTE KaTeropyi/QyHKUMOHAIHN rpymu J0OaBKy. KoraTto ce M31CKBa M3CIeBaHe 3a
TIIOHOCMMOCT, HEroBaTa IIPOIB/KUTENIHOCT CllefBa 1a € ToHe 28 mHu.

WM3cnemBaHe 3a MOHOCMMOCT He ce M3MCKBA, KOTaTo 3a ]1063BK3T& Ca HOKa3aHM CpaBHMMM M IIVPOKM TpaHMIN Ha
6e30MacHOCT npy TpY OCHOBHM BUIA (BKJ'[}O‘{I/ITGHHO 6033ﬁHMHM C €HOKaMEpEH CTOMaX, IIPEKVIBHUI 6033]7[HI/III]/[ u HTVIII]/I).
WU3cnedeanua no omuowenue Ha Oe3onacHocmma Ha ynompe6ama Ha ()06&61(0,111{,1 3a nompe6ume/1ume

OOMKHOBEHO TO3M nonpasnern He ce M3NCKBaA. Crenga fia ce 06'pr€ BH/MaHIe Ha 0e30MaCHOCTTa Ha COOCTBEHMKA.

W3cnedsanug no omxoulenue Ha 0e30nacHocmma Ha ynompebama na 000a6rRamMa 34 noA36AMMeU/pAbOMHULY

[punara ce uenuar nonpasgen 3.3 or npunoxenue 1.

W3cnedsanua no omuoulerue Ha 0e30nacHocmma Ha ynompebama Ha 000a6rRama 3a 0ROAHAMA peda

[lonpazpen 3.4 or npunoxenne Il He ce u3ncksa.

Pazmen IV: uacienBanus mo orHomeHyne Ha epUKACHOCTTA Ha T00aBKaTa

HpunaraT C€ VMBUCKBaHMATA 3a PA3IIMYHNATE KaTel‘OpMM/d)yHKIlMOHaHHI/I rpynn JIlO6aBKI/I.

Koraro mo6aBKara, 3a KOSITO Ce M3IMCKBAT M3CICIBAHIS C KMBOTHIL, € Gy/Ia paspellieHa o-paHo 3a OPYTH GU3HONOTNUeCKI
CXO[IHYI BUIIOBE, He Ce M3JCKBA TONBITHIUTETHO TOKA3BaHe Ha epUKACHOCT, IIPH YCIIOBYE Ye 3asIBEHOTO BB3IEICTBIE I HAUMH
Ha IeicTBNe ca chumTe. AKO H00aBKATa He e Gyia paspellaBaHa IMO-PAHO M 3aSBEHOTO BBH3ME/CTBME MM HAYMH HA
IeJICTBYE Ca PA3TIMYHM OT Te3U B MPENMIIHO PA3PEIINTENHO, epMKACHOCTTA Ce OKA3Ba MM CIa3BaHe Ha OOLIMTe MPABIIIA
ot paspen IV B npunoxenne 1.

[IpOIbIKUTETHOCTTA HA TBITOCPOUHNTE M3MUTBAHILT 32 eUKACHOCT € MOHe 28 HIL
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7.5.

8.1.

8.2.

8.3.

8.3.2.1.

Paspnen V: nnau 3a MOHUTOPUHTI CJIe[I ITyCKaHETO Ha ma3apa

Hacrosimust pasmen ce mpurmara ChIIACHO pasnopendute ot uieH 7, maparpad 3, Oyksa x) ot Permament (EO) Ne 1831/
2003.

TOBABKH, KOUTO BEYE CA PA3PELIEHU 3A YIIOTPEBA B XPAHU
Pazpen I: pesrome Ha mocuero.

[Tpunara ce uenmar pasnen I or npunoxenne II.

Paznen II: umeHTUYHOCT, XapakTepu3upaHe M yCIIOBUS 3a yn0Tpe6a Ha no6asl(aTa; METOOM 3a aHalIu3

Paspen II or npumnoxenne II ce npmara, KakTo crensa:
—  3a 100ABKM, KOMTO €A CBBP3AHM C OMpEeNeH MPUTeRATEN HA Pa3PelUTeNHOTO, Ce MpIara memust pasmen 11

—  3ampyru nobasku ce nputarar maparpagu 2.1.2, 2.1.3,2.1.4,2.1.4.2,2.2,2.3.1, 2.3.2,, 2.4.1, 2.4.2, 2.4.4, 2.5,
2.6.

Pa3nen III: u3crenBaHus mo OTHOLEHME Ha 6e30macHOCTTa Ha JIO63BKMT€

Bxriousat ce Haﬁ[—aKTyaHHMTC OILICHKM Ha 0e30IacHOCTTa Ha XpaHUTEITHATA ]106aBKa, KaTo T€ C€ HONBJIBAT C IOJIIyYeHU
BIIOCIIEOCTBME TaHHN.

3a 100aBKuUTe, KOMTO Ca paspelleHN KaTo XPaHUTEIHU HOOABKM MM Ca OTOOPEHN KAaTO KOMIIOHCHTH B XPAaHUTEIHM
npoykTu B EBporelickust cbro3 03 HUKAKBO OrpaHNYeHIe, OOMKHOBEHO He Ce M3VUCKBAT U3CIIEBAHUS [0 OTHOLICHME Ha
0e30MacHOCTTa Ha MOTpeduTeNnuTe M paboTHULMTE.

Ipencrasst ce mogpasmenyt 3.1, 3.2 u 3.3 or npunoxenne II, Kato ce 0Opblua BHUMAHME HA HAIMYHM 3HAHWS 33
0€30I1aCHOCTTA HA Te3)1 BELIECTBA, KOTATO Ce M3IION3BAT B XpaHu. ChOTBETHO Te3M BEIIECTBA, KOUTO Ce M3MOI3BAT U B XPAHIA,
MOrar [1a ObIaT KIacuUUUpaHi Karo:

— 6e3 nocoueHa Jatnons (663 M3PpUYHO IIOCOYBAHE Ha ropHaTa IpaHMIla Ha J103aTa, ONPENETIEHA 3a BEIIECTBA C MHOIO
HUCKa TOKCM‘IHOCT);

—  ycranosena U1 wm TTTI nm

—  0e3 ompenereHa I (IPUIOKMMO 3a BeIIECTBA, 3d KOMTO HAIMYHATA MHQOPMALMSi He € [OCTATHYHA 3a
OTIpeNIeNsiHe).

