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(Hesaronodamennu armose)

PETTTAMEHTU

PEITIAMEHT (EC) Ne 283/2013 HA KOMUCHUATA

or 1 mapr 2013 ropmmna

33 YCTAaHOBSIBAHE HA M3MCKBAHMATA 33 JAHHM 33 aKTMBHM BellecTBa B choTBeTcTBME C Permament (EO) Ne
1107/2009 Ha EBponeiickusi mapiamMeHT M Ha CbBeTa OTHOCHO IYyCKaHETO HA Ma3apa Ha NMPONYKTH 3
pacTHUTelIHa 3aLIMTa

(rekcr or 3Hauenue 3a EUII)

EBPOITEMICKATA KOMUCHS,

Kato B3e mpemsun [loroBopa 3a yHKLUMOHMpaHeTO Ha EBporerickus

ChI03,

xkaro B3e npensuy Permament (EO) Ne 1107/2009 Ha Espomerickust
napnamedT m Ha Cpsera or 21 okrompm 2009 T. OTHOCHO
IlyCKAaHETO Ha I1a3apa Ha MHPONYKTM 3a pacTUTelIHA 3auluTa U 3a
orMsiHa Ha mupektysu 79/117[EMO u 91/414/EMO Ha Cosera ('),
¥ mo-crienmanHo wien /8, maparpad 1, Gyksa 6) or Hero,

KaTo Mma Inpensuf, ye:

1

B cporserctBue ¢ uneH 8, maparpa 4 ot Pernament (EO) Ne
1107/2009 6ewe npuer Permamenr (EC) Ne 5442011 Ha
Komucusita or 10 ronn 2011 r. 3a npunarane Ha Pernamenr
(EO) Ne 1107/2009 na EBpomeiickusi mapiaMeHT 1 Ha
CoBeTa 1O OTHOUIEHME HAa M3MCKBAHMATA 3a JAHHM 3a
akTuBHMTE BeulectBa (%). B Hero ce chabpxKaT M3MCKBAHMSTA
3a JOCMeTaTd, KOMTO TpsiOBa [a ce MOJABaT C OIIel Ha Omo0-
PEHMETO Ha AaKTUBHM BeIIECTBA, KAKTO € IOCOYEHO B
npunoxene I koM Iupekrnsa 91/414/EMO na CobBera ot
15 1o 1991 1. 0OTHOCHO IYyCKAHETO HA Ia3apa Ha IIPOAYKTH
3a pacturenHa sammra (3).

H€O6X0]1]/IMO € IIa C¢ M3MCHAT M3NCKBAHMATA 34 HOAHHUTE
OTHOCHO XMMMUYECKUTE BEILECTBA, 3a [1a C€ B3eME IIpenBuI
CbBPEMEHHOTO HAYYHO VM TEXHMYECKO ITO3HAHMUE.

Mo-nogpoGHa yHpOpMALMS 33 MBIBIHCHUETO HA W3UCK-
BaHMATA 32 JaHHM C€ ChObPXKA B CHOTBETHUTE PHKOBOICTBA.

Topamn ToBa Pernament (EC) Ne 544/2011 crensa ma 6bme
OTMEHEH.

309, 24.11.2009 r., crp. 1.

OB L
OB L 155, 11.6.2011 r., crp. 1.
OB L

230, 19.8.1991 ., crp. 1.

()

CrnienBa ma ce NnpenBuaoM pasyMeH CpoOK, Ipenyt V3MEHEHNTE
VIBVICKBAHMA 33 TAaHHM J1a CTaHAaT MNPWIOXKMMM, 3a Ja ce
IIO3BOJIM Ha 3asBUTEIINTE A C€ IMOMOTOTBAT 3a M3IIBJIHEHUETO
Ha ITOCOUYCHUTE M3NCKBAHMA.

3a ma ce MoO3BONM Ha IbpXKaBUTE UYJICHKU M Ha 3aMHTEPECO-
BaHUTE CTpAaHM T1a C€ TOMTOTBAT 3a MBITBIIHEHMETO Ha HOBUTE
U3UCKBaHMsA, € L[CHCC'b06p3.3HO a ce ompenendaT MpeXonHn
MEpPKM TI0 OTHOLICHME Ha HAHHUTE, TOHIaBaHM BBB BPBH3KaA
CbhC 3asdBJIICHMATA 3a 0HO6pCHI/I€, IIOOHOBSABAHE Ha O]106PCHI/IC
Vi M3MEHEHME Ha YCIIoBMATa Ha 01106peHV1e Ha AKTUBHUTE
BEILIECTBA, KAKTO U II0 OTHOLICHME HAa TAaHHUTE, NOIABaHN BBHB
Bpb3Ka CbC 3asBJICHMA 3a pa3pelICHNE, IIOOHOBSABAHE Ha
paspeluenne M M3MEHEHME Ha paspelleHye 3a IPOOyKTM 3a
pactuTenHa 3alnTa.

[Ipexonnute Mepku He 3acsrar wieH 80 or Permament (EO)
Ne 1107/2009.

Mepkute, IIpelBUIEHM B HACTOAUIMA PEITIAMEHT, Ca B CHOT-
BETCTBME CBhC CTAHOBMUIETO Ha [IOCTOAHHMA KOMUTET IO
XpaHWTeNIHATa BEpUra ¥ 3[IPABeTO Ha KMBOTHUTE M HUTO
EBponeiickuat napnameHT, HUTO CbBETBT Bb3pasuxa Cpeury
TAX,

[MTPUE HACTOSALIMSA PETTIAMEHT:

Ynen 1

U3uckBaHus 3a MaHHU 32 aKTMBHU BelleCTBA

VI3ucKBaHMsATa 32 JaHHU 32 AKTUBHOTO BELIECTBO, NPEIBUIICHN B UIIeH
8, maparpad 1, Oyksa 6) or Permament (EO) Ne 1107/2009, ca
OIIpelielieHN B IPIIOXKEHMETO KbM HACTOSILMS PEITIaMeHT.

Ynen 2

OTMaHa

Pernament (EC) Ne 5442011 ce or™eHs.

[To3oBaBaHMsATa Ha OTMEHEHUS periiaMeHT €€ TBIIKYBAT KaTO I1030-
BaBaHMA Ha HACTOALINMSA PEITIAMEHT.
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Ynen 3

IIpexomHu MepKM 1O OTHOLIEHME HA MPOIETypUTE OTHOCHO
aKTMBHUTE BeIlleCTBa

o ce kacae o akTuBHMTE BemecTa, PermaMent (EC) Ne 544/ 2011
HPOIIbIIKaBa [1a Ce TIpuiara 1o OTHOIIEHNME Ha CIIEIHOTO:

a) mpouenypute MO OHOOpeHMe HA AKTMBHO BEIIECTBO WM IO
VM3MEHEHNe Ha ONOOPEHMETO HA TAKOBA BEIIECTBO B CHOTBETCTBIE
¢ uted 13 or Permament (EO) Ne 1107/2009, 3a kouto mpern-
BUICHNUTE B WwieH 8, maparpadu 1 1 2 OT Hero mocmera ca Ipen-
crasenn go 31 pmekemspu 2013 1.;

&

IpoLeflypute N0 IONHOBSIBAHE HA OZOOPEHMETO HA AKTMBHO
BeliectBO B choTBerctBue ¢ unieH 20 or Permament (EO) Ne
1107/2009, 3a kouto mocoueHute B uieH 9 or PermameHt
(EC) No 1141/2010 na Kommcusra (1) DONBIHUTENHM HOCKETA
ca npencraseny 1o 31 pmekemspu 2013 T.

Ynen 4

l'lpexomm MEpPKM IO OTHOLIEHME Ha INpoueaypure OTHOCHO
NPOOYKTHUTE 3a PACTUTEIIHA 3alINTa

1. Permament (EC) Ne 5442011 npomsiKasa ma ce mpusara 1o
OTHOIIEHME Ha TPOLEAypUTe IO paspellaBaHe Ha IPOAYKTU 3a
pacTuTeNIHa 3alIMTA, KAKTO € II0COYeHO B wieH 28 or PernameHt

(EO) Ne 1107/2009, mpu ycroBue e CHOTBETHOTO 3asiBNCHUE €
nogageHo mpemn 31 pekemppu 2015 1., M ye INPONYKTHT 3a
pacTuUTeNHa 3allMTa ChIbPXKa Hail-MalKO €IHO aKTMBHO BEUIECTBO,
3a KOETO JOCMETaTa WM NOMBIHUTENHUTE IOCKeTa ca Oumu mpef-
CTaBeH! B CHOTBETCTBME C WIEH 3.

2. Ypes meporamms ot maparpa¢ 1, or 1 sHyapu 2014 r. 3as8u-
TeJlUTe MOTaT [1a PewaT [1a NpuilaraT M3MCKBAHMATA 3a [JaHHM, yCTa-
HOBEHM B IIPMIIOKEHMETO KbM HACTOANIMA PerNiaMeHT. Pemennero na
TpIJIaraT Te3y M3MCKBAHMS Ce YHOCTOBepsiBa B IMCMeHa ¢opMa Ipu
TIOJaBaHETO HA 3aSBJIEHVETO U € HEOTMEHAEMO.

Ynen 5
Bim3ane B cuila M [aTa Ha NpuiaraHe

1. Hacrosmmsar pernaMeHT BIM3a B CMITAa HA [IBJIeCETHs J€H CIIe
nybnukysaHeto My B Oduyuanen secmHuur Ha Eeponeiicrud csto3.

2. 3a mpouenypute 10 MOTHOBSIBAHE HA OTOOPEHMETO Ha aKTHBHM
BEILECTBA, UMIITO CPOK Ha omoOpenme m3tiua Ha 1 suyapu 2016 r.
WM T0-KbCHO, HACTOSILMAT PerNIaMeHT ce IpMiara OT MOMeHTa Ha
BIIM3aHETO My B CUIIa.

[lo oTHOLIEHMEe HA BCUYKM OCTAaHAIM NMPOLENypY TOW ce Mpuiiara oT
1 sanyapu 2014 r.

Hacrosimsit perinaMeHT € 3a0bJIKUTEIIEH B CBOATA LISTIOCT M €€ Ipuiiara IpsKo BbB BCMUKU ObpKaBU

YJICHKU.

CocraBeno B bprokcen na 1 mapr 2013 ronmua.

() OB L 322, 8.12.2010 ., ctp. 10.

3a Komucuama
Ipedcedamen
José Manuel BARROSO
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1.1.

1.2.

1.3.

1.4.

1.5.

1.6.

1.7.

1.8.

1.9.

TTPUITOKEHUE

BBBE[IEHVE

Vndopmauus, kosiTo TpsiOBa 1a ce NPEXOCTaBH, MOJyuaBaHe M MPENCTaBsiHe Ha MHPOPMAIMSATA

[IpenocTaBsizata MHGOPMALILS OTIOBAPS HA CIICTHUTE V3UCKBAHILS:

Vudopmarmsita € 10CTaThUHA, 3 [1d C¢ OLEHST NPEIBUAMMNUTE PUCKOBE B HEMOCPEICTBEHO MM IO-IaedHO Objielie, KOUTO
Ouxa npomsTeKyM OT ymorpebata Ha aKTUBHOTO BEIIECTBO, 33 XOPaTa, B TOBA YMCIO YS3BUMUTE [PYIM, 33 XKUBOTHUTE U
OKOJIHATA CPEfa, M ChIbPXKA HAM-MaNKO MHPOPMALMATA M PE3yNTATUTE OT M3CIEIBAHNATA, [IOCOYEHM B HACTOSLIOTO
TIPUIIOKEHME.

BxitouBa ce BCsKakBa I/IH(l)OpMaII]/IH 3a NOTEHUMAIIHO BPEOHO Bb3MENCTBIE Ha AKTUBHOTO BELIECTBO, HETOBUTE MeTabonnuTH 1
CbObpKalIUTE C€ B HEro0 OHEUMCTBAHMS BBPXY 3HPABETO HAa YOBEKA M 2KMBOTHUTE, KAKTO M BbPXY IOIIOUBEHUTE BOIMN.

Bxiiousa ce Bcsikaksa ]/lH(l)OpMaLU/[ﬂ 3a NOTEHLMATIHO HENPUEMIIVIBO BB3MEICTBME HA AKTUBHOTO BEILIECTBO, HErOBUTE META-
6ot n CBbpXKAIINUTE C€ B HETO OHEUYMCTBAHUA BBPXY OKOIIHATAa CpeHa, pacTeHMATa M PACTUTEITHUTE IPOIMYKTU.

VHpopMawmsTa BKITIOUBA BCHUKM 3HAYMMM [AHHM OT EKCIIEPTHO IPOBEpEHATA AKTyallHd HAYYHA IIMTEPATypa OTHOCHO
aKTUBHOTO BELLECTBO, MeTAaOONMTHTE, NPOLYKTUTE OT PAasrpaxkiuaHe WIM PeaKLysi M IPOLYKTUTE 3a PACTUTEIHA 3aILMTA,
KOMTO CHIBPKAT aKTVMBHOTO BEIIECTBO, M CBBP3aHM ChC CTPAHWYHUTE e)eKTH BHPXY 3[PABETO, OKOJIHATA CPEla M HENpu-
uenHuTe BupoBe. [Ipenocrasst ce 0606wIeHNe Ha [10COYEHNTE [AHHN.

MH(I)OPM&].U/ISIT& BKJIIOUBA U IIBJICH U 6€3HpI/ICTpaCTCH HIoKIag 3a M3BbPLICHUTE U3CIIEOBAHMS, KAKTO U TAXHOTO MU3UEp-
nareyiHo omucanue. I[locoyeHara I/IH(l)OpMa].[]/IH He Ce M3MUCKBA, KOraTo € M3IIbIIHEHO €IHO OT CIIEHNHUTE YCIIOBMA:

a) T HE € HeO6XO]1]/[Ma nopagy €CTeCTBOTO Ha IIPOOYKTa VI TPEOBUICHUTE 3a HEro BUIOBE yrIOTpe6a, mim He €
HeO6XO]1]/[Ma OT Hay4Ha ITIe[JHa TOYKa;

0) He e BH3MOXKHO MHGOpPMAIULITA Ta GBI MPEIOCTABEHA TMOPAIN TEXHIUECKH MPUUMHIL
B Takmpa cryuan ce mpemoctassi 0G0OCHOBKA.

HOKJ'I&JI[B& Ce, aKO AKTMBHOTO BEIIECTBO C€ yHOTp€6HBa €OHOBPEMEHHO KaKTO B Ka4e€CTBOTO Ha 6]/[011]/[]1, TakKa U BBB
BETEpMHAapHaTa MeOMLMHA.

AKO 3asiBUTENIST 33 aKTMBHOTO BEWIECTBO B MPOIYKTA 33 PACTMTEIIHA 3ALUMTA ¢ CIIMAT, KOJTO € OTTOBOPEH 33 HOTUQUUM-
PAHETO Ha AKTMBHOTO BEILIECTBO B KAueCTBOTO My HA OMOLMI MM KATO JIEKAPCTBEH BeTePMHAPHOMEIMLMHCKM MPOMIYKT,
npenoctasi ce 0000IIeHNe HA BCMYKM 3HAUMMM [IAHHM, MPEJOCTABEHM C OINIeH Ha OHOOpeHMeTo Ha OMouMIa MM Ha
TIeKapCTBEHNS! BeTePMHAPHOMEMIMHCKY MPOIYKT. B 06001eHNeTO ce MOCOYBAT TOKCUKONMOTMYHM PedepeHTHU CTOMHOCTH
u npemnoxenns 3a MIATOB, kato ce B3eMa IpelBUA Bb3MOXHATA KyMyIlaTUBHA KCIO3MLMSA, JbIDKAIIA CE HA PasIIMUHUTE
HAYMHM Ha ymoTpeGa Ha €IHO M CHIIO BEIIECTBO, ONpENeNeHa Bb3 OCHOBA HA HAYUHM METOMM, NPMETH OT eBpOMEiicKuTe
KOMIICTEHTHM OPIaHy, KakTo 1M 00OOlIeHMe Ha [AHHMTE 33 OCTATHYHMTE BELIECTBA M HA TOKCHKOJIOTMYHMUTE IAHHUM M
MHpOpMALMs 33 ynoTpeOaTa Ha MPOIYKTA.

AKO 3asBUTENIAT HA aKTMBHOTO BEWIECTBO B MPOMYKTA 3 PACTUTENIHA 3AIIMTA HE € CHUMAT, KOITO € OTIOBOPEH 33 HOTH-
(ULMPAHETO Ha AKTMBHOTO BELIECTBO B KAYECTBOTO My Ha GMOLIAN WM KATO JIEKAPCTBEH BETEPUHAPHOMEAMUMHCKH IPOLYKT,
npefocrassi ce 0600LIeHe Ha BCUYKN HAIMYHY JaHHM.

Koraro e NpUIOZKUMO, I/IHCl)OpMaLU/IS[Ta C€ I0JIy4aBa, KaTo C€ M3IOJI3BAT METOOUTE 33 UBIMUTBAHE, BKIIIOUEHU B ITOCOUYCHUS B
TOYKa 6 CIIMCBK. l-[pI/I JIMIICA Ha IMOOXOOdAlM HACOKM 33 M3IUTBAHE, OOfl)I/IIIMaJ'IHO YTBBPOECHM Ha MEXIYHapOoHO WIN
HalVIOHAIIHO paBHMILE, C€ M3IOJI3BAT HACOKUTE 3a M3IUTBAHE, IPUETH OT eBpOHE]ZCKMH KOMIIETCHTEH OpraH. Bcnukn
OTKJIOHEHMSA CE C'I)O6U.laBaT 1 000CHOBaBAT.

Vudopmanmsra BKITIOYBA M3YEPIATEIIHO OINNMCAHME HA U3IION3BAHUTE METOMM 34 MBIMUTBAHE.
ViHpopMamsITa BKIIOUBA CIMCBK HA KPAJHNMTE TOYKM 3d AKTHBHOTO BELIECTBO.

Koraro e npuioxuMo, MHGopMALMsTa ce MojTyyaBa B chorsercTsye ¢ Iupekrysa 2010/63/EC Ha EBporneiickusi napiaMeHT
u Ha Cobaera (1).

MH(])OPM&LU/[}]T& 3a aKTMBHOTO BEIIECTBO, 3a€IHO C I/[H(])OpMaIII/[}ITa 3a €OVH WM IOBEYE MPOIYKTYU 3a pPaCTUTEIIHA 3alllNTa,
ChAbpXKalliM aKTUBHOTO BEILECTBO M, aKO € uenec1>06pa3H0, C I/IH(l)OpMaIH/IHTa 3a AHTUHOOTUTE, CUHEPIUCTUTE U HPYIU
CBCTaBK) Ha IIPONYKTa 3a PAaCTUTEIIHA 3alllMTa, € JT0CTaTb4Ha, 3a Ma:

a) ce MO3BOJIM 1A Ce M3BBPLIN OLEHKA HA PUCKOBETE 33 XOpATa, CBbP3aHM C MaHMIYNALMSTA U yrnoTpebaTa Ha MPOIYKTH 32
pACTUTENIHA 3AIINTA, CHIBPKALIM AKTUBHOTO BELIECTBO;

6) C€ I103BOJIM M3BbPIIBAHETO HA OLIEHKA Ha PUCKOBETE 3a 3[0pABETO HAa YOBEKA M HA 2KMBOTHUTE, KOUTO C€ [IBJIKAT Ha
HaJIMYMETO HA OCTATBUHUTE BCIHIECTBA OT AKTMBHOTO BELICCTBO UM HETOBUTE MeTa6OJ'II/[TI/I, OHEUMCTBAHMS, IPOAYKTH OT
pasrpaxknaHe M peakuus, KOUTO OCTABaT BbB BOHATA, Bb3[yXd, XpaHaTa U cl)ypa)KMTe;

() OB L 276, 20.10.2010 r., crp. 33.
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Ce NpenBuay pasnpoCcTpaHEHMETO, CHUIECTBYBAHETO VM TOBEIEHMETO B OKOJIHATA Cpela Ha aKTMBHOTO BEILECTBO, MeTabo-
JINTUATE, TPOOYKTUTE OT pasrpaxpaHe ) peakuysd, KOraro Teé ca TOKCUKOJIOIMYHO 3HAaYMMM MM MMAT 3HaudeHue 3a
OKOJIHaTa Cpena, KakKTo M CbOTBETHOTO IPOTUYAHE BBB BPEMETO;

C€ I03BOJIM M3BHPLIBAHETO HAa OLCHKA Ha Bb3IENCTBUETO BbpXY HENPULETTHUTE BUIOBE (OT (l)nopaTa n q)ayHaTa), BKIJIIO-
YUTESTHO Bb3MENCTBIETO BbpXYy IOBCOEHUETO UM, KOUTO MMa BEPOSTHOCT [a 6’1:[13.T M3JIOKEHM Ha Bb3HEMCTBMETO Ha
AKTUBHOTO BELIECTBO, HETOBUTE MeTabonuT 1 MpOOyKTU OT pasrpaiaHe M peakuusd, KOraro Te ca TOKCMKOJIOIMYHO
3HAYMMU WM MMAT 3HAY€HUE 3a OKOJIHaTa Cpena. Bb3aneitcTBeTo MoKe a HACTBIIM CIIe[T €OHOKpAaTHA, NPOOBJIZKUTEIIHA
WM MHOTOKpaTHa €KCHo3nuus ¥ MOXKe Ha 61:]18 MpAKO UM OMOCPENCTBAHO, 06p3.T]/IMO mm H€06paT]/[M0;

ce OLEHM BB3NEICTBUETO BHPXY OMOIOTMUHOTO PasHOOOpAsMe M eKOCUCTeMATa;

C€ ONPENENAT HENPULIEITHUTE BUOOBE VM IOMYJIalMM, 33 KOUTO CBUIECTBYBA OINACHOCT OT ITOTEHUMAITHA E€KCIO3WIINS,

)K) €€ II03BOIM M3BLPIIBAHETO HA OLECHKA Ha PUCKOBETE B KPAaTKOCPOUEH M IBJITOCPOYEH IJIAH 3a HENPULIEITHUTE BUIOBE,

=
=

=3

a

&

nomynangmu, C1>06III€CTBa 1 Ipouecu;

ce KIacuuuupa akTMBHOTO BEL[ECTBO B 3aBUCUMOCT OT HEroBaTa ONMACHOCT B chotserctBue ¢ Permament (EO) Ne
12722008 na Esponeiickust mapiament u Ha Cbeera (1);

ce OMpEReNaT NMKTOIpaMuTe, CUTHAJIHMTE JOyMM M ChOTBETHMTE MPEYNpPEXNEHMs 3a OMACHOCT M MpPEmopbKM 3a
0€30MaCHOCT 33 3AIIMTA HA YOBEKA, HEMPHMUENHMTE BUIOBE M OKONHATA Cpela, KOMTO CNIefBa Ja Ce M3MOM3BAT 33
LIeTTE Ha eTUKETUPAHEeTO;

ce Ompereny, KOraTo e MPUIOXNMO, ONyCTiMaTa THeBHa fo3a (ADI) 3a xopa;

ce ONpENeNT JONMyCTUMIUTE PAaBHMIIA HA eKcro3umyst Ha omnepartopa (AOEL);

ce OmpeyieN, KOraTo ¢ NMpUIoXuMo, ocTpata peepertHa go3a (ARfD) 3a xopa;

Ce ONpENeNAT ChOTBETHUTE MEPKM 3a ITbpBa IOMOLI, KaKTO M NOAXOISIIM TEPANeBTMUHM MEPKM, KOWTO Ila ce Mpef-
IpyYeMar B CIIyuail Ha OTpaBsHEe HA XOpa;

C€ YCTaHOBU M3OMEPHMAT CbCTaB U, KOraTo € IPWIOKNMO, Bb3MOXKHATA MeTa0onmTHA KOHBEPCHS Ha M3OMEPUTE;
C€ YCTAHOBAT MOOXOHALIN 33 OLICHKATa Ha pUCKa OMPEHEIICHUA 332 OCTaTbYHU BELIECTBA;
C€ YCTAHOBAT NOOXOIAIIM 33 LEJINTE Ha Ha6]’[}0]16Hl/leT0 W IIPUJIATAHETO ONIPENENICHNUA 32 OCTATbUHM BELLECTBA;

€€ TI03BOJIM OIICHKA Ha pMCKa IO OTHOLICHME Ha E€KCIIO3NLMATA Ha l'[OTpe6I/[TeJ'II/[TC, B TOBa YMCIIO, KOTaTO € NMPUITOXKIMO,
OLEHKa Ha KyMYJIATMBHUSA PUCK, NMPOU3TMYALL OT €KCIO3NIMATA Ha TOBEYE OT €IHO aKTUBHO BELIECTBO;

Ce II03BOIIM OLECHKA Ha EKCIIO3ULMATA Ha OIEpaTopu, pa60THI/IIl]/l, KUTENMN n cnyqa]?um Jimnga, B TOBAa 4MCIIO, KOrato €
NpUIIOKNUMO, KyMyJlaTMBHATa €KCIO3MLMS Ha IIOBEUE OT €IHO aKTMBHO BELIECTBO;

e YCTAHOBSIT MaKCHMAJIHO JIOMYCTHMNTE TPAHMIM HA OCTATBYHJ BELICCTBA, KAKTO M KOCQUIMEHTUTE Ha KOHLEHTpauys/
paspexnate B cporBercrsue ¢ Pernament (EO) Ne 396/2005 Ha Esponeiickus mapnament n Ha Cobsera (%);

€€ Jane BB3MOXKHOCT [1a C€ HaIlpaBy OLIEHKa OTHOCHO €CTECTBOTO M CTENEHTa Ha PUCKOBETE 33 UOBEKA, KUBOTHUTE
(BI/I]IOBETC, KOMTO 0oOMyaiiHo ce OTIJIEKTAT OT YOBEKA, MM MPOHYKTUBHUTE )K]/lBOTH]/l) M Ha PUCKOBETE 3a OCTAHAIIUTE
HENPULETHN BUIOBE rp1>6ﬂaq1-m KNBOTHU;

CE OnpeneaT MEpKUTE, HCO6XO]1]/[M]/I 3a HaMaJIiBaHE IO MMHMMYM Ha 3aMbpCABAHETO Ha OKOJIHATa Cpela ¥ Ha Bb3Ieli-
CTBMETO BBPXY HENPULEITHATE BUIOBE;

Ce pelyt 1ajy aKTUBHOTO BELIECTBO [1a CE CMSITA 33 YCTOMYMB OPraHUYEH 3aMbPCUTE, 38 YCTOIUMBO, OMOAKYMYIMPALLIO U
TOKCHYHO BEIIECTBO MM 3 MHOTO YCTOIYMBO M MHOTO OMOAKyMYNMPAIIO BELIECTBO;

Ce el A aKTMBHOTO BEIIECTBO TPsiOBa [Ia Ce Pa3miekia KaTo KaHIMIAT 33 3aMSIHA B CHOTBETCTBUE C KPUTEPUHTE,
nocouenn B npunoxenve 11 koM Permament (EO) Ne 1107/2009;

e pely NamyM aKTMBHOTO BELIECTBO TPsOBa 1a ce pasIiiexia Karo aKTMBHO BELIECTBO C HUCBK PUCK B ChOTBETCTBME C
Kputepuute, nocodenn B npuoxerue Il kpM Permament (EO) Ne 1107/2009;

III) CE penim fajam akKTMBHOTO BEIIECTBO Ha 6’1)[16 0]106p€H0;

11[) Ce Iocoyar yciosusra, ¢ KOUTO Ha ce 06B1>p>1<e BCAKO onoépel—me.

Korato e NPUIOKMUMO c€ pa3pa60TBaT VIBIIATBAHMS M JaHHUTE CE€ aHAIIM3MPAT IOCPENCTBOM CHOTBETHUTE CTATUCTUUECKU
METOIN.

V3uncrnsiBaHeTo Ha eKCIO3MIMATA ce OCHOBaBa Ha HayuyHM METOOM, KOMTO Ca NpUETu ot EBpOHC]ZCKMH Oprax 3a 6e30macHOCT
Ha XpaHuTe (,,Opram,T“), KOTaTo TaKyBa Ca HalM4HW. V3MON3BaHETO Ha MOITBITHUTETHM METOOU Ce 000cHOBaBa.

B L 353, 13.12.2008 r., ctp. 1.
B L 70, 16.3.2005 r., crp. 1.
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1.14. 3a BcekM pasfienl OT M3MCKBAHMATA 3a JAHHM Ce MpeHocTabs 000OLIeHMe HAa BCUUKM NAHHM, MHQOPMALMS M M3TOTBEHM
OLICHKM. B Hero ce BKITIOYBA NOIPOOHA M KPUTHYHA OLCHKA B ChOTBETCTBME C pasnopenbute Ha uneH 4 ot Permament (EO)
Ne 1107/2009.

2. C M3MCKBaHMATA, TOCOUEHM B HACTOAWIMA DEITIAMEHT, Ce OCUTYPsBA MUHMMATIHOTO KOIIMYECTBO NAHHM, KOMTO Ce Mpell-
ocrassr. [lpu cremanun o6CTosTENCTBA — KAaTO OCOOCHM METOMM ¥ HAYMHM HA ynoTpeGa, PasmiyHy OT OOGMKHOBEHO
B3eMaHMTE NPEIBII NP OTOOPEHMETO — MOTaT a GbIAT HeOOXOIMMM JIONBIHUTEIHY JAHHYM HAa HALMOHATIHO PaBHMILE.
OO0pblua ce 0c0OEHO BHUMAHME HA YCIOBMATA HA OKOJIHATA CPeNa, Ha KIIMMATHYHMTE M CEJICKOCTONIAHCKMUTE YCIIOBMSI, KOTATO
VI3IATBAHMSITA CA VI3TOTBEHM M ONOOPEHNM OT KOMICTCHTHUTE OpIaHi.

3. [To6pa naboparopua npaktuka (IJIII)

3.1.  V3nutBaHMsATa M aHANIM3UTE Ce M3BHPLUBAT B CHOTBETCTBME C NpuHUMIMTE, ycraHoBeHu B Iupekrusa 2004/10/EO Ha
EBponeiickus maprnameHT u Ha CbBera (), KOraTo M3IUTBAHETO Ce M3BBpILIBA C LieN NOJyYaBaHe HAa HaHHY 3a CBOVICTBA
W 3a Ge30IaCHOCTTa [0 OTHOLIEHME Ha 3[IPABETO HA YOBEKA JUIM HA KMBOTHWMTE WM OKOJIHATA CPENa.

3.2. Ypes meporaums oT Touka 3.1:

3.2.1. 3a aKTUBHM BEIIECTBA, KOUTO C€ ChCTOSIT OT MMKPOOPTaHM3MM WM BUPYCH, M3MUTBAHMATA 1 aHATM3UTE, KOMTO Ce MPABAT C
LeN TONyyaBaHe Ha JAHHM 33 TEXHUTE CBOVICTBA 1M 0€30NACHOCT IO OTHOIICHME HA ACIEKTH, PA3fMYHM OT 3[PABeTO Ha
YOBEKd, MOTAT 1 Ce V3BbPLIBAT OT OPUUMATHN M OPULMATIHO MPV3HATH OMMTHY JTAG0PATOPHI WM OPTAHNM3ALIIN, KOUTO
OTIOBApST HAli-MaJNKO Ha M3MCKBAHMATA MO TOUKM 3.2 1 3.3 oT BbBeHeHNeTo Ha mpuoxenynero KoM Permament (EC) Ne
284/2013 na Komucusra (%).

3.2.2. 3a m3nuTBaHMA M AHATM3M, HATIPABEHU C LeJI OJTyYaBaHe Ha JaHHM 3a MaJloBaXXHM KYIITypH, KOUTO Ce M3MCKBAT 10 YacT A,
ToukM 6.3 u 6.5:

— UBNMTBAHMATA B [OJIEBY YCIOBMS MOXKE 4 Ca M3BbPLICHN OT OQUUMATHM WM OPUIMAIHO NPU3HATU OIUTHU J1a00-
paTopuy MIM OpraHM3alMy, KOMTO OTTOBAPST HAll-MalKO Ha M3MCKBAHMSATA 1O TOUKM 3.2 u 3.3 OT BbBEAEHMETO Ha
npuioxennero kbM Permament (EC) Ne 284/2013,

— eTalbT Ha aHa/M3, aKO IOCIENHMAT He € M3BbpUIEH B ChOTBETCTBME C M3ucKpaHmara Ha [JIII, ce ocpuiecTssiBa OT
n1abopatopuy, aKpeaMTUPaHU 33 CHOTBETHMS METON B CHOTBETCTBME C eppomeiickusi cranpapr EN ISO/IEC 17025
,OO0LIM M3MCKBAHMST OTHOCHO KOMIIETEHTHOCTTA Ha JIa0OpaTopyuTe 3a U3IUTBAHE U KalMOpupaHe”.

3.2.3. B'preKI/I ue uscneaBaHuATa, M3BbPIICHM IIpEON IIPMIIAraHETO Ha HACTOAIIMS PErlIaMeHT, HE CbOTBETCTBAT HAIIBIIHO Ha
M3UCKBAHMATA 3a HHH M U3IOJI3BAHUTE ITOHACTOSAIIEM METOOM 3a M3INUTBAHE, T€ MOraT Ja 6"bI[aT BKJIIOYEHM B OLICHKATa,
KOrato c¢ npuemar oT KOMIETECHTHUTE OpraHM KaTo Hay4dHO BaJIMIHU, C KOETO CE ITpEMaxBa H€06XOHI/IMOCTT3. MOBTOPHO [1a
CE M3BDbPIIBAT U3NUTBAHNMSA BBPXY 2KMUBOTHMU, IO-CIEHMATIHO II0 OTHOWICHME Ha KaHUEPOICHHOCTTA M TOKCMYHOCTTA 3a
penponykumsra. Heporaumﬂ'a CE Inpujlara 3a M3CJICOBAHNUATA BbPXY BCUMYKM l'p'b6Ha‘IHI/l KUBOTHU.

4. MaTepMan 3a U3BbpUIBAHE Ha U3NMUTBAHUATA

4.1. Tlpencrass ce monpoGHO omycanme (CrelnQrKaLs) HA M3MOM3BAHMS MATepyal. AKO 3a M3BbpIIBAHE HA VM3MMTBAHUATA Ce
VI3MOM3BA AKTMBHOTO BEWIECTBO, M3MOJ3BAHNST MATEPUAN CHOTBETCTBA HA CIICLMQMKAIMATA, KOSTO Iie Gble M3MOI3BaHA TPU
TMPOM3BOJICTBOTO HA MPOIYKTHUTE 3a PACTUTENHA 3AUIMTA, KOMTO TpsiOBA Ma ObIAT OZOOPEHM, OCBEH KOTAaTo Ce M3MOI3BA
Oes13aH C PaMOAKTHBEH M3OTOI MATEPUan VUM MPEUMCTEHOTO aKTUBHO BELIECTBO.

4.2, AKO 3a M3BbpLIBAHE HA M3CIIEOBAHMATA CE M3IION3BA POU3BEAECHO B JTAOOPATOPHS WIKM B MIIOTHA NPOM3BOLCTBEHA CHCTEMA
AKTMBHO BCIIECTBO, M3CJIEHBAHNMATA Ce NMOBTAPAT C AKTMBHOTO BELIECTBO, TAKOBA, KAaKBOTO Ce IPOM3BEXNIA, OCBEH aKO
3aABUTENAT He JIOKAXe, Ue M3IMON3BAHOTO HPY M3CIIE[BAHMATA BEWECTBO € MO CBUIECTBO CBHIIOTO 3 LEUTE HA TOKCUKOIIO-
IMYHNUTE, EKOTOCKMKOIOTMYHITE U €KOJIOTMYHITE M3MUTBAHNMS, U3IMTBAHMATA 33 ONpeENeE/AHe Ha OCTaThUHM BEIIECTBA U Ha
CBOTBETHUTE OLIEHKM. B cyuait Ha chbMHeHue ce TPeHCTaBAT NOMBIIHNTEIIHO U3BBPIIEHM M3CTIEeABAHNS, Bb3 OCHOBA HA KOUTO
[[a Ce B3EME pelieHNe Ay ¢ HeOOXOIMMO IOBTApsIHE HA M3CIICBAHMSATA.

4.3, AKo 3a U3BBpILIBAHE HA M3CIIEABAHMSATA Ce M3MON3BA AKTMBHO BEWIECTBO C YIMCTOTA, Pa3NMyHa OT 3aJajieHaTa B TeXHMYeCKaTa
crieuyQUKaLys, UM aKTUBHO BEWIECTBO, ChIIbPIKAIIO PA3INYHM OHEUMCTBAHWS WM PA3fIMYHO PABHULIE HA OHEUNMCTBAHUS
CIPSIMO CHIELMQUKALIMSTA, WM KOTATO aKTMBHOTO BELIECTBO € CMEC OT CHCTABKM, 3HAUMMOCTTA HA PA3IMKMUTE CE OLCHSBA C
OrJlel] Ha IAHHUTE ¥ HAy4YHWUTE apryMeHTH. B clyuail Ha ChbMHEHMe Ce NPEICTABAT NMOAXOMSIM M3CIEBAHNS, [IPU KOUTO €
U3IMONI3BAHO AKTMBHOTO BELLCCTBO, TAKOBA, KAKBOTO CE IPOM3BEKIA 32 THPrOBCKM LETM, Bb3 OCHOBA Ha KOMTO a CE B3eMe
pelieHye.

4.4, B C]'[y‘{élﬁ Ha M3CIIefBaHNs, IIpY KOUTO C€ HasHauaBaT JO3M B TE€UCHME Ha IPOTBIIKUTENICH IEPUOT (Hanpumep M3CTIeIBaHNA
C MHOTOKPAaTHO ManaraHe), C€ M3I0JI3Ba CaMo €[IHa NMapTiaa OT aKTMBHOTO BELIECTBO, aKO crabunHocTTa My HaBa Bb3MOZKHOCT
3a TOBa. BuHarm Korato mameHo M3ciiefiBaHe npennornara yHOTpe6aTa Ha pas3/im4yHu 103K, €€ NOKIaaBa Bpb3KaTa MEXKIY 103a
u H€6H3FOHPI/I$[THO Bb3IEICTBIE.

() OB L 50, 20.2.2004 r., ctp. 44.
(%) Bx. crpanmia 85 or Hacrosiuwst Opoit Ha OduumaneH BeCTHNK.



L 93/6

O¢uumaren BecTHUK Ha EBponeiickus cpio3

3.42013r.

4.5.

4.6.

5.1.

5.2

5.3.

5.4.

Korato 3a u3pbpluBaHe Ha M3NUTBAHMATA Ce M3ION3BA NPEUMCTEHO aKTMBHO Bemiecto (=980 g/kg), orrosapsimo Ha
obsiBeHaTa CrielMUKALNS, YICTOTATA HA MaTepyuala 3a M3BbpILIBAHE HA MBIMTBAHMATA ¢ BH3MOXKHO Hali-BUCOKATA, KOATO
MOXKe [Ia Ce TOCTUTHE upe3 Hail-HoOpaTa HalM4yHA TeXHOJIOMUS, KATO TS Ce JOKIajBa. Korato mocTurHarara ymcrora e mo-
Hicka or 980 glkg, mpencrasst ce 000CHOBKA, KOSITO MOKa3Ba, Y€ €4 M3UEPNAHM BCUUKM TEXHMYECKM OCHIIECTBUMM I
ONpaBIaHM BH3MOKHOCT 3a HPOM3BONCTBOTO HA NPEUNMCTEHOTO aKTMBHO BELIECTBO.

Korato ce m3monssa Matepuan 3a WM3BbpILIBAHE HA M3NUTBAHMATA, ONA3aH C PaIMOAKTHBEH M30TOI, PaJMOAKTHBHUTE
MapKepy ce MOCTABST Ha MeCTa (eHO WM HSIKOJIKO, aKO € HeOOXOMMMO), KOUTO YIeCHSBAT M3Y4ABAHETO HA MeTabONMTHMTE
IBTHIA M IbTMIIATA HA MpepaboTKa, KAKTO M WM3CTENBAHETO HA PAa3NPENENIeHMeTO HA AKTHBHOTO BEIIECTBO, HErOBMTE
MeTabOMNTH, MPOIYKTH OT PeAKLUAS I PAsrpaxiaHe.

V3nuTBaHus BBPXY IPHOHAYHM KMBOTHI

M3nutBanus BbpXY l'p'b6Ha'~{HI/I KMBOTHM C€ M3BHPLIBAT CAMO KOraTO HsIMa OpYyr METOOM C IHOKasaHa NOCTOBEPHOCT. Cpeu
Bb3MOXKHUTE AJITEPHATUBHU METOOM, UMETO MBIIONI3BaHE CilefiBa Ha C€ pasriefda, ca M MEeTogure in vitro u in silico. Hp]/l
M3IUTBAHUS in vivo ce HacbpyaBa M3IOJI3BAHE HAa METOHOM 3a HaMallsBaHE VM YCBBbPLICHCTBAHE, Taka 4e [1a Ce€ CBEOe 110
MMHUMYM 6p0$[T Ha V3MOJI3BAHUTE NPU M3MUTBAHMATA KUBOTHU.

HpI/IHIH/[HI/ITe Ha 3aMECTBAHE, HaMaJlsBaHE U o0neKyaBaHe Ha M3MON3BAHETO HA KUBOTHIU CIIerBa ma 61)]1aT B3CTU TIPEOBUTL
Npy M3rOTBAHETO Ha METOOM Ha MBNUTBAHE, MO-CIENNATIHO B CITyYaNUTE, KOIaTO C€ MOABABAT IOOXOIAIIM METOOM C NOKa3aHa
OOCTOBEPHOCT, KOUTO [1a 3aMECTAT, HAMAIIAT MIN 00neKYaT M3NUTBAHUATA C KUBOTHM.

3a uenMTe Ha HACTOSILMSA PErNIAMEHT He Ce M3BbPLIBAT M3MMTBAHMSA, IIPU KOMTO aKTMBHOTO BELIECTBO MIIM MPOIYKTHT 3a
pacTuTeNHA 3alMTa [PEIHAMEPEHO Ce IIpUiIara BbPXy YOBEKA WINM BbPXy HEUOBEKONONOOHM IpPUMATH.

l'[opa]m CTUYHU C1>06pa)KeHI/[ﬂ IPOEKTMPAHETO HA MBIMUTBAHUA CE oOMuCIIS I'PUEKTIMBO, KaTO C€ B3€MaT IPENBUL Bb3MOXK-
HOCTUTE 32 3aMECTBAHE, HaMAJIABAHE U o0reKuaBaHe Ha M3MUTBAHMATA BbpXY 2KMBOTHU. Har[pMMep, upes INpenBuKIaHe Ha
€0Ha WIN TOBEYE NOIIBIIHUTEITHM TPYIM [0 OTHOLIEHME HA HO3UTE MIIM 4Ype3 B3E€MaHE Ha KPbBHU l'lpO6I/I B pasiiMyHun
MOMEHTHM OT HANCHO M3CIICIBAHEC MOXKE [1a CE us0erne HeOéXO]IMMOCTTa OT OpPYro M3CIENBaHE.

C uH$OPMALMOHHA LeN U C OIJle], HA XapMOHM3ALMSTA CIMCHKBT HA METOLMTE 3a M3IUTBAHE ¥ HA JIOKYMEHTUTE C HACOKM,
KOWUTO Ca OT 3HaueHMe 3a NPWIIArAHETO Ha HACTOSIIMS pernameHTt, ce nyOnukysa B O¢uyuanen secmuur na Esponeiicrus
czt03. TO3M CIMCBK PENOBHO Ce aKTyalm3upa.
YACT A
XUMMYECKU AKTMBHM BELLECTBA

CbIbP2KAHME

PA3LEIT 1. Mdenmuunocm Ha armueHumme eeujectnea

1.1. 3asBuTen

1.2 [IpomssonuTen

1.3. Obwonpuero npewioxeHo win oxodpeHo ot ISO HanMMeHOBaHME 1 CUHOHUMM
1.4. XnuMi4HO HamMeHosaHye (HomeHkiatypa Ha IUPAC u Ha CA)

1.5. Komosu Homepa Ha paspa0oTKaTa 10 HOMEHKIIATYpaTa Ha IPOM3BOAMTEIIS

1.6. Howmepa mo CAS, EC n CIPAC

1.7. MoriekyiHa 1 CTPYKTypHa QOpMyITa, MOJIEKY/IHa Maca

1.8. Meron Ha IpOM3BONCTBO HA aKTVMBHOTO BEWIECTBO (HAYMH HA CUHTE3)

1.9. CrietmuKalysl Ha YMCTOTATa HA aKTUBHOTO BewiecTBo, m3paseHa B g/kg

1.10. VIIeHTMYHOCT M ChIbPXKAHME Ha TOOABKNMTE (HAIp. CTaOMIMBMpALINTE CHCTABKM) M HA OHEUMCTBAHMSITA
1.10.1. THobaBku

1.10.2. 3HauMMM OHEUMCTBAHVIS

1.10.3. Chl1eCTBEHM OHEUNCTBAHMSA

1.11. AHanuTiyeH npoduil Ha mapTummMTe

PA3IET 2. (Qusuunu u xumuunu ceoiicmed H4 ARMUGHOMO eewecmeo

2.1.

2.2.

TemnepaTypa Ha ToneHe 1 TemIepaTypa Ha KuIeHe

Hansrane Ha napure, JIETIIMBOCT



3.4.2013 1. OduunmarneH BecTHUK Ha EBpomerickis chio3 L 93/7

2.3. BbHIIEH BUI (arperaTHO ChCTOSIHME, LBSIT)

2.4, Crexrpu (ynrpasuoneros/suauM — UV|VIS, undpauepsen — IR, simpeHo-MaruureH pesoHanc — SIMP, maccrekt-
pometpust — MS), MOTeKyTApHA eKCTUHKIWS NPU CHOTBETHMTE ITBIKMHM Ha BBTHATA, ONTHYECKA YNCTOTA

2.5. PastBOpMMOCT BbB BOmA

2.6. Pa3TBOPMMOCT B OPraHMYHM Pa3TBOPUTENN

2.7. KoeduiyeHT Ha pasipeneneHie n-OKTaHON[BOIA
2.8. Incoumanms BB BOmA

2.9. Bh3M1aMeHseMoCT 1 CIIOCOOHOCT 38 camosarpsisaHe
2.10. Temneparypa Ha Bb3IIIaMeHsBaHe

2.11. BapusoonacHoct

2.12. [ToBbPXHOCTHO HampexeHne

2.13. OKMCTIMTENIHN CBOJCTBA

2.14. Hpym m3cnensanus

PA3[IEIT 3.  [onsanumenna undopmauud 3a armMueHoMmMo euLecmeo

3.1. Ynorpe6a Ha aKTMBHOTO BEIIECTBO

3.2. Oynxuns

3.3. BranieiicTBue BHPXY BpEIHNUTE OPraHM3MM

3.4. [pensuueHa obnact Ha ynorpeGa

3.5. Bpennyt opraHusmu, ¢ KOMTO ce Bomu 00p0a, M 3alMTEHN I TPETUPAHM KYNITYPU M TPOLYKTH

3.6. Hauun na peficrsue

3.7. VHpopMatmst 3a mOsiBa I BB3MOXKHA NMOSIBA HA PEe3NMCTEHTHOCT M MOOXOMSUUA CTPATETMM 34 YIpABeHMe Ha
npoueca

3.8. Mertoay M mpeanasHu MepKM IO OTHOUIEHME Ha paboTaTa C BEIIECTBOTO, CHXPAHEHMETO M TPAHCIOPTUPAHETO MY

VM EVICTBUATA TIPY TIOXKap
3.9. TTpoueypy 3a yHMUOXKaBaHe WM 00e33apassBaHe
3.10. CrieltHM MepKM B CITydail Ha 3/I0I0NTyKa

PA3EJ]1 4. Anasumuunu memodu

Brpenenue
4.1. Merofy, KOUTO Ce M3ION3BAT 3a IOJyyaBaHe HA JAHHU NPely OgoOpsBAHETO
4.1.1. Meromn 3a aHanM3 Ha aKTMBHOTO BELIECTBO, TAKOBA, KAKBOTO Ce IIPOM3BEXIA
4.1.2. Meromn 3a oueHka Ha pucka
4.2. Merony, U3ION3BAHM 3a LEMUTE HA KOHTPONA M HAGMIONEHNMETO Clied OIOOpeHueTo

PA3[IEIT 5. Torcuronozuunu uscaedeanud u uscnedéanud Ha memabonusma

Braenenne
5.1. Uacnemsanmst 3a abcopOust, pasmpeernierie, MeTab0NM3bM M eKCKpelist mpy Go3aitHuumTe
5.1.1. Abcopbuns, pasnpenerneHue, MeTaboIM3bM M eKCKpeIMst Crell eKCHO3UIMS HpU NpueMaHe Mpe3 ycTara
5.1.2. Abcopbunsi, pasnpenernenue, MeTaboIM3bM M eKCKpeIMs ClIell eKCHO3UIMS HpU IPyTH IbTHMIA HA NpHeMaHe
5.2. Ocrpa TOKCHYHOCT
5.2.1. [Ipn npueme mpes ycrara
5.2.2. [Ipu npoHukBaHe mpe3 KoxKara

5.2.3. IIpn BnyuBaHe
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5.4.
5.4.1.
5.4.2.
5.4.3.
5.5.

5.6.

5.9.7.
PA3[IE]T 6.
6.1.

6.2.

IpasHeHe Ha Koxata

HpasHeHe Ha ouuTe

Cencybunusaryst Ha KOXKara

(Dororokcnunoct

KpatkocpoyHa TOKCMYHOCT

Wscnensane B npombikKeHue Ha 28 HOHM NPy NpyeMaHe Ipe3 ycTaTa
Wscnensane B npombikeHne Ha 90 OHM mpu mpuemaHe Ipe3 ycrara
Hpyr¥ HauMHM Ha NpUeMaHe

M3nuTBaHe 3a TeHOTOKCMYHOCT

Wscnensanus in vitro

Uscnensannsa in vivo BbpXy COMATMUHM KIIETKM

Wscnensanus in vivo BbpXy 3apOIMIUHM KIIETKM

IIbIrocpouHa TOKCMYHOCT M KaHIEPOTeHHOCT

PenpopyKTuBHa TOKCMYHOCT

M3cnenBaHust Ha BB3NENICTBMETO BbPXY MOKOJEHUSTA
Mscnensanus 3a TOKCMYHOCT 33 PasBUBALIMSA CE OPTaHM3bM
Wscnensanust 32 HEBPOTOKCUYHOCT

Mscnensanus Ha HEBPOTOKCMYHOTO BB3OENCTBME BHPXY Ipy3aunt
MscnenBanus 3a KbCHA MOJMHEBPONATHS

Hpyry TOKCMKOIOIMYHM M3CIIeNBaHNs

TOKCHMKOJIOTMYHY M3CIIefBaHNs Ha MeTabosuTiTe
HIObIIHMTENIHN U3CTIENBAHMS HA aKTUBHOTO BELIECTBO
CBoiicTBa Jia Hapymasa (yHKUMUTE HA CHIOKPUHHATA CHCTEMA

MenuumHCKM TaHHK

MenuumHcKO H3.6J'IIOJI€HM€ Ha Ie€pcoHalla B IPOMBBOLCTBEHOTO NPENNPUATUE U MOHUTOPUHIOBU M3CIIENBAHNS

TlaHHM 32 BB3NEICTBUE BHPXy UOBEKA
Tpekn HaGmiopeHust

Enmnemumonornunm n3crieBaHms

[MarHoCTMKA Ha OTPaBSIHETO (ONpeNeNsiHe HA AKTUBHOTO BEIIECTBO M MeTabonuTUTE), CrieMGUUHM CUMITOMM Ha

OTPABAHETO, KIIMHUYHU M3CIIEBAHUA
HPCHHO}KCHO JIeueHMe: 1bpBa IOMOLL, aHTUOOTH, MEOVIIVHCKO JIEYeHVe

OuakBaHu MocneanuyM npy OTpaBsiHE

Ocmamsunu eeujecmea 6 mpemupanu npodyrmu, xpana u Gypasku uau 6spxy marued

CTaGUIHOCT Ha OCTATHYHMTE BELICCTBA NPV ChXPAaHEHME

MeTa60HM3'l)M, paznpeneneHne M HauMH Ha IposBa Ha OCTaTbYHUTE BEIIECTBA

[Ipu pacrenus
[Ipy moMamHy nTUIM

[Ipy mpexuBHM XKMBOTHM B MEPUON HA JIAKTALAA
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6.2.4.

6.3.
6.4.
6.4.1.
6.4.2.
6.4.3.
6.4.4.

6.8.
6.9.

6.10.
6.10.1.
PA3[IE]T 7.
7.1.

7.1.1.
7.1.1.1.
7.1.1.2.
7.1.1.3.

7.1.2.1.

7.1.2.1.1.
7.1.2.1.2.
7.1.2.1.3.
7.1.2.1.4.
7.1.2.2.

7.1.2.2.1.
7.1.2.2.2.

[lpn cune

[pu puba

V3nuTBaHNMs 33 KOJIMYECTBOTO OCTAThUHM BEIIECTBA B PACTEHMsS

Mscnensanns BbB BPb3Ka C XpaHEHETO

Ipy poMamHy nTuum

IIpu npexuBHM KNMBOTHM

[Ipu cune

Tpu puba

Bo3neitcreue Ha npepaborkara

EcrecTBO Ha OCTaTHUHOTO BEWIECTBO

Pasnpenenenme Ha OCTaThYHOTO BEIIECTBO B HETOIHATA 34 KOHCyMallysi KOpa M B IyJnata
KomuecTBo Ha OCTATBUHMTE BElIECTBA B IpepabOTeHUTE MPOLYKTH

OcTaThuHM BelllecTBa B POTALMOHHM KYIITypU

MeTaGonu3bM B POTALMOHHU KyITypH

KonuuecTBo Ha OCTaThUHMTE BELIECTBA B POTALMOHHU KYNITYpU

[penyioxkeny onpeenieHNs 3a OCTAaTBYHM BEIIECTBA M MAKCHMAJIHO JONYCTMMY TPaHMUM HA OCTaTBUHU BELIECTBA
[lpemnoxxeny onpenenieHns 3a OCTaTbYHM BEIECTBA

[TpeiokeHn MakKCHMMAITHO [OMYCTMMI TpaHuLy Ha octaTbyu Bewectsa (MITOB) 1 060CHOBKA 3a MPUEMITMBOCTTA
Ha TpeyIoKeHNTe CTONHOCTU

TIpenyiokeHn MakKCHMMAITHO [OMYCTMMI TpaHuLy Ha octaTbyny Bewectsa (MITOB) 1 060CHOBKaA 3a MPUEMITMBOCTTA
Ha NpEIUIOXEHNTe CTOMHOCTY 38 IPOIYKT! OT BHOC (momyctumu oTKioHeHms ot MITOB mpu BHOC)

[Ipennoxenu mpeanasHyu MHTEPBAIA

OleHKa Ha MOTeHLMATHATA WM peanHaTta €KCIno3uuys, ObJIKallla C€ Ha XPAaHUTETIHUA PEXUM UM Ha OPYyTH
M3TOYHNIIN

Hpyru m3crenpanms

PapHyle Ha OCTATBYHM BELIECTBA B TOJIEHA M MYENHMTE MPOLYKTH
Coujecmeysate u noeedeHue 6 OrRoAHAMA cpedd

ChlLeCTBYBaHE M TOBEEHNE B I10YBATA

[IbT Ha pasrpaxiaHe B MoYBaTa

AepolHo pasrpaxate

AHaepoOHO pasrpaKIiaHe.

(Qoronuza B nousara.

CKOpOCT Ha pa3rpaxiuaHe B NOYBATA

JlaGopaTopHy M3CIIEABAHMSL.

AepobHO PasrpakiaHe Ha AKTUBHOTO BELLECTBO

AepobHO pasrpaxmane Ha MeTaGONMTUTE M MPOMYKTUTE OT PasTpaKiaHe M Peaxiyis
AHaepoOHO pasrpaxiaHe Ha aKTUBHOTO BEIIECTBO

AHaepoGHO pasrpaxiiaHe Ha MeTaGONUTUTE M MPOIYKTUTE OT PasTpakiaHe M Peakiist
Tornesn u3crenBanms

VscnienBanys Ha pasnanaHeTo B [0YBATa

W3cnensanust Ha HaTPyINBaHETO B IOYBATA
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7.1.3.
7.1.3.1.
7.1.3.1.1.
7.1.3.1.2.
7.1.3.2.
7.1.4.
7.1.4.1.
7.1.4.1.1.
7.1.4.1.2.
7.1.4.2.
7.1.4.3.
7.2

7.2.1.1.
7.2.1.2.
7.2.1.3.
7.2.2.

7.2.2.1.
7.2.2.2.
7.2.2.3.

7.2.2.4.

7.4.1.
7.4.2.

7.5.
PA3JIE]T 8.

8.1.

8.1.1.1.

8.1.1.2.

8.1.1.3.

AncopOumst u mecopOuyst B nousara

Ancopbumst n mecopOuust

AncopOuyst u Tecopbuust Ha aKTUBHOTO BELLECTBO

AncopOuus u gecopbuust Ha MeTabONUTITE M IPOLYKTUTE OT PAsTpaxIaHe U PeakLyis
KbcHa copbumst

MoGuiHocT B mouBata

Vacrensanust 33 M3BIMYAHE OT MOYBEH 0Opasel|

Vi3BmiuaHe Ha aKTMBHOTO BEIIECTBO OT MOYBEH 00paselr

V3miuaHe Ha MeTabONMMTHTE M NMPOIYKTUTE OT PAa3rpaximaHe M peakiys OT MOuBeH 06paselr
JIV3UMeTPIUYHN M3CITeTBAHIS

[loneBn M3MMTBAHNS 34 M3BIIMYAHE

C’bIIICCTByBaHC M MOBEOEHME BHB BOOATA M OTJIaraHMATA

Haunn un CKOpOCT Ha pasrpaxpaHe BbB BOIOHUTE CUCTEMM (XI/IMI/I‘{HO u (l)OTOXI/[M]/l‘lHO paarpaxmaﬁe)

Xunponusa

[IpsIkO QOTOXMMIMYHO pasrpaxKuaHe

Henpsiko $OTOXMMUUHO pasrpaiaHe

Hauys 1 CKOpOCT Ha pasrpakiaHe BbB BOIHN CUCTEMU
JTecHOOCHIIECTBIMO GMOpa3rpaKIaHe

AepoOHa MuHEpanu3auus B IOBbPXHOCTHY BOMU

MacrienBaHe Ha CHCTEMATa BOJA/OTIIATAHMS

VacrenBade Ha crcTeMara oOMbUeHa BOMA/OTIATAHVS

PasrpaxmaHe B 30HaTa Ha HACHIIAHE

CbluecTByBaHe 11 MOBEIEHNE BLB Bb3IyXa

Hauys 11 ckopocT Ha pasrpaximaHe

Tpenacsize MO BB3IyXa

Bu3eiicTBIe Ha MECTHO M INIOGATIHO paBHMILE

OnpenenieHne Ha OCTATBYHOTO BELIECTBO

Onpenenienne Ha OCTATBYHOTO BEIIECTBO 33 LETMTE HA OLEHKATA HA PUCKA
OnperienieHne Ha OCTATBYHOTO BELIECTBO 33 LEMTe HA HAOIIOIEHMETO
IaHHM OT HabMOfeHNe

EROMmoRCURON0ZUUHY U3CAE06AHUS

Boeenenne

Bu3peiicTBye BbPXy NTHLM ¥ OPYIHM CyXO3EMHM IPHOHAYHM KMBOTHN
Bu3peiicTye BbpXy mTmumTe

Octpa TOKCHYHOCT IpY MpyieMaHe Npe3 yCTaTa LIpy [TV
KpaTkocpouHa TOKCHYHOCT IIpy NpUeMaHe C XpaHaTa [Py ITHLYL
CyOXpOHUYHA M PENPOIYKTUBHA TOKCUYHOCT IIPY [ITULY

Bumose Bb3meicTeue BBPXY CYyXO3€MHU l'p'b6Ha“IHI/I 2KMBOTHY, pasiM4HM OT ITULUTE
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8.1.2.1.

8.1.2.2.

8.3.1.1.
8.3.1.1.1.
8.3.1.1.2.
8.3.1.2.
8.3.1.3.
8.3.1.4.

8.3.2.1.
8.3.2.2.
8.4.
8.4.1.

OcTpa TOKCMYHOCT IIpU NpHeMaHe pe3 ycTata npu 0o3aitHuum

IIBIIrocpoYHa ¥ PENpOIyKTHBHA TOKCHYHOCT Mpy 603aitHMum

BUMOKOHIIEHTpALMs Ha AKTUBHOTO BELIECTBO B IUISYKATA HA NTULM M OO3aitHMLM
Bu3ielicTBIe BHPXY IMBM CYXO3€MHM IPHOHAYHM KMBOTHM (MTHLM, OO3AIHMIM, BIIEUYTH M 3eMHOBOJIHIN)
CsoiicTBa 1a Hapymasa (yHKLUMUTE HA CHIOKPUHHATA CHCTEMA

BuapieiicTue BHPXY BOIHM OpPraHM3Mu

Octpa TOKCHYHOCT 1ipu pubure

HBIITocpOYHa ¥ XPOHMYHA TOKCMYHOCT Npu pubure

VacrienBaHe Ha TOKCHYHOCTTA B PAHHMS XKM3HEH CTAmuil npy pubure

VacrienBane Ha Lemisl JKM3HEH LMKBI npy pubure

BuokoHuenTpauus npu pubure

ColicTBa a Hapymasa QyHKIMNUTE HA CHIOKPUHHATA CUCTEMA

OcTpa TOKCHYHOCT 3a BOIHUTE Oe3rpbOHauHM

Ocrpa TokcuuHoct npu Daphnia magna

OcTpa TOKCHYHOCT 3a [IPyT BUI BOZHM Oe3rpbOHauHM

IIBIIroCPOYHA ¥ XPOHMYHA TOKCUYHOCT MPY BOIHM Oe3rpbOHauHM

PenpomyKTBHA TOKCMYHOCT M TOKCHYHOCT M0 OTHOLICHME HA passutyero y Daphnia magna
PenponyKkTMBHA TOKCMYHOCT ¥ TOKCMUHOCT IO OTHOIIEHNME HA Pa3BUTMETO y IPYTM BOIHM Oe3rpbOHAUHI
Passutie M nosiBa Ha Bb3pacTHM MHmMBMIM npu Buiose Chironomus riparius

Kupeeu B OTIIaraHuATa OpraHU3MM

BuaneiicTeue BLPXy pacTexa Ha BOIOpAcuTe

Bo3pelicTBue BbpXy pacTexka Ha 3elleHMTe BONOPACIN

BrapeiicTBue BbpXy pacTeXa Ha [IPYrM BUAOBE BOXOPACIIM

Bb3aneiicTBie BbPXY BONHUTE MaKpOPUTH

JONbIIHUTEIIHM M3IUTBAHUSA BbPXY BOIHM OPraHM3MU

BuapeiicTBue BLPXY UIIEHECTOHOIUTE

BuapeiicTeue BbpPXy muenm

OcTpa TOKCMYHOCT TIpU TYeNn

OcTpa TOKCMYHOCT IIpU NpUEMaHe IIpe3 ycTara

OcTpata KOHTAKTHa TOKCHYHOCT

XpoHMYHA TOKCMYHOCT NPV IYENIN

Bo3pericTBue BbpXy pasBUTHETO HA MEIOHOCHMUTE IUENM U BHPXY IPYTUTE KM3HEHM CTaluy Ha IYeIInTe.
Cy6rieranHo Bb3meiicTBye

Bn3pericTBue BbpXy HEHPULENHM UIEHECTOHOIM, PasIMUHM OT MuerTe

Buanericrue Bbpxy Aphidius rhopalosiphi

Buaerictue Bbpxy Typhlodromus pyri

BuajielicTBIe BbPXY MOUYBEHATA HEMPULETHA Me30- U MakpodayHa

CyOretanHo Bb3NEICTBIE BHPXY 3CMHHU UepBen
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8.4.2.

8.4.2.1.

8.9.

Bu3neiicTBye BbpXy MOUBEHAaTa HENMPULENHA ME30- U MaKpoQayHa (pasmidHa OT 3eMHM YepBen)
V3nuTBaHNSA Ha PAaBHULIETO HA BHMIOBETE

Bu3neiicTBue BbpXy npeoOpasyBaHeTo Ha a3oTa B MOUBATA

Bb3jielicTBIE BHPXY CYXO3MHMUTE HENPUUETH!M BUCWIN PACTEHUS

O000LIEHN IaHHU OT CKPUHMHIOBMTE M3CIIEBAHUS

M3nuTBaHe BHPXY HENPULETHY PACTEHMS

Bu3jieicTBIe BHPXY LPyIH Cyxo3eMHM opranmsmu (¢propa u dayHa)

Bu3ielicTBie BbpXY OMOTIOTMUHMTE METOMM 34 IPEUNMCTBAHE HA OTIAIBYHMTE BOIM

HaHHM OT HaOMIOHeHNe

PA3MIEIT 9.  [danuu om aumepamypama

PA3[IEIT 10. Knacugurayua u emuremupate

PA3JIEIT 1

Mdenmuunocm Ha armueHomo eeujecmeo

[NomaBanata MHOPMAIMS € TOCTATHYHA 32 TOYHOTO MICHTHOUIMPAHE HA BCIKO AKTMBHO BEILIECTBO M 33 ONPENENSHETO MY IO
OTHOLICHNE HA HErOBaTa CIelMQMKALIS M eCTECTBO.

1.1.

1.2.

1.3.

1.4.

1.5.

1.6.

1.7.

3asBuTen

npeHCTaBﬂT C€ HAMMEHOBAHMETO M aIPECHT Ha 3aABUTEILSA, KAKTO M MME, ITbXKHOCT, TeJ'le(l)OHeH HOMED, alpec Ha €JleK-
TPOHHA IoUla, HOMEpP Ha <1)a1<c Ha Jimue 3a KOHTAKT.

Ipoussonuren

[TocouBar ce HaUMEHOBAHMETO U aIPECHT Ha MPOU3BOIUTEIL HA AKTUBHOTO BEUIECTBO, KAKTO M HAMMEHOBAHMETO U alIpeCchT
Ha BCSKO MPOM3BONCTBEHO TPEANPHUATIE, KBIETO Ce MPOM3BEXKA aKTUBHOTO BellecTso. [Tocousa ce e 3a KOHTAKT (MMe,
TenedoH, ajpec Ha eeKTPOHHA MOIIA 1 HOMep Ha aKc). AKO Criell OOGPEHNMETO Ha AKTVMBHITE BELIECTBA C3 HACTBIMIIN
IIPOMEHM B MECTOHAXOXKICHMETO MM Oposi Ha NPOM3BOIMTENNTE, M3NCKBAHATA MHPOpPMAIMS OTHOBO ce ChoOlIaBA Ha
Kommcnara, na Oprana u Ha ObpKaBUTE YIIEHKM.

OO6uronpuero npemioxeHo wim ogoGpeHo or ISO HauMeHOBaHME M CUHOHUMM

ITocousa ce o6wonpueToTo HaymeHoBaHue 1o ISO Wi npeaIoxkeHoTo obwonpyero HanMeHosarue 1o 1SO u, Koraro e
NPUIIOKIMO, IPyTM MPEHIOXEHN WM Ogo0peHn OOLIONpPUETH HAMMEHOBAHMS (CMHOHMMY), BKIIOUMTENIHO HAaMMEHO-
BaHMETO (CTATyTBT) Ha MHCTUTYLMSATA, OTTOBOPHA 3a CHOTBETHATA HOMEHKIIATYpa.

Xumnuno HaumeHoBaHue (HomeHknarypa Ha IUPAC u Ha CA)

[Tocousa ce XMMMYHOTO HamMMeHOBaHMe, TocoyeHo B yact 11 or npunoxenne VI kbM Permament (EO) Ne 1272/ 2008, nunmn
— aKO TO He € BKIIIOYEHO B IOCOYEHMS pEINlAMEHT — HAMMEHOBAHMETO My B CBHOTBETCTBME C HOMEHKJATypara Ha
MexnyHapomHust cpro3 1o umcra u npwioksa xumust (IUPAC) u ¢ tasu Ha CiyxObara 3a xummuay nugekcn (CA),
KOTaTo € MpUIIOKIMO.

Komosu HOMepa Ha paspa60TKaTa 10 HOMEHKIIaTypaTa Ha NMPOU3BOOUTEIISA

Tlocousar ce KOIOBUTE HOMEPA, M3MON3BAHM 3d MICHTUQMKALILS HA AKTUBHOTO BEILIECTBO B IPOLIECa HA Pa3BoitHata pabora
1, KBETO € MPUIIOKNMO, PELeNTypuTe, B KOUTO C€ ChIbPXKA AKTUBHOTO BEIIECTBO. 3a BCEKM MOCOYEH KOIOB HOMeEp ce
YTOUHSBA MATEPUAIIbT, 33 KOMTO Ce OTHACH, NEPUONBT, NP3 KOWTO € M3NON3BaH, M AbpKABUTE WIEHKM MM APYruTe
CTpaHM, KbIETO ¢ GVl M3MON3BAH WM BCE OLIE CE M3ION3BA.

Homepa no CAS, EC n CIPAC

Tocousar ce komosere N0 HoMeHKIaTypute Ha Ciyx6ata 3a xumuuny uugekeu (CAS), Ha Esponeitckara komucust (EO),
Ha AHQIUTUYHMS CBBET 33 MEXIyHApPOIHO ChTpymHMuecTBo 1o nectummmre (CIPAC), Korato TakyBa ChIIECTBYBAT.
Monexynna u cTpykrypHa Qgopmyna, MoneKyiHa mMaca

Tocousa ce MorekynHata ¢opMyna, MONEKYNTHATA Maca ¥ CTPYKTypHATa GOpPMyNa Ha aKTMBHOTO BEIIECTBO M, KOTATO €

NPUIIOKIMMO, CTPYKTYpHaTa GOpMYyIia Ha BCEKM M3OMep, KOWTO € HallMueH B aKTMBHOTO BEIIECTBO.

[lo oTHOWIEHME HA PACTUTENHUTE EKCTPAKTM MOXKe [a Obie B3IPUET APYr MOAXOM, aKO MOCIEAHMST Obie MOIXOMISIIO
000CHOBaH.
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1.8.

1.9.

1.10.1.

Meron Ha MPOM3BOACTBO Ha aKTMBHOTO BELIECTBO (Ha‘l]/[H Ha cmrre3)

3a BCSKO MPOMBBOICTBEHO MpENNPUSTME Ce MOCOYBAT METONBT Ha MPOM3BOICTBO MO OTHOLICHME HA MICHTUYHOCTTA
(HaumeHoBanue, Homep 1Mo CAS, cTpykTypHa (pOpMyna) M 4MCTOTATa HA VM3XOMHMTE MATEPUATM M HAJMYHOCTTA MM Ha
1a3apa, OCBUIECTBSABAIINTE Ce XMMUYHM IPOLECH, KaKTO M MACHTMYHOCTTA HA OHEUNCTBAHMATA B KPANHUS MPOMIYKT.
Ipenocrasst ce mogpoOHa MHGOPMALMS 3a MPOM3KOIA HA OHEUMCTBAHMSTA. BCAKO OHEUNMCTBAHE ce KAaTeropusupa B 3aBi-
CHMOCT TOBA Ay € Pe3yiTaT OT CTPAHMYHM PEAaKLMM, OHEUVICTBAHMS B M3XOIHMS MAaTepyaj, OCTAHANM MEXIMHHU
PEAKUMOHHM TIPOIYKTM WM M3XOOHM Matepuany. OLeHsBa ce TAXHaTa TOKCMKONOIMYHA ¥ EKOTOKCMKOJIOTMYHA
3HauMMOCT, KAKTO M BB3MENCTBUETO MM BbPXY OKONHATa cpefa. [locoueHara muQOpMalmsi BKIIOYBA UM CBENEHMs 3a
OHEUVCTBAHMSI, KOMTO HE Cd YCTAHOBEHM, HO KOMTO TEOPETMYHO MOrar [a ce oOpasysar. OOMKHOBEHO He Ce M3MCKBA
MHQOPMALMSL 33 TEXHONOTMATA HA IIPOLECA.

Korato usuckpaHata uHQOPMAIINS Ce TPEOCTABS 3 MMTOTHA CHCTeMa 33 TPOM3BOJICTBO, TSI Ce MPEIOCTABS OTHOBO, KOTaTO
OKOHYATENTHO Ce YCTAHOBST METOAMTE ¥ MPOLENyPUTE 3a MPOM3BONCTBO B MPOMMIIIEHN ycrosus. Korato ca Harmmunm, ce
IIPEACTaBAT JAHHM 33 NPOM3BOLCTBOTO B NPOMMUUIEHM YCIOBMSI mpemyt OmoOpeHnero cbrmacHo Permament (EO) Ne
1107/2009. Korato He ca HaqM4yHM [AHHYM 3a NPOU3BOLCTBOTO B NPOMMIUICHY YCIIOBHS, CE MPEIOCTaBsi OOOCHOBKA.

Crenm¢uKanyms Ha UMCTOTATa HAa aKTMBHOTO BellecTBO, u3paseHa B g/kg

[locouBa ce MMHMMAITHOTO ChabpkaHue B g/kg Ha UMCTOTO aKTMBHO BEWIECTBO B MPOM3BENEHMS MaTepual, KOITo ce
M3IOJI3BA 3a IIPOVM3BOLCTBOTO HA NPONYKTUTE 33 PACTUTENHA 3awuTa. [IpefcraBs ce OGOCHOBKA 33 MMHMMAJIHOTO ChIbp-
KaHue, TPEIUIOKEHO B CreUMUKALMATA; B Hesl Ce NPaBM CTATUCTMYECKM aHATM3 HA [aHHUTE OT HAil-MaJKO IeT Mpel-
CTABUTEIIHM MAPTUIM, KAKTO € MOCOYeHO B Touka 1.11. Morar fa ce MpeIOCTABAT IOIBIHUTENHN [aHH! B TMOIKpENa Ha
TEXHUYECKaTa CrielnuKays.

Korato m3nckanata nHOpMALsl ce TPENOCTaBs 33 MUIOTHA CHCTEMA 3a MPOM3BOLCTBO, TS CE NMPEIOCTABSI OTHOBO, KOTaTo
OKOHYATeJIHO Ce YCTAHOBAT METOAMTE ¥ NPOLEIypuUTe 3a MPOM3BONCTBO B IpOMMIIIEHM ycoBus. Korato ca Hammunm, ce
pEACTaBAT JAHHM 3d NPOM3BOLCTBOTO B NMPOMMIUUICHM YCIOBMSI mpemyt onoOpeHnero cbrimacHo Permamenr (EO) Ne
1107/2009. Korato He ca HaqM4yHM [AHHUM 3a NPOU3BOLCTBOTO B NPOMMIUICHY YCIIOBHUS, CE NPEIOCTaBsi OOOCHOBKA.

AKO aKTMBHOTO BELIECTBO Ce IIPOM3BEXIA KaTo TexHmuecku KoHueHtpar (TK), mocousar ce MMHMMATIHOTO ¥ Makcy-
MAJTHOTO ChIbPXKAHME HA YMCTOTO AKTMBHO BEWIECTBO B HErO, KAKTO M HETOBOTO TEOPETMYHO MUHMMAIIHO M MAKCUMAIIHO
CBIIbPKAHME B CYXMsl MaTepuall.

AKO aKTMBHOTO BEIECTBO € CMeC OT M30MEpH, I0COYBA Ce CHOTHOMUIEHMETO MEXKIy CBHIbPXKAHMETO HA M3OMEepUTe I
00XBaTBT Ha CHOTHOLICHMSTA MEXIy ChIbPXaHMsSTA Ha y3oMepute. [locousa ce M OTHOCHTENHATA GUONOTMYHA AKTUBHOCT

Ha BCEKM M3OMEpP II0 OTHOLIEHME Ha e(])VlK&CHOCTTa U TOKCMYHOCTTA.

[lo OTHOwIEHME HA PACTMTESHUTE KCTPAKTH MOXKe 1@ Obe BB3MpUET IPYr MOIXOM, aKO MOCIEHHMAT Oble MOAXOISALIO
000CHOBaH.

NpenTnuHoct u ChbIbpXkKaHUe Ha I[O6aBKl/lTe (Hanp. cm6vmu3upamu’re C"bCTaBKl/l) U Ha OHEUYUCTBAHUATA

[locouBar ce MMHMMAIIHOTO M MaKCUMAJIHOTO chirbpxkanue B g/kg Ha Besika o0aBKa.
[TocouBa ce M MaKCHMMAIHOTO ChibpxaHue B g/kg Ha BCsKa pyra ChCTaBKa, pasiMyuHa OT HOOABKMTE.

AKO aKTMBHOTO BEIIECTBO CE MPOM3BEXNA KAaTO TeXHMUeCKM KOHUEeHTpaT (,TK“), mocousa ce MAaKCUMAHOTO CHIbpXKaHME
Ha BCAKO OHEUNCTBAHE, KAKTO M TEOPETMUHOTO MMHMMAIIHO M MaKCMMAHO ChObpXKaHue B CyXusi MaTepual.

MBOMCPMTC, KOMTO He ca 0OXBaHATH OT 06HIOHPI/I€TOT0 HaIMEHOBAHME 110 ISO, CBILO €€ pasrieXnar KaTo OHEYMCTBaHMSA.

Korato NpenoCcTaBeHUTE CBEACHNA HE II03BOJIABAT [1a CE MHCHT]/[(l)I/IIIMpa HAIIbJTHO [1aJ€Ha CbCTaBKa, (HaHpI/IMCp KOHIIEH-
BS.TI/I), NpenocCTaBAT ce IIO]Ip06HI/I CBEOEHMS 3a CbCTaBa HA BCSAKA OT TE3M CHCTABKI.

Koraro msucksaHata MHGOpMaLsi ce MPENOCTaBS 3a MUIOTHA CHCTEMA 33 TIPOMBBOLCTBO, Ts CE MPEIOCTABS OTHOBO, KOTATO
OKOHYATeJIHO Ce YCTAaHOBAT METOHMTE ¥ NPOLENypUTe 3a IPOM3BONICTBO B IpOMMIIEHM ycoBus. Korato ca Hammunm, ce
NPEICTaBAT JAHHM 3a NPOM3BOLICTBOTO B MPOMMUUICHM YCIOBMSI Ipemyt OmoOpeHnmero cbrimacHo Permament (EO) Ne
1107/2009. Korato He ca HalIM4HM [aHHM 3a IPOM3BOLCTBOTO B IPOMMLUIEHM YCIOBMS, Ce IPENOCTaBsi OOOCHOBKA.

[lo oTHOWIEHME HA PACTMTETTHUTE eKCTPAKTM MOKe Ja Gbe BB3MPUET IPYT MOAXON, KO MOCIEIHMAT Oble MOIXONSLIO
000CHOBAH.

TTo6asru

TbproBCKUTE HAMMEHOBAHMSI HA CBCTABKUTE, KOMTO Ce J0OABAT KbM AKTMBHOTO BELIECTBO IpEIM IPOM3BONCTBOTO HA
NPOIYKTA 33 PaCTUTENHA 3AlIMTA, 3d [1d Ce TAPAHTMPA CTAOMIHOCTTA My M [a Ce YIeCHM MAHMIY/IMPAHETO C Hero,
HAPUYaH!U NO-10y ,[00aBKM", ChIIO ce M0ocoysat. Korato e mpuioxmMo, 3a 100aBKUTE Ce MPETOCTABAT CIIETHUTE JaHHM:
a) XMMMYHO HaMMeHOBaHMe ChIlacHo HomeHKnatypute Ha IUPAC u CA;

6) o6uonpyeToTo HaMMeHOBaHMe 10 ISO MM NPELTIOKEHOTO OOLIONPHUETO HAMMEHOBAHME, aKO MMA TaKOBE;

B) Homep Ha CAS, Homep Ha EO;

1) MOJIEKy/sipHa GopMysa M CTPYKTypHa $opmyra;
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1) MOTIEKy/HA Maca;
€) MUHIMAIHO ¥ MaKCUMAanHO chIbpxamue B g/kg; KakTo 1
X) QyHKIMS (Hanp. crabuimzarop).

3Hauumu OHeuucmeanua

OHeuncTBaHIs, HamMYHY B KOmydecto or 1 g/kg mmm mosede, ce pasriexnat Kato sHauntenHy. Korato e mpumoxmmo, 3a
3HAUMMUTE OHEUMCTBAHMS Ce NPENOCTABAT CIICIHNUTE CBEICHMS:

a) XIMMYHO HaMMeEHOBaHNe ChINacHO HoMeHKnatypara Ha [UPAC un CAS;

0

O6HIOHPI/ICTO HauMmeHoBaHue o 1SO wmmm NPENJIOZKEHO 06H101'[p]/l€T0 HaMEHOBAHME, aKO MMa TaKOBa;

=
=

HoMep Ha CAS, Homep Ha EO;

I) MorekynspHa GopMmynta U CTpYKTypHa QopMyra;

=2

MOJIEKYIIHA Maca; KAKTO U
€) MakcuManHo chbpxanue B glkg.
TTpeniocTaBsiT ce JaHHM 3a TOBA KAK € OMpelielleHa CTPYKTYPHATA MICHTHYHOCT HA OHEYMCTBAHMSTA.

CMLQCCTHGCHU OHeuucmesaHus

OHe‘lMCTBaHMﬂ, KOMTO Ca OCOOEHO HexKelaHu Iopagn TAXHaTa TOKCUKOJIOTMYHU ¥ €KOTOKCHMKOJIOIMYHI CBOVICTBA VTN
nopagn Bb3HEICTBMETO UM BbpXYy OKOJIHaTa CpeHa, €€ pasrieXknaT KaTo CbLIECTBEHM. Korato e NPUIIOKUMO, 33 CBILECT-
BEHUTE OHEUMCTBAHMS C€ NPENOCTaBAT CIIEAHUTE CBEIECHMS:

a) XMMIYHO HauMEHOBaHMe CbINIacHO HoMeHkiatypata Ha IUPAC un CAS;

0) obwonpyero HauMeHoBaHue 10 [SO MM MPENIOXKeHO OOLIONPHUETO HAMMEHOBAHME, aKO MMa TAKOB;

=
=

Homep Ha CAS, nomep Ha EO;

1) MoseKynsipHa ¢opMyina u CTpyKTypHa Qopmyra;

I) MOTIeKyJIHA Maca; KaKTO I

€) MaKCUMAJHOTO ChibpxKamue B g/kg.

[IpemocTaBsT ce DAHHM 33 TOBA KAK € ONpeelieHa CTPYKTyPHATA MICHTUYHOCT Ha OHEUMCTBAHISTA.

Ananutiven npo¢un Ha mapTUaMTE

Haji-Manko 1eT NMpeNcTABUTENH) NApTUIM, POM3XOKIALM OT CKOPOLWHO M HACTOALIO NPOMMLUIEHO MPOU3BOLCTBO, CE
AHATI3MPAT 32 CHIbPKAHME HA YMCTO AKTUBHO BELLECTBO, OHEUNCTBAHMS, T00ABKM U BCSIKAKBY APYIV CHCTABKM, Pa3iMUHM
OT 0GABKM, CTIOPeNl CIyuast. BCUUKM MPENCTABUTEN M APTUAM Ca IIPOM3BENEHN TIP3 MOCTeNHNTe NeT romun. Korato He
Ca Ha/MYHM JAHHY 3a TIPOM3BOACTBOTO TIP3 MIOCIENHNUTE NET TOMMHM, Ce TPENOCTaBst 000CHOBKa. [Ipenanenute pesynratu
OT aHAIW3a ChIbPKAT KOJMYECTBEHM MHaHHM, u3pasenyt B g/kg ChbObpKaHme, 33 BCUYKM HAIWYHYM CHCTABKM, UMETO
ChIbPKAHME € PaBHO Wi 110-BicoKO OT 1 g/kg 1 Komto cheraBsr Kato npaBuso Haii-Manko 980 g/kg or ananmsupanus
MaTepuail. 34 PaCTUTEITHNMTE €KCTPAKTH M 3 CUTHAIIHUTE BEWIECTBA (HAMP. PEPOMOHNTE) MOTAT [a Ce HAmpaBAT 00OCHOBAHM
u3kimouenyst. CTaTUCTIYECKATa OCHOBA 34 IIPEIUIOKEHOTO B TEXHNUECKATA CIIELMUKALIMS ChIbpKanue ce 00scHsBa (Hamp.:
MaKCUMAIIHA CTOIHOCT, HAaOJIONABaHa B MPAKTUKATA, CPEHA CTOMHOCT M TPM CTAHIAPTHM OTKIIOHEHWs, HaOriomaBaHyu B
NpaKTUKaTa, M T.H). MOraT ma e NpEmoCTaBAT HaHHYM 3a [ONBIHMTENHA MOJKPENa Ha TEXHNYECKATa CIIELM(UKALIS.
PeanHoTO ChIbPKAHME HA CHCTABKMTE, KOUTO Ca OCOOEHO HEXENaHW IMOPamy TEXHUTE TOKCUKONOTMYHM UM €KOTOKCUKO-
JIOTMYHM CBOJICTBA VIV TOPAIM Bb3ACHCTBIETO MM BbPXY OKOJHATA Cpelia, Ce ONMpENeisl M JOKIIAMBa, JOpU aKO HalMuHUTe
Konmuecta ot Tx ca nof 1 g/kg. C uen ma ce nokaxe MYHUMAIHOTO, MAKCUMAIIHOTO 1 CPEHOTO ChIbpXKaHME HA BCAKA
3HauyMa CbCTaBKa, B JOK/TA[BAHNTE [JAHHN Ce BKIIIOYBAT PE3yNTaTMTC OT aHAIM3a Ha OTHENHMTE mpodu 1 0bobuieHne Ha
TE3U JNaHHM.

Korato mazeHo aKTHMBHO BEIIECTBO Ce MPOM3BEKIA B HSKOIKO MPOM3BOICTBEHN OOEKTA, TAHHUTE, ONpEIENeHN B MbPBIS
maparpad, ce IpEIOCTABST MOOTHENHO 33 BCEKM €IMH OT Te3 3aBOMIL

OcBeH TOBa, KOTaTo e NPpUIIOKMUMO, CE€ aHanm3mpar HPO6I/I OT aKTMBHOTO BEIIECTBO, IIPOM3BENECHO B na60paT0pm nim
IMIIOTHM CUCTEMM 3a IIPOM3BOACTBO, AKO 3a IIOJIyYaBAaHETO HA TOKCUMKOJIOTMYHM WM €KOTOKCHMKOJIIOTMYHM JaHHU €
V3IOJI3BAH TaKbB MaTepuai. AKO He ca HaJM4yHU 1'10]106HI/I JTaHHY, CE€ MPENOCTaBs 000CHOBKa.
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Koraro mpemocraBeHara MHQOpPMALILSL ce OTHACS IO MIIOTHA CUCTEMA 3a IPOVM3BOJCTBO, TS Ce IPENOCTABsi OTHOBO, KOTATO
OKOHYATEJIHO Ce YCTAHOBAT METOHMTE ¥ IIPOLEAypUTe 3a IPOM3BONCTBO B IpoMuLIIeHM ycrosus. Korato ca Hammunu, ce
NpEICTABAT IAHHM 3a NPOM3BONCTBOTO B NPOMMULICHM YCIOBMSL npemy onoOpennmero cbrmacHo Pernament (EO) Ne
1107/2009. Korato He ca HAMMYHM IAHHM 33 IPOM3BOLICTBOTO B MPOMMVINICHNM YCIOBIS, C€ IPEIOCTaBs OGOCHOBKA.

PA3[IE]T 2
Qusuunu u xumuunu ceoiicmea Ha ARMUEHOMO BeULECMEO
TemnepaTypa Ha TomeHe M TeMIepaTypa Ha KuImeHe

Ompepens ce u ce oTyMTa TeMIepaTypaTa Ha TONEHE WM, KOraTo e MONXOMAUIO, TeMIepaTypaTa Ha 3aMpb3BaHe WM
BTBbPISIBAHE HA IPEUMCTEHOTO aKTUBHO BeulecTso. VMamepsanusita ce mapbpuar go 360 °C.

Ompepertst ce 1 ce ChoOLIaBa TeMIEPaTypaTa Ha KUIEHe Ha [PEUNCTEHOTO aKTUBHO BEIIECTBO. VI3MepBaHMsTa ce M3BbPLIAT 110
360 °C.

Korato Temmeparypara Ha TONleHe WM TeMIlepaTypaTa Ha KUIEHE He MOTaT Jla ce OMNpEHeNAT IOpajy pasilaraHe Wim
CcyOnmMars, ce 1ocoyBa TEeMIEPATypaTa, NP KOATO HACTBIIBA PA3araHETO MM CyONMMALMsTA.

Hansrane Ha napure, JI€TIMBOCT

Orumra ce HAIATaHETO HA MapuTe Ha NpeuncTeHoTo akTyBHO BemecTso mpy 20 °C mmm 25 °C. Korato HamsraHeTo Ha
napure mpu 20 °C e mo-Hucko ot 10-° Pa, Hamsranero Ha mapure mpu 20 mmm 25 °C ce M3umMciIsfBa C TOMOIITA HA
IpaduKaTa Ha HAJSATaHETO Ha NApuTe MU IO-BUCOKM TEMIEPaTypul.

Tlpv TBbPIM WM TEUHM aKTMBHY BELIECTBA JIETIMBOCTTA (KOHCTAHTATa MO 3aKOHA HA XeHpH) Ha IPEUNCTEHOTO AKTMBHO

BEIIECTBO ce ONPENIeNsl WM M3UUCHIABA UpE3 Pa3TBOPUMOCTTA My BbB BOTIA M HAJATaHETO Ha Mapute i ce otumta (3 Pa x m>
-1

x mol™).

BbHIIEH BUJ (arperaTHo ChCTOSIHUE, LBSIT)

HpencmBﬂ Ce OomycaHue Ha 1IBeTa, aKO MMa TaKbB, 1 Ha arperaTHOTO CbCTOSHME Ha aKTVMBHOTO BELIECTBO, TAKOBA, KAKBOTO C€
Npou3Bexkna, M Ha IIPEUNCTEHOTO aKTUBHO BEILECTBO.

Cnexrpu (ynrpasuoneros/sumuM — UV/[VIS—, undpauepsen — IR—, smpeHo-marnuteH pesonanc — SIMP,
MAaccreKTpoMeTpust — MS), MoNeKyIsipHAa eKCTHMHKUMS HPU CHOTBETHHUTE TB/KMHM HAa BBHIIHATA, ONTIYECKa
TICTOTA

OmpenensiT ce M ce OTYMTAT CIICOHWUTE CIEKTPY, KaKTO M TaOnuia HAa XapaKTepUCTUMKMTE HA CUTHAJIA, HEOOXOmMMM 3a
TBHIIKYBAHETO: B yJITPaBUOIETOBYS/BUIMMMS 00XBAT, B MHpaueppeHyst 00XBAT, HA SIPEHO-MArHUTEH pe3oHaHc (IMP) u
MAcCIeKTPOMETPUS Ha IIPEUMCTEHOTO aKTUBHO BEIIECTBO.

Onpernierntst ce M ce OTYMTA MOJIEKYIISIPHATA EKCTUHKIMS P CbOTBETHUTE IBbJKMHM HA BBIIHATA (€, M3MepeHo B L x mol™! x
cm’l). [TonxomsiuyTe IHIKMHYM Ha BbIHATA BKIIOYBAT BCUYKM MaKCUMyMI B aOCOPOLMOHHMS CIIEKTbP B YIITPABUOJIETOBIS|
BUIMMUSA 00XBAT, a CBIIO Y BBIIHUTE, PasonoXeHn B obxsara 290—700 nm.

HPI/I AKTMBHM BELIECTBA, KOWUTO Ca PAa3HEIIEHM OINTMYHM M3OMEPM, CE€ M3MEpBA M OTYMTA TAXHATA ONTMYHA YUCTOTA.

Onperernst ce u ce oTYMTaT A6COPOLOHHNTE CIIEKTPY B YIITPABUONETOBYS/BUMIMILS M MHQPAdepBeHILsl 00XBAT, P SIPEHO-
MarHuTeH pe3oHaHc (IMP) u MaccrieKTpoMeTpus, aKo ca Hy:KHM 33 MICHTMGUIMPAHETO Ha MPUMECUTE, 33 KOUTO Ce CMSTA,
ye MMAT TOKCMKOTIOTMYHO MM €KOTOKCMKOJIOTMUHO 3HAaueHMue MM OKA3BaT BB3NEHCTBME BHPXY OKOIIHATA Cpefa.

PasrBopuMoOcCT BB BOJa

Ompepersi ce Pa3TBOPMMOCTTA BbB BOJA HA NPEUMCTEHMTE AKTUBHM BELIECTBA NPU aTMOCEPHO HANaraHe M Ce OTUMTA
croiiHoctta ¥t mpu 20 °C. OmpefensHeTo Ha pasTBOPMMOCTTA BB BOJA Ce M3BBPIIBA, HOKATO PA3TBOPBT JMMa HEYTparHa
peakums (r.e. B JeCTMIMpPAHA BOIA M NPYM PaBHOBECHE C aTMOCQEpHINS BbINepoieH mmokcum). Ako pKa e mexuy 2 u 12,
Pa3TBOPUMOCTTA BbB BOIA ce onpenens 1 npu kucena (pH 4—>5) u ocHosHa (pH 9—10) peakums. Korato crabunHoctra Ha
aKTMBHOTO BEIIECTBO BbB BOJHA Cpefa He IO3BOJSABA J1a Ce OMpeNesy PasTBOPMMOCTTA BbB BOIA, Ce MPENOCTaBsi 0O0CHOBKA
Bb3 OCHOBA Ha JaHHM OT M3MUTBAHML.

Pa3TBOpMMOCT B OpraHM4HU Pa3TBOPUTENM

Onpepens ce 1 ce OTUMTA Pa3TBOPUMOCTTA Ha aKTMBHMTE BEWIECTBA, TAKMBA, KAKBOTO Ce IIPOM3BEXKIAT, WM Ha IIPEUMCTEHUTE
aKTVBHM BEIIECTBA B OPTaHMYHMTE PA3TBOPUTENN, MOCOUYEHNM MO-TOMY, Mpy Temmeparypa oT 15 mo 25 °C, ako pastBOpy-
MOCTTa ¢ 10-Hicka ot 250 g/L; mocousa ce mpusiaraHara Temneparypa. Pesynrarute ce orumrar B g/L.

a) amugarteH BHIJIEBONOPOIL 3a IPEMIIOYNTAHE XEIITaH;
0) apoMmaTeH BbITIEBOLOPOM: 33 MPEMIOYMUTAHE TOIYEH;

B) XaJlOTeHVMPAaH BBITIEBONOPOM: 3 MPEANOUMTAHE TUXIIOPOMETAH;
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T) anKOXOM: 3a NMpEINOuNMTaHe METAaHOT WM M3OMPOMNIIOB aJKOXOI;
1) KETOH: 3a MPEINOYNTaHEe aleTOH;
€) ecTep: 3a MPENNOYNTAHE ETMIIANETAT.

AKO eIMH WM TIOBede OT IOCOYEHUTE PasTBOPUTENM He ca MOOXOMAWM 3a [aleHO aKTUBHO BELIECTBO (Hampumep, ako
pearypa ¢ M3MMTBAHMS MaTepua), MOXKe [a Ce U3MOM3BAT IPYTM PasTBOpUTENN. B 1031 ciiyyait M30OpBT Ha pasTBOpUTEIIMTE
ce 060CHOBABA C OIJIE HA TSXHATA CTPYKTYpa U MOJSPHOCT.

KoeduuyenTt Ha pasmpemerneHne n-oKTaHouI/Boma

Omnpepernst ce M ce OTYMTAa KOeGMLMEHTHT HA pasmpenenieHue n-okrason/soga (Kow wmm log Pow) Ha mpeuncreHoTO
aKTUBHO BEIIECTBO M HAa BCMUKM CHCTABKM, BKJIIOUEHN B ONpEHENIeHMETO Ha OCTATBUYHO BEWIECTBO 33 OLEHKA Ha PUCKa,
npu 20 wmn 25 °C. Bwaneiictuero Ha pH (4—10) ce m3cnenpa, ako CToiHOCTTa Ha pKa Ha aKTUBHOTO BElIECTBO € B
uHTeppana 2—12.

Mucoumanus BB BOma

Korato e Hanmue mycoumanusi BbB BOJIA, KOHCTAaHTUTE Ha MCOLMALVS (CTOI‘ZHOCT]ATC Ha pKA) Ha INPEYNCTEHOTO AKTMBHO
BELIECTBO €€ ONPEHEIIAT M OTUUTAT MpU TeEMIEpaTypa 20 °C. Bb3 ocHOBa Ha TEOPETUYHU C'bO6pa)KEHMH Ce OTUMTa MIOCH-
TUYHOCTTA Ha 06pasyBanMTe Ce IIPOIYKT Ha HIucoumanusATa. AKO aKTMBHOTO BEIECTBO € COJ1, TI0COYBA Ce CTOHOCTTA pKa
Ha HeOMCOLUMUPAHOTO aKTMBHO BELIECTBO.

Bb3maMeHsaeMOCT M COCOOHOCT 3a caMo3arpsiBane

OHPCHCHHT ce I ce OTUMTAT BH3IUIAMEHAEMOCTTA M CIIOCOOHOCTTA 32 CaMo3arpsiBaHe Ha akKTMBHOTO BELIECTBO, TAKOBA KaKBOTO
€ IIPOU3BELNEHO. Hpmema C€ HallpaBeHa Bb3 OCHOBA Ha CTPYKTypaTa TEOPETUYHA OLEHKA, aKO T YIOBIETBOPSABA KPUTEPUUTE,
NOCOYCHM B NMPUIOKEHNE 6 KbM ,,Hpel’[Op’bKI/I 3a IpEBO3a Ha OINaCHM TOBapy: PbKOBOICTBO 3a MBIMUTBAHUA U Kp]/[Tep]/l]/[“ Ha
OpraHMBaum{Ta Ha 068HMH€H]/[T€ Haumm (l) Hp]/[ NpenocTaBsgHe Ha 000CHOBKa MOXe J1a ce M3MOI3BaT JaHHM 3a INpeunc-
TE€HOTO AKTMBHO BELIECTBO.

TeMHepaTypa Ha BB3IJIAMCHSABaHE

OHPEHCHH Ce M ce OTuUMTa TemIepaTrypara Ha BB3IUIAMEHABAHE Ha aKTMBHOTO BEIIECTBO, TAKOBA, KaKBOTO € IIPOM3BEMICHO,
UMATO TEMIIEpaTypa Ha TOIICHE € II0-HUCKAa OT 40 °C. HpI/I NpenocTaBsAHE Ha 000CHOBKa MOXe J1a Ce M3IIOJI3BAT MaHHM 3a
NPEUNCTEHOTO AKTUBHO BELLECTBO.

. BapuBoomacunocT

Onpenenﬂ Ce M C€ OT4YMTa B3PMBOOIIACHOCTTA HA AKTUBHOTO BEIUECTBO, TAKOBA, KAaKBOTO € IIPOM3BEICHO. Hpuema ce
HaltpaBéHa Bb3 OCHOBA Ha CTPYKTypaTa TCOPETMYHATA OLEHKA, aKO TS YHOBJIETBOPsIBA KPUTEPUNUTE, ITOCOUECHN B NPUIIOKEHUE
6 KbM ,,Hpenop’bKV{ 3a IIpeBO3a Ha OINlaCHM TOBAapU: PBHKOBOLCTBO 3a M3IUTBAHUA U KpI/ITepI/II/l“ Ha Opl'aHI/[BaIH/I}ITa Ha
O6€]1]/[H€HI/IT€ Halmun. HPI/I NpenocTaBsAHE Ha 000CHOBKA MOXe J1a ce M3IMOI3BaT TaHHM 3a MPEUVCTEHOTO aKTUBHO BEILECTBO.

. TToBBbPXHOCTHO HampexeHMe

Onpenenﬁ ce nce CT>06IIIélBa CTOMHOCTTa Ha IIOBbPXHOCTHOTO HAIIPEKEHME Ha IPEYNCTEHOTO aKTMBHO BEUIECTBO.

. OKMcnuTeTHu CBOJVICTBA

Onpepensr ce M ce OTYUTAT OKUCITUTEIHUTE CBOIICTBA HAa aKTMBHOTO BEWIECTBO, TAKOBA, KAKBOTO € IpousseneHo. [Tpuema ce
HallpaBeHa Bb3 OCHOBA Ha CTPYKTypaTa TeOPETMYHA OLEHKA, aKO TSl yHOBIIETBOPSBA KPUTEPUUTE, IOCOUECHU B IIPUIIOKEHNE 6
KbM ,JIpernopbKy 3a IPeBo3a Ha ONACHU TOBAPH: PHKOBONICTBO 33 M3MMUTBAHMS M KpuTepuu Ha OpraHmsaumsra Ha obemu-
HeHuTe Haumu. [Ipy mpemocrassiHe Ha OOOCHOBKA MOXKE 4 Ce M3MO3BAT IAHHM 3a MPEUNCTEHOTO AKTUBHO BELIECTBO.

Hpyru u3crenBaHus

TIOMbIIHUTENIHN M3CIIEBAHMS, HEOOXOMMMM 3a KIIACMQUUMPAHETO HA AKTMBHOTO BEIECTBO IO KPUTEPHUS ,0NACHOCT®, ce
u3BbpuBar B chorercraue ¢ Permament (EO) Ne 1272/2008.

PA3JIE]T 3
Honsanumenna undopmayua 3a aRMUBHOMO 6eULECHEO
Ynorpe6a Ha aKTMBHOTO BeLIeCTBO

B npenocraBesara MHQOpPMaLs Ce OMMCBAT LIEJIUTE, 33 KOUTO Ce M3IOI3BAT WM Ce NPEBUKIA 14 Ce M3IION3BAT IPOIYKTUTE
33 AacTUTENHA 3ALIMTA, CHIbPXKAUM aKTUBHOTO BEWIECTBO, & CBIIO M [O3UTE M HAYMHMTE HAa TAXHATAa ynorpeba wim
npeBIKIaHa yrorpeda.

Qynxuns

YTouHsIBa ce QYHKLMSATA, KaTO ce m30Mpa OT M3OpOeHuTe MO-OMy:
a) aKapyuum;

0) Gakrepuum;

(1) Oprammsaums Ha obermnennte nawu Hio VMopk u XKenesa (2009) ISBN na nyGmukaummsra: 978-92-1-139135-0
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B) QyHrmumm

1) xepbuuum;

1) MHCeKTUINIL

€¢) MOJTyCKOLINI;

K) HEeMaTULINIL

3) perynaTtop Ha pacTexXa Ha PacTeHNSTa;
) peresieHt;

1) pOneHTMLNT;

K) CUTHAJTHO BEIECTBO;

1) 3a YHMILOXaBaHe Ha KbpPTULM (TONMLML);
M) BUPYCOLIMI;

H) Opyro (OCOYBA ce OT 3asIBUTENLS).