W3cnedsanua no omuoulenue Ha Oe3onacHocmma Ha ynompebama Ha 000a6RAMA 3a Ue/esuime RUBOMHU

AKO HMBOTO Ha ymorpeGa 3a (ypaxHarta 100aBKa € MOIOOHO Ha M3MONI3BAHOTO B XpaHM, OE30MIACHOCTTA 3a LETIEBUTE
BIIOBE MOXe [1a Oble OleHeHa Ha 0asaTa HA HATMYHWMTE NAHHM OT M3CIEOBAHMS in Vivo 3a TOKCMYHOCT, aHAIM3 Ha
XMMUYHATA CTPYKTypa M MeTAOONMTHMS KallaLUTET Ha LieJieBUTe BUILOBE. AKO HMBOTO Ha yrorpeba BbB (ypaxu e
3HAUUTEITHO T0-BUCOKO OT ChOTBETCTBAILIATA YIIOTPeOa B XPAHM, MOXKeE [a Ce M3MCKBA M3CIEUBAHE 32 TIOHOCHMOCT BbPXY
LIeTIeBOTO JKMBOTHO B 3aBUCHMOCT OT €CTeCTBOTO Ha [00aBKara.

W3cnedeanus no omuowenue Ha Ge3onacHocmma Ha ynompebama wa 000agrama 3a hompebumenume

Ako yHOTp€6aTa KaTo (])ypa}KHa ]IO63BK3 BOMM 1O IO-BUCOKO M3JTIaraHe Ha BB3MIENCTBUE 3a HOTPC6MTCHI/[T€ wim 1o
pasimmyeH Tui MeTa60]'[]/[TI/[, OTKOJIKOTO IIpU yHOTpe6aTa B XpaHy, C€ M3NCKBAT NOITBIIHUTEIIHM TaHHM 33 TOKCUMYHOCT U
OCTaThYHM BELIECTBA.

Xpanurenan no6asky, 3a kouto OIJI He e mocoueHa

Ouerka Ha 0€30I1aCHOCTTA 33 MIOTPeOUTeNNTe He Ce M3VCKBA, OCBEH KOIaTo yroTpebaTa Ha 100aBKATa BB (ypazKit BOMIL IO
Pa3uueH THN MeTaOOINTH, OTKONKOTO IV YIOTPeDATa B XPAaHIL
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8.4.

8.5.

Xpannrenuu no6asku, 3a kouro QI mm ITIII ca ycraHoBeHn

BesonacHoctra Ha norpeOutenure crenpa na Gble OLEHEeHa, KaTo ce B3eMe IION BHUMAHMe IOIBIHUTEIHOTO M3/IAraHe Ha
Bh3IeficTBUE OT yroTpebata Ha pypaxka Wi CreludUUHOTO U3NaraHe Ha B3MENCTBUE, CBbP3aHO ¢ METAOOIUTH, [ONTyYeHN
or uenesute Buose. ToBa Moxe Ha Oble HANPABEHO Ype3 CKCTPANONMpaHe HA [AHHM 3d OCTATHYHM BEIIECTBA OT
IyOIMKALN.

Koraro ca HeoOXOMMMY VI3CTIETBAHIS 32 OCTATBUHM BELIECTBA, M3VCKBAHETO Ce CBeKIA [0 CPABHSIBAHE HA HIMBATA B THKAHI
VTM TIPOAYKTY B HETPETMPAHA IPYIIa ¥ B IPYIATA, B KOSITO € H0OABEHA HAii-BUCOKATA MPEIIOPHUMTETHA 3asiBeHA 1034

3a noGaski, 3a KOMTO HsiMa onpenertera 11T

SlcHO ce mocousat npuunHuTe, nopagy kKouro I He e mocoyeHa. AKO TOBA MOpaXKia 3arpyKeHOCT 1 yrotpeara Ha
nobaBkara BbB Qypaxku Oy [0BeNa [0 3HAUMTEIHO YBEIMUABAHE HA M3JIaTaHETO Ha BB3IEHCTBHE 3a mOTpebuTenuTe, ce
VM3MCKBA ITBJTHA OLIEHKA 33 TOKCUYHOCT.

HOH’])HHI/ITC]'[HOTO M3TIaraHe Ha BB3IENICTBME OT yHOTpB6aTa Ha (l)ypa)KM MOXeE Oa 6’bII€ €KCTpaIoNMpaHo OT HaHHU 3a
OCTaTbYHM BELIECTBA OT Hy6HI/IKaHI/H/[.

Korato ca HeoOXOMMY M3CIIEHBAHNSE 32 OCTATHUHI BELIECTBA, U3MCKBAHETO Ce CBEXKNA [0 CPABHABAHE HA HMBATA B THKAHN
VI IIPOLYKTY B HETPeTHPAHa IPyIia U B IPyIaTa, B KOSTO e 100aBeHa Haii-BICOKATa 3asiBeHA 103a.
W3cnedsanua no omuoutenue Ha 0e30nacHocmma Ha ynompebama Ha 000a6rama 3a noA38ameu/pabomHuLu

[Ipunara ce nenuar nompasnen 3.3 or npunoxenue 1.

TIpenBIKIaT Ce OIperielieHy MPea3Hi MCPKU 32 MAHUITYIIMPAHETO C Te3M BELIECTBA, UBMOJI3BAHU B XPAHM, KOTATO Ce
pasriexkia Ge3omacHocTTa Ha QypaxHara 100aBKa 3a MOJ3BATEINTE.

M3C/1€()661Huﬂ no omuoweHue Ha Oe3onacHocmma Ha ynompe6ama Ha 6o6a6Rama 3a OROAHAMA cpeda

Nancksa ce nonpaspen 3.4 or npuioxenue II.

Pazmen IV: uacienBanus mo oTHomeHne Ha eUKACHOCTTA Ha T00aBKaTa

Koraro 3astBenata ¢yHKILT 3a ¢ypax e ChLIATA KATO IIPH YIIOTpeOaTa B XpaHI, MOXE [1a He ¢ HeOOXOMIMO HOITBIHUTEIHO
[OKa3BaHe Ha eQMKACHOCTTA. B mpotyBen crydail ym3ucKBamysTa 3a epUKACHOCT ca KAaTo mocodeHnte B pasgen IV ot
npunoxenne II.

Paspen V: mnan 3a MOHMTOPMHI Cllef] yCKaHETO Ha Na3apa

HacrostumsT paspen ce nmpyiara ChINIacHO pasnopenute ot wieH 7, naparpad 3, 6yksa ) ot Perament (EO) Ne 1831/
2003.

VIBMEHEHUE HA PA3PELLIMTEITHUTE

Twit KaTo MOXe [1a ce Pa3uMTa Ha OLCHKATA Ha IJAHHMTE, IIPEIOCTABCHN 38 MPEMILIHY PA3PEUIUTEIIHM, JOCUE, U3TOTBEHO 3a
3asiBIleHMe ChITIacHO wieH 13, maparpad 3 or Pernament (EO) Ne 1831/2003, ¢ HeoOXOmMMO Jia OTTOBapsi caMo Ha
13OPOEHUTE MO-1101Ty M3UCKBAHMSL.

3asIBIIEHMETO 34 M3MEHEHME Ha YCIIOBMATA, BKITIOUEHN B CLIECTBYBALI PEIIAMEHT 3 Pa3pelliaBaHe, KaTo MeHTHQMKAIINATA,
XapaKTepU3MpPaHeTo MM YCIOBUSITA 32 yroTpeba Ha I0OABKATa, ClemBa Ja IOKAXe, Ye M3MEHEHMETO HSMA BPETHO
BB3JIEVICTBIE BHPXY LieIEBUTE BUTIOBE, IOTPeOUTEIITE, TIOI3BATENUTE MM OKOITHATA CPelld. 3 Ta3y Liejl eIHa 106aBKa MOxKe
[la ce CYMTA 3d MICHTUYHA, KO aKTUBHOTO[UTE BELIECTBO/Y WM areHT/W M YCIOBMSTA 33 YNOTpeDa 3a ChLMTE, HErOBATA
UICTOTA Ha MPAaKTMKA € CXOIHA M He Ca BbBEAEHM HOBM KOMIIOHEHTH, KOMTO Ja MOPAaXMIAT 3arpyKeHOCT. 3a Takupa
TPOJIYKTH MO3Ke JIa Ce MOMANle ChKPATeHO 3asiBrleHue, Thil KaTo OOMKHOBEHO He Ce HAJlara Iia Ce IOBTAPAT M3CTIEBAHNSTA 32
JIOKa3BaHe Ha eMKACHOCTTA 1 Ha Ge30MACHOCTTA 3 LENIeBUTE BMIOBE, 3a MOTPEOUTENMTE I 3a OKOIHATA CPelld, KAKTO I
V3CIIeTBAHMATA.

3asBIIEHMETO CIIeMBa Ma OTIoBaps Ha CIIEOHUTE M3VICKBAHMA:
1. npuiara ce UsjioTo NpUiloKeHne I — ToBa BKITIOUBA IIOIIpO6HOCT]/[ 32 3a4BCHOTO M3MEHECHUE;

2. npunara ce emuar pasgen II or npunoxenne II;
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MPENOCTABSIT Ce MAHHM, OKA3BALII, Ue XUMIYHITE IVt OMOTOTIYHITE XAPAKTEPUCTVKI Ha T00ABKATA IO CHLIECTBO
Ca ChUITE KATO HA ONOOPEHMs IPONYKT;

KOTaTo ¢ HeoOXOIMMO Ce MPECTABST JOKA3aTe/ICTBa 34 OMOEKBMBATICHTHOCT WM Upe3 CHelUMKALIS, WM Ype3
1yOnyKyBaHa JIMTEPATypa, WM OT CHICLMAIIHN U3CIeBaHMsL. Korato 61OeKBUBAIIEHTHOCTTA He € JJOKa3aHa HAITBIHO,
criefiBa J1a ce JIoKaxKe ChOTBETCTBME Ha mepuona 3a usrernsiHe ¢ MITOB;

NpecTaBs ce NOKa3aTeJICTBO, Y€ B CBET/IMHATA HA CHLICCTBYBALINTE HAYUHU TaHHU nobaBkata octapa GesonacHa npu
OHOépeHI/ITe ycoBus 3a LENEeBM KMBOTHM, 33 l'lOTp€6I/ITeJ'I]/l, 3a pa60THI/IIH/l 1 32 OKOJIHATa Cpefa;

TPENCTaBs Ce MOKJIAI 3a pe3ynTaTuTe OT MOHUTOPMHIA CIIE[ ITyCKaHETO Ha I1a3apa, ako B Pa3pelINTEIIHOTO Ca
BKITIOUEHN MBUCKBAHMA 33 TaKbB MOHUTODPVHI, U

crieumQuUHITe NTAHHM B NIOIKPEIa Ha MCKAHETO 3 TIPOMEHSI CIIeliBa [1a Ce NOJABAT ChINIACHO ChOTBETHNTE YacTy OT
paspenn III, IV u V or npunoxenne II.