Bo3meiicTBue BbpPXy BpeHUTE OPIaHU3MU

[locouBa ce BUIBT HA BB3ACHCTBUETO BHPXY BPEIHNUTE OPraHM3MM:
) MeiiCTBME NPY KOHTAKT;

0) meiicTBME TPY TOLITLIAHE;

B) HeliCTBIE TPU BIMLIBAHE

I) (QYHIMTOKCHYHO MEVCTBUE;

1) QYHIMCTaTMYHO HeVCTBUE;

€) MeCHKaHT;

) MHXMOUTOP Ha BB3IPOM3BOLICTBOTO;

3) Ipyro (OcouBa ce OT 3asIBUTEIIS).

[TocouBa ce manu aKTUBHOTO BELIECTBO Ce IpeHacsa B paCcTEHMATA U, KOIaTo € IPUIIOKMMO, Hall MPEHOCHT € IIpe3 alloIliacTa,

npe3 CUMINIACTA, WIN U [IBETE.

MpenBumeHa obnact Ha ymorpeda

[Tocousat ce Hacrosmte U MPEMIIOKEHNTE obnactu Ha ynorpe6a Ha TIPOOYKTUTE 3a pACTUTENIHA 3allliTa, ChIbpKallN

AKTUBHOTO BEIIECTBO, KAaTO C€ I/[36]/lpa OT CJIEOHOTO:

a) NPWIOKEHNE Ha IIOJIETO, HANPUMED B 3EMENEIMETO, I'PAINHAPCTBOTO, JIECOBBIACTBOTO U JI03apCTBOTO;

0) 3awmTeHN KyITypus;

B) NEKOPATUBHU PACTEHMUS;

I) KOHTPO!I Ha IUleBeNy B HeoGpabOTBAHM IUIOLLY;
I) B JIMYHNUTE CTOLIAHCTBA;

€) CTallHu pacTeHmus;

) CbXpaHEHME Ha PACTUTEITHNUTE [POIYKTY;

3) Opyro (ocouBa ce OT 3asBUTEIS).

Bpemuu opraHm3mu, ¢ Kouto ce BOIM 00p0a, M 3ALIMTEHH WM TPETHPAHM KYITypH M HPOTYKTH

YTOUHSIBaT ce HACTOSIIATA U NpenjIozKeHaTa yHOTpeGa 110 OTHOLIEHME Ha TPETUPAHUTE MITY, KOTATO € IPWIIOKNMO, 3alUTEHN

KYNTYpH, TPy KyITypy, PacTeHust WM PacTUTETIHN IIPOIyKTL.

Korato e MpUIOKMUMO, €€ [1aBa HOI'bIIHUTEIIHA an)opmaum 3a BPEOHUTE OpraHM3Mi, Cpelly KOUTO CE€ OCUIypsiBa 3allliTa.

Korarto e NPUITOKIMMO, OTUMTA CE€ NMOCTUTAHOTO BB3MEICTBIE, Hamp. NMOTUCKaHE Ha IIOKBJIBAHETO, 3a0aBsHe Ha Y3psABaHETO,

HaMajisiBaHE Ha OB/IKMHATA Ha CT’b6J’[0T0, YHECHABaHE Ha ONIIOKOAHETO.
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Hauuu Ha meicrBue

[Tocousa C€, TOKOJIKOTO € M3SACHEH, HAUYMHBT Ha HeCTBME HA aKTUBHOTO BELIECTBO C OIVIe] HA 3aMIeiiCTBAHUTE OMOXUMMUHY 1
d)MSMOHOFI/I‘{HVI MeXaHM3MM 1 OMOXMMUYHI npouecy, Korato € npuioxmnmo. Korato ca HaJIMYHYU, NTOCOYBAT CE€ PEYNITATU OT
C€KCIIEPUMEHTAIIHN UBCIIEIBAHUA B Ta3n obmacr.

Korato e M3BecTHO, ue 3a [1a OKaXXe OYAKBAHOTO BB3NENCTBIE, AKTHBHOTO BEWIECTBO CIIEN MPMIIATAHETO JUIM yroTpedaTa Ha
MPOIYKTa 3a PACTUTENHA 3alIMTA, B KOMTO TO Ce CHObPXKA, TPsIOBA [a Ce MPeBbPHE B METAGONMT MM MPOLYKT OT
pasrpaxmare, ce MOCOYBA CIEOHATA MHOOPMAIULST 33 AKTMBHMS METAOOIMT WM MPOMYKT OT PasrpaxkKiaHe:

a) XMMUYHO HaMMeHOBaHMe chImacHO HoMeHKnatypute Ha I[UPAC n CAS;

0) obuonpueToTo HaMMeHoBaHue 10 ISO MM NpewIoKeHO OOWIONPHUETO HANMEHOBAHNUE;
B) Homep Ha CAS, Homep Ha EO;

1) MoJeKynspHa GopMysa M CTpyKTypHa QOpMyIta, KakTo U

1) MOTeKyJHa Maca.

Koraro e mpmnoxumo, muopmammsra, nocouera B OykBu a) — II), CBObPXKA MPENPaTKM KbM TAHHMTE, TPEICTABEHN B
pasgenu 5—8, M ce OCHOBaBa HA Te3y JAHHM.

TpenocTapst ce HanMyHaTa MHGOPMALMS 3a OOpA3yBaHETO HA AKTMBHMTE METAbONMTH M NPOIYKTM OT pasrpaxuae. Tasu
uHOpMALIS BKITIOUBA:

— JejicTBAIINTE nponecu, MEXaHM3MI M peakiuy,

— KMHETMYHU U JPyruM HAHHM OTHOCHO CKOPOCTTa Ha npeo6pa3yBaHeTo ", aKO € M3BECTCH, €TAIIbT, KOWTO Oorpanmvana
CKOpOCTTa,

— Qakropure, CBbP3aHM C OKOJIHATA CPEd, M Te3M, KOMTO OKA3BaT BIMSIHME BbPXY CKOPOCTTa M CTEIEHTa Ha IpeoOpas-
yBaHeTo.

VndopManms 3a mosiBa MM Bb3MOXKHA NOSIBA HA PE3MCTEHTHOCT M MOJXONSIIM CTPATETMH 3a yNpaBIeHHWe Ha
npoueca

Tpenoctapst ce MHPOPMALIS, KOraTO TaKaBa € HA/IMYHA, 34 [OSIBA MM Bb3MOXKHA I105BA HA PE3UCTCHTHOCT WIM KPHCTOCAHA
PE3UCTEHTHOCT.

Pazriexkiar ce MOIXOISIIM CTPATerMy 3a YIpAaBICHUE HA PUCKA 33 HALMOHATHM/PETMOHATIHM OONACTIL.

MeTopu ¥ NpeaZHU MEPKM 10 OTHOLIEHME Ha pabOTaTa C BEIIECTBOTO, CbXPAHEHIMETO U TPAHCTIOPTHPAHETO MY
WM [IeMCTBUATA TIPU TOXKap

3a BCMUKM AKTMBHM BELIECTBA Ce NPEICTaBst MHPOPMALMOHEH JIICT 3a GE30IaCHOCT ChINacHO wieH 31 or Permament (EO) Ne

1907/2006 Ha Esponeiickusi napnament u Ha Cbsera ().

C mpepocraseHuTe M3CIeOBaHNSA, HaHHU M CBEIEHMS, KAKTO M C APYIM CHOTBETHM M3CIEABAHMS, NaHHM M CBElEHMs ce
YTOUHSBAT M OOOCHOBABAT METOMMTE ¥ IPEMNA3HMTe MEPKM, KOMTO M ce IpednpueMar B ciydail Ha noxap. Kato ce
¥IMaT NpEIBMI XMMMYHATA CTPYKTYpa M XUMUYHUTE M (U3MUHMTE CBOFICTBA HA AKTUBHOTO BELIECTBO, CE IPABST Mpel-
BVIKIAHVS 32 NIPOIYKTHUTE, KOUTO OMXa Ce MOMY4IM [pPU M3FAPSHETO My B CIyuail Ha MoXKap.

Ipouenypu 3a yHuimoxasaHe i 00e33apa3siBaHe

B peiiia cryyan NpernounTaHIsT WIN eIMHCTBEHNST HaumH 3a 6e30nacHo 00e3BpekIaHe Ha aKTHBHMU BEIIECTBA, 3aMbPCEHU
MaTepyany MM 3aMbPCEHN OIIAKOBKM € KOHTPONMPAHOTO MM M3rapsiHe B OHOOPeH MHCMHepaTop. V3rapsiHeTo B TO3M CIIyuait
ce M3BbpIIBA B CHOTBETCTBME C Kpurepuute, rocoueHyn B Hupektusa 94/67/EO Ha Cbera (2).

AKo ce npemiarat opyrim METoan 3a 06esnpe>x<11aHe Ha aKTMBHOTO BELIECTBO, Ha 3aMbPCEHUTE ONAKOBKM MIIM MaTepuainy, Te
HO[Ip06H0 Ce ommcaart. HpeHCTaB}IT Ce HaHHM, 3a Oa C€ YCTaHOBU e(l)eKTI/[BHOCTTa 1 0e3011aCHOCTTA Ha Te3U METOIOM.

CnemHy JeiicTBUs B CIyyail HA MHUMIEHT

TMocousar ce mpoueypy 3a 06e33apassBaHe Ha BOIATA M IOYBATA B CIIyyail Ha 3MIOMOIYKA.

C NpEenoCTaBeHUTE M3CIIENBaHNs, ITaHHU U CBEIEHMA, KaKTO M C OPYrM CHOTBETHM M3CIIENBAHUSA, HAaHHU VM CBEOEHMA Ce
TI0Ka3Ba, 4e MPEIOKEHNTE MEPKN Ca NOOXOonily B CHy‘{aﬁ Ha crnemiHa cutyanms.

L 396, 30.12.2006 r., crp. 1.

L 365, 31.12.1994 r,, crp. 34.
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PA3JIEIT 4

Anarumuunu memoou
BbBemeHue
Pasr[open6MTe B HaCTOAIINS paauen 06XBaHIaT AHAIIUTUYHUTE METOOM, KOWUTO Ce€ WM3IIONI3BAT 3a nonyanaHe Ha [aHHU,
npenxomamn O]IO6PCHM€TO, " KOUTO C]'[y}KélT 3a LeNnTe Ha KOHTpOHa n Ha6HIO]IeHVIeT0 CIen 0]106p}IBaHCTO.
npe]lCTaBﬂ Ce onyMcaHue Ha METOOUTE, KaTO C€ BKITHOUBAT HOHP06HOCTV[ 3a UBII0JI3BAHOTO 060pynBaHe, MaTepI/IaHV[ n yCHOBVlH.
[Ipn moucksaHe ce MpPENICTaBsi CIIEAHOTO:
a) AHAIINTUYHU CTaHHapTVI 3a Hpe‘{VlCTeHOTO AKTUBHO BELIECTBO,

6) l'[p06I/I OT aKTMBHOTO BELIECTBO, TAKOBA, KAKBOTO CE€ IPOM3BEXKIIA;

B) AHAJIMTUYHU CTAHIAPTYU 3a CbLIECTBEHUTE MeTaboMNTH U 3a BCUYKM HIpyTn CbCTABKM, BKITIOUEHN BbB BCMYKM OIIPEIEIICHUS
3a Ha6]'[}0j1€H]/[e Ha OCTaTbUHM BCLICCTBA;

l') MOCTpYM Ha €TaJIOHHM BELIECTBA 3a CBUICCTBEHUTE OHEUMCTBAHMNSA, aKO TaKyBa MOCTPM Ca HAIIMYHU.

Korarto e Bb3MOXKHO, OcurypsiBa ce HaJlMYHOCTTa B ThbProBCKaTa MpexXa Ha IIOCOYCHUTE B 6yKBI/I a) u B) CTaHOApTH, KaTO IpU
MOMCKBAHE C€ I10COUBa M IPY2KECTBOTO Pa3pOCTPaHUTEIL

MeTonu, KOMTO Ce M3MOJ3BAT 3a TnojIy4yaBaHe Ha JaHHM Npeau 0]106pﬂBaHeT0
Memodu 3a anaru3 Ha npou36edeuomo ARMUBHO 8eulecmeo

[Tocousat ce u M3YEPIIATENIHO C€ OIMCBAT METOOMUTE 3a OIIPEHEIIIHE Ha:

) YMCTOTO aKTHBHO BEIIECTBO B aKTUBHOTO BENIECTBO, TAKOBA, KAKBOTO C€ IPOM3BEXKIIA, NOCOYEHO B JOCHETO, MOAAJeHO B
NMofKpena Ha omoOpernero B cvotsercTsie ¢ Permament (EO) Ne 1107/2009;

0) 3HauMMMTE ¥ CHIIECTBEHUTE OHEUNCTBAHMS 1 HOOABKM (HAIp. CTabMIIM3aTOPH) B AKTUBHOTO BELIECTBO, TAKOBA, KAKBOTO CE
TIPOU3BEKIIA.

OuensiBa ce u ce JOKIanBa NpUIIOKMMOCTTa Ha chiecTByBammre Metonu Ha CIPAC. Axo ce usnonssa meror Ha CIPAC, ne
Ce M3MCKBAT NOMbIHUTENIHM TAHHN 33 JOKAa3BaHE HA HEroBaTa JOCTOBEPHOCT, HO Ce MPENCTABAT MPUMEPHM XPOMATOrpami,
KOTaTo TaKyBa Ca HaJMYHML

Onperniernst ce 1 ce OTUNTA M3OUPATENHOCTTA Ha MeTofyTe. OCBEH TOBA € HEOOXOMMMO [1a Ce OIPENeNy CTENEeHTa Ha BIMSHME
Ha [PyTM BELIECTBA, HANMYHM B AKTUBHOTO BELLECTBO, TAKOBA, KAKBOTO Ce MPOM3BEXKIA (HAIPUMEP OHEUMCTBAHUS MIIM
06aBKm).

Onpenenst ce M ce OTYMTA JIMHEHOCTTA Ha Meromute. KanmOposburmsT o0xaT Hanxsbpis (¢ Hait-manko 20 %) Haii-
BUCOKOTO M HAli-HUCKOTO HOMUHAIHO ChIIbpPXKaHUE HAa aHAJIM3MPAHOTO BEIIECTBO B CHOTBETHUTE AHATUTUYHY DPA3TBOPU.
OnpenensHeTo ce M3BbPUIBA [IBA IIBTY IIPY TP UM NOBEUE KOHLEHTPAUMM MIIM €AMH IbT NPU INET WM I0BeYe KOHLEH-
tpauyu. OTYNTAT Ce yPaBHEHMETO Ha KanuOpOBbUHATA KPUBA M KOPEALMOHHMAT KOCPULMEHT M Ce MPEJOCTaBs TUIMYHA
KanmuOpoBbuHa rpaduKa. V3M0N3BaHETO HA HENMHEHA 3aBUCUMOCT ce 0OOCHOBABA OT 3asBUTEIISL.

Ompepernst ce ¥ ce OTYMTA TOYHOCTTA (IIOBTOPSIEMOCTT) HA METONMTE. VI3BBpIUBAT ce Haji-MaNKo MeT MOBTAPSIM Ce ONpef-
eIsIHMSL BHPXY 1poba M ce OTYMTAT CPEHOTO, OTHOCUTENTHOTO CTAHIAPTHO OTKIIOHEHME M OpOsT Ha OIpemeNsHMsITA.

[lo oTHOlIEHME Ha ONPENEIIIHETO Ha CbIbPXKAHMETO Ha aKTUBHO BELIECTBO CE€ M3BbPIIBA OLICHKA Ha TOYHOCTTA HAa METOHA,
KaToO Ce HalpaBy OLICHKA Ha BIIVAHMETO Ha CMYUICHUATA M Ha IPELV3HOCTTA.

[lo orHOWIEHME Ha ]IO6&BKI/IT€ M 3HAYMMUTE U CBHIICCTBEHNTE OHEUNMCTBAHMI:

— TOYHOCTTa Ha METOIUTE C€ ONPENEN upe3 Hail-MaJKko JiBe IPEOCTaBUTETHN Hp06]/[ Ha paBHMIIA, NOOXONALIN 3a TaHHUTE
3a naprupgaTta u CHCHI/[(I)I/IKaIH/[S{Ta Ha MaTepuarna. Oruwnrar ce CPEOIHOTO M OTHOCUTEITHOTO CTaHIApPTHO OTKIIOHEHME Ha
AHATIMTUYHASA JIO6I/[By

— He ¢ HeoOXOMVMO eKCIIePMMEHTAITHO ONpefIesisHe Ha rpaHMIaTa Ha KomdecTseHo ompenenste (TKO). [okassa ce obaue,
Ye MeTOIMTE Ca TOCTATHYHO TOYHM, 33 [a Ce AHANM3MPAT 3HAUMMUTE OHEUNMCTBAHVS Ha MOAXOMSIIO 32 CrelMQMKAIMSITa
Ha MaTepyana PaBHMIIE, M CHUIECTBEHNMTE OHEUVMCTBAHMSA MPY KOHIEHTPAINS, eKBMBATIEHTHA HA CTOIHOCT C HAif-MaJKo
20 % NO-HNCKa OT MOCOYEHATa B CrELMUKALIMSITA TPAHMLA.
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4.1.2. Memodu 3a 0yeHRa HA PUCRA

4.2.

npeHCTaBﬂT C€ M M3UEPNATEIIHO CE€ ONMNUCBAT METOHNMUTE 3a OIPENEIIAHE Ha Helens3anm ¢ PaIMOaKTMBHM M30TOIN OCTATHUHU
BELLECTBA BBB BCUUYKU CPENH, 00XBaHaTH OT JOCHETO, KAKTO € IOCOYEHO HOHPO6H0 B CIICOHUTE TOYKM:

a) B IIOYBAaTa, BONATA, OT/IATaHMATA, BB3AYXa M B HPYIrM HOIBIHUTEIIHM MaTpULM, WIION3BAHM IIPU M3CIIEIBAHMATA 3a
ChIIECTBYBAHETO Ha BEHIECTBATA B OKOJIHATA CpeMa;

2

B IIOYBAaTa, BOHATa M B IPYIM IOI'BIHUTEITHN MAaTPUILY, MU3ION3BAHM IIPY M3CIIEIBAHMATA 3a ONPENENIAHE Ha etl)MKaCHOCTTa;

B) B XpaHMTE, TEIIECHUTE TEYHOCTM M TbKaHU, Bb3OyXa VM B JIPYIV HOOITBIIHUTEIIHYM MaTPUIY, V3IOJI3BaHM IIPU TOKCUMKOIIO-
TUYHUTE M3CIICTIBAHIIS,

F) B TEJIECHUTE TEYHOCTY, BB3IYyXa M B JPYIM HOIBIHUTEIIHM MAaTpULY, MW3IOJ3BAHNM IpU M3CIIEABAHMATA OTHOCHO
EKCIIO3NLMATa Ha OIepaTopu, pa60THI/IIl]/[, KUTEIN U cnyqa]?mn Jmua;

B pacTCHMs, paCTUTEIIHU IIPOOYKTH, 06pa60TeHI/I XPpaHUTEITHN CTOKM, XpaHa OT PaCTUTENIEH MM KMBOTMHCKU NPOU3XOL,
(})ypa)K W BbPXY TAX, KaKTO M B HOPYrM HOIBIHUTEIIHYM MaTpuULY, M3IOJI3BaHM IIPU M3CIIEOBAHMATA 3a OCTaThUHU
BELIECTBA, VI BBPXY TAX;

=

C) B II0YBAaTa, BOHIATA, OTJ/IAaraHMATA, (])ypa}KMTe VI B IPYT¥ TOIIBITHUTEITHY MaTpULY, V3IOJNI3BaHN NPU €KOTOKCHUKOJIOIMYHUTE
M3CIIeIBaHIS,

)K) BBB BOJIATa, 6y(1)€pHI/ITe pa3TBopy, OpraHMYHUTE Pa3TBOPUTEIIN U B OPYIrU OOITBIIHUTEIIHM MaTpUly, KOUTO CE€ U3IOJI3BAT
Npy MBNUTBAHMATA 3a OIpENETIAHEe Ha (])MBI/I‘{HI/ITC M XMMUYHUTE CBOVICTBA.

Onpenenﬂ CE 1 Ce OTUNTa I/I36I/lpaT€]'[HOCTT8. Ha Metofute. AKO € uenecw6pasﬂo, IPEOCTaBAT C€ METOIM 3a MOTBbPKIABAHE C
lI0Ka3aHa 1OCTOBEPHOCT.

OrpesiesisiT ce ¥ ce OTYMTAT JIMHENHOCTTA, AHATIMTUYHUAT HOOUB M TOYHOCTTA (IOBTOPSIEMOCTTA) HA METOMIMTE.

Hannure ce oruntar Ha papHuiLeto Ha KO, KakTO M Ha BepOSTHNUTE PaBHMILA HA OCTATHUHM BEILECTBA MM TIPY CTOMHOCTH,
necer mbT no-ucokm ot I'KO. Korato e mpunoxumo ce omnpenenst u orunta KO 3a BCSAKO aHANM3MPaHO BEIIECTBO.

MeTonu, U3MOI3BaHM 3a LENIUTE Ha KOHTpOJIa U Ha6moneﬂuero cnen ono6pe1meTo

Hpe]]CTaBHT €€ U U3YeprnaTesHo Ce€ OmyicBaT METOOM 3a:

3.) OIpenerisiHe Ha BCUYKM CbCTaBKM, BKIIIOYEHM B ONPEHEIIEHMETO 33 H86H10]1€HM€ Ha OCTaTb4YHM BEULIECTBA, IOMAIEHU B
CbOTBETCTBUE C pasnopenéme Ha Touka 6.7.1 ¢ uen ma ce majge BH3MOXKHOCT Ha I'bp2KaBUTE UWIEHKU [1a OIpPENeIAT
CbOTBETCTBMETO C YCTAHOBECHUTE MAKCUMAJIHO HOIYCTUMM TpaHULNM 33 OCTaTbYHU BELIECTBA (MHFOB), TE 06XBaH_laT
OCTaTbYHUTE BEILECTBA B XPAHU U d)ypa)KM OT PACTUTEIIEH MM XKVBOTMHCKM IPOU3XOL, MU BBPXY TAX;

6) ONPENEIIAHETO HA BCMYKM CbCTABKY, BKIIOUEHU 3a LEINTE Ha HaéHlO]ICHI/IeTO B OIpEeNIeHNsATa 33 OCTaTbYHM BELIECTBA 3a
oYBaTa M BOHATA, IOHAIECHM B CHOTBETCTBUE C pa3nopen6me Ha Touka /.4.2;

=

aHAIM3 Ha Bb3IyXa 32 aKTUBHOTO BELIECTBO M 3HAUMMKTE MPOLYKTH OT PasrpaxiaHe, KOMTO ce 0OpasyBar IO Bpeme Ha
NpUJIaraHeTo Ha IIPOMyKTA MM CJefl TOBA, OCBeH aKO 3asBUTEIAT He JOKaXe, ue eKCIO3MUMATA Ha OIepaTopure,
paGoTHHMIMTE, KUTEIUTE WIM CIyuaiiHUTe JIMLUA ¢ MpeHeOPeXNMO MasiKa;

F) AHAJIN3 Ha TEIICCHUTE TEUHOCTU M THKAHU 3a HATIMYMETO HA AKTUBHM BEIIECTBA M CBHIICCTBEHU MeTaboNmmTI.

TIOKOJIKOTO € M3ITbIHIMMO, 33 Te3d METOMM Ce M3ION3BA HAJi-IPOCTUAT MOAXOM, CBbP3aHMTE C TSX PA3XOAM Ca BH3MOXKHO
HAJi-HUCKM ¥ 33 NPWIATAHETO MM CE M3MCKBA OOWIOIOCTBIIHO 00OpY/IBaHe.

Onpenenf{ Ce 1 ce oTumTa I/[36I/IpaTeHHOCTTa Ha Mmertomute. TS maBa BH3MOXKHOCT Jia 6’bJZ[aT OIpETENEeHN BCUYKM CbCTABKM,
BKITHOYEHN B ONPENEIICHNETO 3a Ha6H}0]1€HI/[C Ha OCTaThUHM BellecTBa. AKO € LICJ'[EC'bO6paBHO, NPENCTaBAT ce METOOM 3a
NOTBbPXKJABaHE C [OKa3aHa TOCTOBEPHOCT.

OHpCHCHf{T ce U Ce OTUMTAT JIMHEHOCTT, aHATIUTUYHUST ]106]/IB " TOYHOCTTA (HOBTOpﬂCMOCTTa) Ha METOOMTE.

Hanuute ce otunTat Ha papHuiero Ha KO, KakTO 1 Ha BepOSTHUTE paBHMILA HA OCTATHUHM BEIIECTBA MIIM TIPU CTOMHOCTH,
necer bt no-sucoku ot IKO. TKO ce ompenenst m oTumTa 3a BCsIKa ChCTABKa, BKIIIOUEHA B ONPEMENEHMETo 3a HaOmoneHNe
Ha OCTaThYHM BELIECTBA.
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3a OCTaThUHM BelIeCTBA B XpaHuTe M (l)yanMTe OT 2KMBOTMHCKM WM PACTUTENIEH INPOM3XOH, VM BbPXY TAX, U 3a
OCTaThYHM BEIECTBA B MUTE/HATA BONIA BB3IIPOV3BOOMMOCTTa Ha METOHA C€ OIpENeNd upe3 [NOKa3BaHe Ha HErobaTa HOCTO-
BEPHOCT OT HE3aBUCUMaA na60paT0pm1 n ce oTumra.

PA3IIEIT 5
Torcuronozuuny uscnredeanud u uscnedsanud Ha memaboausma
BbBenenne

Pasriexma ce MOKOJKO € YMECTHO [JaHHM 3a TOKCUYHOCTTA [1a C€ I10JIyyaBaT C IIOMOIITA Ha XKMBOTMHCKI MOJEIN C pasiiueH
OT YOBEIKMA MeTaboNuTeH l'[pO(l)]/IJ'[, aKO TaKMuBa HAaHHM 3a MeTabonmama ca HaJIM4H!M, KaTO TOBA C€ B3eMa IIpenBuUI IIpU
NPOEKTUPAHETO Ha MU3CIIEOBaHMATA M OLEHKATa Ha pucCKa.

OTunra ce BCSKAKBO MOTEHUMATHO HEONMATOMPHMSTHO BB3UENCTBUE, OTKPUTO MPM TOKCUKOIOTMYHUTE M3CIENBAHUS (B TOBA
UICTIO BB3AEICTBIME BBPXY OPIAHM/CUCTEMI, HAIp. MMyHHATa, HEpBHATA, CHIOKPMHHATA cicTeMa). Moxke ma ce Hamoxu
V3BPIIBAHE Ha JOMBIHNUTETHN U3CICIBAHILS, 34 [IA Ce IPOYUAT MEXaHM3MITE, KOUTO O0YCIIaBST Bb3IEHCTBIETO, KOMTO MOTaT
Jla MMaT ChUIECTBEHO 3HAUEHME 3a OMNPEMENIAHETO Ha ONACHOCTMTE MIIM 33 OLEHKATa Ha PUCKa.

OTumMTaT Ce BCUUKM HalMuHM OMOIIOTMYHM JaHHU ¥ CBEOCHMS, KOUTO MMAT 3HAYE€HME 3a OLEHKATa Ha TOKCUKOJIOTMYHUS
IIpO(l)I/IH Ha M3CJIEABAHOTO AKTUBHO BELIECCTBO, BKIIFOUUTEIIHO MBpa6OTBaHe Ha MOIEIL.

PyTuHHO ce MpeoCTaBsT KOHTPOIIHM NAHHM 3a MMHAJIM NEPUONIM, KOTaTo TAKMBA Ca HaM4Hu. [IpegocTaBsHUTe JaHHM Ca 3a
KpAilHi TOUKM, KOMTO GMXa MOITIM [1a NPEICTABIIABAT OCOOCHO ChIIECTBEHY BUIOBE HEONArONPUSITHO Bb3LENCTBIE, OTHACIT
ce 3a OIpeeNieHa MOpoHa M Ca MOy4eHM OT J1abopaTopusta, M3BbpIIMIA PA3IEXKIAHOTO u3censade. Te oOxsauar
TETTOMMILCH TIEPUOM M ChBIIALIAT Bb3MOXKHO MO-100pe € JaTaTa Ha PasIIeXNaHOTO M3CIIEIBAHe.

Korato ce momrorss miaH 3a M3ciefiBaHe, ce B3eMaT NpenBui HaIMYHUTE OAaHHM 3a U3MUTBAHOTO BEIIECTBO, HAIp. HETOBUTE
(1)M3]/IKO—XI/[MI/[‘1HI/I CBOJVICTBA (Hanp. HCTHI/IBOCT), UUCTOTA, peaklMOHHA CI10coOHOCT (Hanp. CKOpPOCT Ha XUOPOIIN3a, €NEeKTPOo-
(l)I/IHHOCT), 3aBMICMMOCTTa MEXIYy CTPYKTypara M aKTMBHOCTTA Ha XVIMWYHNTE MYy aHaJIO3U.

3a BCMUKM M3CIC[BAHMSI Ce OTUMTA PeaylHo M3MO3BAHATA 1033, M3paseHa B mg[kg TerecHO Terno, KakTo M B ApyrH
TONXOMAIY enuumiy (Hanp. mg/L mpu BMmBaHe, ME/cm? Npu NOManaHe BBPXY KOXATa).

AHaIUTUYHUTE METOIOM, KOMTO II€ C€ M3IOJI3BAaT B M3CIIEOBAHMATA 33 TOKCMYHOCT, Ca CHEI.U/I(l)I/[‘lH]/l 38 M3MEpBaHMA
NapaMeTbp M TAXHATa TOCTOBEPHOCT € MOKa3aHa IO IOOXOHALI Ha4MH. KO e mopxomsur 3a VIBMEPBAHETO Ha obxBara
CTOHOCTM Ha KOHULEHTpauuaATa, B KOWTO ce OYakBa jia ce pasnornarat JaHHUTE, MOIYYEHM NPU M3CIIEIBAHMATA HA TOKCU-
KOKIVHETMKATA.

AKO BCIIEJICTBUE Ha MerabonmamMa i Ha HIpyr npouec B TPETUPAHUTE PACTEHUA WIM BBPXY TAX, Y CEICKOCTOIIAHCKUTE
KMBOTHM, B IIOYBATa, IOOINOYBEHUTE BOIM, Bb3[yXa, WIM B peE3yNTaT OT npepa60TKaTa Ha 06pa60T€HVITe MponyKTH,
KpaﬁHMHT OCTaTbK, HAa YMETO BB3MIENCTBUE LI 61)I1€ M3II02KEH HYOBEKBT, CbIbp2Ka BEUIECTBO, KOCTO HE € aKTUBHOTO
BEIIECTBO U HE € I/[]IeHTI/[(l)I/ILII/[paHO KaTo 3HauMM MeTaboymT npn 603aﬁHI/ILl]/[y M aKO MMa TEXHMYECKa Bb3MOZKHOCT, M3CIICM-
BaHMATA Ha TOKCUYHOCTTa C€ M3BBPUIBAT C TOBAa BELIECTBO, OCBEH aKO C€ [IOKaXKe, 4Ye EKCIo3nuuATa Ha XopaTa Ha
BEUIECTBOTO HE IPENCTaBiisBa CHUIECTBEH PUCK 3a 3IPABETO.

M3cnenBaHuss Ha TOKCMKOKMHETMKATa M Ha M6T36OJ'[I/I3M&, CBbp3aHN C MeTabonuTHTe 1 NPOIOYKTUTE OT pasrpazxiaHe, ce
M3UCKBAT CaAMO aKO TOKCMUHOCTTAa Ha MeTa0oIMTa He MOXKe J1a c€ OLECHM C MOMOIITA Ha IMOJIYYEHUTE PE3YITATH, OTHACALLMU
C€ 3a aKTMBHOTO BEIIECTBO.

Axo e NPaKTUUECKM M3ITBITHMMO, BUHArM CE€ M3IOJI3Ba IIPYEMAHE IIPE3 ycrarta. AKO eKCIO3MIMATa Ha XopaTta € IJIaBHO
CKCIIO3MIMS Ha ra3oBaTa (1)3.33., MOXKeE a €€ OKaxe MO-NMOOXONANIO MpM YacCT OT M3CIICABAHMATA a C€ U3IOJI3Ba €KCIIO3NULINA
npn BOMIIBAHE.

le/l M36opa Ha [103a C€ B3€MAT IIPEOBUIL HAHHUTE 3a TOKCMKOKMHETUKATA, HAIIP. HACMUIaHE Ha IONTbIIAHETO, UBMEPEHO UPE3
CUCTEMHATA HAJIMYHOCT Ha BELICCTBOTO I/I/I/[]'H/l MerabonmTure.

Wscnensanus 3a aGeopOumsi, pasnpenenenne, MeTabonm3bM M eKCKpewus npyu GozaiiHuumre

[Ipy M3BbPLIBAHETO HA KPATKOCPOUHM M IIHIATOCPOUHM M3CIIEHBAHNS BbPXY ChOTBETHMTE BUIOBE Ce ChOMpa MHPOpMALMs 3a
KOHLICHTPALMSTA Ha aKTUBHOTO BEWIECTBO M HA CHLICCTBCHNUTE MeTAbONUTH B KPBBTA U TbKAHMTE, HAIP. OKONIO BPEMETO 3a
JIOCTMTaHE Ha HAli-BMCOKA KOHLEHTpalys B KpbBHaTa miasma (T,,.), 33 [a ce MOBMIIM LIEHHOCTTA Ha IOJy4eHUTe TOKCU-
KOJIOTMYHM [JAHHM OT IVIEAHA TOYKA HA PasOMPaHeTo Ha M3CIIE[BAHMSTA 33 TOKCUYHOCTTA,

[maBHara uen Ha c1)61/[paHeT0 Ha MaHHM 3a TOKCMKOKMHETMKATA € [1a C€ OMMIIE CUCTEMHATa €KCIO3ULMA IPU KUBOTHM,
Bpb3KaTa nc paBHMILIETO Ha J103aTa U Pa3BUTUETO I BBB BpPEMETO.

Hpymm nemu ca:

a) ma ce CBBPIKE EKCMO3NIMATA, PeasM3npaHa Py U3CTEABAHMUATA HA TOKCUYHOCTTA, C KOHCTAaTalMuUTe OT M3CIeIBaHNATA Ha
TOKCMYHOCTTA M JIa CE NOIIOMOTHE OLIEHKATa Ha 3HAYMMOCTTA MM 3a 3[PaBETO HA YOBEKA, KATO ce OOBbPHE CIEUMAITHO
BHUMAHME Ha YA3BAMMTE TPYIN;



L 9322

O¢uumaren BecTHUK Ha EBponeiickus cpio3

3.42013r.

6) Oa Cce€ MOMOIIOMOrHE paspa60TBaHeTo Ha M3CJIeOBaHE Ha TOKCUMYHOCTTA (I/[360p Ha BMOOBE, CXEMd Ha TPETUPAHETO, I/I360p Ha
paBHMILE Ha nosaTa) C Orjien Ha KMHETUKATa U MeTa6OJ’IVI3Ma;

B) a ce ocurypm ]/lH(I)OpMéJ.Ll]/[ﬂy KOATO 3aeJHO C KOHCTaTaUMUTE OT M3CIIEOBAHMATA HAa TOKCMYHOCTTA [Oa ITOOIIOMOIHE
paapa60TBaHeT0 Ha JIOITBJIHUTEITHUTE M3CIIeIBAaHMS HA TOKCMYHOCTTA, TMOCOUEHU B TOuka 5.8.2;

l') lla ce cpaBHU MeTa0oIM3MBT 1PN IUTBXOBETE C TO3U MPU CETICKOCTONAHCKNUTE 2KMBOTHY, KAKTO € IIOCOUEHO B TOUKA 6.2.4.

. AGcopbyus, pasnpedesenue, memaboAussm U eRCRPeyd c1ed eRCHO3UYUS upe3 npuemate npe3 ycmama

Bb3MOKHO € mo-cTecHeH Ha6op TTaHHY, OTPaHNYEHN OO VBINUTBAHE in vivo BBPXY CaMO €IVH BN (06]/[KHOBCHO HH'I:XOBC), oa
61)]16 BCMYKO, KOETO C€ M3MCKBA IIO OTHOIICHME HaA a6c0p6uM}1Ta, pasnpenenennero, MeTabonuama u CKCKpelmATa Cren
EKCIIO3NLMA Ype3 NMpUeMaHe Ipe3 ycTara. Te3n maHHM Morar ia MPEOOCTaBAT I10JIC3HA I/IH(I)OpMaHI/U[ 3a pazpa60TBaHeTo u
TBIIKYBAHETO Ha 6’])]16111]/[ M3NUTBAHMUS 32 TOKCMUHOCT. HamoMHst ce 06&‘1&, ue ]/IH(I)OpMaIH/[}ITa 3a paslMKNTEe MEXIY BUIOBETE
VIMa CHLIECTBEHO 3HAYEHME TPV €KCTPANIONIVPAHETO HA OTHACAILLM CE€ MO XKMBOTHUTE HaHHU KbM UOBEKa, a I/IH(I)OpMaIII/U[Ta 3a
MeTabonm3sma Ipy npueMaHe 1Mo JPYyry IIbTUIIA MOXKE Ha 6'[7]]6 OT IT0JI3a TPV M3TOTBSHETO Ha OLEHKM Ha pUCKa 3a YOBEKA.

He e Bb3MOXKHO ma ce mocouar l'IO[IpO6HI/I VIBUCKBAHMA 3a CBCICHMATA BbB BCUUYKU 06II€‘1CT]/[y TbI KaTO TOYHUTE UBMCKBAHMS
e 3aBUCAT OT IOJIYYEHUTE PE3YNTaTi 3a BCAKO OTHEIIHO M3IUTBAHO BELLECTBO.

W3cnensanusra NPenoCTaBAT HNOCTaTbYHA I/IH(l)OpMaII]/ISI 3a KJMHETUKATAa Ha aAKTUBHOTO BELIECTBO U MeTabonmuTUTe My y
CbOTBETHUTE BUOOBE CJICH €KCIO3MUMS Ha CIIEOHOTO:

a) COMHMYHA [03a IIpe3 ycCTaTa (HI/ICKO 1 BUCOKO paBHUILE Ha nosaTa);

0) 3a MpemnouMTaHE BEHO3HO BBBEICHA 033 WIIM, 4KO ¢ BB3MOXKHO, CMHMYHA 1034 MPE3 YCTaTa C OTYMTAHE HA XKIIbYHATA
eKcKpeuyst (HMCKO paBHMILE HA J103aTa); KaKTO U

B) MHOTOKPATHA II03a.

OCHOBHMAT MapaMeTbp e CycTeMHaTa OmoHammuroct (F), momydeHa upes cpaBHsiBame Ha obmactra mom rpadukara (AUC)
CIlell BeHO3HO MIIM OPAlHO NpUIIaraHe.

AKO BEHO3HOTO npunaraHe He € Bb3MOXKHO, C€ IPENOCTaBd 000CHOBKa.
PaSpa60TBaHCTO Ha M3MCKBAHNUTE M3CIICOBAHMSA Ha KMHETUKATA BKIIIOYBA:

a) OlEHKA HA CKOPOCTTA M CTENIeHTa Ha abcopOLust Py MpyeMaHe Npe3 yCTaTa, B TOBA YMCIIO MAKCHMAJIHATA KOHIIEHTPALS
B mwiasmara (Cmax), AUC, Tmax ¥ [pyru NOIXOIsIIM NapaMeTpy, Hamp. OMOHATMYHOCT;

2

NOTeHLMANa 38 OMOHATPYIBaHE;
B) BPEMETO Ha MONypasfanaHe B a3Mara;
T) pasmperieNieHNeTo B Hali-BasKHMTe OPraHM M THKAHM;

I/IH(l)OpMaHI/IH 3a paslpeneneHneTo B KPbBHUTE KIIETKM;

=2

C) XUMMYECKaTa CTPYKTypa U KOJIMYECTBEHOTO OIPEHEIISHE Ha MeTabonuTuTe B OMONIOTMUHMTE TEYHOCTU U B TbKAHUTE;
)K) pasnmuHnTe MeTaboMUTHY IIbTUIIA;

3) IIBTAT U NPOTMYAHETO BBB BPEMETO HAa €KCKPELMATA HAa AKTMBHOTO BELLECTBO M HETOBUTE MeTa60]’[I/ITVI§

]/[) NpOoy4BaHNS Hal M B KaKBa CTENEH € HAIIMIE C€HTEPOXENATUYHA LMPKYyIams.

V[BB’prIIBaT €€ CPaBHUTEITHU M3CIIEABAHNA Ha MeTabonusma in vitro BBPXY 2KMBOTMHCKM BUIOBE, KOUTO ILIE CE M3MOI3BAT B
Hail-BaXXHUTE V3CTIENBaHM, KAKTO U BbPXY MaTepuall, B3E€T OT UYOBEKA (MI/[KpOBOMI/[ VTN 1ETIN KJITEThYHN CI/ICTCMI/I), C mem ga
Ce Oomnpeneny NPUrogHoOCTTa Ha IOJIYUEHUTE TPU KMBOTHU TOKCUKOJIOTMYHM HAaHHM M Oa C€ OPUEHTMPA TBHIIKYBAHETO Ha

KOHCTAaTallMUTE M [1a €€ ONPENETIN IMO-HaTaTbIIHATa CTPATErys Ha M3CIIEIBaHUATA.

HPCHOCTHBH ce O0sCHeHMe W ce VI3BbPUIBAT MOIBJIHUTEITHN U3NUTBAHMUA, KOIaTo in vitro B YOBEIIKM MaTepuai 6’[)]16
KOHCTaTMPAaHO HAJIMYMETO Ha MCT&60]’[I/IT, KOJTO He e Oui OTKPUT Y M3CIIEIBAHUTE KVBOTMHCKM BUIOBE.

. Abcopbuyus, pasnpedenenue, memaboAu3sM U eRCRpeyus cred Opyeu HAUUHU HA ERCHO3ULUS

Haunu 3a abcopOumsra, pasmpenernieHnero, MeraGonmusma u ekckpeuusita (APME) cren ekcrosuums npes Koxkara ce
TPENOCTaBAT, AKO TOKCMYHOTO BB3AECHCTBME NPU TO3M BUI EKCIO3MINSA, CPAaBHEHO C TOBAa NPU EKCHO3MIMA HpU
nmpyeMaHe Tpe3 ycTata, MOxe 1a Oble moBom 3a Tpepora. IIpem ma ce mpemmpuemar mpoyusamus 3a APME in vivo cren
eKCTo3MIysl Tpe3 KOXKaTa, Ce M3BbpIIBA M3CIENBaHe in Vitro 3a MPOHMKBAHE Npe3 KOXaTa, 3a JIa CE OLEHM BEepOSTHATA
CTENeH M CKOPOCT Ha GMOHATIMYHOCTTA MY TO3M B EKCTIO3ULSL

Pasrexnanero Ha abcopOuysra, pasmpenerieHnero, MeTabonmsma M eKCKpelysiTa Ciiell eKCIO3MLSL Ipe3 KoXara ce
M3BbpILIBA B3 OCHOBA Ha IIOCOYEHATA I0-TOpe MHQPOPMALMS, OCBCH aKO aKTMBHOTO BEIIECTBO HE MPEIM3BMKBA [pasHeHe
Ha KOXata, KOeTo Oy KOMIPOMETMPAIO PE3yNTaTuTe OT M3CIICHBAHETO.
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VI3umcrieHsTa OTHOCHO abcopOMpaHmuTe OT KOXKATa KONMYECTBA, HAIPABeHM Bb3 OCHOBA HA NAHHMTE, MOTYYEHM IPU Te3U
VM3CIIEIBAHMS HA aKTMBHOTO BEWIECTBO, Ce MOMJIATaT Ha KPUTMYHA OLCHKA [0 OTHOIIEHNME HA 3HAYMMOCTTA MM 33 YOBEKA.
VamepBaHero Ha abcopOLMsTa OT KOXATa Ha MPOIYKTA 33 PACTUTENHA 3aLUTA Ce PA3INIeXKNA MO-CEUMANHO B YacT A, TOUKa
7.3 or mpunoxennero kbM Permament (EC) Ne 284/2013.

Tlo OTHOWICHME HA NIETMBUTE aKTMBHM BelliecTBa (HanArane Ha mapute >1072 Pa) mpu M3roTBsiHe Ha OlEHKA Ha PUCKa 3a
4OBeKa MOXKE [ Ca IOJIe3HM JaHHUTE 3a abcopOLumsTa, pasmpeesieHNeTo, MeTaboNmamMa 1 eKCKpeLusiTa Cliell eKCIO3ULs
4pe3 BOVIIBAHE.

OcTpa TOKCMMHOCT

VI3crenBanusTa, JaHHNTE U CBEIEHMSATA, KOMTO CIIE[BA 1 Ce HPENOCTABST M OLEHST, Ca HOCTAThYHM, 33 [a MO3BOJIAT J1a Ce
OTKPUSAT MOCIIEHCTBYATA OT eAMHIYHA eKCIO3UIMS HA aKTUBHOTO BELIECTBO, VI MO-CIELVANIHO, Jd C€ YCTAHOBM VWIIM IOCOYM:

a) TOKCMYHOCTTA Ha aKTUMBHOTO BEILIECTBO;

0) pasBUTMETO BB BPEMETO M XapAKTEPUCTUKUTE Ha BB3UEHCTBMETO C M3UEPIATESHO OMMCAHME HA M3MEHEHMS B IOBene-
HUETO, BUIMMY KIMHIMYHM NIPU3HALM M BH3MOXKHY MAKpPOIATONOTMYHY KOHCTAaTaLy IIPU TIPErIieN post mortem;

B) BB3MOXHATAa HEOOXONMMOCT [ Ce pasriielia ONpelersiHeTo Ha octpu pedepentn nosu (Hanp. ARD, aAOEL (1);
I) aKO € Bh3MOXKHO, HAUMHBT Ha TOKCUUHO NIENCTBIE;
1) OTHOCHTENTHaTa OMACHOCT, KOATO CHOTBETCTBA HA PA3NUHMTE HAUMHM HA EKCTIOMIAL

BbIpekyt Ye ymapeHMeTo ce NOCTaBst BbPXY OLEHKATA Ha IPAaHMLMTE HA TOKCMYHOCTTA, MONydeHaTa MHOpMALusi TO3BOIsIBA
CHIIO M [a Ce Kiacuduumpa aKTUBHOTO BELIECTBO CbriacHo Permament Ne 1272/2008. VMudopmaimsra, moiyyeHa B
pe3ynTaT Ha MBMMTBAHMSATA 33 OCTPA TOKCMUHOCT, ¢ OT 0cOGeHa BaXHOCT 3a OLCHKA HA ONACHOCTMTE, KOMTO MOIAT [1a
BB3HUKHAT B aBapUITHM CUTYaLML.

Ipu npuemane npes ycmama

O6CT051T€]'[CTB3., npum KOuTto ¢ H€06X0]1VIMO U3NUTBAaHE

OCTpaTa TOKCMYHOCT PV NpUEMaHE NpeE3 yCcTaTa Ha aKTMBHOTO BELIECTBO CE€ OTUMTA BUHAIN.

Hpu NpPOHURBAHE Npe3 RORAMa
O6CT05{T€J’[CTB&, npm KOuUTO € H€O6X0]]I/IMO U3NUTBAHE

Ocrpara TOKCMYHOCT TPY NMPOHMKBAHE NPe3 KOXaTa Ha aKTMBHOTO BELIECTBO CE OTUMTA, OCBEH aKO OCBOOOXKIABAHETO OT
TOBA 3aI[b/KCHME € HAYYHO OOOCHOBAHO (Hampumep, korato LDsy (%) mpu npuemaHe Ipe3 ycrarta HaJBMIIaBa
2 000 mg/kg). AHanuM3Mpar ce KaKTO JIOKAJIHOTO, TAKA M CUCTEMHOTO Bb3IEIICTBHE.

TTpy m3crenBaHe Ha BH3NEICTBUETO BBPXY KOXKATa BMECTO Ja Ce M3BBPIIBA CICLMAIHO M3CIENBAHeE 3a IPa3HeHe ce M3MOI3BaT
KOHCTATalMNTE 33 CEPUO3HO [Ipa3HEHe Ha KOXKaTa (epUTPEM OT 4-Ta CTelleH MM OTOK).

. Tpu eduweate

O6crosTencrBa, IpyM KOUTO ¢ HEOOXOAMMO M3NMUTBAHE

OcrpaTa TOKCMYHOCT NPV BOMIIBAHE HA aKTMBHOTO BEIIECTBO CE OTYMTA, aKO:

— aKTMBHOTO BElIeCTBO MMa HarsraHe Ha mapute > 1 x 1072 Pa mpn 20 °C,

— aKTMBHOTO BEIIECTBO ¢ MPAX00OPa3HO M ChIbPKA 3HAUMTEIIEH HsUT YACTUIM ¢ muaMeTsp < 50 pm (>1 % oT Ternoro),
— aKTUBHOTO BEIIECTBO € BIIOXEHO B IPAX0OOPasHy MPONYKTM MM B TAKNMBA, KOMTO Ce MPUIIATaT KaTo aepo3or.

V3non3ssa ce caMO €KCIO3MLMS HA [NaBaTa/HOCA, OCBCH aKO He Obie 0OOCHOBAHa HEOOXOIMMMOCTTA OT M3ION3BAHE Ha
EKCTIO3UIMS Ha ISJIOTO TSUIO.
Hpasnene na rokama

PCS}’HT&TI/ITC OT M3CIIEOBAHETO aBaT I/IH(I)OpMaIH/[ﬂ 3a IOTEHLMAa Ha aKTMBHOTO BELIECTBO J1a NPENM3BMKBA TpasHEHE Ha
KoOXKaTa, B TOBa UMCIIO, KBAETO € IMPMIOKNMO, 3a Bb3MOXKHATA 06paTI/IMOCT Ha Ha6]’[}OHaBaHOTO BB3IIEICTBIE.

() aAOEL e cbkpamenne ot ,Acute AOEL".
(%) ,LDsy" e cprpamenue 3a ,Lethal Dose, 50 %“ (neranna nosa, 50 %), T.c., 103aTa, KOSTO ¢ HeoOXOIMMA, 33 [1a Oblle YMbPTBEHA MOJIOBUHATA OT

ToMmy aunATa, BbpXy KOATO C€ M3BbPIIBA MBIMUTBAHETO, CIIEM OIpEIENieHa MPOMB/KUTETHOCT Ha M3IMUTBAHETO.
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HPCHI/I Ja ce mpennpueMar M3CIEOBaHMs Ha aKTMBHOTO BELIECTBO in vivo 3a OlleHKa Ha HEroBOTO KOpOSI/IBHO/]IpaSHCIIIO
TeiicTBIE Ce V3BbpIIBA aHANIN3 Ha CHUIECTBYBALUUTE NAHHM 32 XVIMMUYHOTO BELIECTBO, KOMTO MMAT OTHOLIEHME KBM TOBa
HCIZCTBI/IC, upes 1ouxona ,,3HauMMOCT Ha noKkazaternicTara“. Korato mmumcBaT mOCTaThbYHO HaHHM, T€ MOTAT Jia ce Nojyyar 4pe3
VI3BbpIIBAHE Ha TIOCIIEOOBATEIIHO M3MUTBAHE.