TNOOHOBABAHE HA PA3PELIUTEITHU

3asiBIeHMATA 33 NOIHOBSBAHE HA Pa3peLIMTENIHM ChINACHO wieH 14 ot Pernament (EO) Ne 18312003 cremsa ma
OTIOBAPAT Ha CJIENHUTE M3MUCKBAHMS:

Paspen I: pesrome Ha mocuero

[Tpuara ce wermsit pasge I ot mpurozkenue I1. TIpenocrasst ce KOIye Ha OPUTHHATIHOTO pa3pelnTeNiHo Ha OOLHOCTTA 3a
nycKaHe Ha QypaxHara 106aBKa Ha [a3apa WM MOCIEIHOTO OTHOBEHO Pa3peLMTeNnHO. VI3IoTBs ce aKTyam3npaHo 10cue
CBITIACHO Haii-ChbBPEMEHHUTE M3UCKBAHMS M CE INPEHCTaBs CIMCBK, ONMCBAll BCUYKYM NPOMEHM OT ITbPBOHAYAITHOTO
PA3PELINTEIHO WM NOCIIEIHOTO MOIHOBEHO Pa3PEIINTENIHO. 3asSBUTEIAT TPsiOBa A TOJaje Pe3toMe Ha TOCHETO, B KOETO e
mocouBa O0XBATLT HA 3asIBIICHNETO, KAKTO ¥ BCAKAKBA HOBA MH(OPMALVS, KOSITO € CTAHATIA M3BECTHA OT MPEMMIIHOTO
Pa3peLLNTETHO/TONHOBSBAHE 10 OTHOMIEHNE HA MICHTUYHOCTTA 1 GE30MaCcHOCTTA.

Pa3nen II: upenTuuHoCT, XapakTepusnupaHe u ycioBus 3a y110Tpe6a Ha JI063BKEIT3; METOOM 3a aHaJIu3

Pazpien 11 or npunoxenne II ce npunara, KakTo crefsa:

3a 0GABKM, KOMTO Ca CBHP3AHM C ONpeNeNeH MpUTeXaTell Ha Pa3pellnTeHOTO, e Mpyyara uemuit pasmen I,

3a IpyTn no6aBKy ce npuarar naparpac]m 2.1.2,2.1.3,2.1.4,21.42,2.2,2.3.1,2.3.2,2.4.1,2.4.2,2.44,2.5,
2.6.

npeﬂCTaBﬂ C€ IOKAa3aTeJICTBO B IIOJIKPENa Ha TOBA, Y€ ]106aBKaTa He € NPOMEHEHA CBLIECTBEHO WM M3MEHEHA 110
OTHOWIEHME HAa CbCTaB, YMUCTOTA MM AKTMBHOCT B CpaBHEHME C 1106ElBKaTa, KOATO € Omra pasperueHa. Oruynta ce BCska
IIPOMSIHA B IIPOU3BOLCTBEHMS ITPOLIEC.

Paznen III: u3cnenBaHus Mo OTHOIIeHMe HA 0Ge30macHOCTTa Ha MOGaBKuUTe

anHCTaBH C€ HOKasaTejICTBO, Y€ B CBETIIMHATA Ha ChIUECTBYBALIMTE 3HAHUA [I06aBKaTa ocraBa GesonacHa criopen
0]106PCH]/[T€ ycCiioBuA 3a LEJIEBUM KMBOTHY, 3a IIOTpe6I/ITeII]/[, 3a pa60THI/IIII/I VI 3a OKOJIHATa cpefa. Hpe]lCTaBH C€ aKTyaJlHa
CIIpaBKa 3a Iepuona OT IIbPBOHAYAITHOTO PA3PEIUUTEITHO UIIN NOCIIEAHOTO IMOIHOBEHO PA3pEINTENIHO C ]/lHli)OpMaII]/lS{ no
CIIEIHUTE €JIEMEHTU:

IOKIAIM 33 HeONArONpUSTHUTE Bb3ICHCTBIS, BKIIOYMTEIIHO 3JONONYKY (HEM3BECTHNM IpEIM TOBA Bb3IEHCTBI,
TEKKM BB3MEHCTBIS OT BCAKAKBB BUI, 3aCHICHO INOBTAPSHE HAa VM3BECTHM BBICHCTBNSA) 3a IENeBM JKMBOTHM, 3a
noTpe6uTeN, 3a MOJ3BATEN U 33 OKOJIHATA cperia. [JOK/AIbT 38 HeOMArONPUSATHITE BH3ICHCTBUS BKITIOYBA €CTECTBO
Ha BBIEICTBIETO, Opoil 3aCCrHATY EK3eMIULIPV/OPIAHM3MIL, PE3yITaT, YCIOBMS 3a YNOTpe0a M OLEHKA Ha
CMBPTHUTE CITyYals;

HOKJIaNIM 33 HEM3BECTHU B3aMMOJIECTBUS U KPBCTOCAHN 3apassiBaHM;

JOaHHU OT H86H}OHCHI/IH Ha OCTaThbYHM BEILIECTBA, KOraTO € MOOXOMISIIIO;
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— JaHHM OT €NMIEMMOJIOTUYHN I/I/I/IJ'H/I TOKCHUKOJIOTMYHU M3CIIEIBAHNS;

— npyra I/IH(l)OpMaIII/ISI 0 OTHOIIEHME Ha OEe30MacHOCTTA Ha ]106aBKaTa 1 PUCKOBETE OT ]106aBKaTa 3a KIMBOTHUTE, 3a
Xoparta I’ 3a OKOJIHaTa Cpefia.

AKO IO HSIKOM OT Te31 BBIIPOCH HE € IIPENOCTABEHA TOITBITHUTEITHA I/IH(l)OpMaLU/Iﬂ, NPUYMHATE 3a TOBA CJIEMBA M1 C€ Iocoyar
SICHO.

HpeIICTaB}I ce IOKJIal 3a pe3ylnTaTtuTe OT IporpaMara Ha MOHUTOPMHIA CIIE[ ITYCKaHETO Ha Ia3apa, akKoO B IPEOMIIHOTO
Pa3peIINTENIHO € BKIIIOUEHO VM3JICKBAHE 34 TAKbB MOHMTOPMHI.

Koraro, KakTo e InpeBuieHO B wieH 14, maparpa 2, Oyksa 1) or Permament (EO) Ne 1831/2003, sasiBieHuero 3a
IIOJHOBSIBAHE HA Pa3pEIMTEIHOTO BKIIIOYUBA IpPEWIOXKEHME 33 M3MEHEHME WIM [IONbBAHE Ha YCIOBMATA OT
ITbPBOHAYAIIHOTO PA3PELINTETIHO, inter alia yCnoBMsTa MO OTHOLIEHME HA ObIELIMS MOHUTOPUHI, CHELMUUHUTE JTAHHU
B TOJIKpeNa Ha MPeyIoXKeHNeTO 3a M3MEHEHVe CllefiBa 1a ce TI0fjaBaT CIopel ChOoTBeTHUTE yactu oT paspenu III, IV u V or
npunoxenye 1L

IIOBTOPHO OUEHSBAHE HA HSKOU [OBABKI, KOUTO BEYE CA PA3PELLIEHU CbITIACHO
OUPEKTUBA 70/524/ENIO

HobaBKute, 3acerHaT!t OT HACTOsIATA Touka 11, ca mobaBky, KouTo ca paspemrenn cprmacHo Hupexrvsa 70/524[ENO un
npercTou f1a GhIaT MOBTOPHO OLIeHeH M B choTBeTcTBye ¢ wieH 10, maparpad 2 ot Permament (EO) Ne 1831/2003 u kouto
CIIAIaT KbM CIIEIHUTE TPYIIN:

—  aHTMOKCHIAHTHMU BElIECTBa;

—  apoMaTM3Mpally Y OBKYCSBAlM BELICCTBA;

—  eMyJIraTopy 1 CTaOMIM3aTOpy, CrbCTUTENN M KETMPAL BELIeCTBa;

—  OLBETMTENM, BKIIOUMTEIIHO TIUTMEHTH;

—  KOHCEPBAHTI;

—  BUTAMMHU, NIPOBUTAMMHI M XMMMYECKM 100pe ONpefIesieHN BElecTBa, KOUTO MMAT MOIO0eH egeKT;
—  eNeMeHTM C MMKPOKOHIIEHTPAIINS;

—  CBBp3BALIM, IIPOTMBOCIIENIBALIY BEWIECTBA 1 KOATyJIAHTH;

—  perymaTopy Ha KMCETIMHHOCTTA U

—  PanMOM30TONHM CBBP3BALIM BEIIECTBA.

CTemeHTa i KauecTBOTO Ha OLICHKATA HA PUCKA 3a Te3yt HOOABKM CIIe[IBA [1A C4 CXOMHM KATO NP APYTH H00aBKM. Bbmpekit
TOBA MOPAIM TSIXHATA HBIITA MCTOPHSI Ha Oe3omacHa ymoTpeGa MOTaT [1a ce M3ION3BAT Bede MyONMMKYBAHM AAHHM OT
V3CTIeMIBAHIS CHITIACHO Pa3riopenOuTe, MPENBUICHN B HACTOSIIMS PeITIaMeHT, 33 [ ce IOKaxe, e 100aBKata Bce olle e
6esomacHa mpy omOOPEHITE YCIIOBHS 3a LieIeBITE BIIOBE, 3 TOTPEOUTENH, 3a MION3BATEI M 33 OKOJIHATA CPEa.

Paspen I: pestome Ha gocuero.

[punara ce enuar pasgen I or npunoxenne L

Pazmen II: MpeHTHUHOCT, XapaKTepu3MpaHe M yCIIOBMsI 32 yoTpeGa Ha OOABKATa; METOMM 32 AHAIN3

Paspen I or npunoxenne Il ce mpmmara, KakTo crensa:

— 33 100aBKM, KOUTO HE Ca CBbP3aHM C OMpEIesieH PUTERATEN Ha PaspeLnTeNiHOTO, ce npuarar naparpadu 2.1.2,
2.1.3,21.4,21.42,22, 231,232,241, 242,244, 2.5, 2.6;

—  3a mpyrut D00ABKY, CBBP3AHI C OIpETeNeH MPUTEXATEN Ha Pa3PeLNTENHOTO, Ce MpIIara Hemust pasmen 11
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Paznen III: u3cnenBaHus Mo OTHOIIeHMe HA 0e30MacHOCTTa Ha MOGaBKUTe

Koraro erHa o6aBka e Ouita oueHeHa 3a Ge30MacHOCT 3 LeNIeBY BIIOBE, 3a MOTPEOUTENH, 3a TON3BaTe M/ pabOTHILM 1 33
OKOJTHATA CPefId, Ce MPEIICTaBsI Pe3loMe Ha M3CIIEABAHMATA 32 O€30MACHOCT, MOIAfeHH 38 IPENMITHOTO PA3PEIIUTENHO IUTIOC
BCSIKAKBA HOBA MHQOPMALAS, NOSBIJIA CE CIIe IPEIMIIHOTO paspelaBade. Korato He e IpelipueMaHo OQUUMATHO
OlieHsIBaHe 3a yroTpeOaTa Ha BEIECTBOTO KaTo (ypakHa 00aBKa, MOTAT [1a Ce M3IONI3BAT M3CIIEHBAHMS 1 IAHHU OT Hay4Ha
JIUTEpATypa, TPU YCIIOBME e Te Ca eKBUBATICHTHM HA Te3d, KOMTO OMXa Ce M3JCKBAIM 33 HOBO 3asBlieHue. B mporusen
CIIyyail ce PeoCTaBsi ITblieH HA00p OT M3CIIEIBAHMS 33 OE30MACHOCT.