3nomn3ea ce MHOroeraneH MONXON Ha M3MUTBaHE:

1) OLICHKa Ha OKa3BaHOTO BbPXY KOXKaTa KOPO3VBHO HeﬁCTBMC, KaTo ce M3IOJN3Ba METOJl 3a M3IMTBAHE i Vitro ¢ IOKa3aHa
TIOCTOBEPHOCT;

2) OLEHKa Ha OKa3BaHOTO BbpXY KOXKaTa HpasHEIIO eiCTBYE, KaTO Ce M3IOJI3Ba METOJI 33 M3IMTBAHE in Vitro ¢ JI0Ka3aHa
JIOCTOBEPHOCT (Hanp. MOIE/IM Ha BH3CTAHOBECHA YOBELIKA KO)Ka);

3) IIbPBOHAYATIHO M3CIICOBAHE 3a OPAa3HELO HeiicTBIe BBPXY KOXKarta in vivo ¢ M3MOJI3BaHEe Ha eIHO 2KMBOTHO, NP KOETO
M3CIeIBaHe HE ce Ha6m011aBa HC6HaFOHpM}ITHO BT:B]ICI}‘ICTBI/[C;

4

=

V3IUTBAHE 3a IOTBBPKIABAHE BBPXY €IHO MIIM [IBE€ NOIBIHUTEIIHN KMUBOTHM.

O6CTOHT€HCTB&, onpum KOUTO € H€O6XOHI/[MO N3NUTBAHE

JIpasHemoTo MeficTBME Ha aKTMBHOTO BEWIECTBO BHPXY KOXKaTa Ce OTuMTa BMHari. KoraTo e HammuHO, M3cremBaHe Ha
TOKCMYHOCTTA TPV TIPOHMKBAHE TPe3 KOXKaTa, MPY KOETO € J0Ka3aHO, Ye NPy PaBHMINE Ha TPAHMYHATA M3MMTBATENTHA
mosa or 2 000 mg[kg TermecHo Terno He ce MONMyvaBa Opa3HeHe HA KOXKATa, Ce M3IION3BA 3a OCBOOOXKIABAHE OT 3aIbil-
KEHIETO [a Ce M3BbPIIBAT M3CIIENBAHMSA 33 TOKCHMUHOCT NPV NPOHMKBAHE NPe3 KOXKara.

Hpa3H€H€ Ha ouume

PeSyHTaTV[Te OT M3CJIE[IBAHETO HaBaT I/[Hq)OpMaL[I/I}[ 3a IOTEHLMANa Ha aKTMBHOTO BEILECTBO [1a TPEOVM3BMKBA JIpAa3HEHE Ha
OYNTE, B TOBa UMCIIO, KBAETO € IPUIIOKNMO, 32 Bb3MOXKHATA 06paT]/lMOCT Ha HabJII0IaBaHOTO BB3IEICTBIE.

l'[penu l1a ce npennpueMar M3cienBaHus Ha aKTMBHOTO BELLECTBO in Vvivo 3a OlLIEHKAa Ha HEroBOTO KOpOBI/IBHO/]]paBHeHIO
nercTBIe BbpXYy OUNTE, M3BBPIIBA CE aHAJIM3 Ha CHILECTBYBAIUTE JaHHNM 3a XMMUYHOTO BEWIECTBO, KOMTO MMAT OTHOLUEHME
KbM TOBA JIEICTBIE, ypes Mnouxona ,3HaYMMOCT Ha nokasarericrara‘. Korato ce MpeLeHy, 4€ HAJIMYHUTE JTaHHU HE ca
JOCTaTbUHM, TE€ MOraT J1a C€ IIOJIy4aT 4Ype3 MU3BbPLIBAHE Ha IOCIIENOBATEIIHO MBIUTBAHE.

M3nomn3sa ce MHOTOETareH IMOMIXOI Ha M3MMUTBAHE:

1) u3BbpLIBA Ce M3MMTBAHE in Vitro 3a [Pa3HEW[O/KOPO3MBHO MEICTBME, 3a [a Ce IpEHCKaxe APa3HEL0TO/KOPO3MBHOTO
IefCTBIE BHPXY OUMTE;

N
—

U3BBPIIBA Ce YTBBPICHO MM MPUETO U3MMTBAHE in Vitro 3a Ipa3HEHe Ha OuMTe C LeMl JIa Ce OTKPMAT BELIECTBA ChC CUIIHO
IPA3HELIO/KOPO3UBHO HeNCTBYE (HAI. M3MUTBAHE HA HEIPO3PAYHOCT I MPOIYCKIMBOCT Ha roBexnara porosuua (HIITP),
u3NMUTBaHe ¢ m3omupary nmuy oun (VIIO), uanmteane ¢ ndonmmpann 3aemku oun (VM30), n3nmrBaHe ¢ KOKOIM siflla —
M3INTBAHE C XOPMOHOBO-allaHTOMCHA MeMOpaHa (MKS—XAM), a npu mnonyyaBaHe Ha OTPUUATENIHM Pe3ynTaTu —
OLICHKAa Ha [Pa3HEHETO Ha OuMTe C W3MON3BaHE HA METON Ha MBIMTBaHE in Vitro 3a OTKpUBAHE HA HeNpasHeIM U
JIPa3HEIM BEWIECTBA, a KOTaTo He € HAlIMYHO TAKOBA U3MMTBAHE;

3) IBPBOHAYATIHO M3CIIENBAHE 32 Pa3HEHe Ha OKOTO in Vivo ¢ M3MOJ3BAHE HA €HO KMBOTHO, IIPY KOETO M3CIIENBaHe He ce
HabonaBa HeOIATONPUSTHO Bb3IENCTBIE

4) V3IIUTBAHE 3a NMOTBbPKIABAaHE BBPXY €IHO WM [1BE€ NOIBIHUTEIIHN KUBOTHM.

O6crosTencrBa, Npu KOUTO ¢ HEOOXOAMMO M3NUTBAHE

Cr10cOOHOCTTa Ha AKTMBHOTO BELIECTBO [a IPEOM3BMKBA Ipa3HEHE Ha OUMUTE CE IOMlara BUHAIM Ha M3INNTBaHE, OCBEH aKO
Bb3 OCHOBA Ha BKIIIOUEHUTE B METOIMUTE 33 U3INNUTBAHE KPUTEPUM HE C€ NPELEHSBA, Y€ € BEPOATHO [1a MMa CEPUO3HO 3acsraHe
Ha ouute.

CeHcubuauzayua Ha RORAMA

C m3nuTBaHeTo ce npenocrass JOCTaTbUHO I/IHCl)OpMaIII/IS[, 3a [1a C€ OUEHU MOTEHUMATBT Ha aKTMBHOTO BEWIECTBO [1a IpPEM-
M3BMKBA peakUUM Ha CCHCI/I6M]'[I/136L[VI5I Ha KOzXKarta.

06CT05{T€J’ICTB&, onpn KOUTO € H€O6XOHI/[MO U3NUTBAHE

V31MTBAHETO ce M3BbPILUBA BMHATM, OCBEH AKO AKTMBHOTO BELIECTBO € M3BECTHO ChC CEHCHOMIM3MPALIOTO CU MENCTBUE.
M3nonssa ce u3cienBane Ha Jtokanuute My b3 (VITIB), BKITIOUMTEHO, KBIETO € MOMIXOIISIIO, CbKPAaTeH BAPUAHT Ha
u3creaBaHeTo. AKO He Moxe fa ce u3pbpunt VIIIB, ce mpencrasst 000CHOBKA M Ce M3BbPILIBA MAKCUMUBMPALL TECT C MOPCKI
CBUHYETA. AKO € HaIlMYHO M3MuTBaHe (Makcummsmpaio win no Buehler), koero ynosnersopsisa Hacokute Ha OVICP u nasa
SICEH PE3yNITAT, He Ce M3BbPLIBAT MO-HATATHIIHM M3IUTBAHUS N0 CbOOPAXKEHNS 33 XYMaHHO OTHOLICHME KbM KMBOTHUTE.

Tbil KAaTO aKTUBHO BEIIECTBO, KOETO € MICHTUPUUMPAHO KAaTO CEHCMOWIMBMPALIO, MOXe [a NpEM3BMKA peakums Ha
CBPBXUYBCTBUTEIIHOCT, Ce B3eMa IPEIBII NOTCHLMANHATA PECTIMPATOPHA CCHCUOMIM3ALMS, KOTaTo Ca HAMIE MOIXOMSLIN
MBIVUTBAHNMS WM KOTATO MMa CBEICHMS 3a MOSIBA HAa PECIMPATOPHA CCHCUOMIM3ALMSL
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(Pomomorcuunocm

C um3crnemiBaHeTo ce NpenocTaBs I/lH(l)OpMalU/lH 3a CrOCOOHOCTTAa HAa HAKOM aKTUBHI BELIECTBA [1a NPEON3BMKBAT LUTOTOK-
CMYHOCT B CHUETaHME CBbC CBETIIMHA, HAllPMMEP AKTMBHM BEUIECTBA, KOUTO Ca q)OTOTOKCV[‘lHI/[ in vivo crem CuUCTeMHa
CKCIO3NLIMST M PA3NPENeNICHNE BbpXy KOXKaTd, KAKTO M aKTMBHM BEILECTBA, KOMTO MMAT [IpasHENIO He/iCTBIE B ChUeTaHue
CbC CBETIIMHA CIIEN IpUJIaraHe BbpXY KoOXKarta. [TonoxurenHusT pesynrar ce B3eMa NpenBUl IpU pasriieknaHe Ha BEposT-
HOCTTA 3a C€KCIIO3MLIMA HAa YOBEKA.

O6crosTencrBa, IpyM KOUTO ¢ HEOOXOLMMO U3NUTBAHE

VscrienaHe in Vitro ce M3MCKBA, KOTaTO aKTMBHOTO BEIIECTBO IOITBIIA €IEKTPOMATHWTHO ITbueHMe B 00OXBaTa
290—700 nm u e BEPOSTHO [a IOCTMTHE IO OYMTE MIIM 1O M3IIOKEHM Ha CBETIMHA OONACTM HA KOXKaTa KaKTo upe3
IIPAK KOHTAKT, TaKa M 4pe3 CUCTEMHO pasmpeferieHue.

AKO KOeUIMEHTBT Ha MOTEKYIISPHA eKCTUHKIINS/abCOPOINS B yNTPABHMONETOBNS BUAMMIS 0OXBAT HA AKTMBHOTO BELIECTBO
e mo-arckk ot 10 L x mol™ x ecm™, me ce msmckpa U3BbpIIBAHE HA VM3MUTBAHE 33 TOKCHMYHOCT.

KpaTkocpouna TOKCMYHOCT

M3cnenBanmsta 3a KpaTKOCpO4YHa TOKCUYHOCT C€ paspa60TBaT Taka, 4€ [1a IPeloCTaBAT ]/lH(l)OpMaLlI/[ﬂ 3a KOJIINMYECTBOTO
AKTUBHO BEIIECTBO, KOETO MOXKE [Oa CE€ IIOHACH, Ges f1a ce Ipeny3BUKBa HC6Har0HpMﬂTHO BB3IIENCTBIE npu ycjioBusTa Ha
VI3CIIENBAHETO, U A pa3KpyBaT OIACHOCTUTE 3a 3[IPABETO IIPU I1O-BUCOKN HO3MN. To3n pon m3cnenBaHus MPenoCTaBAT MOJIE3HN
TJaHHM 3a PUCKOBETE 3a JIMIATa, KOMTO MaHMITYyIMpaT WIIM M3ION3BAT IPOIYKTM 3a pAaCcTUTEIIHA 3allNTa, ChIbpKallu
AKTMBHOTO BEHIECTBO, KaKTO M 3a OPYIM MOTEHUMAITHO M3JIOKEHU TIPYIN. [Mo-cneumarnuo, U3cneaBaHMATA 3a KpaTKoCpoUuHa
TOKCMYHOCT [1aBaT LIEHHJM CBEEHMA 3a BB3MOXKHOCTTa 3a HAaTpyIBallo Ce BB3MEIICTBIE Ha aKTMBHOTO BEILIECTBO U 3a
PUCKOBETE 3a NNIATA, KOUTO MOIAT Oa 617]13’[‘ u3NoxeHn Ha Hero. OcBeH TOBA, VM3CTIEIBAHMATA 38 KPATKOCPOUHA TOKCUYHOCT
OCUTYpsBaT TI0JIE3HA VIH(])OPM&HI/I}I 3a paapa60TBaHeTo Ha M3CIIeNBaHMA 3a XPOHMYHA TOKCUYHOCT.

UscnenBanusTa, TaHHUTE U I/lHli)OpMal.U/l}ITa, KOUTO €€ IPENOCTABAT M OULEHABAT, Ca HNOCTATHYHM, 33 Ha IO3BOJIAT [a Ce
V[]IEHTV[(l)I/ILU/[pa BB3IIEHCTBUETO npy MHOTOKpAaTHAa €KCIO3NIMA Ha aKTMBHOTO BEHIECTBO, M IO-CIELMAIIHO [1a C€ YCTAHOBAT
VI 11ocovar:

a) Bpb3KAaTa MeXIly 103aTa U HeOIaronpusTHOTO Bb3IEHCTBUE;

0

=

TOKCUYHOCTTA Ha aKTMBHOTO BELIECTBO, BKIIOUMTEIIHO, aKO € Bb3MOXKHO, paBHULIETO Ge3 HaOMIOnaBaHO HeOIIaronpusTHo
poanericteue (NOAEL);

&

TIPUIETTHN OPTaHy, KBIETO € MPUITOXKMMO (B TOBA UMCIIO MMyHHA, HEPBHA 1 CHIOKPVMHHA CHCTEMA);

F) €BOIIOLMATA BbB BPEMETO M XaPaKTEPUCTUMKUTE Ha H€6H3FOHPI/MTHOT0 BB3JIEHCTBME C M3YEPNATEIIHO OIlMCaHMe Ha
VIBMEHEHMATA B IIOBEICHUETO M BB3MOKHM IATOJIOIMYHM KOHCTaTALMM NP HPEITIEN pOSt mortem,;

Mpeanu3BMKaHUTE Cl'lellMtl)I/I‘{HO He6]'[al'OHpI/ISITHO BB3MIENCTBIE U MATOJIOTMUHU TPOMEHM;

=

e) KOraTo € IpmioXuMO — 3alla3BaHeTO U 06paTI/[MOCTTa Clief IIpeKpaTsaBaHe Ha IIpMEMa Ha HAKOM KOHCTATMPaHU IIPOSIBU
Ha He6Hal‘0HpMHTHO Bb3IENCTBIE;

)K) aKO € BB3MOXKHO, HAaYMHBT HA TOKCUMYHO HeﬁCTBMC;
3) OTHOCUTEITHATA ONACHOCT, KOATO CHOTBETCTBA HA PA3IIMUYHUTE HAYMHM HA E€KCIO3ULINS,

V) IpyM HeOOXOMMMOCT, 3HAUMMMUTE ChUIECTBEHY KPAiiHM TOUKM B NMOJXOISIIMTE MOMEHTM 3a OINpENeisiHe Ha pedepeHTHN
CTOVIHOCTHA.

B mnacnenanmsTa 3a KPaTKOCpOYHA TOKCUMYHOCT CE€ BKIIIOUBAT TOKCMKOKMHETMYHUTE HaHHM (T.C. IaHHUTE 3a KOHUEHTpauuATa
B Kp’bBTa). 3a ma ce nsOerte YBEIMUYABAHETO Ha MBIOJI3BAHETO HA KMBOTHY, HaHHUTE MOraT Ha Ce M3BIINYAT OT M3CIIEABAHMA
3a OompenersiHe Ha obxBata.

AKO HepBHAT4, MIMYHHATa W11 EHIOKPMHHATA CUCTeMa ca 0OEKT Ha CIeUMPUUHO NPOyUBAHE B PAMKMTE HA M3CIENBAHMSA HA
KPaTKOCPOYHATA TOKCMYHOCT IIPM PaBHMIIE HA [I03UTE, NPV KOETO He Ce MPEM3BMKBA ABHA TOKCMYHA PEAKIA, M3BbPLIBAT
ce JTOMBITHMUTETHN M3CIEBAHNS, B TOBA YMCIO QYHKIMOHANHM M3MUTBAHMS (BXK. TOUKa 5.8.2).

. V3cnedsane 6 npodeaskenue Ha 28 OHU npu npuemate npe3 ycmama

O6CT05!T€]'[CTB€1, npum KOuTo ¢ H€06XOJII/IMO U3NMNUTBAHE

Orumtar ce 28-mMHEBHM M3CIIENBAHMS, KOTaTO TaKMBa Ca HAJIMYHU.

. Vscnedsane 6 npodeaskenue va 90 OHU npu npuemate npe3 ycmama

O6CTO}ITCHCTBa, npum KOuTo ¢ HCO6X0[II/IMO U3NNUTBAHE

BuHaru ce OTYMTa KPaTKOCPOYHATA TOKCMYHOCT NPV IpUEMaHe Npe3 yCTaTa Ha aKTUBHOTO BELIECTBO KAKTO 3a IPU3AuM
(06MKHOBEHO IITbXOBE — M3IIONI3BAHETO HA MIPYIM BMIOBE Ipy3auy ce OOOCHOBaB3), TaKa M 3a PATMYHM OT TpH3auM
KuBoTHM (90-IHEBHO M3MMTBaHEe BHPXY KyueTa).
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5.4.1.

5.4.2.

B paMKuTe Ha 90-HeBHOTO M3CIIe[IBaHe BHUMATETHO Ce CIIeIM Bb3MOXHATA nposBa Ha HEBPOTOKCMYHO M MMYHOTOKCUYHO
anef/’[cmme, Ha TEHOTOKCMYHOCT, M3pa3eHa 4pe3 06pa3yBaHe Ha MMKpOAIpd, KaKTO M Ha B’I:S]ICIZCTBI/[C, KO€TO IOTEHLIMAITHO
MOXK€E Ia 6’[)]]6 CBbP3aHO C M3MEHEHMS B XOPMOHAJIHAaTa CHUCTEMA.

. przu HAUUHU HA npuemade

O6CTOHT€HCTB3, opu KOUTO € H€06XO]1MMO U3NUTBAHE

MSB'bp].HBaHeTO Ha HOOI'BIIHUTENTHU [I€PMATOJIOTMYHM M3CIIEABAHMA 32 OLECHKA Ha pUCKA NPM YOBEKA CE pa3riiekKna 3a BCEKU
KOHKPETEH CHyLIaIZ, OCBEH aKO aKTMBHOTO BELIECTBO VIMa CMIIHO Tpa3HEIIO TeiiCcTBIe.

3a NeTMBHMTE aKTHBHM BellecTsa (Harmsrane Ha mapute >1072 Pa) ce M3uCKBa eKCrepTHa mpelieHKa (Hamp. B3 OCHOBA Ha
crelm QMU 33 HAYMHA HA NpUeMaHe TaHHM 33 KMHETVKATa), 34 [1a Ce B3eMe pellieHye Ay [a ce M3BbPLIAT U3CIeBAHNS 32
KPAaTKOCPOYHA TOKCMYHOCT Ype3 eKCHO3MLMS MPY BUMIIBAHE.

N3cnenBaHe 3a reHOTOKCUYHOCT

M3nurBaHeTo 3a TeHOTOKCUMYHOCT Ce M3BBpIIBA C LI

— Ja ce Ipeackaxe IOTEHUMAIbT 3a T€HOTOKCUYHOCT,

— Ja ce V[]ICHTI/[(I)I/IHI/IPHT Ha paHEH €Tall TeHOTOKCMYHM KaHLEPOT€HHM BEILECTBA,
— J1a Ce M3SCHM MEXaHU3MBT Ha JIEHICTBUE HA HAKOU KaHLEPOT€HHM BELIECTBA.

B manmTBaHMsTAa in vitro m in vivo ce M3MON3BAT MOIXOMSIIN paBHMIIA Ha [O3UTE B 3aBUCUMOCT OT M3MCKBAHMATA Ha
MBIUTBAHETO. B'bsaneMa C€ MHOIO€TAIICH IIOOXOMd, KaTo I/I360p"bT Ha MBIIMTBAHMATA HA BCEKM CJIEOBAll €Tall 3aBUCU OT
TBIIKYBAHETO Ha PE3YNTATUTE Ha ITPEHXOIHMS.

Bb3MOKHO € CTPYKTypaTa Ha MOJIEKyJaTa [ HalOXM CICLMATHA U3MCKBAHNS 3a M3IMTBAHUATA BbB BPb3Ka C (OTOMyTa-
TEHHOCTTA. AKO KOeQMUMEHTBT Ha MOJIEKYIISApHA eKCTMHKLWsA/abcopOums B yITPaBMOIIETOBMS/BULMMMS OOXBAT Ha
aKTMBHOTO BEMIECTBO M OCHOBHMTE My MeTabormmy e mo-Huchk ot 1 000 L x mol™' x cm™, e ce usucksa mspbpiane
Ha M3IUTBAHE 33 (OTOMYTArEHHOCT.

WUscnedeanua in vitro
O6crosTencrsa, Npum KOUTO € HeOOXONMMO M3NUTBaAHE

Bumaru ce m3BBpLIBAT CIETHMTE in Vitro M3MMTBAHMS 33 MYTATEHHOCT: M3MMTBAHE BHPXY OAKTEpMM 32 TeHHA MyTaLus,
CHUETAHO MBIMTBAHE 33 CTPYKTYPHM M OPOJHM XPOMO3OMHM abepaumit B KIeTKM OT OGO3aifiHMIM, M M3MUTBAHE 3d TEHHA
MyTaLyst B KIETKM OT GO3aitHML.

Ako obaue B rpyna M3MUTBAHMS, CBCTOSIUM Ce OT TecT Ha EitMc u m3nuTBaHe in vitro 3a Haimmume Ha Mukposinpa (VIBHM),
ObIaT OTKPUTM TeHHA MyTauus M KIIACTOTEHHOCT/aHEYIUIOMIMS, He € HeOOXONMMO 13 e WM3BbPLUBAT IOIbIHUTETHU
UBIUTBAHUSA in Vitro.

AKO NpY M3INMTBAHE in Vitro 3a HalMuMe Ha MMKPOSIPA MMA NPUM3HALM Ha 00pasyBaHe HA TAKMBA, M3BBPIIBAT CE IOITBII-
HUTENIHM M3IUTBAHMS C NOOXOIAIIM HPOLENypY 3a OLBETABAHE, 3a JI4 M3SCHM [aIM MMA aHEYIeHHa WM KIIaCTOTeHHaA
peakums. Moxke I1a ce pasriena Bb3MOXKHOCTTA 33 NO-HATATBUIHM M3CIEABAHMS, C KOUTO Ce LeMM [a Ompenesy Haau uMma
JIOCTaThYHO JIOKA3aTEIICTBA 33 HAIMUMETO HA IPArOB MEXaHM3bM M IIParoBa KOHUEHTPAlMs 33 aHEyTeHHaTa peakuus (1o-
CIIELMATTHO 34 HepasfleNsiHe Ha XPOMO3OMUTE).

AKTUBHM BeLIECTBA, KOUTO MMAT CWIHO GAKTEPUOCTATUYHO [IEVCTBIUE, IOKA3AHO NP MIMTBAHE 33 ONpeNesisiHe Ha 00XBata,
ce MONJIAraT Ha JBe PasiMUHM M3IATBAHMS in Vitro BbPXY KJIETKM OT GO3aiHMIM 3a OIpeleNsiHe Ha CIOCOOHOCTTa MM J1a
IIpe[M3BUKBAT TeHHM MyTaiyu. [Ipegocrassi ce 060CHOBKA, aKO He ce M3Bbpum TecT Ha EiiMc.

3a CpABpXKAIIN CTPYKTYPHU NPU3HALN HAa TOKCMYHOCT aKTVBHM BELIECTBA, KOUTO Ca IOKa3aly OTPULATEIIHN PE3yNTaT Impu
CTaH[JapTHaTa Irpyna M3NUTBaHMA, MOXKE [1a C€ HAJIOXKM M3BBPIIBAHETO Ha IONBIIHUTEITHM M3NNUTBAHMA, aKO CTaHOAPTHUTE
UBIUTBAHMSA He ca Oumim ONTUMM3MPAHN 33 IOCOYEHNTE MPUHALN. ]/[360p1:T Ha TIOITBJTHMTEITHO M3CIICOBAHE MIIM Ha
VIBMEHEHMS Ha IUIaHA 3a M3CICOBAHETO 3aBUCU OT XMMMYHOTO €CTECTBO, M3BECTHATA PEAKIMOHHA CIIOCOOHOCT 1 JAaHHUTE
3a MeTabonmsma Ha CBABPXKAIIOTO CTPYKTYPHU NPU3HALUM HAa TOKCMYHOCT aKTMBHO BEILECTBO.

M3cnedsanua in vivo 6spxy comamuunu RAEMRU

O6CTO}IT€]’[CTB&, npum KOuUToO ¢ H€06X0]]I/IMO U3NUTBAHE

AKO BCMYKM PE3yNTaTV OT M3CIIENBAHMATA in Vitro ca OTPMLATENIHM, U3BBPLIBA Ce HAii-MaJIKO €IHO M3CIefBaHe in vivo, mpu
KOETO Ce MI0Ka3Ba eKCIO3MINS Ha M3MUTBAHATA ThKAH (HAMp. HMTOTOKCMYHOCT MM TOKCMKOKMHETUYHM JaHHM), OCBEH aKO
Ca MOJyueHy TOTBBPIEHN NaHHM 33 MUKPOSApPA OT M3MMTBAHE in Vivo MPM M3CTeIBaHe C MHOTOKPAaTHA 11033 M aKO M3MNT-
BAHETO N Viv0 3a MMKPOSIpA € MONXOMSIIOTO M3IUTBAHE 33 YOBIICTBOPSBAHE HA TOBA M3IMCKBAHE 33 MHGOPMALILSL
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OTpI/ILIaTeHHI/IHT pesynrat B IIbPBOTO M3IUTBAHE in vivo BBPXY COMAaTUYHU KIIETKM IPENOCTaBA JTOCTATbYHO CUTYPHOCT IO
OTHOILEHME Ha aKTMBHU BELIECTBA, 32 KOUTO Ca IIONIyUYE€HU OTPULIATETIHW PE3YITaTU B TPUTE VBIUTBAHNA in vitro.

3a aKTUBHU BEIIECTBA, 32 KOWTO IIPY HAKOE OT U3NUTBAHUATA in vitro ca TOITyYEHV HEEOHO3HAUYHM WU TMOJIOKUTEITHN
pe3ynrati, €CTECTBOTO Ha HCO6XO]1]/[M]/IT€ JOI'BITHATEITHN VIBIIUTBAHMSA CE€ PA3ITIEXKNA 3a BCEKM KOHKPETEH CHleaﬁ[, KaTo ce
B3€Ma IIpEIBNI LAJIaTa CBIIECTBEHA I/IH(I)OpMaIH/Iﬂ M Ce M3I0JI3Ba ChlIIATA Kpal?ma TOYKa, KaKTO NP MU3INUTBAHETO in vitro.

AKO M3NUTBAHETO in vitro 3a XpoMo3oMHM abepaumy npy OO3AiHMIM WIM M3IUTBAHETO in Vitro 3a MMKpOSIpa [aBa
TONIOXKUTENIeH Pe3yNTaT 3a KIIACTOTeHHOCT, Ce M3BbpIIBA M3MMTBAHE in Viv0 3a KIIACTOTHHOCT B COMATUYHM KIIETKH,
HAIp. aHANM3 Ha MeTaasaTa B KOCTGH MO3bK OT IPU3AuM MIIM M3MUTBAHE 32 MUKPOSIPA y IPU3AUML

AKO e TONTyyeH MONMOXUTENIeH Pe3yNTaT NpU U3IMMTBAHETO in Vitro 3a MUKPOSpA 33 OTKpMBAHE HA OPOIHM XPOMO3OMHM
abepaumy B KIIETKM OT GO3aTHULM WM aKO M3IMTBAHETO inl Vitro ¢ XpOMO30MU OT GO3AifHMLY [1aBa TOTIOKKUTENICH PE3yIITaT
3a M3MeHeHMst B Oposi HA XPOMO3OMHTE, Ce M3BDpIIBA M3MMTBAHE in Vivo 3a Haimmume Ha MuKposipa. [Ipu momoxurerieH
pe3ynTaT OT M3MMTBAHETO in Vivo 3a HaluuMe Ha MUKPOSApPA Ce M3ION3BA MOAXOMSIIA MpOlEAypa 3a OLBETABAHE, HAIp.
QryopecuentHa in-situ xuOpummsawmst (FISH) 3a mmentnduraums Ha aHeyreHHa MIM KJIACTOTEHHA PEaKLVsL.

AKO M mBeTe in Vitro M3NMTBAHMS [aBaT MOJIOXKMTENIEH pe3yiTaT, cé M3BbpIIBA M3MMTBAHE in Vivo 3a NpOyuBaHe Ha
VHAYIMPAHETO HA TEHHA MyTalMs, HAmp. M3MUTBAHE 33 T€HHM MyTalMyi B COMATMYHM M 3aPONMIIHN KIETKM Y TPaHCTEHHM
TpU3auiL.

[Ipy u3BbPIIBAHETO HA M3MMTBAHMSA in Vivo 3a TeHOTOKCMYHOCT C€ M3MON3BAT CaMO MONXOMANIM IBTUINA ¥ METOOM Ha
eKCTIO3MIMS (Hamp. cMecBaHe C XpaHaTa, ¢ BONATA 3a IMeHe, IpuilaraHe BbPXy KOXATa, BIMIBAHE ¥ XPaHEHe CbC COHMA).
Heobxommmu ca yOemuTeHy 10KA3aTeNCTBa, Ye ChOTBETHNUTE THKAHM liie GBIAT JOCTUTHATY C MOMOLITA Ha M3OPAHMS MbT 3a
eKCTIO3MIMS M MeTOI Ha NpuiaraHe. VI3MonspaHeTo Ha [PYT¥ TeXHMKM 33 €KCHO3MLMS (HAmp. MHTpANepUTOHEANTHa M
TOJIKOXKHA MHKEKLMs), KOUTO MOTAT [ [I0BENaT 10 HeoOuuaiiHa KMHETVKA, pasipelerieHye 1 MeTabonm3pM, ce 000CHOBaBA.

O6pblua ce BHUMaHME Ha M3BbPLIBAHETO HA M3IMTBAHE in ViVO KATO 4acT OT eIHO OT M3CIIe[BAHMSTA HA KPaTKOCPOYHATA
TOKCMYHOCT, OMMCAHU B TOUKa 5.3.

W3cnedsanud in Vivo 6spxy 3apooutinu RAEMRU

O6crosTencrBa, IpyM KOUTO ¢ HEOOXOAMMO M3NMUTBAHE

Heo0XogmMOCTTa OT M3BbpIIBAHE Ha TE3Y W3MMTBAHMS CE PAsINeKia 3a BCEKM OTIENCH CIydail, KaTo ce B3eMe MpemBHI

VH(OPMALIMSATA OTHOCHO TOKCHKOKMHETVKATA, YIOTpeOaTa ¥ BEpOSITHATA eKCIIOBMLISL.

3a noseyeTo NPU3HATYU 3a MyTar€HHU 3a COMAaTUYHUTE KIIETKU in vivo aKTMBHM BeLIeCTBA He ca H806XOHI/IMI/I MO-HATaThIIHN
UBIUTBAHUS 332 TeHOTOKCUYHOCT, Thil KaTo Te 1ie 6’]:-JIaT pasrnexngaHy KaTo MOTEHLUMAIIHO F€HOTOKCUMYHM M KaHUEPOTEHHU U
NMOTEHLMATIHO MYTar€éHHU 3a 3apOIMIIHUTE KIIETKMN.

Hp]/l HAKOU Cl'[ell]/l(l)l/ll{Hl/l Ciydyan obaue morar Ha ce npennpueMaT U3CienBanns CbC 3apONMIIHN KIIETKH, 3a [1a ITOKAXKe Hann
BEWIECTBO, KOETO MMa MYTAar€HHO nericTBmIe BbpXy COMATMYHMTE KIIETKU, MMa TaKOBa HeiicTBue u BbpXY 3apOdMIIHUTE
KJIETKI.

Tumst Ha NPENN3BUKAHNUTE TNIPU ITO-PAHHUTE MBCIIEIBAHUA MyTaUUM, a UMEHHO — 6pOﬁHM W CTPYKTYPHM M3MEHEHMS Ha
XpOMO30OMUTE, C€ B3e€Ma IpenBu Mpu M36opa Ha MOOXOHALIOTO M3IUTBAHE.

Mozxe cblio fa ce pasriena Bb3MOKHOCTTA 3a M3BbPUIBAHE Ha M3CIIEIBAHE 32 HAIMYMETO HA THK AyKTN B TOHaIHU KIIETKU.

Ih,nrocpouﬂa TOKCUYHOCT U KaHUEPOreHHOCT

PeBy]'[TaTI/ITe OT M3BBPLICHUTE M OTUETEHM M3CIIENBAHUA 3a IBITOCPOYHA TOKCMUYHOCT, KOUTO C€ B3EMAT IPENBUI 3a€HOHO C
OpyrM BaXKHU HAHHM M CBENEHMs 3a aKTVBHOTO BELIECTBO, Ca TOCTaTbYHU 3a OIPENEIIIHE Ha BB3MEICTBIETO Ha MHOTOK-
paTHaTa €KCIO3MLMA Ha aKTMBHOTO BELIECTBO, M IO—CIELMAIIHO Ca MOCTaTbUHM, 3a J1a Ce:

— MOeHTUQULMPAT CIyYaute Ha HeONaronpusATHOTO BB3UENCTBME OT IBITOCPOYHA EKCIIO3MLMS HA aKTMBHOTO BELIECTBO,
— MIEHTHQUUMPAT TPULENHUTE OPIAHM, KOTATO € MPIIOKIMO,

— YCTaHOBY 3aBMCUMOCTTA 103a-PEAKINs,

— ycranosn NOAEL u, ako e HeoOXOMMMO, APYIy MOIXOMSLM PedepeHTHN CTONHOCTH.

CBOTBETHO pe3ymTaTiTe OT M3CIEMBAHISTA 33 KAHIEPOICHHOCT, PA3INeXNa I C IPYTy TONXOMSII JTaHHN M MHYOPMAIIS 32
aKTMBHOTO BEIECTBO, Ca OCTaThYHM, 33 [Ia MOXE [a Ce M3BbPLIM OLEHKA Ha ONACHOCTUTE 3a YOBEKA IPM MHOTOKpAaTHA
€KCTIO3MIMS Ha aKTMBHOTO BEWIECTBO, M MO-CIELMAIIHO €A JOCTAThuHM, 3a JIa Ce:

a) ]/[J]CHT]/I(l)I/I].II/lpa KaHLIEPOreHHOTO Bb3MEICTBIE Ha IBIITOCPOYHATA €KCIO3MIMA Ha aKTMBHOTO BEIIECTBO;
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6) omnpenenn CHCHV[(I)]/IK&T& Ha IpeIn3BUKaHNTE TyMOPM C OINICH Ha BMOA4, MOJIa M 3aCErHAaTUS OpPTraH;
B) YCTaHOBM 3aBUCUMOCTTA N03a-peakls;
l') YCTaHOBM, KOraTto € Bb3MOXKHO, MaKCMMaJIHaTa J103a 0e3 KaHIIEPOr€HHO Bb3IEICTBIE;

I) OIpeHeny, KOraTo ¢ Bb3MOXKHO, HAUMHBT Ha HEICTBUE ¥ 3HAUMMOCTTA 3a YOBEKA HA BCSKA YCTAHOBEHA KaHLEPOIEHHA
peaxys.

O6cmogamencmea, npu Roumo e Heo0Xooumo usnumeate

Onpenens{T C€ OBITOCPOYHATa TOKCUYHOCT M KaHUEPOTEHHOCTTa HAa BCAKO AKTMBHO BELIECTBO. Ako npu M3BBHPEIHN
olcTosTeNncTBa Te3n U3CIenBaHus ce 00sBAT 32 VI3IIMILIHY, 33 TOBAa TBBPHOEHME C€ IPENOCTaBA M3YepIaTeHa 000CHOBKa.

Ycnosuq Ha usnumeaxemo

N3cnenBanusita 3a IBJITOCPOYHA TOKCMUYHOCT IIpY NPMEMAHE IIpe3 yCTaTa M M3CIEIBaHMATA 38 NBJITOCPOYHA KaHLIEPOreHHOCT
(L[Be I'OL[]/IH]/I) Ha aKTMBHOTO BELIECTBO C€ M3BbPILIBAT, KATO 32 ONUTHU XKMBOTHM CE€ U3IIOJI3BAT IUTBXOBE; KOIaTO € Bb3MOZKHO,
OBaTa BMUOa M3CIIEOBaHNA C€ CbUETaBaT.

V[BB’prIBa C€ BTOPO M3CIIEIBAHE 3a KAHIEPOTEHHOCT Ha AKTMBHOTO BELIECTBO, KATO 3a ONMTHM ZKMBOTHM C€ M3IMOI3BAT
MUIIKN, OCBEH aKO MOXKE [a 61)]16 Hay4yHO O6OCHOBaHO, Y€ TOBa HE € H€O6XOHI/IMO. B HO]I06HI/I Cllydyayt BMECTO BTOPO
V3CTIEIBaHE 3a KAHLIEPOTEHHOCT MOraT Ha Ce M3IMOJI3BaT Hay4HO YTBBPHEHM alITEPHATMBHM MOJIEIM Ha KaHIEPOTEHHOCT.

AKO CPaBHUTENHN [AHHN 33 MeTA0O0M3Ma TOKA3BAT, Ue TUTHXOBETE MIM MUIIKMTE He Ca TONXOMSIIM MOJEIN 33 OlEHKA Ha
pUCKa OT PaK y YOBEKa, Ce PA3IVIeKIa Bb3MOKHOCTTA 33 M3MONI3BAHE Ha JPYTM BMIOBE.

npeHOCTaBﬂT C€ DAaHHUTE OT MBIMUTBAHMATA, B TOBA UMCIIO M3SACHSABAHETO HaA 3aHeiiCTBaHMs Bb3MOXKEH HauMH Ha JIeWCTBUE U
NPWIOKMUMOCTTA KbM YOBEKd, aKO €€ CMATA, Y€ HAUYMHDBT Ha KAHLEPOr€HHO HeViCTBME HE € CBbp3aH € T€HOTOKCUYHOCT.

Korato ce npeicTaBaT KOHTPOJIHM NaHHM 33 MUHAIIA NEPUOAM, Te Ce OTHACAT O eIMH M ChUI BUI M €HA U ChlUA NOpPoxa
KVMBOTHM, KOMTO Cd C€ HAMMPAIM TP CXOIHM YCIIOBMS B €IHA M Cblia JIAOOPaTOpyst U ca MONyYEH) OT M3CIeHBAHMS,
M3BBPILIEHN 110 €IHO U ChIIO Bpeme. Kato mombiHuTeNHa MHGOPMALIS MOTAT [d Ce OTYUTAT OTHENHO M IPYTH KOHTPOIHU
IAHHM 33 MUHAIM NEPUOIM OT HpPYry abopaTopuu.

V[H(l)OpMaHI/IS[T& 110 OTHOLIEH)E Ha NPENOCTaBEHUTE KOHTPOJIHM TAaHHM 3a MMUHAIM NEPUOOM ChbObpzKa:

S
=

WICHTUOUKAIS Ha BMOA M IIOPOTATd, MMETO HA TOCTABUMKA M WICHTMQUMKALNS HA KOHKPETHATA KONOHNS, aKO
IIOCTABYMKBT PAabOTH B HSKOMKO reorpadcku apearna;

(=)}
=

MMETO Ha na6opaTopMﬂTa W JaTUTE, Ha KOUTO € HAIIPABEHO M3CIIEABAHETO;

OIMCAaHME Ha O6U.II/ITC ycnosus, npyu KOUTo ca Gun I'bp2KaHM XKMBOTHUTE, BKITIOUUTEITHO BUIA WIIM MapKaTa Ha XpaHata
U, aKO € Bb3MOXKHO, KOHCYMUPAHUTE KOINUECTBA;

=

1') HpM6HM3MTeHHaTa BB3paCT, M3pa3eHa B IOHU, M TEINIOTO Ha XKMBOTHUTE OT KOHTPOIIHATA rpylla B HayallOTO Ha M3CIEeN-
BaHETO M Ha HaTaTa Ha YMbPTBABAHE HAa KVMBOTHUTE MIIM HAa TAXHAaTa CMBPT,

=
=

ONMCaHMe HA CXeMaTa Ha CMBPTHOCT Ha KOHTPOJIHATA IPyNa, KOHCTATMpPaHa IO BPEMe Ha M3CIIENBAHETO MM B Kpas My,
KAKTO M JIPyTM BaxXHM HaOmopeHus (Hampumep Oorectyt, nHpeK1mm);

¥METO Ha J1abopaTopusTa M Ha HaydyHWTEe PaGOTHMIM, HATOBAPEHM CbC CHOMPAHETO M THIIKYBAHETO Ha MATOJIOTOAHATO-
MMYHMTE NaHHU OT V3CIIEHBAHETO;

<

)K) CTAaHOBMIIIE 3a €CTECTBOTO Ha TyMOPUTE, KOMTO Ca MOIIM [a ce KOM6MHI/IpaT M [a MOBEHAT MO HAKOM OT HAHHUTE 3a
NOCIIennunTe.

KOHTpOHHI/ITe IaHHM 3a MUHAJIM Iepuonmn ce IPEacTaBAT 3a BCAKO KOHKPETHO M3CIIEOBAHE, KaTO C€ IIOCOUBAT abconmoTHN
CTOVHOCTH, KaKTO U IPOLECHTHM M OTHOCUTEITHU UJIA npepa60TeHM CTOMHOCTH, aKO Te Ca OT II0JI3a 3a M3TOTBSHETO Ha
olLieHKaTa. AKO ce NpencTaBsAT KOM6I/IHI/IpaHI/[ mm 060611I€H]/[ TaHHY, T€ CbIbpKaT I/IH(I)OpMaIII/lH 3a 0OXBara Ha CT()I‘/JIHOCTI/ITCy
CpeaHaTa CTOI7IHOCT, Me€oMaHaTa ¥, ako € NpUIOXKMUMO, CTaHOAPTHOTO OTKIIOHEHME.

VisnuTBaHuTE 11034, BKIIOUUTEIHO HAli-BICOKATA M3IMTAHA J1034, CC NIOQOMPAT Bb3 OCHOBA HA Pe3yNITATUTE OT U3IUTBAHUSTA
33 KPaTKOCPOUHA TOKCUUHOCT M Bb3 OCHOBA HA [JAHHMTE 33 MeTa0ONM3Ma M Te3H OT TOKCHKOKMHETHKATa, aKO TAaKuBA Ca
HAIMYHU KbM MOMEHTA Ha IUIAHMPAHE HA ChOTBETHUTE u3ciensaHus. [Ipu n30opa Ha [03a ce B3eMAT MPEIBMI JaHHUTE 3
TOKCUKOKMHETUKATA, HANp. HACHL[AHe HAa a0COPOLMATA, UMEPCHO Upe3 CUCTEMHATa HAIMYHOCT HA aKTUBHOTO BELIECTBO
ufwi merabonuuTe.
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Hosn, KOUTO NpeIM3BMKBAT MpeKaleHa TOKCMYHOCT, He Ce CMATaT 3a NOIXOAALM 3a OLEHKUTe, KOMTO CJIelBa I ce
uspbpiIar. Ilpu uscrenBaHuATa Ha HABIATOCPOUHATA TOKCHMYHOCT CE Pa3IieXia Bb3MOXKHOCTTA 3a OMpeNleisHe Ha KOHLEH-
TpalyATa Ha aKTUBHOTO BEWIECTBO B KpBBTa (Hamp. okomo T, . ).

Hp]/[ c1>61/1paHeT0 Ha JaHHU U CbCTABSHETO Ha OOKJIAOy JAaHHUTE 3a 3a0071€Ba€MOCTTa CHOTBETHO OT HO6pOKaq€CTB€HI/l u or
3JIOKa4€CTBEHN TyMOpM HE CE 06€HI/IHHB£1T. OcBeH TOBa, pa3HOPOOHUTE TYMOPY, HECBbP3aHN IIOMEXKIY CM, HE3ABUCUMO HaJIN
ca H06p0Ka‘1€CTBCHM VI 31I0KAYECTBEHM, KOMTO C€ INPOSABABAT B €OMH M CBIIM OpraH, HE Ce 06CJII/IH}IB3T 3a LEIUTE Ha
OTYUTAHETO.

3a ma ce usberne 061)pKBaH€, npn Knacml)mumpaﬂe'ro /M OTYUTAHETO HA TYMOpUTE CE an6;1rBa 0 yCTaHOBEHATa XMCTOIa-
TOlIOrMYHa TEPMUHOIIOINS, KOATO 00MyaiHO ce M3MONI3Ba npy U3BbpPUIBAHE Ha M3CIIEBAHMUSA, KAKTO € Ily6]'[]/leBaHa oT
MC}KHyHaPOHHaTa areHOyMA 3a M3CIEIBaHE Ha paka. [Mocousa ce M3MoN3BaHaTa CUCTEMA.

buonornunmsaT marepuar, I/I36pa]—l 3a XJCTOIIATOJIOIMYHO M3CIIEIBaHE, CbObpKa MaTepuall, n0u6paH C Lel oa JgaBa u
JIOI'BJIHUTEITHN CBEIECHMS 33 KOHCTATUPAHUTE IIPU MAKPOIATOJIOIMYHMS IIPEIEN JIE3NN. B CIIy4yanuTe, KOrato crioMarat na
ce U3SICHU MEXaHM3MbT Ha MEeNCTBME U ca Ha paznoioxeHne, Morat a 6'1:[13.T LOEHHM U HSIKOU CHCIII/I(])I/['—IH]/I XUCTOJIOTMYHMA
(33. OHBETHBaHC) M XUCTOXMMMYHM TEXHUMKU U M3CIICOBAHNMA C €JIEKTPOHCH MMKPOCKOI, KOMTO €€ OT4YMTAT, aKOo 613H3T
M3IIOJI3BAHN.

Penponyxmnna TOKCUYHOCT

Hpoyl{Ba ce U Ce OTYMTA BH3MOXHOTO BH3IEICTBUE BbpXY (l)]/[BI/IOHOl'I/IﬂTa Ha pernponyKTUBHATa CUCTEMa M BBPXY IIOKO-
JICHMETO II0 OTHOIICHME Ha CIICOHUTE aCIEKTU:

— HapymasaHe Ha MbXKaTa M XKEHCKATa PEMPOIYKTMBHA QYHKUMS WIM CIIOCOGHOCT, HAIp. MOPAIM BB3IEHCTBUE BHPXY
I0TI0BUS. LMKBJI, CEKCYalHOTO IOBENeHMe, BPXY BCAKAKBM ACIEKTH Ha CIepMaToreHesaTa MIIM OOTEHE3aTa, XOPMO-
HAJIHATA AKTMBHOCT WIM (M3MONOIMYHATA DEAKLMS, KOMTO MOIAT [a MOBIIMSSAT BHPXY OIUIOMMTEIIHATA CIIOCOOHOCT,
CaMOTO OIUIOXIAaHe MM Pa3BUTMETO HA OIUIONEHATa SMLEK/IeTKA, BKIIIOUYMTEIHO MMILTAHTALMSATA.

— BpenHo Bb3feiicTBUe BHPXY IIOKOJIEHMETO, HANp. Bb3HENCTBME, KOETO HApyllaBa HOPMATIHOTO PasBUTHE KAKTO Ipemu
paxraHero, Taka u cren Hero. TyK ce BK/IIOYBAT MOPQONIOTMUHM ManpopMalyy, HANp. AHOTCHMTAIIHO PA3CTOSHIE,
3aMa3BaHe HA 3bPHATA HA MIICYHWMTE XKJIe3M U QYHKUMOHAIIHM PA3CTPOICTBA (HAlp. PENPOLYKTMBHM ¥ HEBPOIOTMYHM
HapyweHns).

Oruyntar ce NposABYU, KOUTO C€ 33.]11)H60‘{3.B21T Yy ciegBaiuuTe IOKOJIEHMs.

Vi3MepBa ce KOMMYECTBO HA AKTUBHOTO BELICCTBO ) HETOBMTE CBILECTBEHM METAOONUTH B MIIKOTO KAaToO BTOPM eTall Ha
M3CIIEIBAHETO, AKO Y TOTOMCTBOTO Ce HAOIOfaBaT HSKAKBM IPOSIBU WM Ce OYaKBa TaKMBa f1a ObHaT HaOmomaBaHu (Hamp.
IIpY M3CTIENBAHE 33 ONpENIersiHe Ha 00XBata).

BuumarernHo ce cremm 3a Bb3MOXKHATA NposiBa Ha HEBPOTOKCMYHO U MMYHOTOKCUYHO BB3MEICTBIE, KAKTO U Ha BB3MIEICTBUE,
KOETO MOXKE [1a € CBbP3aHO C M3MEHEHMA B XOPMOHAJIHATa CUCTEMA, M TaKMBa BUIIOBE BB3JICHCTBME CE OTUMTAT.

HPI/I NpOy4BaHMATA C€ B3EMAT NPENBUM BCUUYKM HAJIMUYHU M CHIIECTBEHM HAHHM, B TOBA YMCIIO PE3YNTATUTE OT M3CIIEN-
BaHMATA HAa TOKCMYHOCTTA KAaTO IIA7I0, aKO Ca BKIIFOYEHM CHOTBETHUTE IOKA3ATEIIN (Hanp. aHaJIM3 Ha CEMEHHA TEYHOCT,
LVKIIMYHOCT Ha ITOJIOBUTE LMKIIM, XMCTONATOJIOTMA Ha PENpOmyKTVBHUTE OpI‘aHVI), KaKTO M CBEIEHUA 3a CTPYKTypHUTE
AHAJI03M Ha aKTUMBHOTO BEILIECTBO.

Ako CTaHOApTHUTE pecl)epeHTHI/[ CTOIHOCTH 32 peakumnTe 1o OTHOLIEHME Ha TPETMPAHETO Ca JAaHHM OT MapariesieH KOHTPOII,
TO KOHTPOJIHUTE TAHHM 32 MMHAJIA NEPUOON MOTaT J1a 6’bJIlaT TOJE3HN IIPY TBIIKYBAHETO Ha HAKOM KOHKPETHM U3CIIENBAHNA
Ha penponyKTuBHATA q)yHKIH/I}I. Koraro ce TPENCTaBAT KOHTPOIIHM [TaHHM 3a MMHAIM TEPUOIN, T€ C€ OTHACAT HO €OMH U
ChIIl BUII M €[HA ¥ CblIa IMOpoHa XKMBOTHY, KOUTO Ca C€ HaMMpaly Npy CXOOHM YCIIOBYMA B €[1HA U Cblla na60paT0pM}1, uca
TOITYy4YeHN OT M3CIIEIBaHNSA, VIBBbPUIEHM IO €IHO M CBUIO BpEME.