Pazpen IV: u3cienBanimsi 10 OTHOLIEHNE Ha ePUKACHOCTTA HA T00aBKUTe
Koraro e nenecb06pa3Ho, CIia3BaHeTO Ha M3UCKBAHETO 3a eIKACHOCT, [IOCOYEHO B wieH 5, maparpad 3 or Permament (EO)

Ne 1831/2003, Moxe ma Oblie OKa3aHO Ype3 MPEICTaBsiHe HA MaTepuaili, pasiiMuHy OT U3CIICHBAHUS, MO-KOHKPETHO
CBbP3AHIL C IBIITATa MCTOPIS Ha yroTpebata.

Pasnen V: nnau 3a MOHUTOPMHI CJIe[ ITyCKaHETO Ha ma3apa

HacrosimmsiT pasyen ce mpuiara ChIiacHo pasnopenOute ot uie 7, naparpad 3, 6yksa ) ot Perament (EO) Ne 1831/
2003.



ITPVTTOKEHVE IV

KaTeropm[ U omnpenereHus 3a LEIeBU XKMBOTHU M MOCOYBaHEe Ha MMHMMAJTHaTa NMPOTB/KUTETHOCT HAa M3CIIeIBAaHUATA 3a e(l)m{acnocr

Tabmuua. Kateropyu KMBOTHM: IpaceTa

TTpubim3uTeNIHA TPOIBIKUTENHOCT (TErN0[Bb3pacT)

MunHnmMansa MPOIBJIKUTENTHOCT Ha IBJITOCPOYHNITE MU3CTICIBAHNS

KaTel'OpM}l Onpenenﬂﬂe Ha KaTeropuaTa KNBOTHNI
3a edUKaCHOCT
[Tepuon/BB3pact Bbapact Terno

[pacenua (1o Bpeme Ha MaJiKy TIpaceHIia, MOJyYyaBally MIISKO OT CBMHE Mailkil | OT paXHaHeTo 1o 21—42 nena mo 6—11 kg 14 nan
KbPMeHE)
Tpacenua (or6urm) MaiKi [paceHlia, KOUTO Ca 3aBbpIUMIIN Tlepuona Ha or 21—42 pena no 120 pena o 35 kg 42 pHu

KbPMEHE ¥ Ce OTIVIEXKIAT 3a BH3MPOM3BOICTBO MII 38

MPOV3BOICTBO Ha MeCO
[TpaceHua (1o BpeMe Ha MaIKy MpaceHIa OT PaXkIaHeTo, KOUTO ce OTINIEXMAT C | OT PaXIaHeTo no 120 pena o 35 kg 58 nHn

KbpMeHe U 0TOuTI)

LIeJT Bb3IPOM3BOICTBO WIIM ITPOM3BOJICTBO Ha MECO

[Tpacera 3a yrosisaxe

MaJIKIl IIpaceHua, KOUTO Ca 3aBbpLIMIIN IIEpUoNa Ha
KbpPMEHE 1 Ca NPEIHA3HAYCHM 3a IIPOU3BOIICTBO HA MECO
J10 I€HA Ha TPAHCIIOPTUPAHETO OO KIIaHMLaTa

or 60—120 neHa

1o 120—250 nena
(my criopen MecTHaTa
TpAIMLIS)

80—150 kg (wm
CIopef MecTHaTa Tpa-
TIALIVSL)

O TEryIo 3a KJlaHe, HO He I10-MaJIkoO OT 70 mHu

CBMHe MaliKiM 3a Bb3-
IIPOU3BOICTBO

JKEHCKH CBHMHE, KOMTO €A MMAIl TOHE eIHO OINIO-
KraHe[unTocBaHe

OT ITbPBOTO OIIOKIAHE

OT OIUIOXKIAHETO [0 Kpast Ha BTOPYSI MEPHON Ha OTOMBAHE
(mBa MKbIIA)

CBuHe Mayikii, KOUTO Lie
paxyar

JKEHCKM CBUHE, KOUTO €A UMAJIM TIOHE EIHO OILIIO-
KraHe[unTocBaHe

Hali-MaJIKo [Be CEIMMIM MPEy PaxkIaHeTo [0 Kpas Ha
nepyuola Ha oTOMBaHe.

Ta6m/1ua. KaTel'OpI/[I/I KMBOTHM: NTULIA

Kareropust

Onperieisine Ha KaTeropusta XNBOTHI

TTpubru3uTeNIHA MPOIBIKUTETHOCT (TEI0/Bb3PACT)

Iepuon

Bw3pacr

Terno

MuHUMATIHA TPOBIIKUTETHOCT Ha TBITOCPOUHMTE M3CIICIBAHUSL
38 eQUKACHOCT

[nnera 3a yrosisane

NTNULY, OTIIEXKIIAHU 3a YrosiBaHE

OT MBJTIOIBAHETO

no 35 mHn

mo ~1 600 g (Makc.
2 kg)

35 nHM

[unera, oTrmexmany, 3a
Ha CTaHaT HOCAuKu

2KEHCKIM NTHIY, OTITIEKIAHN 3a MPOU3BOICTBO Ha st
3d KOHCyMalysl M C 1ell pasIuion

OT U3JIIONBAHETO

o ~16 cenmuum
(makc. 20 cemmmim)

112 nHu (aKO HSIMA HAJMYHY JaHHM 3a epUKAcCHOCT 3a
IATIeTa 3 YrosBaHe)

1800C°¢°CC

od

] BH JMMHL99 HQHEI/IHI/I(I)O

£019) BIDYIOde

19/€€1 1



Kareropust

OnperniensiHe Ha KaTeropusTa KMBOTHI

TTpubim3uTeNHA TPOIBIKUTENHOCT (TEryo/Bb3pact)

TTepuon

Bm3pacr

Terno

MuHUMAITHA TPOILIKUTENTHOCT Ha BITOCPOUHUTE M3CIIENBAHMUS
32 eQUKACHOCT

Kokouku Hocauky IIPONYKTVMBHY KEHCKY NTULM, OTINIEXNAHN 33 POV3- or 16—21 cenmmum no ~13 mecena or 1200 g (6emm) 168 nuu
BOIICTBO Ha sifiua (Maxc. 18 mecerra) 1 400 g (xadsiBu)
[lyiixu 3a yrosane OTULM, OTIIIEXKIAHM 33 YTOSIBaHE OT U3JTIONBAHETO mo ~14 cepmuum KeHcku: 1o ~7 000 g | 84 mHn

(makc. 20 cemmmim)
no ~16 cegmuun
(Makc. 24 cemmumim)

(Maxc. 10 000 g)
MbxKM: 10 ~12 000 g
(maxc. 20 000 g)

[lyiixu 3a pasnon

2KEHCKM M MBKKM NTULIY, OTITIEKIIAHN 3a PasIluion

LSUT TIepYONL

or 30 cenmuim 0o
Makc. ~ 60 cenmuim

kencku: o1 ~15 000 g
mbxK1: ot ~30 000 g

Hall-MaJIKo 1IeCcT Mecela

[lysixu, oTrnexnanm 3a
pasmion

MJIaiM KeHCKM M MBKKM TTULM, OTITIEXKIAHN 32
pasion

OT U3JIIOIBAHETO

no 30 cenmuum

ZKEHCKM: 10
~15 000 g

MbxKM: 10 ~30 000 g

LT MIEPHOM (AKO HAMA HATMUHM TAHHM 33 eUKACHOCT 3
TyViKHM 32 yTosiBaHe)

Tabruua. Kateropyu KMBOTHU: €Ibp POraT JOOUTBK (MECTEH eIbp POraT JOOUTBK, BKIIOUMTEIHO Biiosete Bubalus u Bison)

TTpubru3uTeNIHA MPOIBIKUTETHOCT (TEII0/BB3PACT)

Munnmansa TPOOBJIKUTENTHOCT Ha IBJITOCPOYHNTE M3CTICIBAHNA

Kareropust Onperieisine Ha KaTeropusta XNMBOTHI
32 eQUKACHOCT
Iepuon Bw3pacr Terno
Tenera 3a ormexnane TeJleTa, OTIVIEXMIAHN 33 BB3IPOM3BOICTBO MIIM 3a OT paxkIaHeTo no 4 Mecena mo 60—80 kg (maxc. 56 oHn
TNPOM3BOACTBO Ha TOBEXKIIO MECO 145 kg)
Tenera 3a yrosisane TeJieTa 3a IPOM3BOICTBO HA TEJIEIIKO MECO OT paxJaHeTo 10 6 Mecela mo 180 kg 0 KJIaHETo, HO He I10-MajKo oT 84 1Hu

(Makc. 250 kg)

Enbp porar n06uTHK 3a
yrosiBaHe

MPEXKMBHN KMUBOTHU, KOUTO Ca 3aBbpILIMIN NIEPNOIA HA
oTOMBaHe U ca NpenHasHauYeHN 3a MPON3BOICTBO Ha
MeCO 10 HEHS Ha TPaHCIIOPTUPAHETO 10 KilaHMIaTa

OT ITbIIHOTO Pa3BUTHE
Ha TPEKMBHATA QYHK-
ums

no 10—36 meceua

10 350—700 kg

168 ouu
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TTpubim3uTeNIHA TPOIBIKUTENHOCT (TEr0[Bb3pacT)

Munumanua TNPOIBJIZKUTEITHOCT Ha TBIITOCPOYHUTE MU3CIIENBAHUSA

KaTeropml OHPEHCHHHC Ha KaTeropuAaTa KNBOTHNI
38 eQUKACHOCT
ITepuon Bb3pact Terno
Mekopaithu Kpasu 3a KEHCKM MPEXMUBHY KMBOTHY, KOUTO €A POIMIIN TIOHE 84 mHu (OTYMTA Ce LENMAT NEePUON Ha JIAKTaLst)
TNPOM3BOACTBO HA MIISIKO | €[HO Telle
Kpasu 3a Bb31poussop- KEHCKM MPEXMBHI KMBOTHU, KOUTO Ca MMaJyu TOHe OT ITPBOTO OIUIOXKMIAHE JIBa LMKBIIA (aKO Ce M3MCKBAT MapaMeTpute Ha Bhb3-
CTBO €IHO OITOKIaHe/unTOCBAHE 110 Kpasl Ha BTOpusl IIPOV3BOICTBOTO)
nepuon Ha otbuBarHe
Tabruua. Kareropyu KMBOTHM: OBLiE
TIpubiu3uTelHA TPOIBIKUTENHOCT (TErN0[Bb3pacT)
K MuunmMansa MPOOBJIKUTEITHOCT Ha IBJITOCPOYHNTE M3CTICIBAHNS
aTeropus OHPCHCHﬂHe Ha KaTeropusATta KMBOTHU
38 eQUKACHOCT
[Mepuon Bnapact Terno
ATHeTa 3a OTINIEXJaHE arHeTa, OTIICKIAHN 33 OBIEIIO Bb3IPON3BOLCTBO OT paXHaHeTo 1o 3 Mecena 15—20 kg 56 mHK
ArHera 3a yrosiBaHe arHera, OTIVIEXKIIAHY 33 IPOM3BOICTBO Ha aTHELIKO MeCO. | OT paxIaHeTo o 6 meceua (urm mo 55 kg 110 TEINIO 3a KilaHe, HO He I0-MaJIKo OT 56 IHU
Toseue)
Mrnexopaitiu osle (3a OBLIE, KOMTO Ca POIMUIIN IIOHE e[IHO arHe 84 mHu (OTYMTA Ce LENMAT NepUOY Ha JIAKTALs)
TIPOV3BOICTBO HA MILIKO)
Osle 32 Bb3IIPOU3BOM- 3KEHCKM OBLIC, KOUTO Ca MMAJIN [IOHE eIHO OIUIOXIaHe/ | OT IIPBOTO OIIOXKIAHE JIBa LMKBIIA (AKO Ce M3UCKBAT MapaMeTpuTe Ha Bhb3-
CTBO undrocsane 110 Kpasl Ha BTOpus TIPOV3BOJICTBOTO).
TepUON Ha OTOMBAHE
Tabmuua. Kateropuy KMBOTHI: KO3M
TTpubim3NTeIIHA TPOIBIKUTENHOCT (TEr0[Bb3pacT)
K MuunmMansa MPOOBJIKUTEITHOCT Ha IBJITOCPOYHNTE M3CTICIBAHNS
areropus Onpeuenﬂﬂe Ha KaTeropusaTta KMBOTHU
38 eQUKACHOCT
Iepunon Bw3pacr Terno
Slpera 3a orrnexnaHe MAJIKJ SIpeTa, OTIVIEXMIAHM 33 OBIEIIO Bb3IPOU3BOICTBO | OT PaxiIaHeTo 1o 3 Mecena 15—20 kg Haii-MaNko 56 OHK
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TTpubim3uTeNHA TPOIBIKUTENHOCT (TEryo/Bb3pact)