V[H(l)OpMaHI/[}]Ta 1O OTHOLIEHVE HAa IMPENOCTABEHUTE KOHTPOJIHM JTaHHM 3a MMHAIIM NMEPUOOM ChIbpKa:

&

I/I]ICHTI/I(])I/[KS.HI/[}I Ha BMAa M Iopofara, MMETO Ha [O0CTaB4YMKa U M]ICHTI/I(l)I/IKaL[I/Iﬂ Ha KOHKpPETHATa KOJIOHM:, aKoO
JOCTaBUMKDBT pa6OTVI B HAKOJIKO reorpa(])CKM apeaina;

=)

MMETO Ha na6opaTopmrra M OaTuTE, Ha KOUTO € HallpaBEHO M3CIICNBAHETO;

&

OIlMCaHME Ha 06HIMT€ ycnosus, Ipu KOUTO ca 6w II'bp2KaHM KMBOTHUTE, BKITIOUMUTEIIHO BUIIA MIIM MapkKara Ha XpaHata
1, aKO € BB3MOXKHO, KOHCYMUPAHUTE KOJIMYECTBA;

F) HpVIéHMSI/lTeHHaTa Bb3PACT, M3pa3eHa B JIHU, M TEITIOTO HA KMBOTHUTE OT KOHTPOJIHATA Ipylla B HA4YaJIOTO Ha M3CIIEMI-
BaHETO M Ha JlaTaTa Ha YMBPTBABAHE HA KMBOTHUTE MM HA TAXHATA CMBPT;

=

ONMCaHNMe Ha CXeMaTa 33 CMbPTHOCT Ha KOHTDPOJIHATa IPyNa, KOHCTATMPaHa IO BpeMe Ha U3CIEABAHETO WM B Kpas My,
KAKTO ¥ IPyT¥ BAKHM HaOmromeHus (Hampymep OorecTs, mudexmm);
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e) UMETO Ha na60paT0pM}1Ta 1 Ha HAay4YHUTE pa6OTHI/[HI/I, HaToBapeH! CbC C’b6l/IpaH€TO VI TBIIKYBAaHETO Ha IIaTOJIOrOaHAaTO-
MUYHUTE TAHHU OT MU3CIIEOBAHETO.

KOHTpOHHI/lTe IaHHU 3a MUHAJIM Ilepuonyn ce IpENcTaBAT 3a BCAKO KOHKPETHO M3CIIEOBAHE, KAaTO C€ IIOCOUBAT abCcoMmoTHN
CTOVIHOCTH, KakKTO U NPOLEHTHN M OTHOCUTEIIHM WIIN npepa60TeHM CTOHOCTHM, aKO Te ca OT I10J13a 3a M3TOTBSIHETO Ha
olleHKaTa. AKO ce NpencTaBsaT KOM6]/IH]/IpaHI/I uim 0606HIEHI/I OaHHU, T€ CbAbpKaT ]/[H(])OpMalI]/[SI 3a 00XBaTa Ha CTOIZHOCT]/[TC,
CpedHaTa CTOMHOCT, Me[IMaHaTa 1 aKko e IPUIOKNUMO, CTAHOAPTHOTO OTKIIOHECHME.

3a ma ce OCHIypM MOJe3Ha MHQOpPMALMs 3a NPOEKTMPAHETO M THIKYBAHETO HA M3CIIENBAHMSI HA TOKCUYHOCTTA IIPH
Pa3BUTIETO, B MO-BUCIINTE €TAMM HA M3CIENBAHMATA MOXKE Ma Ce BKIOUM M OTYeTe MHPOPMALMS 33 KOHUCHTPALMATA HA
aKTMBHOTO BCIIECTBO B KPbBTA ¥ POAMTENIATE ¥ IUIOHA/IOTOMCTBOTO.

W3cnedeanua na @s30eiiceuemo 6spxy NoroNeHUSMA

OrueTeHUTe M3CIIEIBAHMS HA BB3MIENCTBUETO BbpPXY IIOKOJICHMSATA, HAPEH C OPYyIM BaKHM [TaHHM U CBEIEHUA 32 aKTUBHOTO
BELIECTBO, Ca IOCTAaTbUHM, 3a HA IO3BOJIAT Ha C€ OIpENenn BB3IIEICTBUETO BBPXY BB3IPOU3BOICTBOTO, MBIIKALIO C€ Ha
MOBTApsAIIA CE€ €KCIO3MLMSA Ha aKTVMBHOTO BELIECTBO, M IO-CHELMATIHO Ca NOCTATBYHY, 3a Ha Ce:

a) onpenenm IpsikoTo ¥ KOCBEHOTO BB3IIEICTBIE BBPXY Bb3MPOM3BOICTBOTO, OBJIKALIO C€ HAa EKCIO3NLMsA Ha aKTMBHOTO
BEIIECTBO;

6) OIpenei BCAKAKBO HEPEIPOLYKTUBHO He6naronmeHo BLBHeﬁCTBMe, KOETO Ce H36H}0]13.Ba npn nosu, IMO-HUCKU OT
I03UTE, M3MOJI3BAHU ITPY UBINUTBAHMATA 32 KPATKOCPOUHM MIIM XPOHMUYHA TOKCUUYHOCT;

B) ycranosst [JBHHB 3a TokcuusOCT y pommTenuTe, PenpoAyKTUBHM PE3yNTaTH M PasBUTHE HA TMOTOMCTBOTO.

O6CTO$[T€HCTB&, npum KOuUTo € HCO6XOJ]]/IMO U3NMUTBAHE

OtumTar ce M3ceaBaHus 3a TOKCUMYHOCT 3a BB3IIPOM3BOICTBOTO BBHPXY Hai-MaJIKo JiBe TOKOJIEHMS IUThXOBE.

Karo anTepHaTMBeH NOAXO 1O OTHOIIEHME HA U3MUTBAHETO BbPXY MHOTO IOKOJIEHMS MOXe J1a Ce Bb3IpyueMe PasipeHoTo
usnmteane Ha OVICP 3a penpomyKTiBHa TOKCMYHOCT BBPXY €AHO MOKOJIEHME.

Korato e H€06XOJII/IMO 3a HO-H06p0T0 TbIIKYBaHE Ha Bb3MEICTBIETO BbpXY BB3IPOM3BOACTBOTO M JIOKOJIKOTO TaKaBa
I/IH(I)OpMaHI/IH BCE Oll€ HE € HaJIMYHA, MOXKE Ha CE€ HAJIOKM M3BBPIIBAHETO Ha [OIBIIHUTEIIHU M3CIIEOBaHMS, 3a Ha Ce
OCUTYPAT CBEIECHMSA 3a 3aCErHATUA IIOJI M 3a Bb3MOZKHUTE MEXaHMU3MU Ha 3acCsAraHETo.

Wscnedeanua 3a morcuuHocm 3a passusaujug ce opzasusem

OryereHuTe M3CIENBaHUS Ha TOKCUYHOCT 3a pasBuBaliys c€ OpraHuM3bM, Hapen C OPYIM BaXHM OaHHM U CBEOCHUSA 3a
AKTUBHOTO BELIECTBO, €a HNOCTATBYHM, 3a [1a IIO3BOJIAT [1a CE€ OIIPEHEIIn Bb3MEICTBIETO BbpPXY pPasBUTUETO Ha €M6pI/IOHa n
miona, JblKallo €€ Ha MHOIOKpAaTHa €KCHIO3MLMS Ha aKTMBHOTO BEWIECTBO, M IO-CIIELMAIIHO Ca HOCTaTb4YHMU, 33 Ha Ce:

a) ONpeNeNy MPSIKOTO M KOCBEHOTO BB3AEICTBIE BHPXY PA3BUTHETO HA eMOPHMOHA I IITONA CNIeT eKCIO3MIMS Ha aKTUBHOTO
BELIECTBO;

K=

Onpeneym HallMuneTo Ha TOKCUYHOCT IpH Maiikara;

=
=

YCTaHOBU 3aBUCUMOCTTA MEXKIY Ha6H}0]13.BaHI/[Te peakuuy 1 nosata KakTo Ipu MaﬁKaTa, Taka U Ipu MOTOMCTBOTO ]>[;

=

ycranossT [IBHHB 3a TOKCMYHOCT 1py MaifKaTa M 3a PasBUTUETO HA INOTOMCTBOTO;

=]
=

ocurypu MHGOpPMALNs 33 HeONArONpUATHOTO Bb3NCICTBIC BHPXY OPEMEHHN KEHCKM, JONBIHUTEIHA 0 OTHOLICHME Ha
MHQOpPMALINSATA 33 HEOPEMEHHM KCHCKIL;

Kok

TPENOCTaBM JOMBIHUTENHA MHGOPMALMS 32 BCAKAKBO 3aCUiIBaHE Ha OOLIOTO TOKCMYHO Bb3[eicTBUE Mpu GpeMeHHMTE
KMBOTHI.

O6CTO$[T€HCTB&, npm KOuUToO € HCO6XOHI/IMO M3NUTBAaHE

Mscnensanus 3a Bb3NeCTBUE BbPXY Pa3BuBalls Ce OPraHM3bM Ce M3BbPUIBAT BUHATI.

YcnoBus Ha UBNUTBAHETO

TokcnuHoctTa 3a pasBuBalnsg €€ OpPraHM3bM C€ OINpPEHENd Npu IUTbX M 3a€K CIIEH NMPUEMaHE TIPE3 YCTaTa; M3CIIEABAHETO
BBPXY IUIbXOBE HE CE€ M3BHPIIBA, AKO TOKCMYHOCTTA 3a pa3BMBAILNA CE OPraHMU3DBM € Guna NPaBMIIHO OLIEHEHA KaTO 4acT OT
pasmMpeHoOTO M3CIICABAHE Ha PENpPOAYKTMBHATA TOKCUYHOCT BBPXY €IHO ITOKOJICHME.

[Ipu ompemernsite Ha PrcKa 3a 4OBEKA MOKe Ja € MOJE3HO [a Ce Pasylenar i OPyry MBTHIIA Ha mpuemare. Manopmarre
¥ VM3MEHEHISITA Ce OTUMTAT OTAETHO M Ce CHUETABaT [0 TAKBB HAUMH, Y€ BCUYKM CHOTBETHM NPOMEHN, HAOTIONABAHM B
XapaKTepHNUTE CXeMM TIPY OTIETHMUTE TUIONOBE, MIIM POMEHMTE, KOUTO MOTAT JIa Ce Pa3IyIekKIaT KaTo Pa3uyHM CTElIeHN Ha
CEPMO3HOCT HA €IMH M CBUI THII NIPOMSHA, Ca OTYETEHM KPATKO M SICHO.
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KM oTuera ce npumnarat ¥ KpUTEPUNUTE 3a Ma]'[(l)OpMaIl]/H/[Te 1 u3MeHeHusTa. Korato e Bb3MOXKHO, ce M3MON3Ba paapa60T—
BalmAT €€ TEPMUHOJIOTMYEH PEYHMK Ha Me)KnyHaponHaTa (l)enepauml Ha TEPAaTOIIOrMYHUTE OPY2KECTBA.

Korato e HamoXureynHO BbB Bpb3Ka C Ha6HlO[IeHI/I5[ OT HOpYyrn M3CIeIBaHusd MM C HauMHa Ha HeJiCTBME HA UBIUTBAHOTO
BELIECTBO, MOXKE Ha €€ M3MUCKAa M3BBbPUIBAHETO Ha OIBIHUTEIIHM M3CIIEOBaHUA WIN IPENOCTaBAHETO Ha MOIIBIIHUTENIHA
I/IH(l)OpMaIlI/IH 3a IIOCTHAaTaJIHaTa ITpOsBa Ha Bb3MIENCTBIE KATO HalpuMep HEBPOTOKCUMYHOCT 3a pa3BMBALLUA C€ OPraHU3bM.

Nscnensanms 3a HEBPOTOKCMYHOCT
Wscnedeanua Ha HeBpPOMORCUUHOMO 8w30eticmatie 8BpXy epusauu

M3cnenBanusita Ha HEBPOTOKCMYHOCTTA y TpU3auM OCUTYPABAT HAHHU, HNOCTaTbUYHM 33 OLEHABAHETO Ha IMOTEHLMAIIHATA
HEBPOTOKCMYHOCT Ha AKTUBHOTO BEILECTBO (HeBpOHOBEHCH‘IeCKO M HEBPONATOJIOIMYHO B%SHCﬁCTBMC) Clen eIMHNYHA UIn
MHOTOKpATHa 1103a.

O6CTO}IT€]’[CTB&, npum KOuUTo ¢ HCO6XOIII/IMO U3NUTBAHE

Tesn nscnensanmst ce V3BbPUIBAT IO OTHOLICHME Ha aKTMBHM BELIECTBA, UMATO CTPYKTypa € CXOIOHA MIIM CBbp3aHa C Ta3n Ha
BEIIECTBA, CII0COOHM J1a MPEOM3BUKBAT HEBPOTOKCMYHOCT, ¥ aKTMBHM BELIECTBA, KOUTO IIPU M3CIIEABAHMSA Ha TOKCMYHOCTTA
aBat CHCI.IV[(])I/I‘{HVI VHOMKAOMM 3a TNOTEHIMAJIHa HEBPOTOKCMYHOCT, HEBPOIOTMUYHM MNPU3HAINM WM HEBPONATOIOTMYHN
YBpEXIAaHUA NP paBHUIIA HA JIO3UTE, KOMTO HE CE€ CBbP3BAT C M3ABEHA 06111;1 TOKCUYHOCT. MSBLPIHB&HeTO Ha TakKuBa
M3CIIEOBaHMs CE€ pasIiek[a ChIIO M II0 OTHOUIEHME Ha BEUIECTBA C HEBPOTOKCMYEH HAUMH Ha MNECTULMIHOTO HeicTBIe.

Hpe]ICTaBﬂT ce c1)06pa>x<e}1m1 3a BKIJIIOYBAHETO Ha M3CIICOBaHMATA 3a HEBPOTOKCMYHOCT B PYTMHHUTE TOKCHKOJIIOTMYHN
M3CIIeOBaHNA.

. Uscnedeanua 3a Recha noauxnesponamus

M3cnenBaHeTo 3a KbCHA IOJMHEBPONATHS NPENOCTaBsl HAHHM, IOCTATbYHM, 3a JIa Ce NpeLeHN [Jaay akTMBHOTO BELIECTBO
MOXe M1a Ipelu3BMKa KbCHA TOIMHEBPONATUS CIE[l OCTpa M MHOTOKpaTHa excrosuums. V3acrenBaHeTo ¢ MOBTapsima ce
eKCIO3MIMST MOKe [1a He Obie M3BbPLIBAHO, OCBEH KO €A HaNMIe AHHI, Y€ CheINHEHMeTO Ce HATPYNBa, M Ye MU 1032 OT
0k0no LDs5q 33 KOKOLIKM, ONpeesieHa NMpY W3MMTBAHE C COMHMYHA 11033, ce HAOIIONaBa 3HAYMTENIHO MHXMOMpaHE Ha
TapreTHaTa 3a HEBPOIATUSATA €CTepasa WM KIIMHWYHM/XMCTONATONIOTNYHM TIPU3HALM 38 KbCHA IOJIMHEBPOIATYSL.

06CTO}ITCHCTBa, npum KOuTo € HCO6XOIII/IMO U3NNUTBAHE

Tesu u3crenBaHmst ce M3BHPIIBAT 33 AKTHBHII BELIECTBA, YMSITO CTPYKTypa € aHATIOTMYHA MM ONM3KA [0 T3y Ha BELIECTBATA,
KOMTO — Hamp. OpraHoQOCHOPHNTE CHEMMHEHIS — MOTAT A NMPEIM3BMKAT KbCHA MOTMHEBPONATHSL.

prl']/[ TOKCUKOJIOTUYHU M3CII€IBAHUA
W3scnedeanua 3a morcuuHocm Ha memaboaumume

HOII])HHI/ITCHH]/I V3CTIEIBaHM, KOUTO C€ OTHACAT 10 BELIECTBA, Pa3iIMYHU OT aKTUBHOTO BELIECTBO, HE Ca PYTMHHO M3MCKBAHE.
PemennsiTa OTHOCHO HeOéXO]IMMOCTTa Ja c€ MU3BbpLIAT HOITBIIHMTEIIHM M3CIIEIBAHNMSA CE B3EMAT 32 BCEKM KOHKPETEH cnyqal?[.

AKO B pesyntar Ha MeTa0OIM3Ma WM OPYTM IpOLecH, MeTabonuTHTe B PACTEHMSTA WM B KMBOTMHCKHUTE IPOLYKTH,
T0YBATA, NOMMOYBEHMUTE BOIM M BB3[yXa CE PAa3NMyaBaT OT OHE3M, KOWTO Ce OTKPMBAT y JKMBOTHNUTE, M3ION3BAHM 3a
TOKCUKOJIOTMYHUTE M3CTIEABAHMS, WM aKO Ce OTKPUBAT B HUCKM KOJMYECTBA Y KMBOTHMUTE, M3BBPLIBAT CE IOIBITHUTEITHN
M3CTIENBAHMS B 3aBMCHMOCT OT KOHKDETHMS CIlyuaii, Karo ce B3eMa IpEIBMI KONMUCCTBOTO HAa MeTabonmTa M Herosara
XUMMYHA CTPYKTYpa, CPaBHEHA C Ta3yM HA M3XOIHOTO BEUIECTBO.

Honsanumentu U3cNe08aHUS HA ARMUBHOMO seuecmso

HOHLHHI/ITCHHI/I n3cienBaHus ce MU3BbPLIBAT, KOrato ca HeOéXOJIMMM 33 I10-HATaTBIIHO M3SACHSBAHE Ha HaéHIOJIaBaHI/lTe
[posiBM Ha Bb3IECTBIE, KATO CE B3eMar npensup pe3yjaTaTure OT HaJIMYHUTE TOKCMKOJIOTMYHU MBCIICIBAHMSA U U3CIIEN-
BaHMATa Ha MeTaboNM3Ma M Hail-BaKHMUTE HAUMHU HA ekcrioauiyst. V3crenBaHusita MOraT jia BKJTIOUBAT:

RS

u3crenBanus 3a abcopOLys, pasiipereniene, eKCKpelyst 1 MeTaboM3bM U BTOPY BUI;
0) M3CIenBaHMs 32 UMYHOTOKCUKOJIOTUYHISI OTEHIIMATT

B) 1IeJIEBO 1M3ClieJBaHe C eOMHMYHA [103a 3a onpenenﬂﬂe Ha nopgxomsum pecl)epeHTHM CTOMHOCTU 3a OCTpa TOKCUYHOCT
(ARfD, aAOEL);

F) nscnenBanys 3a Opyr HaUMHM Ha NPUEMAHE;

JIl) V3CIIENBAHNA 3a KaHIEPOTEHHMS NOTEHUMAIT;



L 93/32

O¢uumaren BecTHUK Ha EBponeiickus cpio3

3.42013r.

5.8.3.

5.9.

5.9.1.

5.9.2.

5.9.3.

e) MBCTIEIBAaHNMS 32 BB3MEICTBIETO HA CMECHTE.

HeobxommmuTe n3ciefBanust ce paspaboTBaT Ha MHIMBUIyasHA OCHOBA, C OINIEH HAa KOHKPETHUTE IAapameTpy, KOUTO e ce
TIPOYYBAT, M LIEIUTe, KOUTO CrlefiBa JIa Ce IMOCTMUTHAT.

Ceoticmea 0a Hapyuiasa QyHRUuUMe Ha eHOORPUHHAMA CUCMEMA

AKo uMa JaHHU, Y€ € BB3MOXKHO AKTMBHOTO BELIECTBO Ha ¥MMa CBOJVICTBaTa Jia HapyuaBa (])yHKI_U/H/[TC Ha C€HIOOKpMHHATa
CUCTEMA, MOXKE 1a 6’[7]16 M3JICKaHa OOIThbJIHUTEITHA I/IH(I)OpMaIH/[}I mim CHCLII/[(I)I/I‘{HI/I M3CIIEIBaHNIs:

— 3a [1a Ce M3ACHU Ha‘{]/lH'bT/MexaHMBM'bT Ha MeiCTBue,

— 3a Ja C€ MPENOCTaBAT JTOCTAaTbYHO [JOKA3aTE/ICTBA 3a BAKHUTE BUIOBE HeéHaFOHpMHTHO Bb3IECTBHE.

HCO6XO]1MMI/ITC M3CIeBaHms ce paspa60TBaT Ha MHOMBMOYallHA OCHOBA, KaTO C€ B3eMaT IPENBUII HACOKUTE Ha Cpro3za wim
MEXIYHapOOHO IIPUETU TaKMBa C OITIEd Ha KOHKPETHUTE IapaMETpy, KOUTO LIE CE€ MpoyuBat, M LEIINTE, KOUTO CIICOBA Oa Ce
TIOCTUTHAT.

MenuuUMHCKN TaHHU

Korato ca HaqMuHyM NPaKTMUECKM NAHHM M MHGOPMALMS, KOMTO MMAT 3HAUCHME 3a PA3LIO3HABAHETO HA CUMIITOMUTE Ha
OTpaBsiHE U 33 OIpeNeNisHe Ha epMKACHOCTTA Ha MEPKNTE 33 ITbPBA TIOMOLLL ¥ TEPAIeBTHYHUTE MePKH, U Ge3 a ce Hapyliasa
wieH 10 or dupekusa 98/24[EO Ha Cweera (), Te ce npegocTapst. JaHHUTE M MHPOPMALMSTA BKITIOYBAT NPOTOKOMM OT
dapmakornoriuay uscnenBanus B 06/IaCcTTa Ha aHTMIOTHTE U GesomacHocTTa. Korato e mpuimoxKimMo, mpoyysa ce i ce OT4nTa
eMKACHOCTTA HA MOTCHLMAIHUTE aHTATOHUCTU HA OTPABSHETO.

Koraro ca HanmmuHM, maHHUTE U I/IH(l)OpMaIH/I}ITa 3a BB3MIECTBMETO HA eKCIO3MUIMATA BBPXY UOBEKA CE M3ION3BAT 3a IOTBBP-
KIaBaHe Ha OCHOBATEIIHOCTTA Ha €KCTPAIlONIALMUTE Y 3aKITIOYEHMATA IO OTHOLIEHME Ha NPULEITHUTE OpraHy, 3aBMCUMOCTTA
J103a-peakums n O6paTI/IMOC'1Ta Ha H€6HaI‘OHpI/I}ITHOTO Bb3MelicTBIe. TakMBa TaHHM MOTaT Ha 6’[)]1&T MOJIy4YeHM CIIeI cnyqa]?lHa
mim npoc])ecmonanﬂa E€KCo3Nys, VHUMOCHTH NPY NpUEMaHe CbC CYMIMIHVM HaMEpeHMs, M aKO Ca HallM4yHU, C€ OTUUTAT.

MeduyuHcro HabAt00eHUE HA MEPCOHANA 8 NPOU3BOOCIBEHOMO npednpusamue U MOHUMOPUHZ08U U3CAE08AHUS

HpeHCTaBHT Ce MIOKJIamy 3a Iporpamure 3a Ha6HlO]1€HI/I€ Ha 3[IpaBeToO Ha IepcoHAla ¥ 3a MOHUTOPVHIOBUATE M3CIICOBaHNS,
noukpenenn ¢ HO[Ip06HI/I CBEOCHMA 3a CTPYKTypaTa Ha Ilporpamara, 61:)0}1 Ha M3JIOKEHUTE JINLA, BKIIIOYCHM B ITpOrpamara,
€CTECTBOTO Ha €KCIo3uuyuATa MM Ha akKTUBHOTO BELIECTBO M EKCIIO3MLMATA MM Ha OPYrM IOTEHLMAIIHO OIACHU areHTH.
HOKH&I[I/ITC CbIbpKaT, akO € Bb3MOXKHO, TaHHU, KOUTO CE€ OTHACAT OO MEXaHM3Ma Ha HeJiCTBME HAa AKTMBHOTO BEIECTBO.
Homanme BKITIOYBAT, KOraTO TaKyBa Ca HaJIMYHY, NaHHU 34 JIMLQA, U3JI0KEHM B IIPOM3BOMCTBEHNTE MIPENIIPUATIA 3a, UIN 32
TaKMBa, V3JIOXKEHN IIpY IpuilaraHe My CIen IpuilaraHe Ha aKTVBHOTO BEIIECTBO (Hanp. IaHHM OT MOHMTOPMHIOBU
nacienBannsg Ha oIepaTtopu, pa6OTHI/[III/I, KUTEIN, CHy‘laI?‘[HI/[ Jimga Wi 2KepTBu  Ha I/[HH]/[IICHT]/[). HpenocraB}I ce
HaJInyHata I/IH(I)OpMaI_[I/IH 3a He6Har0HpMﬂTHOTO Bb3MECTBIE BbpXY 3[0paBE€TO, B TOBA UUCIO AIEPIMYHUTE peaKUuu IIpu
pa60THI/[HI/I V Opyru Jmna, M3JI0XKEHN Ha aKTMBHOTO BEILECTBO, KOATO CBHObpPXKA, aKO KOraTo € IPMIIOKUMO, CBENECHNA 3a
BCEKM MHOMOECHT. HPCHOCTaBeHaTa I/IH(I)OpMaII]/U[ BKJIIOYBA, KOraTo TakKmba Ca HAJIMYHU, HOIIPO6HOCTI/[ 3a 4yeCcTtoTaTra, HUBOTO U
NPOOBIIKUTEITHOCTTA Ha €KCIIO3ULMATA, Ha6H}0]I[aBaHI/ITC CUMITOMM M OPYIN CbLIECTBEHM KIIMHUYHM CBEICHMS.

Hannu 3a es3deiicmeue 6epxy u08era

npeHCTaBﬂT Ce HOKJIagyM OT M3CIeABaHus € XOpa, HaIp. M3INUTBAHMA Ha TOKCUKOKMHETMKATA I MeTa60HM3Ma, nim
MBIUTBAHUA 3a IpasHEHE UIIN CeHCI/I6I/l]’[I/I3&HI/IS{ Ha KOXKaTa, KOraTo TakuBa Ca HaJIMYHU.

Kato wsmo pe(l)epCHTHI/lTe CTOHOCTM Ce OCHOBaBaT Ha WU3CIIEIBAHMSATA BBPXY 2XKMBOTHM, HO aKO Ca HallMYHM HaHHU 33
BB3MEICTBIETO BBPXY UYOBEKa, KOUTO Ca CUTYpHM OT Hay4Ha IJIE[JHA TOYKa M ca HpI/l]I06I/lTI/I II0 €TMYEH HAYMH, U KOUTO
IaHHU COYaT, Y€ Xopara Ca MO-UyBCTBUTEIIHU, U BOIAT 10 IMO-HUCKU PEryjlaTOpHU IPpaHUUYHU CTOMHOCTH, Te Ce npennovynTar
npen HaHHuTe 3a Bb3MENCTBUETO BBPXY KVBOTHMUTE.

Iperu HaGAt00eHU4

Hasnusyte JOKTaM OT OOLIOTOCTBIIHI M3TOYHMLM 38 KIMHUYHUTE CIlydan U CIydauTe Ha OTPABSIHE, KOUTO Ca C IPOUBXOL
OT eKCIIEPTHO MPOBEPEHA HAyuHA JIMTEPATypa B CIMCAHMS WIM OPUUMAIIHY [OKIANM, Ce MPETOCTABAT 3a€[IHO C OTYETUTE OT
BCUUKM M3BBPIICHM CIIefBalM M3crieaBanus. Korato ca HanmmuHm, JOKIAnuUTe BKITIOYBAT ITHITHO OIMCAHME HA €CTECTBOTO,
PABHMILETO U IPOIBIKUTEITHOCTTA Ha EKCIIO3ULISATA, HAOMIONABAHNTE KIMHUYHU CYMIITOMM, IPUIIOKEHUTE MEPKU 33 IbpBa
TOMOL ¥ TePANeBTUYHUTE MEPKM, KAKTO M HANPABEHUTE M3MEPBAHUS U HAOIIOECHMS.

() OB L 131, 5.5.1998 1., crp. 11
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AKo e NoJKperneHa ¢ NOCTaTbuHO HOHPO6HOCTV[, Ta3y JOKYMEHTALMA C€ M3IMOI3Ba, 3a Ha C€ MOTBBPOM OCHOBATEITHOCTTA Ha
€KCTpanonauyMnure Ha OaHHUTE 3a 2KMBOTHUTE KbM UYOBEKa U J1a ce I/I]ICHTI/[(I)MLII/[paT HEMpeOBUOeHN Citydyan Ha Hebaro-
NpUATHO B’bSHCﬁICTBMC, KO€TO € CIICII]/[(l)I/I‘{HO 3a YOBEKa.

. Enudemuonozuunu uscnedeanus

Korato ca HanmMuHu enumoeMUONIOTMUHM M3CIIeIBAaHMS OT 3HaueHue, Te ce NpenoCTaBAT.

. HuazHocmura Ha ompasanemo (onpedensHe HA ARMUSHOMO @eljecmeo U memabosumume), cheyuuuHU NPUSHAUY HA

ompasgaHemo, RAUHUUHU u3cAe08aHU4

Koraro ca Hanmunmu, NPENCTaBAT Ce l'[O]IpO6HO OnucaHne Ha KIMHUYHUTE NPU3HAIM M CUMITOMM Ha OTPABAHETO, BKITIO-
UNUTEITHO HAa PaHHUTE MY IPU3HALIM U CUMIITOMM, HO]IpO6HO OIMCAaHME Ha IIOJIE3HUTE 3a TUArHOCTUYHM LEIN KIIMHUYHN
U3CIIeOBaHMs, BKITFOUUTEITHO l'[OIlp06HV[ CBEHEHMA 3a NIPOTUYAHETO BbB BPEMETO Ha OTPABSHETO IIPU MOITIBLUIAHE, EKCIIO3ULNA
Ipe3 KOXKaTa MM 4Ype3 BOMIIBAHE INPU PASIIMYHM KOJIMYECTBA aKTMBHO BEIIECTBO.

IpednoskeHo Neuenuie: nBpea NOMOW, AHMUOOML, MEOUYUHCRO AeueHLe

Hpe]IBVI}K]IaT C€ MEpKM 3a IIbpBa IIOMOLLI, KOATO J1a C€ OKaXe B CHY‘{&VI Ha OTpaBsgHE (HCIZCTBMTCHHO mim npennonaraeMo) ns
CHy‘{aﬁ[ Ha 3aMbpCABaHE Ha OYMTE. HO]]p06HO C€ OIMCBaT TEpalmMuTe, KOUTO Ce Npuiarat B CHy‘{aﬁI Ha OTpaBsHE MM Ha
3aMbpCsABaHE Ha OUMTE, BKITIOYMTEIIHO M VBIIOJI3BAHETO HAa aHTUIOT, aKO TaKbB CHLIECTBYBA. HpCHOCTaBﬂ ce I/IH(I)OpMaIH/[}ITa,
Moiny4YeHa Bb3 OCHOBAa Ha IPAKTUYECKVUsA OIAT, KOraTO TaKaBa CBILIECTBYBa M € HallM4YHA, a B IIPOTUBEH CHy‘{aﬁ[ —
MH(I)OPM&HVI}IT&, OCHOBaBallla Ce€ Ha TEOPETMUHM IIOCTAHOBKM, 3a C(I)I/[KaCHOC'lTa Ha aJITCpHaTUBHUTE neueOHM nogxomnu,
KOrato € IpwIOXNMO. Omucpar ce u NPOTUBOIIOKA3aHNATA, CBbP3aHM C KOHKPETHUTE neueOHN nonxomn, n 0Cc00€eH0
OHE3M, KOUTO Ca CBbp3aHU C ,,06111]/[ MEIMUIMHCKN l'lp06]'[eMI/[“ u 3a60N9BaHus.

. Ouareanu nocaeduyu npu ompasawe

Korato ca u3BecTHu, onucear ce NpeaBUOINMUTE IPOSIBM HA OTPABAHETO M TAXHATA MPOMBIIZKUTEITHOCT. OmucaHmeTo BKITIOUBa
BIIMSIHMETO Ha:

— BUA, HMBOTO M IPOHOBIIKUTEITHOCTTa Ha E€KCIO3NLIMATA VIV TOITTBIIAHETO, KAKTO U
— PasIMUHUTE NMEPUOIN MEXMY E€KCIO3MUMATA MIIN TOITTBIIAHETO M 3alOUBAHETO HA JIEYEHMETO.

PA3[IE]T 6
Octmamsunu éeulectneq 656 mpemupany npooyrmu, xpana u Gypasu, uau 6spxy maruea
CTa0MITHOCT Ha OCTAaTHYHMTE BEIIECTBA MPU ChXpaHeHMe

Hp]/l U3CIICOBAHMATA Ha CTaOMIHOCTTAa Ha OCTAaThUHUTE BEUIECTBA IIpM CbXpAaHEHME C€ U3CIIEdBa CTaOMIIHOCTTa Ha OCTa-
TbYHUTE BEWICCTBA B PACTCHUSA, PACTUTEIIHN IIPOAYKTU M NPOOYKTU OT KUBOTMHCKM ITPOM3XO[ IO BPEME Ha CbXPaHCHUETO
npeny M3BHPLIBAHETO Ha aHalMS.

O6cmodamencmea, npu Roumo e Heo6xo0umo usnumeate

Ilpu ycroBue ve mpobute GHOAT IBHIO0KO 3aMPaseHM B CPOK MO 24 waca, CTeT KaTO OBIAT B3ETH, M C M3KIIOUEHME HA
Cilyyante, KOrato IIajieHO Che[MHEHNE € U3BECTHO KATO JIETIMBO WM HEYCTONUMBO, OGMKHOBEHO He Ce M3UCKBAT [AHHM 3a
CraGUIIHOCTTa Ha 1Ipo0uTe, MOIIOKEHM HA eKCTPAKLMS M aHANM3MPAHM B CPOK 10 30 [HM OT IaTaTa Ha B3eMaHe Ha
npobure (wect Meceua nmpy Gersi3aH ¢ PAIMOAKTMBEH M30TOI Matepuar).

CTabMIIHOCTTa Ha C€KCTpAaKTUTE CE€ IPOYyYBa, aKO T€ HE C€ aHAIIM3MPAT BEIHara.

Ycnosuq Ha usnumeanemo

VscnenBanmsaTa ¢ akTMBHY BelIECTBA, HeOeIA3aHM C PalMOAKTHBEH M30TOIL, Ce M3BBPIIBAT C NPENCTaBUTeNHN cybcTparu. Te
MOTaT f1a Ce M3BBPIIBAT BbPXy MPoOM OT 0OPabOTEHNM KyNTypu WM KMBOTHM C HOPMATHO IOMATHAIM OCTATBUHM
BEWICCTBA, WM YPe3 eKCIEPUMEHTH C oborarTsBaHe Ha mpobute. BbB BTOpmst CiIyuait anMKBOTH OT NPUTOTBEHN
KOHTPOJHM TIPOGY ce OOOraTsBaT C WM3BECTHO KONMYECTBO XMMIYECKO BEIIECTBO, NMPemy Ha OBHAT ChXPAHEHN NPy
HOPMAJIH/ YCIIOBUSA HA ChXPaHEHMe.

le/l nscnenBanuATa ce ImposepsiBa CTaOMITHOCTTA Ha OTHEIIHUTE CbCTABKM Ha OIPENENIEHMETO 3a OCTATBYHO BEIIECTBO,
KOUTO Ca OT 3HAaU€HME 3a OLICHKaTa Ha pPUCKA, KOETO MOXKE [1a HaJIOXKuN oborarsBaHe Ha padimyHn l'lp06I/l C pasiMuHn
aHanmuti. B cnyqaﬁ Ha pasiiMyHN aHAJIMTUYHN LENN (Hanp. HAaCOYE€HOCT KbM CIMHUYHUTE CHEOMHEHUA WM KbM 061uaTa
qaCT) MOXKe€ J1a C€ M3UCKBAT IOBEYE OT €OVMH KOMIUIEKT OT MaHHM 3a CTaOMITHOCT Ipu CbXpaHEHUE.

Hpon%n}xmenﬂocna Ha u3cCrienBaHusATa Ha crabuiHoCTTa € nooxopsmia ¢ OIIeH Ha Iepuona, mnpes KOITO Hp06I/IT€ mim
E€KCTPaKTUTE Ca CbXpaHsABAHU IIPU CHOTBETHUTE U3CIIENBAHNSA.

Tpencrasst ce nmonpobHa MHPOpMALMs 3a MOATOTOBKATA Ha Mpo0aTa M 3a yCIOBMSTA HA ChXpaHEHMe (TeMrepatypa u
BpeMeTpacHe) Ha mpobute 1 ekcrpaktute. Korato e Hammie 3HauutenHo (Ham 30 %) pasrpaxmaHe 1O BpeMe Ha ChXpa-
HEHMETO, Ce pa3riexkyia Bh3MOXKHOCTTA 3a MPOMSIHA Ha YCIOBMSITA Ha ChbXPaHEHME MIM OTKA3 OT ChXpaHsBaHe Ha mpobute
npeay aHanmuza. BCMUKM M3CIIeBAHMS, TP KOMTO YCIOBMSITA HA CbXpAaHsiBAHE ca O He3aTOBONMTEIIHI, Ce IMOBTapsT.
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HHHHI/I 3a yCTOI?ILI]/[BOCTTa npu CbXpaHEHME CE€ MBMCKBAT M KOT4aTO CE M3IOJI3BAT €KCTPAKTU OT l'[p06I/I, OCBEH aKO HpO6I/[Te
Ca aHaJIM3MpaHu B CpoK 1O 24 yaca crer B3eMaHETO M.

PCSyHTaTI/[TC Ce MPEOCTaBAT KaTO abCONIOTHY CTOMHOCTY B mg/kg, HEKOpuUrmnpanu ¢ orned Ha aHalUMTUYHNSA II06]/IB, KaKToO
1 KaTo NPOLECHT OT HOMMHAJIHATa CTOMHOCT Ha aHAJIUTUUHMS J]O6I/IB.

MeTa60]'ll/l3’bM, pasnpenenenne U HaYMH Ha NMpoOsABa Ha OCTaTbYHUTE BeEUIECTBA

[IpencraBaT ce MPENCTABUTEIIHN 3a ChUIECTBYBALIATA WM NPENBUKIaHATa 100pa 3eMenercka npakruka ([31) nmanHy 3a
MeTabosM3Ma, KaKTo 1 CXeMaTMyYHa [uarpaMma Ha MeTabOJIUTHUTE IBTUIIA B PACTEHMSTA M KUBOTHUTE C KPATKO OOSICHeHMe
Ha Pa3NpeIeseHNeTo 1 yYacTBalTe XUMUYHN peakiniit. Te3n M3CIeBaHus ce U3BBPIIBAT C €IHA WM TOBede GeNls3any ¢
PaIMOAKTHBEH M30TON (pOPMM Ha AKTMBHOTO BELIECTBO M, KOTaTo € MPWIOXMMO, ChC CTEPEOM3OMEPUTE Ha AKTVMBHOTO
BEIIECTBO M HeroBute MetabosmTi. [10 OTHOLIEHNME HA PACTUTENHUTE EKCTPAKTH MOXKeE [ Obie BB3IPUET [PYT MONXOL, aKO
Objie MOIXOIAO 0OOCHOBAH.

[lo oTHOWEHNE Ha pacTeHuATa LENNTE Ha M3CIIENBAHMATA Ca:

£
=

Ila ce NMPENOCTaBY OLEHKA Ha OOLIOTO KPAilHO KOJMYECTBO OCTATHYHM BEIIECTBA, ChIBPXKAIIM CE B ChOTBETHATA YACT OT
KyNTypuTe Npy NpuUOMpaHe Ha PEKONTATa CIell TPETMPAHE MO NPEIIOKEHNs HAUMH;

0) ma ce MACHTUQUUMPAT OCHOBHUTE ChCTABKM Ha OOLIMTE KPaiHU OCTATHYHM BCIICCTBE;
B) Ha Ce MOCOYM PA3MpeHeNieHNeT0 Ha OCTATHbYHMTE BELIECTBA MEXMY CHOTBETHMTE YacTM HA KYNTYpata;

I) §a Ce ONpEeHesIT KOMMUECTBEHO OCHOBHUTE CHCTABKM HA OCTATBYHOTO BEIIECTBO ¥ Ce JOKAXe e(MKACHOCTTA Ha
NPOLEAYPUTE HA EKCTPAKIMS 33 Te3M CbCTABKM;

]1) Ja ce HampaBM XapaKTEPUCTVKA VM KOJIMYECTBEHO ONPENEIIAHE Ha KOHIOTMPAHUTE M CBBP3AaHUTE OCTATbUHU BEIIECTBA,

e) Ja ce yKaxaT CbCTaBKUTE, 3a KOUTO TpH6Ba J1a C€ HaIpaBy aHAJIM3 IIPY U3CIIEABAHMATA 3 KOIMYECTBEHO OIPENEIIAHE Ha
OCTaThbYHM BEIIECTBA (I/ISCHCHB&HM}I Ha KYJITypuUTE 32 OCTaTbYHU BCIIICCTBa).

[lo orHOlIEHMe Ha NPOOYKTUBHUTE KUBOTHM LIENNTE HAa M3CIIENBAHMATA Ca:

a) IIa ce NpefocTaBn OLICHKA Ha 06HIOT0 KpaﬁHO KOIMUECTBO OCTaThbUHM BEILECTBA B TOOHUTE 38 KOHCyMallVis XpaHUTEITHN
NPOOYKTU OT KUBOTUHCKM IPOU3XOL;

6) oa ce ]/l]IeHT]/I(l)V[HI/IpaT OCHOBHUTE CBCTAaBKM HaA O6IIH/ITC Kpaﬁ}m OCTaTbUHM BEIIECTBA B XPAHUTEIIHM TPOOYKTU OT
KUBOTMHCKIU ITPOU3XOIL;

B) J1a ce MocoUM pasNpenerieHNeT0 Ha OCTaTbYHNUTE BELECTBA MEXKIY CbOTBETHUTE XPAHUTEITHU NPOOYKTU OT KMBOTVHCKU
TIpOU3XOL;

1') Ja ce NMPEHCTaBAT MOKA3aTENICTBA 3a TOBA Hallyl TaI€HO OCTaTbUHO BELIECTBO J1a 6’[)]16 KJ'[aCI/I(l)]/[HI/IpaHO KaTO MacCTHOpa3-
TBOpUMO, UIIN HE;

]1) lla ce ompenenn 06IIIOT0 KOJIMYECTBO Ha OCTaTbUHM BEIIECTBA B HAKOM ZKVMBOTMHCKM IPOIOYKTH (MH}IKO mm ﬂﬁua) u
CKCKpETH;

C) f1a ce OIpeneNAaAT KOJINUYECTBEHO OCHOBHUTE CHCTaBKM Ha OCTaTbUHOTO BELIECTBO M C€ HOKaXe e(l)eKTI/lBHOCTl'a Ha
npouenypure Ha €KCTpakUMA 3a TE€3M CbCTaBKIL,

)K) l1a c€ HallpaB/ XapaKTEPUCTMKA U KOJIMYECTBEHO OIPENEIIAHE Ha KOHIOIMPAHUTE 1 CBbP3aHUTE OCTATBUHU BELUECTBA;

3) l1a € yKaxar CbCTaBKUTE, 3a KOUTO TpH6Ba [1a ce HallpaBy aHAJIM3 IIPY M3CIIEIBAHMATA 3a KOIIMYECTBEHO OIIPENENsAHe Ha
OCTaTbYHM BELIECTBA (I/ISCHCHBaHMH BbB BPb3Ka C XPAaHEHETO Ha CEJICKOCTOIIAHCKUTE )KI/[BOTHI/[);

]/l) oa ce C'b6€paT IaHHM, Ha KOUTO MOXKeE Ia C€ OCHOBaBa pPEHICHMUETO OTHOCHO HCO6XO[I]/[MOCTT& OT M3BBLPIIBAHE Ha
n3cieaBanusd BbB Bpb3Ka C XPaHCHETO Ha IPOIYKTMBHUTE KMBOTHU;

PeByHTaT]/[Te OT M3CJIEIBAHETO Ha MeTaéoana, VI3BBBPIICHO C [IOMAlllHM ITULM, 0OMKHOBEHO KOKOIIKM HOCaukH, ce
E€KCTpanonmMpaTr 3a BCUYKM IPOOYKTMBHM IOMALIHM INTULY, a pe3ylTaTuTe OT M3CIIEIBAHETO Ha MeT360HM3Ma,
V3BBPIIEHO C IPEXKVBHU KUBOTHY, 00MKHOBEHO KO3M B nepuon Ha JlakrauMs ¥, KOrato € H€06XO]1VIMO, CbC CBUHE, CE
C€KCTpanoympar 3a BCUUYKIM NMPOOYKTUBHU.

MerabonuTute, KOUTO He ce HAMMPAT B y3crensaHus 32 APME iy He Morat ma ce 0OSICHAT KaTo MEXKIMHHM HPOIYKTH,
HO e WICHTUQUUMpPAT [pM M3CIEOBAHMS HAa MeTabomuaMa/TpaHcdopMamTe (pacTeHus, MNPORYKTYMBHY IKUBOTHIL,
npepaboTKa M POTALMOHHM KYNTYpM), Ce CMATAaT 3a 3HAUMMM C OINIENl HA OLIEHKATa HAa PUCKA 33 INOTPeOMTEINs, OCBEH
aKo C TMOMOIITA HAa HAYYHM [IOKA3aTeNICTBa (HAmp. BPB3KA CTPYKTypa — aKTMBHOCT, AOMBIHUTENHO M3BbPIIEHN TOKCUKO-
TIOTMYHY CBBP3BAIIN M3CTENBAHMA) MOXe Ja ce TMOKaxe, e MpENBUI KOHIEHTPAIMATA MM, Te He Ca M3TOUHMK Ha
TNOTeHUMANeH PUCK 33 MOTpeOuTers.
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Ilpu pacmenua
O6crosTencrsBa, Npu KOUTO € HEOOXOLMMO M3NUTBAHE

/3BbplBaT ce M3CIENBaHMA BHPXY PACTEHMS, OCBEH aKO HUTO eHA YaCT OT PACTEHMETO WM HUTO €OMH pacTuTesieH
NPOLYKT HsMa [a Ce M3MON3BA 33 XPAHMTENHA WM (ypaxHA CYpOBMHA, WIM aKO € HAIMLE CUTyauus C ,HyJeBO
KOJIMYECTBO OCTATHYHN BELIeCTBA“ (HAIp. yroTpeOa KATO NMPUMAMKa).

YcnoBus Ha MBNUTBAHETO

[lpy MIaHMpaHeTo HA M3CTEOBAHMS HA MeTabONM3Ma ce B3eMaT NPEBMI MPENBUXNAHMAT METON HA MpWIIaraHe (Hamp.
TPETMpAHe HA CeMeHa, MPBCKAHE Ha I0YBA[IIICTA, MOTAIISHE, IyNBePU3aLuts) M CBOVCTBATA HA AKTMBHOTO BEWIECTBO (HATP.
CUCTEMHMTE CBOVICTBA VWITM JIETIMBOCTTA). V3CenBaHmsTa Ha MeTa0OM3MA Ce OTHACST IO KYITypH OT PA3NMUHM KATeTOPHH,
IIPM KOUTO €€ MBMON3BAT IIPOIKTU 3a PAacTUTETHA 3alMTa, ChIbPXKAUIM CHOTBETHOTO aKTUBHO BEUIECTBO. 3a Ta3y Ll ce
CMATa, Ye KyNTypuTe NPUHAIUIEXAT KbM €AHa OT CIIeHUTE KaTeropuu:

a) mwionan (kom F);

0) xopeHomwtonuu (kox R);

B) muctHM (kom L);

1) 3ppHenu/tpesrn (xon C/G);

1) Gobosu u macnopaiiau (ko P[O);

€) pasHu.

Kareropusra ,pasHu ce M3IONI3BA, KATO Ce IPaBy IIPeLieHKA 3a BCEKM OTHENeH CIIyuail.

Tpencrass ce m3ciensaHe Ha MeTabonM3Ma 3a BCEKM BUIL Ipyma KyJTypH, 3a KOATO MMa IpeluloxkeHa ynorpeGa. 3a ma ce
eKCTPAIONIMPAT Pe3yNITATUTe OT M3CIEBAHNMATA Ha META0OIM3MA C €[IHO aKTMBHO BEIIECTBO KbM BCHYKM IPYIM KYJITYpH, Ce
M3BBPLIBAT M3CTIENBAHMS HA MeTabo/M3Ma BbPXY Hali-MalKO TPV IPECTABUTENIHM KyITYpU (OT pasiMuHu IPymu KyiTypy,
HO He U OT Kareropusi ,pasHu®). AKO pesyiTaTute OT TpUTe M3CIIEMBAHMS COYAT HAIMYMETO HA CHIIOCTABMMMU MeTabOIMTHY
mbTMIA (B KAYeCTBEeH M B MO-Majika CTElleH KOJNMYECTBEH aclekT), He ca HeoOXOMMMM HOIBIHUTENIHI U3CTIeNBaHUA. AKO
pesynTaTuTe OT HaIUYHMTE M3CIICOBAHMS OT TPU OT IIOCOUCHWUTE KATCTOPMM IIOKa3BaT, ue IbTAT HA pasrpakiuaHe He e
CXOIIeH BbB BCUYKUTE TPM KATeropyy, IPENCTaBAT ce VM3CIENBAHMS OT OCTAHAIMTE KATErOpuM, ¢ M3KIIOYEHNE Ha Kare-
ropusTa ,pasHu‘.

AKO ce JCKa paspellieHie caMo 3a elIHa rpyna KyNTypy, IOCTaThYHO € [a e NPOBEIAT M3CIeABAHMS Ha MeTabonm3Ma BbpXy
€lHa KyNTypa OT Ta3y IPyIia, IIPU YCIOBME Ye TS ¢ HAITbIIHO IPEICTABUTEIHA 3a IPYNaTa KYNTypy U Ye MeTabONUTHUSAT
ITBT € SiCEH.

VacnemBanusiTa OTPAssiBAT MPENBIKNAHATA CXeMa Ha yImoTpeba Ha aKTMBHATA CBCTABKA, HAmp. ymoTpeGa BHDXY IINACTa,
I0YBa/CeMeHa YU TPeTHPAHe Criell pybMpaHe Ha PEKONTATa. AKO HANpMMep Ca M3BbPLICHN TPU M3CTENBAHMS, IPY KOUTO
TNPUNATaHeTo € BBPXY JIACTATa, a TO-KHCHO € TIPEANIOXEHO TMpWIiaraHe BhPXY MOUBaTa (HAMp. TpeTMpaHe HA CeMeHa,
npuiiaraie moj ¢opmara Ha rpaHyiIM WIIM Pa3TBOp 3a IMOJMBAHE), TOTaBa Ce M3BbPIIBA HAi-MAIKO OLIE €IHO M3CIIENBAHE,
KOETO OTpa3siBa yMoTpe0aTa BbPXy MOYBATA. 3ASBUTEIT OOCHAKIA C HALMOHATHNITE KOMIETEHTHI OPIaHM Bh3MOXKHOCTTA 34
3aMeHsIHE Ha M3CTIENBAHETO 33 MPWIAraHe BHPXY JMCTA C M3CIENBAHE 33 NpHMIaraHe Cled MPUOMpaHe HA PEKONTaTa.

[IpencTaBst ce OLEHKA HA Pe3yNTATMTE OT PAa3IMUHM M3CIENBAHNS O OTHOLIEHUE Ha:
) MACTOTO HA NPOHMKBAHE (HAIp. IPe3 JACTATA MM KOPEHMTE);
6) oOpasyBaHero Ha MeTabONUTI ¥ NPOIYKTU OT pasrpaxKiaHe;

B) pasIpelelieHNeTo Ha OCTAThYHMTE BEWIECTBA MEXIYy CBOTBETHMTE YaCTH Ha KYINTYpaTa KbM MOMEHTA Ha npuOypaHe Ha
pekonrata (Kato ce 0OpblUA CIELMATHO BHUMAHNME HA XpaHute U Qypaxure);

r) MeTabONMTHNUTE MTHTHIIA.