MuHuMmarnHa TPOOBJIKUTEITHOCT HA IBJITOCPOYHNTE M3CTICIBAHNA

Kareropust OnperniensiHe Ha KaTeropusTa KMBOTHI
32 eQUKACHOCT
TMepuon Bn3pacr Terno
Speta 3a yrosizane MaJIKy fpeTa, OTIIeXKIaHM 33 IPOM3BOICTBO Ha MECO OT paxIaHeTo no 6 Mecela Hali-ManKko 56 oHu
Mrekonaithn ko3u (3a KO3M, KOMTO Ca POIUIIA TIOHE €[HO sipe 84 mHM (OTuMTa Ce LENMAT NepUol Ha JIAKTallus)
TIPOM3BOJICTBO Ha MIISIKO)
Kosn 3a Bbanponssoy- KEHCKHM KO3H, KOUTO Ca MMAJIM TOHE e[HO OIUIOXIAHe | OT ITbPBOTO OTIIe- IIBa LMKBIIA (aKO Ce M3NCKBAT MapaMeTpuTe Ha Bb3-
CTBO undrocsane KJIaHe 110 Kpasi Ha TIPOM3BOJICTBOTO)
BTOPMS TIEPMOIL Ha
otOuBaHe
Tabmuua. Kareropyu KusotHu: pubn
[1pubIM3NTENHA IPOIBIKUTEIHOCT (TEINIO/Bb3PAcT)
K Munnmansa MPOOBJIKUTEITHOCT Ha IBIITOCPOYHNTE M3CTICIBAHIA
areropusi Onpefierisine Ha KaTeropusta XNBOTHI
32 eQUKACHOCT
Iepuon Bw3pacr Terno
CpoMra ¥ IIBCTbpBA 200—300 g 90 mHu wm 1o ynBosiBaHe Ha IMbPBOHAYAIIHOTO TeJEeCHO
Terno
Cbomra 1 ITbCThpPBa €K3EMIULAPY 33 Pa3MHOXKABAHE Bb3MOKHO Hali-01u3o 90 mHn
IIO TepUoNa Ha XBbP-
JISHE Ha XaliBepa
Tabruua. Kateropyu KMBOTHM: 3aiiiu
TTpubim3uTeNIHA TPOIBIKUTENHOCT (TEIN0[Bb3pacT)
K. MunnmMasHa MPOOBJIKUTEITHOCT Ha IBJITOCPOYHNITE M3CTICIBAHNS
areropus Onpeuenﬂﬂe Ha KaTeropusaTta KMBOTHU
38 eQUKACHOCT
Tepnon Bw3pacr Terno
3aifm 1o BpeMe Ha Kbp- 3aroyBa efiHa CeaMuIIa 56 nHn
MeHe 1 0TOUTI CIlell paxX[IaHeTo
3aitLm 3a yrospaxe 3aiily, KOMTO Ce OTIVIEXNAT 3a IPOM3BOACTBO Ha MeCO | CIIE[ Mepuofa Ha 1o 8—11 ceamuun 42 nan

oTOMBaHe
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TTpubim3uTeNIHA TPOIBIKUTENHOCT (TEr0[Bb3pacT)

Munumanua TNPOIBJIZKUTEITHOCT Ha TBIITOCPOYHUTE MU3CIIENBAHUSA

KaTeropml OHPEHCHHHC Ha KaTeropuAaTa KNBOTHNI
38 eQUKACHOCT
ITepuon Bb3pact Terno
Kenckn 3aitum 3a pas- JKEHCKM 3ajily, KOUTO Ca MMl NIOHE €IHO OT OILIOXKIAHETO JI0 JIBa LMKBIIA (AKO Ce M3UCKBAT MapaMeTpuTe Ha Bhb3-
TIJIOM (33 BB3MPOM3BOI- OITOXKMaHe 4ndTOCBate Kpas Ha BTOPUSA TIPOM3BONICTBOTO).
CTBO) TepyoN Ha OTOMBaHe
Kencku 3aitim 3a pas- KEHCKM 3211, KOMTO Ca MMaJIM [IOHE e[HO OIUIOXIAHe | OT IbPBOTO OIIOXKIaHe TIOHe 2 CeAMMLM Npefy PaxnaHeTo [0 Kpas Ha Iepuona
1101 (pakjaHe Ha 3aii- Ha OTOMBaHE
uera) (Hampymep 3a MPOIYKTH MUKPOOPTaHM3MH)
Tabruua. Kareropun KMBOTHM: KOHe
TIpuGnu3mTeNHa NPOTBIKUTENHOCT (Teryio/Bb3pact)
K. MunnmMarnHa MPOOBJIKUTENTHOCT HA IBJITOCPOYHNTE M3CTICIBAHNA
aTeropus Onpeuen;me Ha KaTeropuaTa KNUBOTHNI
38 eQUKACHOCT
Mepuon Bo3pacr Terno
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BCUYKIM KaTeropmum
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