AKO Ty W3CNIEBAHMATA € YCTAHOBEHO, Y€ AKTMBHOTO BEUIECTBO JIM CHLICCTBCHMTE METAaOONMMTM WIM HPOIYKTH OT
pasrpaxmane He ce aGcopOMpar oT KynTypata, ce [aBa OOsCHEHIMe 3a TOBA.
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Ipu domawnu nmuyu
O6crosTencTBa, Npu KOUTO ¢ HEOOXOAMMO M3NMUTBAHE

Vi3crienBanysTa Ha MeTaboMM3Ma TPV NITUIY Ce M3BBPLIBAT, KOrATO MPOIYKTHT 33 PACTUTEIHA 3AIINTA ¢ NPeNHA3HAYEH A
Ce M3MOI3BA BbPXY KYNTYpH, C YaCTU MIIM IPOLYKTH OT KOUTO, ChLIO M CIIe] pepabOTKa, ce XPaHST MOMALIHM NTHLM U Ce
ouaksa npuemsr na Hagsuumm 0,004 mgfkg ternofue ().

YcnoBus Ha UBNUTBAHETO

N3cnenBanusra ce V3BBPIIBAT C KOKOILIKM HOCauKU.

Papnuuiata Ha 103uTe Ca Haii-MajIko €KBMBAJIEHTHM HA BEPOATHATA MAKCMMAJIHA THEBHA eKCIIO3MLMS, KOSITO Ce IoJIyyasa B
pesynTar OT BCUUKM NMPEIBUXKIAHM HAYMHYM HA yHoTpeba.

AKO He MOXe [1a ce U3BBPIIN MICHTH(UKALIS Ha MeTabomuTiTe Ipy paBHnmuia Ha gosute or 10 mg/kg (cyxo Bemectso),
MOXe [1a Ce M3ION3BAT IO-BUCOKM IIO3U.

AKo He ca NpoBeHeHN U3CIENBaHNA BbB BPb3Ka € XPAHEHETO, IpU M3CIIEABAHE Ha Merabonmsma ce JJOKa3Ba NOCTUTAaHE Ha
NOCTOSIHHO paBHUILE Ha CTOVIHOCTUTE B slifl[aTa, KaToO Ce UMa npensui, 4ve y CHacAWMTE NOMAllHU NTULM IOCTOSHHO
paBHMLIIC Ha CTOJHOCTUTE OOMKHOBEHO Ce IIposiBsABa HE MO-KbCHO OT 14 mHuM crien 3amoyBaHe Ha MaBaHETO Ha BEIIECTBOTO.

ITpu npesRUBHU RUBOMHU 8 NEPU0d HA AGRMAUUG
O6crosTencrBa, IpM KOUTO ¢ HEOOXOTMMO M3NUTBAHE

VscrenBanmsta Ha MeTabonu3Ma Ipy NPEKMBHM XMBOTHM B NEPUOA HA JAKTAlMs Ce M3BPIIBAT, KOTATO MPOIYKTHT 3a
pacTuTenHa 3alMTa € IpeIHA3HAYeH J1a Ce M3MONI3BA BHPXY KyNTYpM, € YaCTM WIIM HPOMYKTM OT KOWMTO, ChUIO M CIIEN
npepaboTKa, ce XPAHAT MPEXMBHIM KMBOTHM M ce Ovaksa npuemsT ma Hamsuumt 0,004 mglkg Termo/men.

YcnoBus Ha MBNUTBAHETO

MscnenBannata ce M3BbPLIBAT C KO3 B MEPMOIl HA JAKTAlMs, KOTaTO € B3MOXKHO, MM C KPaBM B IEPUOI HA JIAKTaLMs
KaTO aNTePHATUBHO pelICHHUe.

PaBHuiaTa Ha 103UTE ca Hall-MaJIKO eKBUBAJICHTHU Ha BEpOsATHaTa MaKCMMallHa HEBHA E€KCIIO3MLINs, KOATO C€ 1ojly4aBa B
pe3ynTaT OT BCUMUKU MPEOBMAKIOAHN HAYMHU Ha ynorpe6a.

AKO He MOXe [ia ce M3BBPIIM MACHTUMKALINS Ha MeTaboruTuTe Ipy pasHuia Ha mosute ot 10 mg/kg (cyxo Bemectso),
MOTAT [1d Ce UBIOII3BAT IO-BUCOKM HO3M.

AKo He ca NPOBENECHN M3CIIEABAaHNSA BbB BPB3Ka C XPAaHEHETO, IPU M3CIIEIBAaHE Ha MeTabonusma ce JI0Ka3Ba JIOCTHUIaHE Ha
MOCTOSIHHO PaBHUIIE Ha CTOHOCTUTE B MIIFKOTO, KaTo €€ MMa MPENBUM, Y€ y IMPEKVBHUTE XKUBOTHU B NEPUON JIAKTALMSA
MOCTOSIHHO paBHMUIIE Ha CTOHOCTUTE OOMKHOBEHO Ce NposiBsABa OT IET OO0 CEOEM HHM CIIEN 3allOUYBaHE HAa NABAHETO Ha
BEIIECTBOTO.

Ilpu ceune
OGcrosiTencrsa, Npu KOUTO ¢ HEOOXOOMMO M3NMUTBAHE

V3scnensannsata Ha MetaGonu3Ma IIpyu CBUHE Ce M3BbPIIBAT, KOTATO MPOAYKTHT 33 PACTUTENHA 3aIUMTA CE M3NON3BA BHPXY
KYIITypU, C YacTM WIIM IIPOLYKTH OT KOMTO, ChIO M CJlefl NpepaoTKa, Ce XPaHAT CBUHE, M KOTaTo € SCHO, ue MeTabo-
JINTHUTE IIHTULIA TIPU TUTHXOBE 3HAUMTEIHO Ce PAsiMuaBaT OT Te3W IPY MPEXUBHUTE XKMBOTHU, M Ce OUaKBa MPUEMBT 14
Hanguum 0,004 mgfkg Terno/neH.

YcnoBus Ha MBOUTBAHETO

M3cnenBaHusTa ce M3BBPUIBAT CbC CBUHE.

PaBHMIaTa Ha 1031UTE Ca Hali-MaJIKO €KBMBAJICHTHU Ha BEPOATHATA MAaKCMMaJIHAa THEBHA €KCIIO3MLNA, KOATO CE I0JIyuyaBa B
pesynrat OT BCUYKM NPENBUKIAHU HAYMHU Ha yHOTpe6a.

AKO He MOXe J1a ce M3BbpIIN MIeHTH(MKALMS Ha MeTabomuTuTe Py paBHMuIa Ha nosute o 10 mg/kg (cyxo Belectso),
MOTaT [Ia Ce M3MOJ3BAT MO-BUCOKM JO3M.

npOIl'bJ'I)KI/lTeJ'[HOCTTa Ha M3CIIEOBAHETO € CbLUATA, KAaTO IPU MPEKMBHUTE KMBOTHU B IEPUOM HA JIAKTALMA.

TEINO/JIEH = KTMBHO BELIECTBI TEJIECHO TErNI0 H TBETHUTE BUIOB EH.
1) mg/kg Terno/ue mg al 0 BeuectBo/kg TernecHO TeIo Ha ChOTBETHUTE BMIIOBE | i€
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Ipu puba
O6crosTencrsBa, Npu KOUTO € HEOOXOLMMO M3NUTBAHE

M3cnenBanusTa Ha MeTabonm3ma npn pM6a C€ M3BbPLIBAT, KOraTO IPOHNYKTBHT 3a PAaCTUTEIIHA 3allMTa C€ MBIO0JI3BA BBPXY
KyJITypH, € 4aCT WIN NPOOYKTU OT KOMTO, CbLIO U CIIEN npepa60TKa, Ce XpaHu pM6a 1 Npy NpenBuKIaHUTE HAYMHN Ha
IpuiaraHe BbB <1)ypa>Ka Morar fa IpeMMHAT OCTaTbYHU BELIECTBA.

Homycka ce na ObIaT M3MON3BAHN pesyinTaTuTe OT U3CIIENBAHMATA, IPEIBUACHN B TouKa 8.2.2.3, aKOo MOXe C IIOMOLITA Ha
Hay4HU JIOKa3aTelICTBa [Ia Ce MOKAXKe, Ye PeysITaTiTe MOTaT [1a ce CMSITAT 3a ekBuBaneHTHU. HeoGxommo e fa ce oObpHe
CreUMaIHO BHMMAHME HA PA3IMUHMTE IBTMINA HA MODTbILIAHE.

M3nuTBaHuA 3a KONMYECTBOTO OCTATHUHM BeleCTBA B pacrenus

].[C]'H/ITC Ha VIBIUTBAHMATA 32 KOJIMYECTBOTO OCTaTbUHM BEIIECTBA B PACTEHMA Ca CIIEIHUTE:

— J1a Ce OMpeNeNAT KOMMYECTBEHO BEPOATHUTE Hal-BUCOKM PAaBHMIIA HAa OCTaTbUHM BEIUECTBA HA BCUYKM ChCTABKM Ha
PasIMYHUTE OIpeNeNeHNst 32 OCTaThYHO BELIECTBO B TPETMPAHMUTE KYITYPU KbM MOMEHTa Ha mpubupaHe Ha peKonTara
WM TIPM U3NIM3aHe OT CKIIafa ChINacHO npepmoxeHara [I3[1, kakto n

— Ja ce Oompenenu, KOrato € IIOOXOdANlOo, CKOPOCTTa Ha HaMallsBaHE Ha OCTaTbYHUTE BEHIECTBA OT IPOOYKTU 3a
pacTuTenHa 3ammTa B pacTeHuATa.

OG6cmoamencmea, npu ROUMo e HeoOxo0umo usnumeare

TaxuBa M3CIeNBaHNs Ce M3BbPUIBAT BMHATY, KOTaTO MPOAYKTHT 33 PACTUTENTHA 3AIINMTA € MpelHA3HAueH [a ce Mpusara npu
PACTEHNSI MIM PACTUTENHI IPOIYKTH, M3ION3BAHM 3 XpaHA Wiyt ¢ypax, WIM KOTaTo CHIbPXKALINTE Ce B NOYBATA JUIMA B
TIPyTM CyOCTPATI OCTATHYHM BEIIECTBA MOTAT [a ce abcopOMpaT OT Te3u PAacTeHysl, OCBEH aKO € BB3MOXKHO 14 Ce MPUCTBIN
KbM EKCTPANonaiys Ha 0asaTa Ha CbOTBETHM NAHHM 3a LIpyra KynTypa.

Koraro ce IUIaHMpaT UBIMUTBAHMA 338 OCTaTbUHM BEILECTBA, CE€ MMa Ipeasuf, 4e ]/[H(])OpMaII]/[HTa 3a OCTAaTbYHUTE BEIIECTBA B
3pery M B HE3penu KyNnTypu MOXKe [1a 6'[:]16 BaxHa C OINICH Ha OLEHKAaTa Ha puUCKa B Opyru o6nacm, Hamp. €KOTOKCH-
Komnornara uiu 0e3onacHOCTTa Ha pa6OTHI/IHMTe.

Ycnosua Ha usnumeanemo

KOHTpOJ’II/IpaHMTE M3INTBAaHUA 32 OCTaTbUHM BEUIECTBA OTTOBAPAT HA IIPENJIOKEHATa KPUTHYHA ]131-[ YcnoBusiTa Ha M3INT-
BaHMATA (Hanp. MaKCUMaJICH 6p017[ NPEIOKEHN NpUjIaranmns, Haii-KbCu VIHTEPBAJIM MEXIY IpuilaranuAaTa, MakCUMaHU
npuiaraHn KoJim4ecrsa ¥ KOHLIEHTpaLVM, Haii-BaKHU NpennasHy MHTEpBajin (1) II0 OTHOLUEHME Ha CKCHOSMHMHTEI) ce
ONpeneIriT Taka, 4ve pHa ce I/IJIleHTI/[(l)I/IH]/[paT HAji-roJIieMuUTe KOJIMYECTBA OCTaThYHU BCILIECTBA, UYMATO IIOsSBA MOXKE
JIOTMYHO [1a €€ O4YaKBa, M [a Ca MPEOCTaBUTEIIHN 33 pEalIHUTE YCIIOBMSI HAa KpPUTUYHA ]13“, Ipy KOUTO WI€ CE€ M3II0N3Ba
AKTUMBHOTO BELIECTBO.

Koraro ce ycTaHOBsiBA POrpaMa 3a KOHTPOIMPAHN M3IMTBAHNS 32 OCTATHYHM BEIIECTBA, CE B3EMAT MPEIBII GaKTOPU KATo
HAMp. OCHOBHMTE OONACTM Ha OTITIEXMAHE ¥ OOXBATHT HA YCIOBUATA, KOMTO € BEPOSTHO 1 OBAT CPELHATH B TAX.

Baemat ce npensBua U pasiMKUTe B METOOUTE Ha CEJICKOCTOIIAHCKO IIPOU3BOICTBO (Hanp.yHOTpe6aTa Ipn OTIIEXKOAHE Ha
OTKpUTO MIIM Ha BaKpI/ITO), CE30HUTE Ha ITPOM3BOOCTBO M TUIIOBETE HA (l)OpMyJIaIlI/I]/ITe.

3a oleHKAaTa Ha MOBENEHMETO HA OCTATHYHNTE BENIECTBA ¥ OMPEAETAHETO HAa MAKCHMAIHO JOMYCTMMM TPaHMIM Ha
ocrarbuny Bewecrsa (MITOB) cbracko Permament (EO) Ne 396/2005, Chro3br ce pasmens Ha 1iBe 30HM — CeBepHo-
esporeiicka n HOxKHOeBporeiicka 30Ha. 3a ueuTe Ha ynorpeda B KyNTMBALMOHHM CHOPBXKEHNS, KATO TPETHpaHe CIiell
npubypaHe Ha PEKONTATa M 33 TPETMPAHe HA MPA3HM CKIIATOBY MOMELICHNS, [0 OTHOMIEHNME HA OCTATHYHMTE BEIIECTBA Ce
OTIpeNIensl eflHA 30Ha.

BpO}IT Ha H806X0]1MMI/ITC VBIUTBAHNA TPYIHO MOXKeE Ha 617]18 OIpEHeNeH Npeny fa ceé M3BLPILIM OLEHKA Ha PE3ynTaTuTe OT
TsX. AKO ce IpyeMe, ue BCUUKM OPyry IIPOMEHIIVBY, KOUTO OKa3BaT BIIMAHME Ha PaBHUIIETO Ha OCTATHUHUTE BEILECTBA, Ca
CBIIOCTaBMMM, BbB BCSIKa 30HA 110 OTHOWIEHME HAa OCTATbYHUTE BELICCTBA MUHMMAIIHUAT 6p0]7[ VBIUTBAHNA Bapypa MEXIy
Hali-ManKko 4 M3NMTBAHUS 32 MaJjloBaxKHA KynTypa n Hali-Majko 8 M3MMTBAHMS 33 OCHOBHA KyITypa.

Ako obaue J13[1 e emHa M Cblua 3a [BeTe 30HM 1O OTHOLIEHME HA OCTATHUHWTE BELIECTBA, 6 M3IUTBAHWS, PABHOMEPHO
pasnperienieHy B 001acTUTe Ha OTINEKIAHE, OOMKHOBEHO €a JIOCTATHUHM 3 MalOBaXKHA KyITypa.

BpoAT Ha M3BbPUIBAHMTE M3CIENBAHMSA MOXE [a Ce HaMajy, aKO M3CIE[BAHMATA 3 OCTAaThbUHM BeIIeCTBA IIOKA3paT, ue
PaBHMIIATA HA OCTATHUHM BEWIECTBA B PACTEHMATa MM PACTUTETHMTE MPOMYKTU Ca MO-HUCKM OT Npara Ha KONMYECTBEHO
onpenensHe (TKO). V3pbpiiBat ce He NMO-ManKO OT TPy M3MMTBAHMS HAa 30HA 33 MAJIOBaXHMUTE KYNTYpU M YeTMPH 3a
OCHOBHUTE KYNTypPU.

(') B HacTOsIMSI pas[ieNl MOI ,[IPEMIa3Hy MHTepBAIM ce MMAT MPEIBI CPOKOBETe Mpedy NpubKpaHe Ha PEKONTATa, NEPUOMIMTE HA 3abpKaHe MIn

nepuonMTe Ha CKIANMPAHE IPU TPETMPAHE CIIel MpHOMpaHe Ha PEKONTATA.
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Koraro ¢ momomira Ha NPENCTaBUTEITHN M3CTIEABAHNA Ha MeTabonm3sma Npu pacTeHuATa € NMpencKasaHa CuTyanms ¢ ,HyJIeBo
KOJIMYECTBO OCTATHYHM BEIIECTBA", VI3BbPIIBAT C€ TPU MNNUTBAHUA HAa CTOKU CbC 3HAUUTEITHO MACTO B XPaHEHETO. He ce
NPENBVKIAT VI3INTBAHNA 334 CTOKM, KOMTO HAMAT TaKOBa MACTO. CI/[TyaL[I/I}I C ,,HyHeBO“ KOJIMYECTBO OCTAaTHhUYHM BEIIECTBA CE
TpeTCKa3Ba, KOraTto Ipy M3CIEABaHNs, B KOUTO Ca NPUITOKEHM KOIMYECTBA, MHOTO IO-BMCOKM OT MPEOBVZKIAHNUTE, HAMA
OTKPMBAEMM OCTaTbYHM BEILIECTBA.

B CHy‘{aﬁI e yCJIoBMATa Ca CBIIOCTaBVMM M U€ MBINUTBAHMATA CE€ M3BBPIIBAT B PA3NIMUHN 30HM Ha TOJIAMO pa3CTOSHME €IHO
OT JIPYyro, MOCTaThb4YHO € Ta [1a C€ M3BbPIIAT B PAMKNUTE Ha €IOMH BETCTALMOHECH CE30H.

Yact OT M3NMTBAHMATA MOTAT e OBIAT 3aMEHEHM C TAKMBA, M3BbPIICHY M3BbH CbI03a, NPU YCIIOBUE Ue CHOTBETCTBAT Ha
kputuHata JI3I1 u ue ycnoBuaTa Ha NPOM3BONCTBO (HAmp. NMPAaKTUKM MO OTHOIMIEHME HA KyNTypuTe, KINMAaTUGHU
YCIOBYS) €a CHIIOCTABUMIL

V3nuTBaHus, NpU KOMTO Ce NOKA3Ba IOBEIEHMETO HAa OCTATHYHMTE BELIECTBA IPYM TPETMpaHe criel npuOupaHe Ha
PEKONTaTa, e U3BBPUIBAT HA PA3NMMUHO MACTO M C PAa3NIMUHM COpTOBE. VI3BBpUIBA Ce Cepusi MBMMTBAHMS 33 BCCKM METON
HA NpUIIaraHe M 3a BCSKO YCIIOBUE HA ChXPAHEHMeE, OCBEH aKO € Bb3MOXKHO SICHO Ja Ce ONpefeNny Haii-HeOaronpusTHata
CUTYalMs IO OTHOLICHME HA OCTATHYHUTE BEIIECTBA.

Koraro mameH POIyKT 3a pacTUTENHa 3aIINTa ce YIOTpeOsBa KAKTO HA IONETO, TAKA M B 3AKPUTH MOMEIIEHS TIPY eIHa 1
coma H3I1, u 3a mBaTa CiIyyas ce MPEICTaBsi TbIeH HAOOp JAHHIM, OCBEH aKO Bedye He e MPHETO, Ye eMVHIST HAUMH Ha
ynotpe6a e kpuruynata 311

3a BCeKM OTHENeH CITydail ce IPOBepsiBa, KATO Ce B3eMa MPEIBIII MOPOONOTIATA Ha PACTEHMETO I YCIOBUATA HA IIPHIIAramHe,
MM € Bb3MOXKHO JaHHNTE 3a KyJTypaTa, M3MON3BAHA 3a M3CIIENBaHe HAa MeTaboNM3Ma, 1a ObIAT eKCTPANoNMpaHn KbM
YT KyNTypu OT ChlaTa IpyTia.

AKO 3HauMTENHA YacT OT IPOMyKTa 33 KOHCYyMalys € Haluie B MOMEHTAa Ha IIPUIIaraHeTo, MOJOBMHATA OT OTYETEHUTE
KOHTPOJIMPAHY M3MMTBAHMS 33 OCTATHYHM BEILIECTBA CHIbPXKAT NAHHM, KOMTO IOKA3BAT BIMSHMETO Ha (akTopa Bpeme
BBPXY PAaBHMIIETO Ha HAMYHWTE OCTATHUHM BEIIECTBA (M3CTEABAHMA 3a HAMANABAaHe PABHMIIETO HAa OCTATBUHNMTE
BEIIECTBA), OCBEH aKO TOJHATA 33 KOHCYMAIMsl 4acT He € M3IOXKeHa Ha JE/CTBMETO Ha MPOMIYKTA 3a PACTMTENHA 3allMTa
1O BpeMe Ha TPETMPAHETO NMPU MPEITOKEHUTE YCIOBUS HA ynoTpeGa. 3a KynTypure, KOUTO Ce mpubMpaT criell Ibhrexa
(Hamp. TIONOBE MITM MIIOTOAABAIIM 3€TIEHUYIN), 3HAUMTETIHA YacT OT TOJHATA 3a KOHCyMauus KyNTypa € Haluue cref
ITBITHOTO HACTBIBaHE Ha bdTexa (kom 65 1o ckamara BBCH). 3a moeuero KynTypu, OT KOUTO ce MPUOMPAT JUCTHUTE
YacTy (Hamp. Mapyris), TOBa yCIOBNE € M3ITBIIHEHO, aKO 6 MCTMHCKM JIUCTA, TUCTHY JBOJKM MM KITOHKM Ca HEPasTbpHATH
(kom 16 mo ckamata BBCH).

[lpy akTMBHO BEWECTBO, 32 KOeTo € Ouim onpeneneHa ARfD, pasnpeneneHueTo Ha OCTATHYHMTE BELIECTBA MEXKIY
OT[E/IHNTE eIMHMIM MOXe [a Oble NPOyYeHO ¢ MOMOIITA HA WM3CNIEABAHMS HA M3MEHUMBOCTTA. AKO Ca HAaIN4HM
[OCTaThueH OpOIl Pe3yNTaTi, OCHOBHUAT KOCPUIMEHT Ha M3MCHUMBOCT MOXKe j1a Oblie 3aMeHeH Cbe crieumduueH Koepu-
LWIEHT, M3BEIEH B PE3YITAT Ha TE3V M3CIIEMBAHNSL.

W3cnenBanus BbB BpBb3Ka C XpaHEHETO

L[enTa Ha U3CJIeIBaHMATA BbB BPb3Ka € XPAHEHETO € [1a €€ ONPENEIAT OCTATbUHUTE BEILECTBA B IIPOIOYKTUTE OT KMBOTUHCKU
Ipousxon, YMUTO M3TOYHMUIM Ca OCTaTbUHUTE BELIECTBA BbB d)ypa)KMTe.

PesynTaTme OT M3CJIEOBAHETO BBB BPb3Ka € XPAHEHETO, NPOBEICHO € KOKOLIKM HOCAYKM, C€ €KCTpArompaTr KbM BCUUYKU
NpOOYKTMBHM JTOMALUIHN ITULIN. PeByHTaTI/ITe OT U3CIIEABAHETO HAa XPAHEHETO, MPOBENECHO C KpaBy B NEPUOI Ha JIAKTaALUA
u, npun HeO6X0]1]/IMOCT, CbC CBMHE, CE€ E€KCTPANOIMUPAT KbM BCUUKM INPOHYKTUBHUI 603&]‘7{HI/IH]/I.

O6cmogamencmea, npu Roumo e Heo6xo0umo usnumeate

W3cnenBanusi BbB BpB3Ka C XpaHEHETO €€ M3BLPIIBAT, KOraTo M3CIIEBaHMATA Ha MeTabonm3ama II0Ka3BaT, Y€ OCTAThUYHU
BCILIECTBa C paBHMIIA Hall 0,01 mg/kg MoOratr fa IonagHaT B TOIHM 3a KOHCyMallVs KMBOTMHCKM TbKaHM, MILIKO, A
i pM6a, KaTo C€ MMaT TpedBuI paBHMINATA Ha OCTaTbUHUTE BEIIECTBA BbBB BbB3MOKHUTE <])ypa>KM, TOJIy4eHn Mpu
CBOTHOILLIEHNE 1XpaBHI/lHI€TO Ha J03aTa, M3YNCIIEHO KaTO CYXO TEITIO.

He ce m3icKkBaT m3crelBaHis BbB BPB3KA C XPAaHEHETO, KOTATO mpueMsT e mo-Manko ot 0,004 mgfkg Termo/men, ocsen
KOTaTO OCTAThYHOTO BEWIECTBO (T.¢. AKTMBHOTO BELIECTBO, HETOBUTE MeTAGONMUTH WM MPOIYKTH OT pasrpaxiaHe, MOCOYEHN
B OIpEIENIEHNETO 33 OCTATBYHO BEIIECTBO C OITIENl HA OLCHKATa Ha PMCKA) MMAT CBOJCTBOTO [Ia CE HATPYTIBAT.

Ipu domawnu nmuyu

V3crenBanmsTa BbB BPB3KA C XPAHEHETO NPV NOMAUIHM NTMLM Ce M3BBPLIBAT C KOKOMIKM HOCAuKM. 33 BCeKM M3OpaH
PeXMM Ha TpeTMpaHe ce TPeTMPAT Hali-MaNKo JeBeT MmiieTa.

[lo mpuHuMn QypaxsT ce 1aBa Ha TpY 103y (IIbpBATa 11032 = OYAKBAHO PABHMILE HA OCTATHYHOTO Bewiectso). [losute ce
[1aBaT Ha NTUUWTE Ha}i-ManKo 28 [IHM WM [I0OKaTO Ce NOCTUTHE MOCTOSIHHO paBHMIIE HAa CTOMHOCTUTE B SiiillaTa.
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6.4.2.

6.4.3.

6.4.4.

6.5.
6.5.1.

IIpu npesrusHU SRUBOMHL

V3cnenBaHusTa BbB BPb3Ka C XPAHEHETO TP MPEKMBHM KMBOTHM Ce M3BBPIIBAT C KPaBy B MEPMONL HA JIAKTALMSL. 38 BCEKU
M30paH PeXMM Ha TPETMPAHEe Ce TPETUPAT HAil-MalKO TPU MIICUHM KpPaBi.

o IpyHLNI (])ypa}K'bT C€ [1aBa Ha TpyU 103U (H'praTa [103a = OYaKBaHO paBHMIIC HAa OCTaTbYHOTO BCIIIECTBO). HOBI/ITC ce
HaBaT Ha KMBOTHUTE Haii-MalKo 28 JHU WIM [IOKATO Ce MOCTUTHE MOCTOSHHO paBHMIIE Ha CTOHOCTUTE B MIISIKOTO.

Ilpu ceune

Korato mpu uacnemsanmsta Ha MeraGormuaMa Obe NMOKA3aHO, ue NPU CBUHETe MeTAaOOIMTHUTE MBTMINA Ce PA3TMUaBaT
3HAUMTEITHO OT Te3) MPY NPEKMBHUTE KMBOTHM, MOXe Ia ObIe MPOBENCHO M3CICHBAHE BbB BPb3KA C XPAHEHETO MpH
cBUHE. 3a BCeKM M30paH PeXMM Ha TPETMPAHEe Ce TPETMPAT Hail-MalKo Tpu Oposi CBUHE.

Ilo IpMHLINIT (l)yanBT Ce JaBa Ha Tpu O03U (H'praTa oo3a = OYaKBaHO paBHMIIE Ha OCTaTbUYHOTO BCIIICCTBO). HOSI/ITC ca
[aBaT Ha KMBOTHUTE Hal-MaJKO TOJIKOBA IBJITO, KOJIKOTO M Ha NPEXMUBHUTE KUBOTHU.

Ipu puba

Moxke na Oble NMOMCKAHO M3CNICHBAHE BbB BPb3KA C XPAHEHETO NpY puba, KOrato Bb3 OCHOBA HAa KOHCTATAlMM OT
M3CIIeBAHMS HA MeTabonm3Ma mpy puba M Ha OYAaKBAHMTE MAKCHMAIIHM KOJMYECTBA OCTATBYHM BEUIECTBA, KOMTO MOTAT
IIa ce ChbIbPKAT B puOHMS Pypax, ¢ OCHOBAHME MOKE A Ce OYaKBa, Ye OCTATHYHM BewlecTsa ¢ pasHuua Hag 0,01 mg/kg
MOTaT Jla Ce ChIbPXKAT B TOIHM 33 KOHCyMaums TbKaHu. ClelManHO BHMMaHMe ce oOpblid Ha JTMIOGIIHMTE BELIECTBA,
KOUTO MMAT NPUCBHIIOTO CBOCTBO [Ia Ce HATpyIBaT.

Bb3meiicTBue Ha mpepaboTKaTa
Ecmecmso Ha 0CMAmsUHOMO BEULECMB0

Llenta Ha M3CrenBaHMATA Ha ECTECTBOTO HA OCTATHYHOTO BEWIECTBO € [a Ce OMpedeNy [aay HalMuieTo Ha OCTaThuHM
BEIIECTBA B CypoOBaTa NPOIYKUMS NPey3BMKBAa 00pasyBaHe Ha NPOIYKTM OT PasTpaxiaHe MIM peaklysi IO Bpeme Ha
npepaboTKaTa, KOETO MOXE Jld Hajlara OTIeNHA OUCHKA HA PUCKA, MM He.

O6crosiTencrsBa, Npu KOUTO € HEOOXOLMMO M3NUTBaHE

VI3crienBaHMs Ha €CTECTBOTO HA OCTATHYHMTE BELIECTBA NPY NPepaboTKa ce M3BBPLIBAT, KOTATO € Bh3MOXKHO B HOMIEKALIN
Ha 1pepaboTKa IPOIYKTH OT PACTUTENIEH MM KMBOTUHCKY TIPOM3XOM [ Ce ChIBPKAT OCTATHYHM BEWIECTBA NPY PABHMLLE
or 0,01 mg/kg umm no-B1COKO (Bb3 OCHOBA HA ONPENENEHNMETO 33 OCTATHYHO BEIIECTBO 33 OLIECHKA HA PUCKA 3a CYpOBHS
nponykt). He ce u3uckBar obaue u3CIenBaHus B CIEIHUTE CIydan:

— Bemectsa ¢ Bopopasreopumoct < 0,01 mg/L,

— M3BBpHIBAT CE€ CaMO IIPOCTU (])MBVI‘{ECKI/[ MaHuIynaunuy, KOMTO HE BOIAT OO MPOMAHA Ha TEMIIEpaTypaTa Ha IIPOLYKTa,
Halp. U3MMBAHE, IOYNCTBAHE WMIIM IIPECOBAHE, UIIN

— PA3NpeleNIIHETO HA OCTAThYHMTE BEWIECTBA MEXIy MYNIIaTa M HErOJHATA 3a KOHCYMAalMs KOpa € eIMHCTBEHOTO
BB3NENCTBYE, TBIKALIO Ce Ha NpepaboTKara.

YcnoBus Ha UBHUTBAHETO

B 3aBMCHMOCT OT OYaKBAHOTO PaBHMIIE HAa OCTaTHYHOTO BEWIECTBO, CHIBPXKAIIO Ce B NPOAYKTa OT PACTUTEIEH WM
KUBOTMHCKM TPOM3XON, M XUMIYECKOTO MY €CTECTBO, CE M3CIIENBAT Pa3/MUHM IPENCTABUTENHM YCIIOBUSA HA XMIPOIIM3a,
KATO 110 LIeNiecb0OPa3HOCT Ce MOJIENMPAT XapaKTepHNUTe 3a IpepaboTKaTa onepauyi. B3ema ce mpemsui 1 Bb3UCHCTBUETO Ha
IIPOLIECH, PA3IMYHM OT XMIPOINM3aTa, KAKTO M MOTEHLMATBT 33 00pasyBaHe HA TOKCMKONIOTMYHO 3HAYMMM NPOIYKTU OT
pasrpaxpiase.

Uscnensanusita ce M3BBPIIBAT C €HAa WIN II0BEUE Genasanm ¢ PpanMoOaKTUBEH M30TOI (l)OpMI/I Ha CBHOTBETHOTO BEIIECTBO.

Pa3npe()6ﬂeuue Ha 0CMAmMesUHOMO Beulecmeo 6 Hezo0Hama 3a ROHCYy/Mayug ropa u 6 nyanama

LlennTe Ha m3creBaHETO Ha pasnpenenieHneTo Ha OCTaTbYHOTO BEIECTBO B HErOJIHATA 32 KOHCyMalys Kopa M B IIyJIarta
ca:

— Ha c€ OIpenesn KOINYECTBEHOTO pa3IpenesieHe Ha OCTaTbUHUTE BELIECTBA MEXKIY HErojgHaTa 3a KOHCyMalMs Kopa 1
nynmnara,

— J1a €€ HampaBy OLIEHKAa Ha BIIMAHMETO Ha 6EHCHCTO, KaKTO "

— Ha c€ IpenocTaBM BB3MOXKHOCT 33 M3BbPUIBAHETO Ha IO-pEAMCTUYHA OLEHKA Ha IMPUEMAHETO Ha OCTATbUHUTE
BELIECTBA C XpaHaTa.

06CTO}1T€HCTB&, onpun KOUTO € H€06XOHI/IMO U3NUTBAHE

VacnenBannsaTa ce M3BHPINBAT MPU PACTUTENHM NPOAYKTH, MPU KOUTO KOpaTa WM € HEroiHa 3a KOHCYMaums (Hamp.
ITBIIENIN), WM Ce KOHCYMMpA Isia B M3KITIOUMTENTHO PEAKM CIyyay (Hamp. LUTPYCOBU MITOTOBE).
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YcnoBus Ha M3NUTBAHETO

NscnensanusiTa ce VM3BBPIIBAT KATO YaCT OT KOHTPOJIMPAHM MBINUTBAHMUA 33 OCTaTbYHM BEUIECTBA, KATO 6POHT Ha
OTYETCHUTE PE3YNITATN 3aBUCK OT 6[)05{ Ha INPOBEHOCHUTE MINUTBAHMSA 334 OCTaTbUHM BELIECTBA. CrienmaiHO BHMMaHMe ce
06p1>ma Ha Bb3MOZKHOCTTA 33 3aMbpCSBAHE HA ITyJIara ¢ OCTaTbYHM BEIIECTBA. Bsemar ce npennasHyn MEpKM € Lenn aa ce
OIpeNesN KOJIMUYECTBEHO PEATTMCTUYHO Hal-BUCOKOTO paBHMLIE HA OCTaTbYHM BELIECTBA.

Konuuecmeo Ha ocmamsuHume 6euiecmed 6 npepadomenume npooyrmu

OCHOBHUTE LIENIM Ha M3CIIEIBAHMATA 110 OTHOLIEHME Ha KOJMMYECTBOTO OCTAThYHM BEIIECTBA B npepa60TeHMTe NPOIOyKTH ca:

— [a ce ONpeneNy KOJIMYECTBEHOTO paslpelielieHue Ha OCTAThYHMTE BELIECTBA B PAsMUHMTE MPepabOTeHM MPOIYKTH,
M3IOJI3BAHM KAaTO XpaHa Wi Qypax,

— [a C€ HallpaBM OLCHKAa Ha KOC(l)I/IIII/ICHTI/[TC Ha npepa60TKa, KaKTO "

— [a C€ IpefocTaByM Bb3MOXKHOCT 3a MU3BbPLIBAHETO Ha IIO-peaIMCTUYHA OLEHKA Ha IIPUEMAHETO Ha OCTaTbYHUTE
BELIECTBA C XpaHaTa.

O6CTO$[T€HCTBa, npm KOuUTo € HeOéXO]I]/IMO M3NUTBAHE

Korato ce B3eMa peleHne 3a HeOOXOMMMOCTTA OT M3BBPIIBAHE HA M3CTIEIBAHMS N0 OTHOLICHME HA MPePAbOTKATA, Ce MMAT
TPEMIBIT CIEHMTE CHOOPAKEHIS:

) 3HaueHMeTo Ha npepabOTeHMs! MPOMYKT 3a XPaHEHeTO Ha Xopara (Hamp. sOBIKM) WM KMBOTHUTE (HAmp. SOBIKOBO
KIOCTIe);

0) PAaBHMILETO Ha OCTATHUHMTE BEIICCTBA B MIOMUIEKAIIOTO HA NIPepaboTKa pacTeHye MM PAacTUTENIeH IPOIyKT (061MuaiiHo
paumme > 0,1 mgfkg);

B) (l)I/IBM‘{HI/ITe M XMMUYHUTE CBOJCTBA Ha AKTMBHOTO BELIECTBO U ChILECTBEHUTE My MeTabonmuTI (Hanp. pasTBOPUMOCT B
MasHUHU 1pKn npepa60TKa Ha MacJIomanHm ceMeHa); KaKTO "

T) BB3MOXHOCTTA 3HAUMMM OT TOKCHKOJIOTMYHA ITIelHA TOYKA MPOMYKTH OT PasrpakiaHe Ja Ce 3ama3ar cried mpepa-
0OTKATa Ha PACTEHMETO JUIM PACTUTETHIUS POIYKT.

AKO PaBHMILETO HA OCTAThYHM BellecTBa ¢ mo-Hucko or 0,1 mg/kg, uscrensanms no oTHOICHNMe Ha mpepaboTKata ce
TIpefpueMar, ako ¢ pasriiexKIaHus NPONyKT B MakCMMaNHaTa TeopeTuuHa AHeHa no3a (MTHM) nocrsmsar =10 % or
norycrumara fiHesHa 1032 (ADI) i ako ouaksaHara HeBHa 103a € >10 % or ARfD 3a xpaHuTesHMS peXuM Ha BCsIKa
Ipyna eBporneiicku norpedureny

Vi3crenBanusi 10 OTHOLIEHME HA INpepabOTKaTa He Ce M3MCKBAT, aKO PACTCHMSATA M PACTUTEIHUTE NPOIYKTU CE MBIION3BAT
VM3KITIOUUTETTHO B CYPOBO ChCTOSIHME (HenpepabOTeHN) Kato XpaHa M ¢ypax.

B HSKOM Cilyuay € IOCTATHYHO []d C HANpaBy MPOCTO MPECMSITAHE, 33 [a Ce ONpele/ KoeQUIMEHTHT Ha mpepaboTka,
HAIp. KOHLEHTPALMATA CE TPECMATA Bb3 OCHOBA Ha KOCQMIMEHTNTE Ha OOC3BOMHSBAHE MIIM PAa3PeXMaHe, MY YCIIOBUE e
He Ce OYaKBA PA3INEKIAHUAT MPOLEC Ja OKaxXe BIMSHME BHPXY €CTECTBOTO HA OCTATBYHMTE BELIECTBA.

lMpomMumnena npepaborka

AKO CBOJICTBATa HA NANIEHO AKTHMBHO BELIECTBO, OHEUNCTBAHE WM METabOMMT, CIIOPEN CITyyasi, Ca TaKyBa, 4e TO MOXe Ja ce
KOHLIEHTPMPA B JajieHa npepaboTeHa 4YacT, M3CIEABaHE 1O OTHOMIEHME HA npepaboTKata e HeoOXOmUMO IOpM TOTraBa,
KOTATO OCTATBYHOTO BEIIECTBO B PACTEHMETO JUIM PACTUTENHMS MPORYKT, MOMIeXaum Ha mpepaboTKa, e MO-ManKo OT
0,1 mg/kg. B Takuea ciyuanm mpnm HeOOXOIMMOCT Ce MPMIIATAT KOMMYECTBA, 3ABUIICHN 1O 5 ITBTH,, 3a A Ce OCUTYPU
KOIIMUECTBEHO OMPENENMO OCTaTHYHO BEWIECTBO B PACTEHMETO WM PACTUTENHMS TPOAYKT, KOWTO MOMIEXM HA Ipepa-
6oTKa. V3cnenBaHe Mo OTHOMIEHNMe HA MpepabOTKAaTa He Ce M3NMCKBA, AKO MPM 3aBUIICHN MPMIATaHM KOMMYecTBa (10 5
IIBTH TO-BUCOKM) He MOXeE JIa Ce OTYeTaT TOfHM 33 KONMYECTBEHO ONpefiesiiHe OCTaThUHM BEWlECTBA B MOIUIEXKaluTe Ha
nmpepaboTKa pacTeHyMe WM pacTuTeneH MpomyKT. [Ipum oOMumcrisiHe Ha BB3MOKHOCTTA 33 TPETHPAHE ChC 3aBUIICHN
NMPUIAraHy KOIMYECTBA Ce B3eMa MPEIBMA QUTOTOKCHYHOCTTA,

llpepa6oTka B JOMAaWHN yCIOBUS

3a mpouecu Ha npepa0oTKa B YCNOBUATA HA JOMAIIHO M APeOHO NPOMMIUIICHO IPOM3BOICTBO, KOTATO B 3eMEIENICKUTE
CYpOBMHM He ca HaMepeHM OCTaThuHM Bemectsa mpy pasumma or 0,1 mg/kg u moseue, mpu [I3II, mpemopbuana B
pesynTaT Ha KOHTPONMPAHM IIONEBM M3MMTBAHMSA, IMPOBENEHM C MAKCUMAJIHOTO IIPENOPHYBAHO KOMMYECTBO U
MUHIMAITHM CPOKOBE ey NMpuOypaHe HA PeKONTATa, He Ce M3UCKBAT M3CIENBAHIMS O OTHOLICHME HA MpepaboTKaTa.

YcnoBus Ha UBNUTBAHETO

VacnemBanmsiTa 10 OTHOMIEHME HA MpPepabOTKATa BBH3MPOM3BEXKIAT NMPUTOTBSIHE B IOMAIIHM YCIIOBMS (HATP. TOTBEHN
3eIEHUYIN) JIM MPOMMUIUIEHM MPOLECH C THPrOBCKA Iief (HAMP. NMPOM3BOACTBO HA SIGBMKOB COK). V3crempanmsita mo
OTHOLICHNME Ha NpepaloTKaTa ce M3BBPIIBAT HAil-MAKO BbPXY €IHA KyNTypa OT IPYNaTa, B KOSTO Ce NPEIBUXKIA YIIOT-
pebara. M360pbT Ha KynTypa ¥ Ha Ipolec ce 0OOCHOBABA ¥ OOSICHSIBA.
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6.6.1.

TexHornorusra, TpuiiaraHa B M3CJICOBaHMATA 10 OTHOLIECHME Ha npepa60TKaTa, € Bb3MOXHO Hali-Ornuska 10 OHa3M, KOATO Ce
Impuiara o0uuaiiHo B NpaKkTHUKaTa. 3a BcsKa KynTypa, 3a KOATO C€ M3BbpPUIBAT IIPOYUBaHMA, C€ M3BBPIIBAT IO IBE
V3CIeBaHNsA Ha IIpoLeC, 3a [a Ce OINPEeHenAT KOC(])I/[HI/ICHTI/ITC Ha KOHHIEHTpalus W pa3pexuaHe B Hpepa60T€HI/lT€
TNPOOYKTHU. AKO ce M3MONI3Ba TOBeYe OT €IMH MeTON Ha npepa60TKa, M36V[pa Ce OH3M, KOJTO ce OyakBa MHa jiajie Haii-
BUCOKM CTOMHOCTM Ha OCTaTBUHM BeIeCTBA B NpOIyKTa, MNpEIHa3sHau€H 3a KOHCyMalMsA OT 4YOBEKA. PeByHTaTI/[TC ce
€KCTpanonmpar 3a BCUYKM KYITYpU OT HaJ€Ha IpyIma, 3a 4uATo npepa60TKa C€ M3IIOJI3Ba €IVH M CbUI NpoIec.

Koraro pesynratute (koeuumeHTHT Ha npepaboTKa) OT [IBE M3CIIEIBAHMSI HA OCHOBHMTE MpepabOTeHM MPOLYKTH ce
pasiuasar ¢ noeue ot 50 %, ce mpednpueMar JONbIHUTETHY M3CICABAHMUS, 3a [d CC M3BEIC CHIIOCTABUM KOCQULMEHT
Ha IpepaboTKa.

[lpennpuemar ce MONBIHMTENHY M3CIEBAHMS, dKO NPY M3INON3BAHE HA KOCQUUMEHTH HA NpepabOTKa, M3BETEHM Upe3
€eKCTANonawysl, NPENBIKIAHOTO NPUEMAHe ¢ XpaHATd HAIXBbP/S HOMycTMMaTa nHesHa nosa (ADI) mm octpata pede-
pentHa no3a (ARD). IlocoueHute u3cnenBanms ce M3BbPLIBAT 10 OTHOLIEHNE HA OCHOBHMTE [IPOLECH M NPORYKTH, KOUTO
HAii-MHOTO JIONPUHACAT 33 HauxsbpiisiHeto Ha ADI/ARD.

OcCTaTbuHU BeleCTBAa B POTaLlMOHHM KYIITYypU

V3cnenBanns no OTHOIIEHME HA OCTAThUHMTE BEIIECTBA B POTALMOHHMTE KYNTYpy Ce M3BBPIIBAT, 33 [a Ce ONpEeIisT
€CTECTBOTO I CTeNeHTa Ha IMOTEHIMAIIHOTO HaTPyIBaHe Ha OCTaThbUHM BEUIECTBA B POTALMOHHUTE KYNTYpH, HbIKALIO Ce Ha
II0eMaHe OT I0YBaTa, KaKTO M KOJIMYECTBOTO OCTaThUHM BELIECTBA B POTALMOHHM KYNITYyPM IPM MEACTBUTETHM MHOIIEBY
YCIIOBUSL.

V3cnensanus Mo OTHOUIEHME HA POTALMOHHMTE KYNTYpU He Ce M3MCKBAT, KOTaTO IPOMYKTUTE 3a pacTUTeNIHA 3alluTa ce
yIOTpeOsBaT BbPXY MOCTOSHHM KyNTypy (Hamp. IpylaTa Ha LMTPYCOBMTE IUIOIOBE ¥ HA CEMKOBMTE IUIOHOBE), HONYIOC-
TOSHHY KYITYpH (HaIp. aclepxi, aHaHacyu) Wiy reOu, Py KOMTO POTALMATA BbPXY €IMH M ChbiL CyOCTpaT He € yact oT
HOpMAJIHaTa 3eMelesiCKa MPaKTHKaA.

Memaboausem 6 pomayuoHHuUMme RyAMYpPU

LIenMTe Ha uscjieiBaHusATa Ha MmeTabonusma B pOTaLMOHHUTE KYIITYypU ca:

£
=

[l ce MPEOCTaBU OLeHKA Ha OOWIOTO KPaifHO KONMYECTBO OCTATHYHM BEIIECTBA, CHIbPIKALIM Ce B CHOTBETHATA YaCT Ha
POTALMOHHNTE KYNTYpU Npu NpuOMpaHe HA PEKONTATa, CIIe[ TPeTMpaHe HA NPENXOAHATA KYNTypa IO NPEIOKEeHNs
HauMH;

6) aoa ce I/IIICHTI/I(l)I/[]_[MpaT OCHOBHUTE CBHCTABKM Ha O6IIIOTO Kpaﬁ[HO KOJIMYECTBO OCTATBbYHM BEIIECTBA;

=
=

J1a ce ImocouM pasnpenesieHNeT0 Ha OCTATbYHUTE BELIECTBA MEXKMY CBOTBETHUTE YACTM HA KYITypaTa;
1') I1a ce onpenendaT KOIMYEeCTBEHO OCHOBHUTE CbCTABKM HAa OCTaTbUHOTO BELIECTBO;

]1) J1a c€ yKaxar [Ipyrure CbCTaBKM, 33 KOUTO Tpﬂ6Ba J1a €€ HalpaBM aHANIM3 TIPU M3CIIEIBAHMUATA 3a KOJIUYECTBEHO
OINpENeIIsIHE Ha OCTaThbUHM BEIIECTBA (]/I3C]'[eJIBaHI/I$[ Ha POTALMOHHUTE KYJITypy B IIOJIEBU yCJ'IOBMSI);

e) J1a ce B3€MaT pEUICHMA 33 OrpaHMUCHMA NpU pOTaLMATa Ha KYITYpUTE, KaKTO U

)K) l1a ce B3eMaT peleHus 3a HeO6XO]1VIMOC'I'1‘a OT MBIUTBAHUA B II0JIEBM YCJIOBMSA 33 OCTaTbUHM BEILECTBA B POTALIMOHHUTE
Kynrypu (orpaHquHM UBINUTBAHUSA B IOJIEBU yCJ'IOB]/[H).

O6CTO}IT€HCTB&, npm KOuUTo € HCO6XO]1]/IMO M3NNUTBAHE

U3cnensanus Ha Merabonmsma B pOTalIMOHHNTE KYITYypu C€ M3BbPLIBAT, AKO M3XOJHOTO CHEIMHEHME MM HETOBUTE
MeTabonmmMTH B MOuYBaTa ca yCTOI‘]I‘lVlBM B IIOYBaTa, MM AKO € HAJMLE 3HAUUTEIIHA KOHUEHTpauus Ha Merabonuture B
nousarta.

He ce 1M31MCKBA M3BbPIIBAHETO HA M3CIICHBAHMS Ha MeTa0ONM3Ma B POTALMOHHMTE KyNTypH, aKO Hali-HeOnaronpusTHuTe
YCIIOBMSL MOTAT Ja ObIAT NMOXOMAIIO NMPEICTABEHM Ype3 NPYIM HAIMYHU M3CIENBAHMS HA TPETMPAHWUTE KYNTYPU B CHOT-
BETCTBME C TouKa 6.2.1, MpM KOMTO MPONYKTBT 3a PACTMTENIHA 3alMTa € NPWIOXKEH TPSAKO BHPXY MOUBATa (HATp.
TpyUiIaraHe Tpeay 3acakIaHe WM TPey TOHNMKBAHe).

YcnoBus Ha UBOUTBAHETO

B u3crenBanmsTa Ha MeTabonM3Ma ce BKITIOUBAT HAii-MaKO TPY KYNTYpy OT TPY PA3TMUYHM IPYIN: KOPEHOBM M IPYIKOBHU
3e/ICHUYLM, JIMCTHY 3eNIeHYyLWM M 3bPHEHM KynTypu. [{aHHMTE OT HPyTM Ipymu KynTypu MOTAT Ia ObIaT NOIe3HM 3a
onpenensHe Ha MITOB. IlocoueHuTe KynaTypy ce 3acaxiar B MOYBA, TPETMPAHA C MAKCUMATHOTO IpENopbuyaHo obua
KOJIMYECTBO 3a TPEIXOMIHATA KYNTYpa, CIiel MOIXONAIL KapaHTUHEH NEPUO]I, C KOMTO ce MMUTUPA 3arMBaHe Ha KYIITypaTa B
paHeH eTall Ha HejiHaTa BereTalys, POTaUMA Ha KynTypaTa B PaMKMUTE Ha ChbUIMS BereTallMOHEH IEPUOI MM TONMHA U
poTauus Ha KyNTypaTa IIpe3 CrefBallisi BereTalMOHeH MepMOI UM TOIMHA.
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6.6.2.

Konuuecmeo na ocmamsunume 6euiecmea 6 pomayuoHHL RyAMypu

Llenute Ha u3creMBaHMATa 32 OCTAaThUHM BEIIECTBA B POTAUMOHHMTE KYNTypH ca:
a) da ce haje Bb3MOXKHOCT 33 OLCHSABAHE HAa KOJMYECTBOTO HA OCTAThUHMTE BEWIECTBA B POTALMOHHM KYNTYpy;
0) ma ce B3eMAT PelIeHVIs 33 OTPAHMUEHVS [IPM POTALMATA HA KYNTypHTE;

B) 1a ce ocurypu MHGOPMAIMs 32 OLEHKA Ha OOMIATA 3HAYMMOCT HA OCTATHYHMTE BEIIECTBA B PAMKMUTE HA OLEHKA HA
pUCKA BBB BPB3KA C XPAHEHETO; KAKTO M

I) 7a ce B3eMe pelleHye 3a ycraHosiBaHe Ha MITOB mpu poTaumMoHHM KyNTypH.

O6GcrosiTencrBa, Npu KOUTO € HEOOXOLUMO U3NUTBAHE

AKO TIpM U3CNCHBAHMATA HA MeTabOIM3Ma Ce YCTAHOBM, ue ¢ Bb3MOXKHO Hamumero (> 0,01 mg/kg) Ha ocrarbunm
BEIIECTBA OT AKTMBHOTO BEIIECTBO, ChILIECTBEHY METAbOMMTH M TIPOIYKTU OT pasrpaxiaHe, KOMTO MIABAT OT MeTabomuama
B PACTCHMETO WIM B II0YBATA, M3BbPIIBAT CC OTPAHMYCHNM W3CICOBAHMS B IONEBM YCIOBUSL M, aKO € HEOOXOIMMO,
UBIUATBAHUSA B TOTIEBU YCIIOBUSL.

He ce m3ucksa U3BBPIIBAHETO HA M3CIIEABAHUSA B CIEOHUTE CITydan:
— H€ €€ HaJlara M3BbPIIBAHETO HA M3CIIEABAHMS Ha Merabonmsma B poTauMOHHUTE KYITYpu, WIN

— U3CIICIBAHMATA HA MeTabonmsma B PpOTaLIMOHHUTE KYJITYpY ITOKa3BaT, U€ HE MOXKE J1a C€ OYaKBa II0ABATA HA OCTATHYHU
BEIIECTBA C Bb3MOXKEH PUCK B POTALMOHHUTE KYJITYpU.

YcnoBus Ha UBNUTBAHETO

3a MOCTUTaHEeTO Ha TOCOYEHUTe To-rope uenm ce MU3IMoj3Ba MHOIOCTaleH IOOXOM. Hp]/[ IIbpBYSA €Tall Ce€ M3BBPILIBAT
OrpaHMYE€HM MW3CICOBaHNsA B IIOJIEBM YCIIOBMA Ha [IB€ MeCTa B OCHOBHUTE obnmactu Ha orrnexmnane. Va3momnssa ce
NPOOYKTHT 3a pacTUTEIIHA 3allliTa, 3a KOWTO ce MCKa paspemenne, win gpyr IpogykKT ¢ MHOIO CXOOHa C HErobata

pewentypa.

He ce u3ncKBaT JONBIHMTENIHM M3CIIENBAHNSA, KOraTO Bb3 OCHOBA Ha Pe3yNTATUTE OT M3CIIENBAHMATA HA IHPBUS €Tall He
MOXe [a Ce OYAKBA HATMUMETO HA OCTATHYHM BEWIECTBA B MOMIEXAWO Ha OTKpuBaHe Komdectso (< 0,01 mgfkg) B
POTALMOHHUTE KyATYpH, WIM KOTaTO NPU M3CIENBAHMATA HA MeTabONM3Ma He ce HAOMIOMABAT OCTATHYHM BEIIECTBA, KOMTO
HajlaraT OlleHKa Ha pIuCKa.

[Ipu BTOpMS eTam ce MPEJOCTABAT HIONBIHUTEIIHM [JAHHM, 33 Ha Ce Jaje Bb3MOXHOCT 33 M3BbPUIBAHE HA MOAXOMALIA
OLICHKA Ha PUCKa TPV XpaHeHe U 3a ycTaHoBsiBaHe Ha MJITOB. Iocouennte u3crensanus o6XBalar obuyaiiHara npakTiKa
3a poTauus Ha Kyntypute. Te ce M3IBIHABAT, KAaTO Ce B3eMAT IPeNBUA M3UCKBAaHMATAa B Touka 6.3. VsmmteaHusaAra ce
M3BbPILIBAT IIPY YCIIOBMS, KOMTO Ca BH3MOKHO Hail-OMu3KM 10 3eMefeNCKaTa IPAKTHKa, 10 OTHOLICHUE HA NPENCTaBUTETHN
KYJITypU OT OCHOBHUTE IPYNM KyNTypu. 3a BCAKA KYNTypa Ce M3BbPUIBAT HAli-MalKO YeTMPU M3IUTBAHMUA B PasIMUHM
vacty Ha Cbi03a B PAMKNTE HA €[IHa TOMMHA. [[0cOYeHNMTe M3IUTBAHMS Ce M3BbPIUBAT B OCHOBHMTE OONIACTU HA OTIJIEXKIAHE
B pasmumuHy yactu Ha Chl03a C Haii-BUCOKUTE IIPUIOXMMY KONMYECTBA 33 MPEIXOHHATa KyNTypa. AKO NpMIIaraHeTo B
TeueH)e Ha TONMHATA HA YCTOMUMBM AKTUBHM BEIUECTBA BOMM [O MO-BUCOKA MOCTOSHHA KOHIEHTpauusi B IIOYBATA,
OTKOJIKOTO TPV €IHOKPATHO IpWIAraHe, TOBA paBHMILE ce B3eMa mpemsui. HeoOxommmure JaHHM OT M3IUTBAHMS 3a
OCTaThYHM BELIECTBA CE YCTAHOBABAT B PAMKUTE HA KOHCYNTALMM C HalVMOHATIHUTE KOMIETEHTH! OPraHM Ha IbpXKaBUTE
YITEHKI.

l'lpennox{eﬂu onpeneeHNsa 3a OCTaTbYHM BeleCTBa M MAKCUMAlTHO MONMYCTUMM TpaHMIM Ha OCTaTbUYHU
BeIeCTBA

Hpe()ﬂosxeuu onpede/leﬂug 3a ocmamesuHu seujecmea

le/{ OIpENENAHE Ha TOBA KOM ChEOVHEHMS @Ha 6'])]13T BKITIOUEHN B OIPEHETICHMETO 33 OCTATbYHM BEILECTBA CE B3EMa
npensum CIEOHOTO:

— TOKCHKOJIOTMYHATA 3HAUMMOCT Ha CHCIMHCHUATA,

— KOJIINM4eCTBaTd, KOMTO € BEPOATHO [1a 61)11a'r HAaJIMYHU, KAKTO M

— AHAJIMTUYHUTE METOOM, INPEIIOKEHN 3a LEINNUTE HA KOHTpOIA U Ha6n1011e1-meTo cnen ono6peﬂmero.

Moxe fa ca H606XOIII/IMI/[ [IBE pa3IMYHNU OIpPENeNeHNs 3a OCTaTbYHO BELIECTBO: €IHO 3a LEIINTE Ha IIpaBOIPUIIAraHETO,
KOETO MMa 3a OCHOBA IIOHATMETO 3a MApKeEp, M BTOPO 3a LEIINTE HAa OLCHKATa Ha pUCKaA, IIPM KOETO C€ B3EMAT IIPEHBUIL
TOKCUKOJIOTMYHO 3HAUMMUTE CHEOMHEHMA.

AHanusute Npy MBNUTBAHMATA 33 OCTATbUHM BEIIECTBA U M3CIIEABAHMATA BBB BPB3Ka C XPAHEHETO 06XB&LL[3T BCUYKN
CbCTaBKM Ha ONPEOEIICHMETO 3a OCTATHbUHO BELIECTBO 3a LIEIIMTE Ha OLECHKATA Ha PUCKa.
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6.7.2.

6.8.

6.9.

6.10.
6.10.1.

7.1.

Ipednoskenu marcumanno donycmumu epanuyu wa ocmamsunu gewjecmea (MITOB) u o6ocrosra 3a npuemaugocmma Ha
npednoskeHume cmotinocmu

3a BCMUKM NPONYKTM OT PAacTUTENleH M >KMBOTMHCKM mpomsxon, obxsanaty or Permamenr (EO) Ne 396/2005, ce
ONpeeNAT MAaKCUMAJIHO HONMYCTUMM TPaHMIM 33 OCTATHYHM BeluecTsa. [Ipy BCHUKM JPYTM CIlydanm 3a IPOIYKTH OT
pacTuTenieH M KMBOTMHCKM IPOM3XOM, M3ION3BAHM 33 XpaHM WM (ypax, KaKTo M 3a TIOTIOHA M JieueOHMTE PacTeHus,
ce ompeniesisi HACOUBALIO PaBHMIUE, T.€., PABHMILE, M3BEIEHO Bb3 OCHOBA Ha CHIMTE NMPVHIMIM, KOMTO Ca M3MONI3BAHM 3a
onpenensHero Ha MJTOB.

3a npepaéoTeHM NpoOykKT C€ I0couBa KOC(l)MlIMCHT”bT Ha npepa60TKa, OCBCH aKO C€ Ilocouu, 4€ He C€ M3UCKBAT
M3CIIEOBAHMSA II0 OTHOLICHME Ha npepa60TKaTa.

OcBeH TOBa, M3BEXKMIAT CE€ CpenHU U Hail-BUCOKM CTOMHOCTU OT KOHTPOJIMpaHN V3NUTBAHNA 3a OCTaTbYHM BELIECTBA, a
KOraTo ca IpeaiozKeHn KOC(l)I/IHI/lCHT]/[ Ha Hpepa60TKa — CpelHn n Hai-BUCOKM CTOHOCTY OT KOHTPOJIVIpaH! U3NUTBAaHUA
3a OCTaTbUHM BEILIECTBA MPU npepa60TKa.

B m3KImOUMTeNHN CITydan, KOTaTo YCIOBMATA, MOCOYeHN B wieH 16, maparpad 1 or Permament (EO) Ne 396/2005, ca
u3IbIHeHy, ce npewiarar MTOB, ompeneneHy Bb3 OCHOBA Ha IaHHM OT HAOMIONEHMs. B Te3u ciyyau NpeIUtoKeHMeTo
o6xBala 95-1si MPOLEHTIN OT MHOXKECTBOTO IaHHM M IPaHMUA Ha IOCTOBEpHOCT 95 %.

IMpednoskenu marcumanno donycmumu 2panuyy Ha ocmamsunu eewsecrmea (MITOB) u 06ocHo8Ra 3a npuemaugocmma Ha
npedsoskeHUmMe CMOIHOCMU 3 NPOOYRMU OM GHOC (0OMYCMUMU OMRAOHEHUS NP 6HOC)

Ilo ornomenne na MITOB, npemnoxenu 3a IPOIYKTU OT BHOC (HOMYCTUMM OTKJIOHEHMS IIPU BHOC), Ce IpMiiara TOUKa
6.7.2.

IIpenoxenu mpennasHu MHTEPBaIU

Karo ce B3emaT HpemBui BpemuTeNNTe, KOWTO Wi Ce KOHTPOIMPAT, M PEe3yNTaTMTE OT M3IMTBAHMATA 33 OCTAaTbYHM
BELLICCTBA, Ce OMpENeIIAT MPEANasHu MHTepBa (T.e. CPOKOBE Ipey MpuOMpaHe Ha PEKONTATa, MEpUOIM HA 3aIbpxKaHe
WIM TePUONM Ha CKIIAIMpaHe — Ipu yrorpeda cied npubupane Ha pekonrara). VIHTepBanmute ca C NMPOIBIKUTETHOCT
MVHVIMYM €[MH IIeH.

Ouem(a Ha NOTECHLMAIIHATA U pealTHaTa €KCIO3UIMUs, TbJIKAlIa Cé Ha XPaHUTEITHUSA PEXUM WINM Ha OPyru
M3TOYHNIIN
Korato ce omeHsiBa eKCIO3MIMATA, ce OTUUTA, Ue npn OLEHKaTa Ha pucCKa TpH6Ba J1a ce uMa IpenBus ONPENETICHNETO 3a

OCTaTbYHO BEHICCTBO, YCTAHOBEHO 3a LEJIMTE Ha OLEHKATa Ha pUCKa.

Koraro e npuiio:KimMo, OTYMTaT ce Bb3MOKHOTO Haluuye U OOLIaTa eKCIO3UINS HAa OCTATHYHM BEWIECTBA OT MECTULAINA OT
M3TOUHNMUM, PA3IMYHM OT HACTOSIIMTE BMIOBE ymoTpeGa HAa aKTMBHMTE BEIIECTBA 33 3AIUMTA HA PACTEHMATA (HAmp.
yroTpe6a Ha AKTHBHI BEIIECTBA, KOSITO BOTM NO €IHAKBHM MeTabONUTH, ymoTpeGa KaTo OMOLMI WM KATO BeTepUHAPEH
TieKapcTBeH TPOMyKT). OCBEH TOB, KOTaTO € MPUIOXKMMO, Ce B3eMa MPeIBNl KyMylaTMBHATa eKCIO3MIMA Ha MOBede OT
€[IHO aKTUBHO BEILECTBO.

Hpyru usciensaHus

Paeuubue HA OCMAmesUHU 6ewlecmea 6 noieHa u nueaHume npoéyRmu

Lle/Ta Ha OCOYEHNTE M3CIIEABAHMS € JIA CE OIIpENiell KOMMUECTBOTO OCTATBUHM BELIECTBA B TIOJIEHA 1 IUEITHUTE IPOTYKTH,
TOIHM 32 KOHCYMALMs OT YOBEKa, KOETO Ce MOJyuaBa OT OCTATHUHKTE BEIIECTBA, KOUTO MUYEIUTE [I0eMAT OT KyNITypHUTe 10
BpeMe Ha Librexa.

TUIBT ¥ YCIIOBMSATA HA WM3CIEIBAHMATA, KOMTO TpsiOBa Ia e M3BHpIIAT, ce OOCHKIAT ¢ HALMOHATHUTE KOMICTCHTHU
OpraHi.

PA3[IET 7
Coujecmeyeate u noeedenue 6 OROAHAMA cpeda
ChblecTByBaHe M TOBeleHMe B NMOYBATA
Orunrar ce BCMYKM 3HAUMMM CBETICHMS 3a TUIIA M CBOFICTBATA HA IOYBATA, KOATO CE TONI3BA TPV M3CIIENBAHNSATA, B TOBA

YUCio pH, CbIbPKAHUETO Ha OPraHMYCH BBIJIEPOL, 3bPHOMETPUUHMSA CbCTaB U CrocoOHOCTTa 3a 3aIbp>KaHE Ha BOHA.

MI/IKPO6HaTa Ouomaca Ha TIOYBUTE, WMBIMOJI3BAHM 34 Ha60paT0pHI/IT€ V3CIIEBAHNA Ha pasrpaxpiaHeTo, ce OIpeners
HEMOCPENICTBEHO Ipeny HayallOTO Ha M3CIIEIBAHETO, a CbUIO U B Kpasd My.

[MouBuTe, M3MON3BaHM 3a M3CIEABAHMS Ha pasrpazxnaHeTo, aucop6um1Ta u nec0p6um{Ta WM M3CIEIBaHNATA Ha MPEHO-
CMMOCTTA, Ca MPENCTABUTEIIHN 3a PA3IMYHNUTE TUIIOBE CEJICKOCTONAHCKM IIOYUBYM, TUIMYHM 33 PA3IIMUHUTE PETMOHU Ha
C'I)}OB&, KBETO C€ M3IMOJ3BA MM TPEOCTON [1a CE€ M3IMON3BA CPOTBETHOTO BELIECTBO.

[Tousute OTTOBApAT Ha CIIEIHUTE YCIIOBMS:
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— 00XBallAT JMANa3oH OT CTOHOCTM IO OTHOLICHME HA CHIbPKAHMETO HA OPTaHMYeH BBINIEPON, 3bPHOMETPUUHMS
cpcras 1 pH (3a mpemnountane CaCly), un

— KOI4TO Bb3 OCHOBA Ha JPYIV HaHHM Ce OYAKBA PA3srpakIaHeTo WM MOIBVIKHOCTTA Ha 3aBucst or pH, Hampumep
PasTBOPUMOCTTA M CKOPOCTTA Ha Xumponusa (touku 2.7 u 2.8), mousute umar pH B cremnms obxsar (3a mpen-
nountane CaCl2): 5—6, 6—7 u 7—S8.

HOKOHKOTO € BB3MOZKHO, HpO6I/[Te, B3€TM OT MBIIOJI3BAHUTE IIOYBM, Ca TIPECHU. AKO e Hem30exKHO 1a ce M3Moi3BaT
CbXpaHsBaHM IOYBU, T€ C€ CbXPAHSBAT 3a OrpaHUYEH IIEPNOI (Haﬁ—MHOFO TpK Meceua) npu omnpeneneHn U OT4ETEHU
ycnoBus, KOUTO ca MOOXONALIM 3a 3ala3BaHe Ha KU3HECIOCOOHOCTTA Ha NOYBEHUTE MUKPOOPraHu3MI. C'bXpaHﬂBaHI/[TC
3a MO-OBITBI NMEPYOM TOYBM MOTaT J1a Ca M3IOJI3BAaT CaMO 3a M3CIIE[IBAHE Ha a]ICOp6LII/[ﬂTa/]1€COp6L[VI}ITa.

He ce u3mon3sa 1104Ba, KOATO MMa KpaiiHy XapaKTepUCTUKM 110 OTHOLICHME HA NApaMeTpu KaTo 3bPHOMETPUYEH ChCTaB,
ChIbPXKAHME HA OpraHMueH BbIepon u pH.

[Monesute m3acrnenBaHus ce M3BbpIIBAT TIPN YCIIOBUMS, KOUTO Ca BbB3MOXKHO Hai-O1m3Ku o ob6uuaiinata 3EMETIEIICKA
MpakTKa, BbBPXY p33H006p33HI/l nousy ¥ KIMMAaTUYHM YCIIOBUA, KOUTO Ca IIPENCTABUTEIIHU 3a obnacture Ha
yHOTpe6a. Hp]/[ TOJIeBY M3CTIEIBAHMA C€ II0COUBAT METEOPOJIOTMUHUTE YCIIOBUA.

[Tem Ha pasepaxdane 6 nousama

Hpe]IOCTaBeHV[Te JaHHU " MH(])OPM&L[MH, 3a€qHO C [Ipyr NOOXOHAIIM HaHHM M CBEOCHMS, Ca NOCTaTbUHM, 3a J1a:

a) Ce ompeneny, ako € Bb3MOXKHO, OTHOCUTEIIHOTO 3HAa4YCHME Ha BUOOBETE IPOTUYALIN IPOLECH (paBHOBeCI/Ie MexXny
XUMUYHOTO ¥ OUOJIOIMYHOTO pasrpa)K]laHe);

(=)}
=

ce ONpeNeNnsT HalM4HUTE OTHENHM ChCTaBKM, NPENCTABIIABALIM BbB BCEKM MOMeHT Ham 10 % OT KOnmmMuecTBoTo Ha
0OABEHOTO AKTMBHO BEIICCTBO, KAKTO M, aKO € Bb3MOXKHO, OCTATHYHMTE BEIIECTBA, KOMTO HE MOMJIEKAT Ha
€KCTPaKLMS;

&

C€ OIpEHeNAT, ako € Bb3MOXKHO OTHE/IHMTE CbCTABKM, KOUTO IIpU [IBE IOCIIENOBATEIIHA M3MEPBAHUS IPENCTABIIABAT
Ham 5 % OT KONMUYecTBOTO Ha ]106aBeHOT0 AKTUBHO BELIECCTBO;

I‘) C€ OIPEHENAT, aKo € Bb3MOKHO, OTHEITHUTE CHCTaBKU (> 5 %), 3a KOMTO B Kpas Ha M3CIIENBAHETO HE € TOCTUIHATa
MakCMMaJiHaTa CTOMHOCT Ha 06pa3yBaHe;

=

Ce OIpenenAT Wiy, ako € Bb3MOXKHO, Ha €€ ONMIUAT JIPYrM HalIMYHU OTHEIIHU CbCTaBKIL,
C) C€ YCTaHOBM OTHOCUTEITHUTE CBOTHOILICHMA MEXMIY HAIIMYHUTE CHCTaBKU (MaTCpI/IaHCH 6anch); u

)K) TO3BOJIM ONPENEIIAHETO HA OCTaTbUHOTO BEHIECTBO C BB3MOXKEH PUCK B IIOYBATA, HA KOETO Cd M3JIOKEHU MM MOrat
na 6’]:113.T V3JIOKEHN HENPULIETIHN BUTIOBE.

3a uenuTe Ha HACTOSIUVS pasgen ,,oCTaTbdHM BEUIECTBA, KOUTO HE IOMJIEXKAT Ha eKCTpaKuMﬂ“ O3HayaBa XMMMNYECKU
BELIECTBA, IIOJIYYEHM OT M3IOJN3BAHUTE B CHOTBETCTBUE C HO6paT3 3EMEIEIICKA IPAaKTMKA IPOOYKTM 3a pPacTUTEIIHA
3alura, KOUTO HE MOraT fa ceé €KCTpaxypar ¢ IIOMOLITa Ha METOOV, KOUTO HE IPOMEHAT UYBCTBUTEIIHO XMMMUYECKaTa
npupoga Ha OCTaTbYHUTE IPOOYKTM WM Ha IIOYBEHATA MaTpulia. CMsTa ce, 4e OCTATbUHUTE BEIIECTBA, KOUTO He
nomexkar Ha €KCTpakuus, HE BKJIIOYBAT (l)pal'MeHTI/I, KOUTO 4pe3 MeTaboNUTHUTE IIbTUILA BOOAT OO €CTECTBEHU
NpOHOyKTH.

AepobHoO pasrpaxmaHne
O6cmoamencmea, npu Roumo e Heo6xo00umo ushumeaue

[TBTAT MM MBTMIIATA HA aepOOHO PasrpaxkiaHe ce OTUMTAT BUHATM, OCBEH KOTaTO €CTECTBOTO M HAUMHBT HA ynorpeba
Ha MPOIyKTUTE 3a PACTUTEIIHA 3alIUTA, ChIIbPKAIM aKTMBHOTO BEIIECTBO, U3KIIOUBAT Bb3MOXKHOCTTA 3a 3aMbPCABaHE Ha
TI0YBaTa, KAKBBTO € CIIyYasT IIPM U3MONI3BAHETO UM HA 3aKPUTO BHPXY IIPOMYKTU HA CKIIall MM NPY HAHACAHETO MM C
yeTKa 3a 00pa0OTKa Ha HAPaHEHU IbPBETa.

Ycnoeuda Ha usnumeanemo

W3cnenmBanusita Ha BT WIM ITHTUIIATA HA pasrpaxpnaHe ce€ OT4urar Haii-MaJIko 3a €IMH BUI MOYBA. HouanxaT ce
TakMBa paBHMIIA Ha KMCJIOPOOHO CbObpKaHUE, KOUTO HE OrpaHnyaBaT CIOCOOHOCTTA Ha MUKPOOpraHmMsMmre na
OCBIIECTBSABAT aepo6eH MeTa0onmm3sM. AKO MMa OCHOBaHMeE Oa c¢ CMATa, Y€ IbTAT Ha pasrpaxpiaHe 3aBuUCU OT €OHO
WM TIOBeYe CBOVICTBA Ha nousara, Halp. pH VI ChbIbP2KAHMETO HA IJIVHA, OTYMTA CE€ ITBTAT Ha pasrpaxyaHe 3a Hail-
MaJIko oml¢ €OMH THUIl I10YBa, IIPN KOATO CBOﬁCTBaTa, OT KOUTO 3aBMICM IIBTAT Ha pasrpaxiaHe,ca pasiMuHIL.

TlornyyeHnTe pe3ynTaTyt Ce NMPEICTABAT NOA GOPMATA HA CXEMU, B KOUTO Ce MOCOUBAT CHOTBETHATE ITUILA, KAKTO M IO
dopmara Ha GanaHCOBM TaOIMLY, OTPA3SIBALLM PA3IPEIETICHNETO HA PAMOAKTUBHIS MapKep KaTo (YHKIMS OT BpeMeTo
MEXIY:

a) AKTUBHOTO BELIECTBO,

06) CO,;
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7.1.1.2.

7.1.1.3.

7.1.2.
7.1.2.1.

7.1.2.1.1.

B) mervBuTe ChemuHerus, pasmmunn ot COy;

I) OTHENHMTe MICHTH(UIMPAHN IPOMYKTH OT MpeobpasyBaHe, mocodenn B Touka /7.1.1;
I) MOTNEXKAIN HA eKCTPAKLINS HEMIEeHTHQUIMPAHN BELICCTBa; I

€) OCTaTBUHM BEIIECTBA B MOYBATA, KOMTO HE MOMMEXAT Ha eKCTPaKIMs.

M3cnienBaneTo Ha IBTMINATA HA pasrpaxjaHe BKIIIOUBA BCUYKM BB3MOXKHM OIEPALMi, KOMTO JaBaT Bb3MOXHOCT Jia ce
OMPENIENAT KAueCTBEHO M KOMMUYECTBEHO OCTATHYHMTE BEINECTBA, KOMTO He MOANeXaT Ha EKCTPaKIMs, KOMTO ce
obpasysar cren 100 mHm, Korato Te Hamsuwasar 70 % OT NPWIIOKEHOTO AKTMBHO BellecTso. M30opbT Ha
TeXHUMKMTE ¥ METONONOTMHTE, KOMTO TPsibBa Ja ce MPUIIOKAT, Ce MPaBy 3a BCEKM OTAeNeH ciydait. [lpemocrass ce
000CHOBKA, KOTaTo He ¢ HANpaBeHO KAYeCTBEHO ONpeesisiHe Ha YYacTBAIIATE ChEIMHEHMS.

Hponbnx{menﬂocna Ha m3crienBaHero e rnoHe 120 JiHM, OCBEH KOrato ciem IO-KpaThK IEPMOI paBHMILATA Ha OCTa-
THYHUTE BEUIECTBA, KOUTO HE IOMIEXKAT HA €KCTPAKLINSA, M HA COZ MOrarT [1a C€ €KCTPANOIMNPAT HATEKIHO 3a NEPUOIL OT
100 nuu. To e mo-mgbiro, Korato e H€O6XOJZ[I/IMO J1a €€ YyCTaHOBM ITBTAT Ha pa3rpazxkiaHe Ha aKTMBHOTO BELIECTBO U
HEToBUTE MeTa60]‘IMTI/I, NpOOYKTU OT pasrpazxpiaHe MM peakuus.

AHaepoOGHO pasrpaxiuaHe

O6cmoamencmea, npu rRoumo e Heobxo0umo usnhumeate

[lpencrasst ce M3crieaBaHe Ha aHAepPOOHOTO pasIpaiaHe, OCBEH aKO 3asBUTENAT He JOKAXe, ue NMPY MpeBIKIAHNUTE
HAYMHM HA yroTpeba He e BEPOSITHO NMPOMYKTHTE 3a PACTHTEIHA 3AIUNTA, CHIBPIKALNM AKTHBHOTO BEWIECTBO, a ObIaT
M3JIOKEHY Ha aHACPOOHM YCIOBMSL

Ycnoseud Ha usnumeanemo

Ilo orHOWIEHME HA ycloBuATa Ha M3NNUTBAHETO CE IIpuilara Touka 7.1.1.1, ¢ u3kIToueHne Ha paBHMIIATa Ha KUCIIOpOa,
KOUTO Ce OrpaHMYaBaT 10 MMHMMYM, 3a [1a C€ rapaHTupa, 4¢ MUKPOOPraHM3MUTE OCBLIECTBABAT aHaep06eH MeTabo-
JIN3bM.

Gortonmusza B mousara
O6Gcmoamencmea, npu ROUMo e He0Ox00uUMo U3nNUMEaHe

HpencTaBs{ C€ M3CjeaBaHEe Ha (])OTO]'H/I3aTa B II0YBATA, OCBEH aKO 3aABUTEIIAT HNOKaXKeE, € HE € BEPOSTHO AKTUBHOTO
BELIECTBO a €€ OTIIOKM BbPXY INOBbPXHOCTTA Ha IOYBaTa, UM Y€ HE CE OUAKBA (l)OTOH]/BaTa na 61:]16 3Ha4YMMa InpuumnHa
3a pasrpaiaHeTo Ha akKTUBHOTO BELICCTBO B IIOYBATa, HAIIp. Iopagun cnaboro TIOITbllIaHE HAa CBET/IMHA OT AKTUMBHOTO
BELIECTBO.

Cropocm Ha pasepasdaHe 6 nougama
JTaGopaTtopHM M3CnenBaHus

TTaGopatopHuTe M3CIEABAHMS HA PA3rpaKIaHETO B [0YBATA MPEIOCTABAT Bb3MOXKHO Haii-I0OpUTE OLCHKM HA BPEMETO,
HeoOxonuMo 3a pasrpaxianero Ha 50 % u 90 % (DegT50y,, 1 DegT90),,) OT aKTMBHOTO BELIECTBO, HEIOBHTE
MeTaboIMTI M IPOIYKTY OT pasrpakiaHe M peakuusi Ipyu J1abOpaTOpHM YCIIOBUSL

Aepol6Ho pasepaskddate Ha ARMUBHOMO 6EUECMEO
O6cTosITerNICTBA, TMPY KOMTO € HeoOGXOMMMO M3IUTBAHE

CKOpOCTTA Ha pasrpakiiaHe B TOYBATA CE OTYMTA BMHAIM, OCBEH KOIaTo €CTECTBOTO M HAuMHBT Ha ymotpeba Ha
IPOIYKTHUTE 33 PACTUTENIHA 3aLUNTA, CHIBPXKAL aKTMBHOTO BELICCTBO, M3KIIIOUBAT BB3MOXKHOCTTA 33 3aMbpCsiBaHe Ha
I0YBATA, KAKBBTO € CJIyYasT NPU U3LION3BAHETO MM Ha 3aKPUTO BbPXY IPOLYKTH HA CKIAZ MIIA [IPU HAHACSIHETO VMM C
yerka 3a 00paboTKa Ha HApaHeHN IbpBETA.

YcnoBust Ha M3MUTBAHETO

Orunrar ce M3CIENBAHMS HA CKOPOCTTA Ha aepoOHO pasrpaxiaHe Ha AKTUBHOTO BEIIECTBO B TPM THIA [IOYBA, B
IOITbIIHEHME KbM M3CIIEABAHETO, KOETO ce M3uckBa B Touka /.1.1.1. Hammunm ca Hamexmum manHm 3a DegT50 n
DegT90 3a Haii-Manko 4eTMpy PasMuHy TUIA MOYBA.

TIpOBIIKUTENHOCTTA Ha M3cIeaBaHeTo e noHe 120 gHu. To € mO-Ibro, Korato e HeoOXOMMMO IIa Ce YCTAaHOBAT
KIHETNYHO 00pasyBamyite ce (pakumi HA AKTUBHOTO BELIECTBO J HETOBVTE MeTAOOMMTH, MPOIYKTH OT PasrpaxiaHe
umn peakums. Ako nopede oT 90 % OT aKTMBHOTO BENIECTBO Ce € Pasrpamuiio Ipemy Kpas Ha nepmoga ot 120 mmn,
V3CTIENIBAHETO MOXKE J1a Ce ChKPATIL.

3a [1a ce oleHM BIMAHMETO HA TeMIepaTypaTa BbPXy PasrpaXiIaHeTo, ce M3BbpIIBA NMpecMATaHe C MOIXONAIIA CTOHOCT
Ha Koeduumenta Q10 wmi ce mpempyeMar MOOXOMSL OPOiT TOMBIHUTENHI M3CIEABAHIS TIPY PATNGHI TEMIIEPATyPIL.
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AepolbHo paszpaxkdane Ha memaboaumume u npodyrRmume om paszpaskdodHe U
pearyusg

O6cTosITeNCTBa, NP KOUTO € HeoOXONMMO M3IUTBAHE

TIpecrassrT ce cTofiHOCTHUTE 33 aepobHOTO pasrpaxiane (DegT50 u DegT90) o Haii-MalKO TPU Pa3UUYHM THIIA [0YBA
0 OTHOLIEHME HA MeTabOIMTUTE, MPOIYKTUTE OT PasrpaxiaHe M peakiys, KOMTO Ce CpellaT B I04YBATA, aKO €
UBIIBIIHEHO €[HO OT CIIENHMUTE YCIIOBMS:

a) BbB BCEKJM MOMEHT OT M3CIIEBAHMATA T€ IPENCTABIIABAT IOBEUE OT 10 % oT KONMUecTBOTO Ha ]106aBeHOT0 AKTUBHO
BEIIECTBO;

(=)}
=

BBB BCEKM MOMEHT OT M3CIIE[BAHMATA T€ IPENCTABIIABAT IOBEYE OT 5 % OT KOIMYECTBOTO Ha J]OﬁaBCHOTO AKTUBHO
BELIIECTBO B HAli-MaJIKO JIBE MOCIIEHOBATETHU V3MEPBAHNS,

B) MaKCUMYMBT Ha 06p613yB3.H€ HE € HOCTUTHAaT B Kpad Ha M3CJICOBAHETO, HO IpeEdcCTaBiidgBa Haii-Manko 5 % ot
AKTMBHOTO BELIECTBO IIPU IIOCIIENHOTO VM3MEPBaHE;

I) BCMUKM MeTaGOMUTY, OTKPUTY IIPY JIMBUMETPUYHY M3CTENBAHMS TIPU CPEHA TONUIIHA KOHLEHTPALWS, HANBHIIABAT
0,1 pg/L B orueneHara Boja.

He ce msucksar uscnensanus, korato Tpu croiinocty Ha DegT50 n DegT90 Morar HapexXmHO I1a ce OMpeNeNnaT oT
pesynTaTuTe OT M3CTEMBAHMATA HA PasTPakIaHETO, KOTaTo aKTMBHOTO BEIIECTBO Ce MPWIIara Kato M3MUTBAHO BEIIECTBO.

YcnoBus Ha M3MUTBAHETO

YcnopmATa Ha M3NNTBAHETO Ca OHe3yW, mocodeHyu B pasgen 7.1.2.1.1, ¢ m3KmoueHme Ha TOBa, 4e NPUIIOKEHOTO
VBIUTBAHO BEWIECTBO Lie ObIe MeTabONMTBT MM MPOIYKTHT OT PasrpaKiaHe WM peakuys. Vscrmemsammst Ha MetaGo-
JINTHUTE, TPOLYKTUTE OT PAsTPakKiAHE Y Peakiys Ce W3BbPLIBAT, KOTATO Te Ca HEOOXOmMMM 3a IOY4aBAHETO Ha
HapexxHm croitnoct Ha DegT50 u DegT90 3a Haii-Manko Tpy pasiiMuHy TUIIA TOYBM.

AnaepoOHo pasepaxOane Ha ARMUBHOMO BEUECMBO
OOCTOSTEIICTBA, TIPY KOMTO € HEOOXOMMMO M3MMTBAHE

CKopoCTTa Ha aHaepoOHO pasrpaxiaHe Ha aKTMBHOTO BEIIECTBO CE OTYMTA, KOTATO ChITACHO Touka 7.1.1.2 tpsbsa ma
Oble MBBbPLICHO M3CTIENBAHE PV aHAePOOHM YCIOBHSL

YcnoBusi Ha M3MUTBAHETO

C ormex Ha ycnoBusTa 3a M3MUTBAHE, NOCOYCHM B Touka 7.1.1.2, ca HeoOxomumu croitHoctute Ha DegT50 DegT90
npy aHaepoGHM YCIOBHSL 3a aKTUBHOTO BELLECTBO.

AnaepoOno pa3szpaxdane Ha memabosumume u npodyrRmume om pa3zpaxoane u
pearyu4

O6cTosITerICTBA, PY KOUTO € HeoOXOMMMO M3IUTBAHE

N3cnenBanus 3a aHaep06H0 pasrpaxniaHe ce NpeNBVKIAT 3a MeTa0onmuTUTE 1 NPOIOYKTUTE OT pasrpaxmnaHe M peakuyud,
KONTO C€ Cpelar B IIOYBaTa, aKO TE€ OTIOBAPAT HAa €OHO OT CIIEOHUTE YCIIOBMA:

@) BbB BCEKM MOMEHT OT M3CIIE[BAHMSITA Te IpefCTaBisiBar noseye or 10 % OT KONMUECTBOTO HA [10GABEHOTO aKTUBHO
BELIECTBO;

0) Ipy Haii-MaIKo MIBe MOCIIENOBATEHI U3MEPBAHIS Te IIPEICTABIISBAT [I0BEYE OT 5 % OT KONMUECTBOTO Ha JOOABEHOTO
AKTMBHO BELIECTBO, KO € BB3MOXKHO;

B) B Kpasd Ha M3CIIEOBAHETO MAaKCUMyMBT Ha 06pa3yBaHe HE € HOCTUTHAT, HO MpedcCTaBiigBa Hail-Maliko 5 % ot
AKTMBHOTO BELIECTBO MPU IOCIIEOAHOTO M3MEPBAHE, aKO € Bb3MOXKHO.

3asBUTENAT MOXKeE JIa Ce He M3ITBIIHM TOBA M3UCKBaHE, KaToO JIOKaxke, ue CTOHOCTUTE Ha DCgTSO 3a MerabouTute U
NpOOyKTUTE OT pasrpaiaHe M peakuus Morar aa 61:]18.T Ha[le2KIHO OIpPENENICHU OT pE3yNTaTUTE Ha U3CIEOBaHMATA Ha
aHaepO6HOTO pasrpaxpnaHe, M3BbpHICHM € AKTMBHOTO BELLECTBO.

YcroBust Ha M3MUTBAHETO

V3cnenBanusra Ha MetabONMTHTE M MPOLYKTHUTE OT PAsTpaxiaHe M peakiys ce NMPelBVIKIAT 33 eMH THUII [OYBA IPY
YCIIOBMATA Ha M3NUTBAHE, NOCOYEHM B Touka 7.1.1.2.

[MonmeBu macneagBaHUs
M3cnedeanusa nHa pasnadanemo 6 nousama

Vi3crienBaHysTa Ha PasIPBCKBAHETO B MOUBATA MPETOCTABST OLEHKM 33 BPEMETO, HEOOXOMMMO 3a pasmamanero Ha 50 %
u 90 % (DisT50p,q u DisT90pq) OT AKTMBHOTO BEIIECTBO, M, AKO € BBH3MOXKHO, 3d BPEMETO, HEOOXOMIMO 3a
pasrpaxmane Ha 50 % n 90 % (DegT50p.g u DegT90g,q) OT aKTMBHOTO BEWIECTBO B momeBy ycropus. Korato e
TMPYIOKIMO, MPENOCTaBs ce MHQOPMALNS 32 METAOOMUTHTE M MPOIYKTUTE OT PA3rPaxmaHe M PEaKIs.
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OéCTOf{TCHCTBa, npn KouTo € HCO6X0]I]/IMO M3IUTBAHE

]/IstpumaT C€ M3CTICHIBAHMS IO OTHOLUICHME HAa AKTMBHOTO BEIIECTBO, HETOBUTE MeTaboNmuTI 1 NPOOYKTH OT pasrpaziaHe
W peakuys, ako € M3IBJIHEHO €OHO OT CIIEIHUTE YCIIOBUSA:

a) DegT50;,, 3a aktusHOTO BetecTBo, DegT50;,, mwm DisT50y,, 3a MerabonmuTiTe U MPORYKTUTE OT PasTpaxiaHe ¥
peakuys, B eMH WM TOBeue TUIOBe mousa, ompeneneHo nmpu 20 °C u mpy ChOBPXKAaHME HA Blara Ha MOYBATA,
OTTOBapslIO Ha CTOMHOCT Ha PF, paBHa Ha 2 (HanmfraHe Ha BCMyKBaHe), € MO-TOTSIMO oT 60 mHN; Win

0) DegT90y,, 3a aktuBHOTO BeuiecTBo, DegT90,,, umu DisT90,,, 3a merabonutute M MPOIYKTUTE OT PasrpaxiuaHe u
peakuys, B eMH WM IOBeue TUIOBe mousa, ompeneneHo nmpu 20 °C u mpy ChIBPXKAHME HA Blara Ha MOYBATa,
OTTOBAPSIIO Ha CTOMHOCT Ha pF, paBHa Ha 2 (HanAraHe Ha BCMyKBaHe), € Mo-rojsiMo ot 200 mHu.

Ako obaue NPOOYKTUTE 3a PACTUTEIIHA 3allNTa, ChIbpKalY aKTUBHOTO BEWIECTBO, Ca INPEIHAZHAYECHN 3a yn0Tpe6a npn
CTYIEH) KIIMMaTUYHU YCIIOBMA, VM3CIIENBAHMATA C€ M3BHPILIBAT, aKO € MBI'BJIHEHO €JHO OT CIIEIHUTE YCIIOBMS:

a) DegT50y,, 3a aktusHOTO BewiecTBo, DegT50y,, wi DisT50y,, 3a merabonutute i MPOIYKTUTE OT pasrpaxiuaHe u
peakuus, onpenenexo npu 10 °C v npu chabpXKaHyue HA Bjlara Ha IOYBaTa, OTTOBAPSLIO HA CTOMHOCT Ha pF, paBHa
Ha 2 (HansraHe Ha BCMyKBaHe), € no-romsivo or 90 nHu; wim

6) DegT90,;, 3a aktuBHOTO Bemiectso, DegT90,,, umt DisT90,, 3a MeTaGomuTiTe ¥ MPOMIYKTUTE OT PA3rpaKiaHe I
peakuys, B eIMH IV IIOBeye TUIOBe MouBa, ompemeneHo mpyu 10 °C u mpu chIbpXaHMe Ha BJara Ha IOYBATA,
OTTOBapsIlI0 Ha CTOIHOCT Ha PF, paBHa Ha 2 (HanfraHe Ha BCMyKBaHe), € MO-TojsiMo oT 300 mHM.

AKO 10 BpeMe Ha IOJIeBUTE M3CTIeNBaHMs MeTaOONMTITE U NPOIYKTUTE OT PasrpaxiaHe M peakiys, KOUTO ca HallM4HM
npy 1abOpaTOpHUTE M3CICABAHMS, €A NOA HAli-HUCKMS TEXHMYECKM OCBLICCTBMM IPAr 3a KOIMYECTBEHO OTKPUBAHE,
KOJTO He HafIBMIIaBa eKBMBANIEHTa OT 5 % (32 OCHOBA Ce B3eMa MOTIEKYTTHaTa Maca) OT HOMMHAITHATAa KOHLEHTPauus Ha
NPUIIOKEHATA AKTUBHA CHCTABKA, HE Ce NPEIOCTaBsi NOIBIIHUTENHA MHQOPMALIS 33 CHIIECTBYBAHETO M TMOBENEHNMETO Ha
Te3) ChENMHEHMs. B mocoueHnte cinyyay ce NMpeNoCTaBs Hay4HO BalMiHa 0OOCHOBKA 3a BCAKO HECHOTBETCTBME MEXKIY
MeTabomuTITe B TAGOPATOPHM M B TOTIEBM YCIIOBLS

YcroBust Ha M3MUTBAHETO

VI3BbpIIBAT CE OTHEIHM M3CICHBAHMS 32 HA0OP OT MPENCTABUTEIIHM MOUBM (OOMYAIHO HAji-MalIKO YeTMPY pasiMyHi
TUNA B Pa3IMdHM TeorpadCcKil MeCTONMOMOXKEHNMS), KOUTO MPOIBIIKABAT, HOKaTo 90 % OT NPUIOKEHOTO KOIMYECTBO
Objie pasnpbCHATO OT I0YBaTa MIM Obe NPeo0pasyBaHO BbB BEIIECTBA, KOMTO HE €A MPEIMET HA M3CIICHBAHETO.

M3cnedeanus na HampyneaHnemo 6 nousama

M3cnenBanuaTa Ha HAaTPYNBAaHETO B IIOYBAaTa IIPENOCTABAT MOCTATBYHO HAHHM 33 OLEHKA HA BH3MOXHOCTTA 3a
HATPYNBAHE HA OCTATHYHM BELIECTBA OT AKTMBHOTO BEUICCTBO M META0ONMTUTE M NPOMIYKTUTE OT pasrpaxiuaHe u
peakiyst. V3crenBaHusATa Ha HATPYNBAHETO B NOYBATA MPENOCTABST OLEHKM 33 BPEMETO, HEOOXOMMMO 3a paslajaHeTo
Ha 50 % u 90 % (DisT50p,q u DisT90g ) OT aKTMBHOTO BELIECTBO, M, aKO € BH3MOXHO, OLEHKM 3a BPEMETO,
HeoOxommmo 3a pasrpaxnane Ha 50 % v 90 % (DegT50g,q M DegT904,q) OT aKTMBHOTO BeLIECTBO NPV IONEBM
YCIIOBMSL.

OGcrosTeNncTBa, Npyu KOUTO € HeOOXOMUMO M3MMUTBAHE

Korato Bb3 OCHOBAa Ha M3CIeABaHMATA HA pasNaaHETO B IOYBATA € YCTAHOBEHO, Ye B IOBEYE OT EAMH TUIl 1OYBA
DisT90g)q Hampumapa egHa TOAMHA M Ce HpPEABMXIA NOBTOPHO IpUIIaraHe, HE3aBUCUMO [aji IIpe3 ChILMS BereTa-
UMOHEH MEpYO, UM TIpe3 CliefBalluTe TOMMHM, M3CIIeNBa Ce Bhb3MOXKHOCTTA 33 HATPYNBaHE Ha OCTaThYHM BEWIECTBA B
T0YBaTa ¥ PAaBHMUILETO, NPY KOETO Ce IOCTMIA NOCTOSHHA KOHUEHTPALus, OCBEH KOTaTo upe3 M3UMCIIeHMe Bb3 OCHOBA Ha
MOJIEN WM [0 IPYT MOIXOISII HAYMH HA OLCHKA MOXe [1a Oble MONydyeHa HaNexXIHA MHGOPMALILS.

YCroBusi Ha MBIUTBAHETO

H’b]’[l‘OCpO‘lHI/ITC V3CTIeBaHNA B IIONIEBM YCIIOBMSA C€ M3BBPUIBAT BBPXY Hai-MaJIKO MBa THUIIA TMOJXOMSLIM TOYBM B
pasnunn reorpa(l)cm/l MECTOIIOJIOKEHM, KaTO C€ U3BBPIIBAT HAKOJIIKOKPATHM IpUIIaraHys.

an/I JINICA Ha HACOKY, BKJIFOUEHM B CIMCBHKA, NMOCOYEH B TOYKA 6 OT BBBEIEHUETO, TUIIBT U ycioBuATa Ha U3CIen-
BAHETO, KOETO TpﬂéBa Jla ce M3Bbplu, ce 06C1>)KJ18.T C HaUMOHAJTHUTE KOMIIETEHTHM OpIraHu.

Adcopbyus u decopbyusa 6 nougama
Agcopbuus u necopbuus

[IpenocraBeHara nHGOPMALIAS, 3a€THO C APYTHM MONXOMSIIA JAHHN, € TOCTATHYHA 33 ONpeHesIsIHe Ha KoeQuIMeHTa Ha
ancopOuMs Ha aKTMBHOTO BEWIECTBO M HETOBMTE META0OIMTH M IPORYKTH OT pasrpaxkiaHe M peakius.
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Adcopbuyua u decopbuyud Ha ARMUBHOMO GeUecmeo
O6cTosiTeNncTBa, mpy KOUTO € HeoOXONMMO M3IUTBaHE

Bunaru ce NPENoCTaBAT U3CIIENBAHNS Ha anc0p6umrra u necop6um1ra Ha aKTMBHOTO BELIECTBO, OCBEH KOraToO €CTECTBOTO
U HAUMHDBT Ha yHOTpC6a Ha IMPOOYKTUTE 3a pAaCTUTEIIHA 3allUTa, CbObPKALIN aKTUBHOTO BEWIECTBO, M3KITIIOYBAT Bb3MOXK-
HOCTTa 3a 3aMbpCsBaHE HA II0YBATa, KAKBBTO € CIIy4yadAT IpU M3IOJI3BAHETO VMM HAa 3aKPUTO BBPXY IIPOLYKTI Ha CKIlag
W NpU HAHACAHETO UM C 4Y€TKa 3a o6pa60TKa Ha HapaHEHM ObpBETA.

YcroBusi Ha M3MUTBAHETO

HPCHCTQB}[T ce M3CIIefBaHys Ha aKTMBHOTO BELIECTBO 3a Haii-MaJIKO UETUPpU THIA TIOYBM.

Korato mopamu Obp3o pasrpaxpaHe He MOXe Ia ce MPWIOXKKM METOIBT 3a PaBHOBeCHME B IPyNaTa, KATO Bb3MOXKHM
3aMECTUTEIIM Ce pa3IylexaaT MeTOIM KaTo M3ciefBaHe C KpaTKy BpeMeHa 3a ypasHosecssaHe, KCCC (kommuecTBeHO
CHOTHOLLEHNE CTPYKTypa — cBoiictBo) wmm BETX (BucokoedekTyBHa Teyna xpomarorpadusi). Korato mopamm Hucka
ancopOLyst He MOKe J1a ce MPWIOXKM METOIBT 32 PABHOBECHE B IPYIIATA, KATO 3aMECTUTEN Ce PA3IIECKIAT M3CIIeIBAHMSATA
32 M3BIIMYAHE OT MOYBEH 0Opasell.

Adcopbuua u decoplyug na memabosumume u npodyrmume om pa3zzpaxoane u
pearyusg
OBCTOSATENCTBA, IPY KOUTO € HEOOXOMMMO M3IUTBAHE

VispbpuiBar ce m3CTeBAHMS 3a amcopOuyst M AecopOuysl MO OTHOLICHNME HA BCUUKM MeTaGONMUTH M MPOIYKTH OT
pasrpaxnaHe M peakuus, 3a KOMTO NPV M3CIENBAHMATA 33 PasrpaiaHe B I0YBaTa € UBIBIIHEHO €IHO OT CIeAHUTE
YCIIOBUSL:

El) BbB BCEKJM MOMEHT OT M3CII€[BAaHMATA T€ IPEOCTABIIABAT IOBEUE OT 10 % OT KONMMYecTBOTO Ha 11063.B€HOT0 AKTUBHO
BECLIECTBO;

(=Y
=

BbB BCEKM MOMEHT OT M3CIIEIBaHUATA TE€ IPEICTABIIABAT IIOBEUE OT 5 % OT KOJMYECTBOTO Ha JIlO6aBeHOT0 AKTUBHO
BEIIECTBO B HA-MaJIKO JIBE IOCIIEI0BaTe/THN M3MEpBaH;

B) MAKCHMyMbT Ha OOpasyBaHe He ¢ IOCTUIHAT B Kpas Ha M3CNICOBAHETO, HO MPEICTABIIsBA HAM-Malko 5 % OT
aKTUBHOTO BELIECTBO MPU MOCTENHOTO M3MepBaHe;

1) BCMYKM METabOMTH, OTKPUTH NPY JIM3MMETPYUUHM M3CIICOBAHMS IPU CPEIHA TOIMIIHA KOHIIEHTPALS, HAIBUIIABALIA
0,1 pg/L B oTleneHaTa Bofa.

YcroBus Ha M3NUTBAaHETO

VscnenBanust BbpXy MeTaOONNTH, NPOIYKTH OT PasrpaiaHe M peakiys ce MPeJOCTaBAT 33 Hail-MalKo TPU THIIA I0YBA.

Koraro mopami Gbp30 pasrpaxmabe He MOXe A Ce NPMIOXM METONBT 33 PABHOBECHE B IPYMATA, KATO Bb3MOKHI

3aMECTUTENIM Ca Pa3ITeXnaT METOIM KaTo M3CIIeIBaHe C KpaTKy BpeMeHa 3a ypasHosecsibaHe, KCCC wmm BETX. Korato

Topajy HICKA ancopOuust He MOXKe [a ce TPUIIOKK METOIBT 3d PABHOBECHE B IPYIIATA, KATO 3AMECTUTEIT Ce PasIyexMIar

VM3CTIeMBAHISITA 33 M3BIMYAHE OT MOYBEH OOpasell.

KbcHa copbums

BbamMoxHO € B paMKHUTE Ha IO-TOPEH €Tall OT MU3CIICOBAHMATA [1a Ce ]1063.8]/[ I/IH(l)OpMaIH/ISITa 3a KbCHa COp6IH/I}I.

O6cmoamencmea, npu Roumo e Heo6x00uUMmo U3numeane

HeoOXommMOoCTTa OT M3BBPLIBAHE HA M3CIICNBAHMS Ha KbCHaTa cOpOLMsS ce OOCHKIA C HALMOHATIHWUTE KOMIIETCHTHM
OpraHi.

Ycno6u4q na usnumeanemo

Tlpu nurca Ha HACOKM, BKIIIOYEHM B CIMCHKA, MOCOYEH B TOYKA 6 OT BBBENCHMETO, TUIBT M YCIOBMSITA HA M3CIE[-
BAaHETO, KOeTo TpsibBa [a ce M3BbpIIM, ce 00ChXKIAT C HALMOHAIHITE KOMIICTEHTHM OpraHu. Pasriexna ce M BIMSHUETO
BbPXy CKOPOCTTA Ha pasrpaxuae. J[aHHMTE 33 KbCHATa COPOLMS ca CHbBMECTMMI C MOMENA, B UMMTO PAMKM e ce
V3TION3BAT MOJYYEHNTE CTONHOCTH.

Mobuanocm 6 nousama

MacnenBaHMs 3a M3BIMYAHE OT MOYBeH obpasen

M3ensuuane om nougen o6pa3€b; Ha aRMUBHOMO 6eU,ecCme0

M3cnenBanusita ¢ M3BIMYAHE OT TOYBEH o6pa3eu NPENOCTaBAT JOCTaTbYHO HAaHHM 3a OIECHKA Ha MOOMITHOCTTa 1
TNOTEHIIMAJIA 32 M3BIIMYAHE HA AKTMBHOTO BEIIECTBO.
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OéCTOf{TCHCTBa, npn KouTo € HCO6X0]I]/IMO M3IUTBAHE

VI3BbpIIBAT Ce M3CTICNBAHS 38 Hal-MAJIKO YeTMPY THUIA NOYBM, KOTATO MOpajy c1aba agcopOums oT M3CIeNBaHMsITa Ha
ancopbumsita M mecopOumsTa, MpelBuueHu B Touka 7.1.2, He € BB3MOXKHO Iia Ce MOJydaT HANeXIHM CTOMHOCTH 3a
koeduuyenta Ha agcopbums (Hanp. Koc < 25 L[Kg).

Mszenuuane om nousen o6pasey Ha memaborumume u npodyrmume om pazeparoane
U pearuyug

C VM3NUTBAHETO Ce MPEIOCTABAT JTOCTATHYHO HAHHM, 3d A Ce OLEHM MOOMITHOCTTA ¥ IMOTEHLMAITBT 3a M3BIMYAHE HA
MeTabOIMTITEe M MPOIYKTUTE OT PA3TPaxKIaHe M Peaiys.

OOGCTOATENCTBA, IIPM KOUTO € HEOOXOMMMO M3IUTBAHE

V3BbpIIBAT Ce MBCIENBAHNSA 33 HAii-MaKO TPU THIIA [OYBM, KOIaTo Mopamy ciaba amcopOums OT M3CIIeNBaHMsTa Ha
ancopbumsra u necopOuyaATa, MpenBuIeHr B Touka 7.1.2, He € Bb3MOXHO []a ce MONyuaT HaleX[IHU CTOMHOCTM 33
koepuupenta Ha ancopbums (Hamp. Koc < 25 L[Kg).

HI/IBV[MCTPI/I‘{HI/I n3CnenBaHmsa

Korato ¢ HeoOXOmMMO ce M3BbpIIBAT JIM3UMETPUUHM M3CIIEABAHNMS, 38 [a Ce OCUrypy MHOpMaLms 3a:
— MOOWMIIHOCTTA B [10YBATa,

— IOTeHUMANa Ha M3BIIMYAHE B IOMIOYBEHUTE BOIM,

— BB3MOXKHOTO pasrpefieieHye B Noysara.

O6Gcmoamencmea, npu Roumo e Heo6xo0dumo usnumeane

[pu pewienneTo ganu fa ce U3BBLPIIBAT JIM3UMETPUUHIM M3CIIEABAHMSA KATO €KCIIEPMMEHTAIHO U3CIeABaHE HA OTKPUTO B
PaMKMTE Ha MHOTOCTAIHA CXeMa 33 OlEHKA Ha M3BIIMYAHETO CE B3EMAT IPEIBUI PE3yNTaTUTE OT M3CIIC[BAHMATA Ha
pasIpaxkiuaHeTo M MOOMIIHOCTTA ¥ NPEHNONAraeMuTe KOHLEHTPALMM B OKONIHATA Cpeld — B MOMIOYBEHUTE BOIM
(PECGyy), M3UMCIICHM B CHOTBETCTBME C pasnopenbute Ha uact A, pasmen 9 oT mpuioxeHuero kpM Permament (EC)
No 284/2013. TumsT U yCIOBMATA HA M3CIEOBAHMATA, KOUTO TPsiOBA A Ce M3BBPLIAT, Ce OOCHAKIAT C HALMOHAIHNUTE
KOMIIETEHTHY OPraHMu.

Ycnoeuda Ha usnumeanemo

M3cnenBanusTa ce M3BbPLIBAT C OINIEN HA Haii-HEONAroNpuUsTHUS PEATHO Bb3MOXKEH CIIyuail, a MPOIIBIKUTEHOCTTA MM
€ JIOCTATHYHA 33 HAGMIONEHNs Ha MOTeHIMATHO M3BIMUAHE, KATO Ce B3EMAT MPEMBIMI TMITHT HA MOYBATA, KIMMATHUHNTE
YCIIOBMSI, IIPMIIATaHUTE KONMYECTBA M UECTOTaTa M MePMOIl Ha MpuIlaraHe.

Ha nonxopsiy MHTepBany ce aHaIM3Mpa BOAATA, KOSTO ce IPOCMYKBA OT INOYBEHNTE KOTIOHM, a OCTATHYHUTE BEIeCTBA
B PAacTUTEIIHMSI MaTepuain ce ONpeHesisT Npy NpuOMpaHe HA PEKONTaTa. B Kpas Ha eKCIEpUMEHTAIHaTa paboTa ce
OIIPEHeIISAT OCTATHYHUTE BELIECTBA B [OYBEHMTE NPOPMIIM HA HAli-MANKO [T MOYBEHM Clost. V30sirBa ce MEKIMHHO
B3eMaHe Ha IpoOM, Thil KaTO IPEMECTBAHETO HAa PACTEHMSTA (C MBKIIOYCHME HA NMPUOMPAHETO HAa PEKONTATa CIOpES
o61uajiHaTa 3eMefIericKa NPAKTHKA) U Ha [OYBATA BIIMsC HA IPOLIECA HA M3BIIMYAHE.

Ha paBHu mHTepBany Haii-Majko eIMH ITbT CEAMMYHO Ce 3alMCBAT CBEIEHMS 3a BaJleKuTe U TeMIepaTypaTa Ha Iousata
U Bb3[yXa.

[pnGounHara Ha Ju3uMeTpute ¢ Haji-Manmko 100 cml. BbTpemHOCTTa Ha MOYBEHMTE CIIOEBe OCTABA HEHAPYIICHA.
Temmepatypute Ha mousute ca OMM3KM IO TeMmepaTypute Ha TepeHa. IIpu HeOOXOMMMOCT ce NPUCTDIBA KbM HOITBII-
HUTETHO HAMOSBAHE, 33 1A Ce TAPAHTMPA ONTMMATHO PA3BUTHE HA PACTEHMSTA M TMPOCMyKBAHE HA BOJATA B KOMIYECTBO,
OMM3KO 710 TOBA HA PETMOHMTE, 3a KOMTO Ce MCKA paspemieHye. Korato mo Bpeme Ha M3CIeIBAHETO MOUBATA TPsiGBa 1a
nperspru 06pabotka, Ts1 He TpsiOBa ma Gbme mo-menboka or 25 cm.

[loneBu M3nmMTBaHUS 3a U3BIUUYAHE

Korato e HeoOXO[MMO, M3BbPLIBAT Ce MONEBM M3CIIENBAHNS 3a VM3BIMYAHE, 33 1@ Ce OCUTypy MHQOpMaLms 3a:
— MOOWIHOCTTA B IOYBaTa,

— MOTEeHUMANa Ha M3BIMYaHEe B MOIMNOYBEHUTE BOIM,

— BB3MOXKHOTO paslpeliesieHne B IOYBaTa.

O6cmoamencmea, npu Roumo e Heo0Xx00uUMmo usnumeane

HPI/I peWEHNETO Oany Ha C€ M3BbPLIAT ITOJIEBM M3CIIENBAHMA 33 M3BIIMYAHE KaTO EKCIIEPUMMEHTAIIHO M3CIIENBAHE Ha
OTKPUTO B PAMKUTE HA MHOTO€TAaIlHA CXEMa 3a OLECHKA Ha V3BIIMUYAHETO C€ B3EMAT IPEOBUI PE3YITATUTE OT MU3CIIEN-
BaHMATA Ha pa3rpaxmiaHeTo u MOOMITHOCTTA 1 NpEnroaraéMuTe KOHUEHTPAMM B OKOJIHATA Cpea — B IONIOYBEHUTE
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o (PECgyy), M34MCIeHM B CBOTBETCTBYE C PasnopenOute Ha yact A, pasuen 9 or npuoxennero koM Permament (EC)
Ne 284/2013. TumsT u ycrnoBusTa Ha M3CIEABAHMATA, KOUTO TpsOBa [1a Ce M3BBPMIAT, Ce OOCHKIAT C HALMOHATHUTE
KOMIIETEHTHM OpTaHM.

Ycnoeuq na usnumeanemo

V3crienBanmsTa ce M3BBPIIBAT C OITEN HA Hali-HEeOIArOMpYSTHMS PeaslHo Bh3MOXEH CIIydail, KaTO Ce B3eMAT MPEIBUI

TANBT Ha NOYBATA, KIMMATUYHUTE YCIIOBMS, NMPWIIATAHUTE KOJIMUYECTBA M YECTOTATa M IIEPUOIA Ha IpuUilaraHe.

Bomata ce aHanManpa Ha TMONXONSIIM MHTEPBANA. B Kpas Ha M3MMTBAHETO Ce ONMPENENAT OCTATBUHMTE BELIECTBA B
TMOYBEHNTE MPOQIMITIM HA HA-MATKO MeT MOYBEHM CIos. V30srBa ce MeXIMHHO B3eMaHe Ha MPoOM OT MOYBATA M
pacTeHmsTa (C M3KMIOYeHME HA MPUOMPAHETO HA PEKOITATA CIOpeN OOMYAiiHATA 3eMeesicKa MPAaKTHKA), Thil KAaTo
TIPEMECTBAHETO HA PACTEHMSTAa M Ha TOYBaTa BIMse HA MpPOLeECa Ha M3BIMYAHE.

Ha pasny vHTepBanu (Haii-Manko e[IMH IThT CEIMMYHO) Ce 3amyCBaT CBEMEHMs 3 BaleKnTe I TeMIepaTypaTa Ha roupata
1 BB3IyXa.

HpeIIOCTaB}IT ce JIAaHHY 33 HUBOTO HA MOJIMOYBEHUTE BOOM B OMUTHMTE MojeTa. B 3aBucumocT ot NpOEKTa Ha MU3MNT-
BaHETO, M3pa60TBa ce noupo6Ha XMUOPOIIOXKKA XapaKTEPUCTMKA Ha ONMUTHOTO IIOJIE. Ako 1o BpEME Ha M3CIIEIBAHETO CE
Ha6]’[}OHaBaT NyKHaTMHU Ha I0YBAaTa, TE H0]1p06H0 CE€ OmucCBar.

OcobeHo BHUMaHME Ce 06p’bma Ha 6p0}1 M MACTOTO Ha CBOPBXKEHMATA 3a C'b6]/[paHe Ha BomaTa. MOHTaXbT Ha Te3u
CPOPBXKEHMSA B IIOUBaTa HE J1aBa Bb3MOXKHOCT 3a I10sIBA Ha KaHAJIHM ITBbTHMIIA Ha IPOCMYKBaHE.

C'])l.llCCTByBaHC U NMOBE€IE€HUE BbB BOIATa M OT/IaraHUATa

TlpenrocTaBeHata MHQOpPMALNs, 3aeIHO C MHPOPMALMSATA, KOSTO Ce OTHACS [0 €OMH WIM HSKOJKO IMPOIYKTH 33
pacTUTeNIHA 3alUNTA, CHIBPXKALIM aKTMBHOTO BELIECTBO, KAKTO M Apyra MOAXOMsA MHPOpMALws, ca [OCTATHUHM, 33
[la Ce YCTAaHOBM MJIM Ja Ce Mafie Bb3MOXHOCT [1a Ce OLEHI:

3.) ycroﬁqmsocha BBB BOIHUTE CUCTEMU (Jl'bHHI/l OTJIaraHus M BOMQ, BKJI. YaCTULM B CYCHCHSI/IH)]
6) CTENEHTA Ha OIIACHOCT 3a BOHATa M OPraHM3MUTE B OTIIAraHMATA;
B) NMOTEHIMAJIBT 33 3aMbpPCsABAHE HA TOBBPXHOCTHUTE U IOA3EMHUTE BOIMN.

Hauun u cropocm Ha paszpaskdane 668 00HuMe cucmemu (XUNUUHO U GOMOXUMUUHO pa3zpasriate)

Hpe]IOCTaBeHI/[Te JaHHU U I/[H(])OpMaLU/IH, 3a€oHO C [Ipyr¥ NMOOXOHAIIM HAaHHU M CBEOCHMS, Ca OOCTaTbUHMU, 3a J1a:

Ce OMpENeNny OTHOCUTEITHOTO 3HauCHME HA BUIOBETE MPOTMYALIM MPOLECH (PAaBHOBECHE MEXKIY XMMUYHOTO 1 OMOIO-
IMYHOTO PasrpaKuaHe);

(S
=

(=)}
=

C€ OIpenerAT, DOKOJIKOTO € Bb3MOXKHO, HAaJIMYHUTE OTHETIHM CbhCTABKU;

B) C€ YCTaHOBM OTHOCUTEITHOTO CBHOTHOLIEHME Ha HAIMYHUTE CBCTABKM M TAXHOTO pA3NpENENeHne MEXIy BOIaTa,
BKITIOUUTEITHO B YaCTULIATE B CYCHEH3NUSA, M OTIIAraHuATa; U

1') C€ Mafe Bb3MOXKHOCT Ha CE€ ONPENENAT OCTaThUHNTE BELIECTBA C BB3MOXKEH PUCK, Ha KOUTO Ca M3IIOXKEHN MIIM MOrat
aa 6'bJI[aT VI3IIO2KEHN HENPULIETTHN BUIOBE.

Xunponnsa
O6cmoamencmea, npu Roumo e Heo0Xx00uUMo uU3numeane

CkopocTTa Ha XMIPONM3a HA IIPEUMCTEHOTO aKTMBHO BellecTso ce ompenens u otunra mpu 20 °C umn 25 °C. Uscnen-
BaHMATA 32 XUIPONM3A CE M3BbPUIBAT CBUIO U 33 IMPOMYKTUTE OT pasrpaxkiaHe M peakiys, KOUTO BbB BCEKM MOMEHT
npecrapisisar nosede or 10 % OT M00ABEHOTO 3a M3CIIEABAHETO HA XMIPOIM3ATA AKTMBHO BELIECTBO, OCBEH aKO IpH
MBINUTBAHETO C AKTUBHOTO BELIECTBO € MOJyYeHa JOCTATHYHO MHPOPMALINS 33 PA3TPAXKIAHETO HA NMOCOYCHNTE BELIECTBA.
He ce u3ucKBa JOMBIHUTENIHA MHPOPMALIS 32 NIPOLYKTHUTE OT PasrpaxkiaHe, ako Te ce CMATAaT 33 CTAOMIHM BbB BOIA.

Ycnoeud Ha usnumeanemo

Omnpenens ce 1 ce OTYMTA CKOPOCTTA Ha xuapormu3a 3a pH 4, 7 u 9 mpu 20 °C yym 25 °C B ycnoBust Ha CTEPUITHOCT 1
JIMNCA HA CBETIMHA. 33 AKTMBHM BEIIECTBA, KOMTO Ca CTAOMIIHM, MM KOMTO MMAT HMCKA CKOPOCT HA XMAPOIM3a MpU
20—25 °C, ckopocTTa Ha Xumponusa ce ompenens mpu 50 °C uau mpy Apyra CTOMHOCT 3a Temmeparypata Hag 50 °C.
Axo npu 50 °C iy npy 1o-BUCOKA TeMIIepaTypa ce HaOmolaBa pasrpaxiane, CKOPOCTTA Ha PasrpaxKiiaHe ce Onpenes
TPy Hall-MaJIkO OLe TPV CTOMHOCTY HA TEMIIepaTypaTa M ce TOCTPOsiBa IpaduKa Ha ApeHNyc, KOETO a [O3BOTIM A Ce
Hampasy TPEANonoxKenne 3a ckopoctta Ha xuapormusa mpu 20 °C u 25 °C. OTumTaT ce MAEHTMYHOCTTA HA MPOIYKTHTE,
TONyYeHN B Pe3ynTaT Ha XWMAPONM3aTa, M KOHCTAaHTUTE HA cKopoctTa. Ipemmomaraemmte croitHocTn Ha DegT50 ce
orunrar 3a 20 °C wm 3a 25 °C.
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7.2.2.
7.2.2.1.

7.2.2.2.

Mpsako QOTOXMMMUUHO pasrpakmane
O6cmoamencmea, npu Roumo e Heo6Xx00uUMmo u3numeane

Ompererist ce M ce OTYMTA MpsiKata (POTOTPAHCPOPMALMS HA [PEUYMCTCHOTO AKTMBHO BEWIECTBO [PV CHEIMHEHMS C
KoeduIMenT (TeceTuen) Ha MorekynHa a6copbums () > 10 L x mol™! x cm™ npn mwmkuma Ha peaHata (\) >
295 nm, OCBEH aKO 3asBUTEIIAT He JOKAXe, e € HeBb3MOXKHO J1a Ce CTUTHE [10 3aMbpCsIBAHe Ha MOBbPXHOCTHUTE BOMIM.

N3cnenBaneTo 3a psIKoO fl)OTOXMMM‘{HO pasrpaxpnaHe ce M3BbpIIBa U 32 OHE3U MeTabonuTH 1 IPOOYKTH OT pasrpazkiaHe
1 peaknusd, KOMTO BbB BCEKM MOMEHT IPEHCTABIIABAT Hall 10 % or KONMUYeCTBOTO Ha ]106aB€HOT0 AKTUBHO BEILIECTBO,
OCBEH aKO IMa [OCTaThb4HO I/IH(I)OpMaIH/[}I 3a TAXHOTO pasrpaxpiaHe, IOJIIyvyeHa 6naronapeﬁme Ha M3IUTBAHETO,
M3BBPIIEHO C AKTMBHOTO BELIECTBO.

He ce u3ucKBa NOMBIIHUTENHA MHPOPMALINS BbB BPb3Ka ¢ (OTONM3ATA HA MPOIYKTUTE OT PasTpaxiaHe, akKo Te Ce CMSTAT
3a CTaOWITHY NIPY YCIIOBMSL, KOUTO ca ONAronmpusTHu 3a GOTONM3a.

Ycnoeusq Ha u3numeanemo

Omnpepernst ce 1 ce oT4uTa npsikata GoToTpaHCPOpMALs B PEUNCTeHa (Hamp. IeCTUIMpaHa) Boxa ¢ noGaseHnu OydepHn
BELLECTBA, KATO B YCIOBMSL HA CTEPWIHOCT CE M3ION3BA M3KYCTBEHA CBETIMHA U, aKO € HeOOXOMMMO, CPEICTBO 3a
MOBMILABAHE HA PasTBOPUMOCTTa. Ha IbpBUS, TeOpeTMUEH eTall Ha M3CIICHBAHETO Bb3 OCHOBA HAa KOeQMLMEHTA Ha
MOJICKYJISIPHA eKCTMHKLMSL Ha aKTUBHOTO BELIECTBO CE MpaBy MPEINONOXEHME 33 MAKCUMAJIHATA CKOPOCT Ha
doronuza. Ako ce cMaTa, ue QOTONM3ATA MOXKe [a Oble 3HAUMM ITBT Ha pAsTpaK{aHe, M3BbPLUBAT Ce M3MMTBAHMS 33
OmIpefieNiiHe Ha 00XBaTa Ha CKOPOCTTAa Ha ¢oTonuzara (eTam 2). AKO Ha BTOpUS €Tall OT M3CIIENBAHETO € OTYeTeHa
3HaumTeNIHa (POTONM3A, M3BBPLIBA CE ONpENeNIsiHe Ha KBAHTOBUs JOOMB M ITbTSI/CKOPOCTTa Ha mpsika doronmsa (eramu 3
1 4). TlocouBa ce MIEHTMYHOCTTA HA 00pasyBaHNTE MPOIYKTH OT PasrpaxiaHe, KOMTO Ca HaJMLE BbB BCEKM MOMEHT OT
VM3BBPLIBAHETO HA M3CIENBAHETO NIPU KOMMuecTBa > 10 % OT NPUIIOKEHOTO M3NMTBAHO BEILECTBO, MATEPUATTHUAT GaraHc
32 OTUMTaHe Ha Haji-Manko 90 % OT NPWIOKEHATAa PAIMOAKTUBHOCT, KAKTO M NepUofa Ha (OTOXMMUYHO MOIIypas-
nagase (DT50).

Henpsiko OTOXMMMUYHO pasrpaxmaHe

O6cmoamencmea, npu rRoumo e Heo6x00uMmo uUsnumeane

Morar na GbIaT MPENOCTABEHM UM M3CIENBAHMS HA HEMPSIKOTO (QOTOXMMMUYHO PasrpaxkiaHe, KOTaTo IPyrM HallMuHu
@HHV COYAT, Ye IBTAT M CKOPOCTTA HA pasrpaxiiaHe BbB BojHa (asa Morar ja ObIAT 3HAUMTENHO IOBJIMSIHM OT
HENPSKOTO (OTOpasIpaxKiaHe.

Ycno6uq na usnumeanemo

Vi3crienBaHnsTa Ce M3BbPLIBAT BHB BOIHA CUCTEMA, KOSTO ChIbpXKA OPraHMYHYM (XyMYCHM BELIECTBA) U HEOPTaHMUHM
(conm) cheMHEHNs, KOUTO Ca TUIMYHM 33 €CTECTBEHMUTE MOBbPXHOCTHM BOMU.

Hauun u cropocm Ha paszpaskiare 666 800HU CUCmeMU

JlecHOOCHWECTBUMO GuMOpasrpaxkigane

O6cmoamencmea, npu Roumo e Heo0Xx00UMo u3numeane

VI3BbpIIBAT CC MBIUTBAHMS 3a JIECHOOCHLIECTBUMO OMOpasrpaxiaHe. AKO He € IPEIOCTABEHO MONOOHO M3IMTBAHE, 110
IPUHLMI Ce CMSTA, Ye aKTHBHOTO BEWIECTBO HE MOMUIEKM Ha JIECHOOCHLIECTBUMO OMOpasTpaKIaHe.

Aepo0OHa MMHepanM3auus B HOBbPXHOCTHU BOAM

HpeHOCTaBeHV[Te HOaHHU U V[Hq)OpMaL[VIH, 3a€IHO C [Ipyry NOOXOHAIIM HAaHHU M CBEOCHMS, Ca OOCTaTbUHM, 3a J1a:

i)
=

CE ONPENENAT HAIIMYHUTE OTHEIIHM CbCTABKM, MPENCTABIIABALIM BBB BCEKM MOMEHT Hall 10 % oT KOnM4ecTBOTO Ha
]106&B€HOT0 AKTUMBHO BEIIECTBO, B TOBA YMCJIO, KOTATO € BB3MOXKHO, OCTATBUYHUTE BELICCTBA, KOUMTO HE MOMJICXKAT Ha
E€KCTpaKLys;

(=)}
=

Ce ompenedr, Korato € Bb3MOXKHO, HaJIMYHUTE OTHEIIHM CbCTABKM, KOMTO IpU [IBE IOCIIEHOBATEIIHM U3MEPBAHMS
MpPENCTaBIABaT Hal 5 % OT KOJIMYECTBOTO Ha IIO6aBeHOTO AKTUBHO BELIECTBO;

B) Ce ONpENesIAT, KOTaTo € Bb3MOXKHO, HallMYHNTE OTHEHU ChCTaBKM (> 5 %), 32 KOMTO B Kpas Ha M3CIIEHBAHETO HE €
JIOCTUTHATA MAKCHMaIHATA CTOMHOCT Ha 00OpasyBaHe;

l') Ce onpenendr Wwin, ako € Bb3MOXKHO, [a €€ ONMIUAT OPYIY HalIMUHM OTHEIIHU CbCTaBKM;

C€ YCTaHOBM, KOraTo € IpUIOKNUMO, OTHOCUTEITHOTO CbOTHOLICHME MEXIY CbCTaBKUTE (MaTepManeH 6anch); n

=2

C) C€ OIpPEHENAT, KOrato € IPUIOXKMMO, OCTaTBYHUTE BEIIECTBA C Bb3MOXKEH PUCK B OTIIaraHMATA, Ha KOUTO Ca
M3IIOKEHN MJIM MOraT Ia 6’[)]13T U3JIOKEHM HENPUUETTHUTE BUIIOBE.
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O6cmoamencmea, npu Roumo e Heo6Xx00uUMmo u3numedate

V3BbpLIBAT Ce M3CTICHBAHMS 3a aepoOHA MMHEpANIM3alys B MOBbPXHOCTHM BOIM, OCBEH aKO 3asIBUTEIST JOKAXe, ue e
HEBB3MOXKHO 3aMBPCSBAHETO HA OTKPUTH BOJHM IPOCTPAHCTBA (B CIIAIKOBOIHM OaceiiHu, ecTyapu M MOpeTa).

Ycnoeud Ha u3numeanemo

OTynTar ce CKOPOCTTa M ITBTAT MM ITBTUILNATA HA PasrpaxiaHe 3a ,JIelarnyHa” CUCTeMa 3a U3NUTBAHE MM 3a CUCTEMa C
LOTIaranus B cycnensus”. Korato e npumioxmuMo, M3MON3BaT ce [OMBIHUTENHM CUCTEMM 3a M3IUTBAaHE, KOUTO ce
pasnnuasar o OTHOIIEHME Ha CbIBbPKAHMETO HA OpTaHMYEH BBIJIEPOH, CTpyKTypa miam pH.

TlonyueHnTe pesynTaTy ce MPENCTaBsT MO opMATa HA CXEMM, B KOUTO Ce IIOCOYBAT CHOTBETHMTE IIbTHILA, KAKTO M TOJ
dopMara Ha GanaHcOBM TaOIMLM, OTPA3SBAILM PA3IPEHEIICHUETO KATO QYHKLMS HA BPEMETO HA PalMOAKTHMBHIUS MapKep
MeXIly BOJATa, M — KOaTo € NMPUIIOKUMO — MEXIy OTIIaraHMATa U:

a) aKTUBHOTO BEIIECTBO;

0) CO,;

B) neTnmBute chenmHenus, pasmuurn o1 CO,; u

I) OTHETHM MIEHTUQUUMPAHY MPOIYKTY OT TPaHCPOpMALMSTA.

TTpOIbIKMUTENTHOCTTA HA M3CTIEIBAHETO He Hajpyuuiaba 60 JHM, OCBEH aKO ce TpuIiara MoflyHenpeKbhcHaTa Mpouenypa ¢
NMepUOMYHO TOTHOBSABAHE HA M3MMTBATENIHATA CyCHeH3us. [lepuomsT Ha cepuitHo M3muTBaHe obaue Moxe fa Obue
YIbIDKeH 10 MakcuMyM 90 J1HM, aKO pasrpaxiaHeTo Ha M3MMTBAHOTO BELIECTBO € 3alOYHaNo B paMKuTe Ha mbpeute 60
ITHI.

MacnenBaHe Ha cucTeMaTa Boga/ OTHAaraHus
IpenocraBeHara MHOPMALIS, 3a€THO C Apyra MONXOMIIIA MHPOPMALNS, € TOCTATHUHA, 34 [d:

3.) CE OINPEHEIAT HaIMYHUTE OTHEIIHNU ChEOVMHEHMS, NPENCTaBIABaliyl BbB BCEKM MOMEHT Hall 10 % oT KOnmM4ecTBoTo Ha
[IO6aB€HOTO AKTUBHO BEIIECTBO, KAKTO M, KOraTO € BB3MOXKHO, OCTATbUHMUTE BEIIECTBA, KOUTO HE IIOMJIEXKAT Ha
CKCTpaKIms;

(=)
=

Ce OIpEHENAT, KOraTo € BB3MOXKHO, OTHEITHUTE CbCTABKM, KOUTO IIpM [IBE IIOCIIENOBATEIIHU M3MEPBaHUA IpEI-
CTaBJISIBAT HAl 5 % OT KOJIMYECTBOTO Ha 11063.BCHOT0 AKTUBHO BEILIECTBO;

B) CE OIIpENeNAT, KOrato € Bb3MOXKHO, OTHEITHUTE CbCTAaBKM (> 5 %), 32 KOMTO B Kpas Ha M3CIIEIBAHETO HE € NOCTUrHaTa
MaKCMMaJiHaTa CTOMHOCT Ha 06pa3yBaHe;

F) C€ ONpEneNnAT Wiy, ako € Bb3MOXKHO, J1a CE€ OIMIIAT APYTM OTHEITHM CbCTABKM, KOUTO Ca HaJMLE,
]1) C€ YCTaHOBM OTHOCUTEIIHOTO CbOTHOLUEHVE MEXNY CBCTaBKUTE (MaTepManeH 6anch); u

e) Ce Jajue Bb3MOXKHOCT Ha C€ OIPENENAT OCTaTbYHUTE BELIECTBA C BB3MOXKEH PUCK B OTJIAraHuATa, Ha KOUTO ca
M3JIIOKEHN MIIM MOraT Ia 6'bI[ElT VI3IIOKEHV HENPULEITTHUTE BUIOBE.

Korato ce cromeHaBat HemomiexXamy Ha CKCTpaklMs  OCTaThYHM BEIIECTBA, IIOCTIEOHUTE C€ OINPEHCNAT KaTo
PasHOBUIHOCTM Ha XMMMYECKM BEIIECTBA, ITPOM3IM3AIIN OT M3IOI3BAaHUTE CIIOPEL [106pa1'a 3EMEMIEIICKA MpPakTUKa
AKTVIBHM BEILECTBA, KOMTO HE MOraT Ha Ce M3BJIEKAaT C IOMOILUTa Ha METOHOM, KOUTO HE IPOMEHAT 3HAUUTEIIHO XVMMN-
yecKkaTa MM Ipypona Wiy Ta3u Ha MaTpuuara Ha OTJIaraHyAaTa. CwMmsTa ce, ye HermomyiexaumTe Ha E€KCTPaKLMA OCTaThUHN
BELIECTBA HE BKIIIOYBAT CBCTABKM, KOUTO 4YpE3 MeTa0oNIUTHUTE IIbTUILA BOOAT OO €CTECTBEHM ITPOLMYKTHU.

O6Gcmoamencmea, npu Roumo e Heo6x00umo ushumeaue

U3cnensanero BO]Ia/OTHal'aHI/IH C€ U3BbpLIBa BMHAIM, OCBEH AKO 3asABUTEIIAT HNOKaXke, 4€ HE € Bb3MOXKHO HMKAKBO
3aMbpCABaHE Ha IOBbPXHOCTHUTE BOMON.

Ycnoeud Ha u3numeanemo

[I5TAT WM MBTMIIATA HA PA3rpaK[aHe ce OTYMTA(aT) 3a [BE CHCTEMM BOMNA[oT/araHus. [Ipata M30paHyu TUIA OTIAraHus
Ce pa3NMyaBar 1o ChIbPXKAHME HA OPTAHMYEH BBITIEPON M IO CTPYKTYpa, M, KOTaTo € NMpUIoxumo — mo pH.

TosnyueHnTe pesynTaTi ce NPEACTaBST MO OpPMATA HA CXEM, B KOMTO C€ [I0COUBAT CHOTBCTHNTE IIBTHILA, KAKTO M IO
dopmara Ha GanaHCOBM TaONMLY, OTPA3sSIBAILM PA3NPEETICHNETO HA PAIMOAKTUBHISA MapKep KaTto (YHKIMS OT BPeMeTo
MEKJly BOIATa, M, KBIETO € IOIXOMSII0, MEXIY OTIAraHMsATa M:

a) AKTUBHOTO BELIECTBO:

0) CO,;

B) JIETIIMBUTE ChETVHEHMUS, pasmuny ot COy;

I) OTHENHM MIEHTUPUUMPAHN MPOIYKTH OT TPAHCHOPMALIMSTA;
]1) nomwiexKamy Ha eKCTpakuus HeI/I]IeHTI/I(l)]/IHI/IpaHM BCILIECTBA; U

e) HEMOMEXKaIM Ha €KCTPAKUMA OCTaTbUHM BEIIECTBA B OTJIAraHMATA.
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7.3.
7.3.1.

7.4.
7.4.1.

HPOH'I)H}K]/[TCHHOC'ITH Ha macnensadero e noHe 100 guu. To e TIO-IBJITO, KOraTo € H€06XOHI/IMO Ha ce yCTaHOBM IIBTAT Ha
pasrpaxkiaHe Ha aKTMBHOTO BEHIECTBO M CX€MaTa Ha paslpenesieHne MeEXMIy BoddaTa M OTJIaraHuATa Ha aKTMBHOTO
BEIIECTBO M HA HETOBUTE M€T€160]'[I/ITI/[, NPOOYKTU OT pasrpaxniaHe M peakiys. Ako moseue or 90 % OT aKTMBHOTO
BEIIECTBO C€ pasrpaxpna Mpeay Kpas Ha nepuoma ot 100 TIHY, M3CIIEIBAHETO MOXKE [1a €€ CbKpaTu.

Cxemata Ha pasrpaxniaHe Ha TOTEHUMAIHO CbUIECTBEHUTE MeTa60HI/[T]/I, OTKpUTU TIPU M3CIIEABAHETO HAa CHUCTEMATA
BOHa/OTHaI‘aHI/[}I, C€ YCTaHOBSBA Upe3 pasllMpsBaHE Ha M3CIEIBAHETO IO OTHOLICHNME HAa AKTMBHOTO BEIIECTBO WIIN
Upe3 U3BBPIIBAHE HA OTHEIIHO M3CIIENBAHE HA NMOTEHUMAITHO CHLIECTBEHUTE MeTa0OmnUTH.

WacnenBane Ha cucreMara o0nbyueHa BOga/ OTIHAraHuUA

Baxar cbluute OOl NMPUHIMIM, OMMCAHM B Touka 7.2.2.3.

O6cmoamencmea, npu Roumo e Heo6xo0dumo ushumeaue

Ako (I)OTOXI/[M]/[‘IHOTO pasrpaxnaHe € OT 3Ha4yeHMeE, MOXKE Ha €€ NPOBENEC TONBIHUTEIIHO M3CIIEIBAHE Ha CHUCTEMaTa
BOJ]a/OTHaI‘aHI/[ﬂ B yCIIOBMATA Ha pelyBaHE Ha CBETIIMHA UM TbMHMHA.

Ycnoeusq Ha u3numeanemo

TUIbT M YCTIOBUATA HA M3CIICHBAHUATA, KOMTO TPsiOBa a ce M3BBPIIAT, ce OOCHXKIAT C HALMOHAIHUTE KOMICTEHTHN
OpraHu.

P, aszpaﬁkdaue 6 30Hama Ha Hacuujaxe

TUIbT M YCIIOBUATA HA U3CIICHBAHUATA, KOMTO TPsOBA Ia Ce M3BBPIIAT, e OOCHXKIAT C HALMOHAIHMTE KOMIICTCHTHN
OpraHu.

ChbllecTByBaHe U NOBeJEHNE BbB Bb3IyXa
Hauun u cropocm Ha paszpaskiate 666 6630yxa

C'I)O6IIIaBa CE€ HAJIATAaHETO Ha NApUTE Ha MPEUMCTEHOTO aKTMBHO BELIECTBO, KAKTO € IIOCOYCHO B TOYKA 2.2. Nzuncnssa
C€ U € OTUNUTA NpeanoraraeMuAT Mepuom Ha I0jlypasliajaHe B TOpHNS CIIoV Ha aTMOc<])epaTa Ha aKTUBHOTO BELIECTBO U
HEroBUTE JIETIIMBY MeTaboIuT! 1 NpoOyKTM OT pasrpazxiaHe M peakuusd, o6pa3yBaHM B IIOYBaTa MJIM B €CTECTBCHUTE
BOIHU CUCTEMU.

Bb3 ocHOBa Ha aHHUTE OT Ha6mone1—me C€ M3UNCIIABA CHLIO M IPENIoiaraeMyAT Nepyorn Ha IoiypasnanaHe B TOpHUA
CIoi Ha aTMoc(l)epaTa Ha aKTUBHOTO BELIECTBO, KOraTo Ca HAJIMYHM HAHHU OT H36HIO[ICHI/IC, KOUTO ITI03BOJISIBAT TOBA.

Ipenacane no 6z30yxa

TUIBT M yCIOBUSITA HA V3CIEIBAHETO, KOMTO TPsIOBA a Ce M3BBPUIA, Ce OOCHAKIAT C HALMOHAIHUTE KOMIECTEHTHI
OpraHm.

O6crosaTencrBa, NpyM KOUTO € HEOOXOAMMO M3NUTBAHE

AKo miparsT Ha usnapsane Vp = 107> Pa (3a pactenns) win 107* Pa (3a mousa) npu 20 °C e HampuimleH, wim ce
M3MCKBAT MEPKM 3a HaMajlsiBaHe Ha PUCKa (OT pasNphCKBaHe), MOXKE Jia ce OT4eTaT NAHHM OT OTPaHMYEHM ONUTH.

Ako e HeO6XOJII/IMO, MOraTr [1a €€ M3BbpPIUAT M3NUTBAHMSA 3a ONPEHEIIIHE Ha OTJIaraHETO CIIEH M3IapsBaHeE.

V[BB"prIIBaT C€ KOHCYNITalyy C HalJMOHAIHUTE KOMIIETEHTHM OpraHy, 3a Ha ce pely naiy Ta3nu MH(])OPMB.HI/I}I e Heob-
Xoanma.

Be3deiicmeue Ha MecHo U HA 2100a1HO pasHUUe

[lo oTHOleHMe HA BELIECTBATd, KOMTO Ce MPWIATAT B TONsiM o0eM, Ce pasINexaaT CIe[HNUTe BMIOBE Bb3NEICTBHE:
— MOTEHIMAT 33 MpPeIM3BUKBaHe Ha obanHo sarorsse (I3),

— MOTeHINAN 3a paspyllaaHe Ha 030HOBusA cnoit ([IPOC),

— noTeHuyan 3a ¢oroxummaHo oGpasysae Ha o3on ([IPOO),

— HarpynBsaxe B Tporocdepara,

— mnoteHuman 3a noukucensiane (I111),

— MOTEHLMAN 33 eyTPOPUKALINSL.

Onpenenem/le Ha OCTaTbUYHOTO BEUICCTBO
Onpede/leuue HA 0CMAMsUHOMO BEULECMB0 3 UeAUME HA OUEHRAmMaA HA PUucra.

Crb3aBa ce MOAXOANIO 3a LENMTE Ha OLEHKATa Ha PUCKA 3a BCEKM KOMIIOHEHT Ha NPUPOIIHATA CpeMla OmpereNieHne 3a
OCTATBYHO BEIIECTBO, KOETO BKIIIOYBA BCUUKM CBCTABKM (AKTMBHO BEIIECTBO, MeTAOONMTH, TIPOIYKTH OT pasrpaxiaHe u
peaKiis), KOUTO Ca MICHTUQUINPAHN B CHOTBETCTBME C KPUTEPHMUTE, MOCOUEHN B HACTOSIINS PA3MEN.
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Bzema ce NpenBuI XUMUYHUAT CBCTAB Ha CpelIalUTe Ce€ B I0YBaTa, IMOBbPXHOCTHUTE BOIN (C]'[a]IKI/[, €CTyapHn 1"
MOpCKI/[), OTJIaraHMATa M Bb3AyXa OCTATbYHM BEUIECTBA, KOMTO BB3HMKBAT IOpamn yHOTp€6aTa Wi IpeaioxKeHaTa
yHOTp€6a Ha ChObpKallys aKTVBHOTO BEUIECTBO NPOMYKT 3a PACTUTEIIHA 3alllMTa.

Onpedenenue HA 0CMAMsUHOMO BEULECMBO 34 ueaume Ha Habenuemo

Kato ce B3emar IpenBuUl pe3yyTaTUTE OT TOKCUMKOJIOTMYHUTE M €KOTOKCUMKOJIOTMYHUTE UBNUTBAHUSA, CbCTaBsl C€ TakKOBa
OIpeneNeHne 3a OCTaTbUHO BEILECTBO 3a LENNTE Ha Ha6moue}mero, KO€TO BKIIIOYBa OHE3M CBCTABKM OT OIPENETICHMETO
32 OCTaTbYHO BELIECTBO 3a LETIATE Ha OLIEHKAaTa Ha pIUCKA, KOUTO CE€ CMATAT 3a 3HAUMMM, KOraTO €€ OLIEHABAT PE3yIl-
TaTUTE OT M3NMUTBAHMSITA.

Hanuu oT HabmromeHue

C'bOéIlIaBaT C€ HAJIMYHUTE JAHHU OT Ha6ﬂ}OJ1€HI/l€ 3a CbUIECTBYBAHETO M IOBENECHMETO HAa AKTUBHOTO BELIECTBO M Ha
CbIIECTBEHUTE MeTabonmT 1 IIPOOYKTU OT pasrpaziaHe M peakuus B I104BaTa, IOBbPXHOCTHUTE BOOM, OTIIaraHusATa U
Bb3yXa.

PA3IIEJT 8
Eromorcuronozuunu uscnedeanus
BbBenenmne

IlokrnamBar ce BCMYKM HAMUHU OMONOrMYHI JaHHU " I/IH(I)OPM&LU/I?[, KOUTO Ca OT 3HAYEHME 3a OIICHKAaTa Ha €KOTOK-
CUKOJIOTUYHMSA HpO(l)VIH Ha aKTMBHOTO BEIIECTBO, B TOBA UNCIIO BCUYKV Bb3MOZKHM BUIOBE He6naronpm1m0 BB3MEICTBIE,
OTKPpUTU TIpU  PYTUHHUTE EKOTOKCUMKOJIOTMYHM IPOYUBAHMSA. Korato ce M3uckBaT OT HAaLMOHAIIHUTE KOMIIETEHTHU
Oprany, M3BbPLIBAT C€ M CE€ HNOKIIAABAT HOIIBJIHUTEITHU M3CIIEBAHNS, HCO6X0]II/IMI/I 3a OLIEHKaTa Ha TOBA BB3ICICTBUE.

EKOTOKCHMKONOIMYHATA OLIEHKAa Ce OCHOBaBa HAa PUCKA, KOMTO MpEIOKEHOTO AaKTMBHO BEUIECTBO, M3IION3BAHO B
IPOIYKTA 3 PACTUTENHA 3ALINTA, Cb3[ABa 33 HempuuenHute opraHuamu. [Ipy u3pabOTBaHETO HA OLEHKATa Ha PUCKa
TOKCUYHOCTTA Ce CPaBHsIBA C ekcro3uimsita. OOLMAT TEPMUH 3a Pe3yiiTaTa OT TOBA CPaBHEHME € ,KOeULMEHT Ha PUCK®,
umm L KP“. Otbensassa ce, ue KP Moxe ma ce U3pasaBa MO PasIMUHM HAYMHY, HAIp. upe3 ChbOTHOLIEHMETO TOKCUY-
nocrekcniosuumst (CTE), u karo koeduuyment Ha onacHoct (KB). 3assurernsit B3ema npensui MHPOPMALMATA OT pasiienivt
2,5, 6,7 u8.

Moxe fa ce HAmOXM M3BbpUIBAHE HA OTHEIHM M3CIEIBAHMS HA IMONyYeHMTE OT AKTMBHOTO BELIECTBO MeTabommTi,
NPOIYKT! OT pasrpaxiaHe MM Peakiys, KOraTo e Bb3MOXKHA EKCIO3MIMSA HA HETPUIETHM OpIaHM3MMU U KOTaTo
BB3MIE/ICTBUETO HA MOCOYEHNTE BEIIeCTBA He MOXe M1a Oble OLEHeHO Bb3 OCHOBA HA HAIIMUHMTE PE3yIITaTH, IMONyYeHM
3a aKTMBHOTO BeutecTso. [Ipefy a ce mpemnpueMar MogoOHN M3CTCNBAHIS, 3asBUTENAT B3eMa NPEIBUI UHPOPMALIMSTA
oT pasgenu 5, 6, u 7.

HpenaneTmTe nacienBanusd fgaBaT Bb3MOXKHOCT Ha C€ OIpEeHerT MeTa60HV[TI/IT€, MPOLOYKTUTE OT pasrpaziaHe Min
peakuus KaTto 3HaUMMM WM HE3HAUMMU, U OTpasdBaT €CTECTBOTO U CTENEHTA Ha BEPOSTHOTO Bb3MENCTBIE.

[Tpy HAKOM BUIIOBE M3CIENBAHMSA MOXe JIa O'ble MO-NIONXOISAIIO M1 Ce M3IION3BA MPEICTABUTENIH IIPOIYKT 3a PAaCTUTENIHA
3alMTa BMECTO AKTMBHOTO BEWIECTBO, TaKOBA, KAKBOTO Ce IIPOM3BEXKNA, HANp. U3NMTBAHMSA IO OTHOLIEHUE Ha
HENPULETHY YICHECTOHOTM, IUENM, BB3MPOM3BONCTBOTO Y 3CMHM YepBey, NMOYBEHATA MUKPOQIOpA ¥ HENpUIENHNUTE
CyXo3eMHN pacTeHus. IIpy HAKOM TUIIOBe MPOIYKTM 3a PAacTUTeNHA 3alIMTa (HAMp. KAICyTMPaHM CYCHIEH3MM) M3MUT-
BaHETO C MpOMYKTa 33 PacTUTENIHA 3aUIMTa € MO-NONXOMAO, OTKOIKOTO M3BbPUIBAHETO HA M3MUTBAHMA C aKTMBHOTO
BEILIECTBO, JOTONKOBA, JIOKONIKOTO IOCOYEHMTE OPraHM3MM e ObIAT M3NMOKEHM Ha caMisi MPOIYKT 3a PaCTUTENHA
aura. [Ipy NPOIYKTM 33 PacTMTENHA 3alUMTA, 33 KOMTO Ce MPEMBIXKMIA aKTMBHOTO BEWIECTBO N Oblie M3MOI3BAHO
BUMHATY 34€[HO C aHTUIOT VI[MI CMHEPIUCT, M[WIM B ChUETAHMe C OPYTM aKTUBHM BEILIECTBA, Ce M3MOTI3BAT TMPOIYKTH 33
pacTuTeNHa 3alMTa, ChIbPKALM Te3! JOMbIHUTEIHN BEUIECTBA.

Pasriiexxia C Bb3MOXKHOTO OTpaKeHMe Ha aKTMBHOTO BELIECTBO BBHPXY OMOpa3sHOOOpasuero 1 eKOCHUCTeMaTa, B TOBA
YUCIIO TOTEHIMAITHOTO HENpSIKO BB3[ENCTBIE Upe3 HApyLIaBAHETO Ha B3aMMOCBbP3AHMTE XPAHUTEIHU BEPUTML

IIpu HacOKM, KOUTO NABAT BH3MOKHOCT M3CIEIBAHETO Na OblIe MPOEKTUPAHO, TAKA Ye IA Ce OMpefers edeKTMBHATA
koHueHtpamys (EC,), To ce n3pbpmBa, 3a ma ce onpenerm EC,,, EC,y u, Korato ce msncksa, ECsq, npu cpoteeTHnTE
oBepuTeHM MHTEpBAM 0T 95 %. KoHleHTpaimsaTa, ipu Kosito He ce Habmiomasa Bb3neiictsue (NOEC), ce ompenens
JIOpY aKO Ce M3ION3Ba MOAXONBT ¢ ompenensiHe Ha EC,.

He ce moBrapsT ChluecTByBAlIMTE PUEMIINBY U3CTIENBAHILS, IPOCKTUPany, 3a na Gbae onpenereHa NOEC. Vspbpuisa ce
OlIEHKA Ha cTaTucTmyeckute nokasatermm Ha NOEC, usBerneHa B pe3yiTaT Ha IIOCOYEHMTE NPOYYBAHMSA.

Bcuuky [TAHHM 33 TOKCMYHOCTTA BbB BOIHA Cpella Ce M3ION3BAT, KOraTo ce pa3paboTBa IpENIOKEHME 3a CTAHIApTH 34
KauecTBOTO HA OKOJHATa Cpela (CPeOHOTOMMIIHY CTAHOAPTM 33 KauyecTBOTO Ha oOKonHata cpema, CT'C-CKOG;
MakcnManHo pomyctuMa KorueHtpamyst B CKOC, MIK-CKOC). Meronykara 3a IONydaBaHe Ha Te3) KpailHM TOUKMU
e mocoyeHa B ,TeXHMUECKM HACOKM 3a ONpefIerissHe Ha CTAHNAPTY 3a KAuecTBO HA OKONHATa cpema“ (') KbM pamKoBata
mvpekTiBa 3a Bogata — [upekrusa 2000/60/EO na Espomeiickust napnament u Ha Cosera (2).

(") Esponeitckn obmmocty, 2011 r., ISBN: 978-92-79-16228-2.

(%) OB L 327, 22.12.2000 r., ctp. 1.
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8.1.

8.1.1.
8.1.1.1.

8.1.1.2.

8.1.1.3.

3a ma ce ynecHM OLiEHKaTa Ha 3HAYMMOCTTA Ha IOJTYYE€HUTE IIPY MU3CIIENBAHUATA PE3YIITATY, BKIIIOUUTEIIHO OLEHKATa Ha
npuchliaTa TOKCMYHOCT U Ha (l)aKTOPI/ITC, BIIMACIM Ha TOKCUYHOCTTA, NPU pasIIMUYHUTE U3CIIEOBAHNA HAa TOKCUMYHOCTTA
C€ MBIIOJI3BA, IOKOIIKOTO € Bb3MOXKHO, €IHa ¥ Cblla IOpoaa (]/IJ'II/I TaKaBa CbC CepTI/I(])I/[L[VIpaH HpOVISXOII) OT BCEKU
CbOTBETEH BUII.

Pa3paboTBaT Ce M0-HATATHIIHY M3MUTBAHVS Y TAHHNTE Ce AHAIU3MPAT [IOCPEICTBOM MOMIXOISLIM CTATUCTHYCCKY METOIM.
Hasa ce u3uepriatesHa MHGOPMALWLA 32 M3IO3BAHNUTE CTATUCTUYECKU METOIM. KOraTo € MOOXOLAWO U HEOGXOmIMO, 110~
HATATBIUHNTE W3CIEABAHNA Ce TMONKPEIST C XVMMYHM AHATM3W, 3a [A Ce NPOBEPM LAy eKCIo3uumsara e Ouma ¢
HEOOXOIMMOTO PaBHMLLE.

Hoxato Tpae omOOpsIBAHETO M IPMEMAHETO HA HOBM M3CIICMBAHMS M HOBA CXeMa 33 OLCHKA HA PUCKA, M3IIOJI3BAT Ce
CBLUECTBYBALMTE IPOTOKOIN, 3a [ CE OLEHM PUCKBT OT OCTPA M XPOHMYHA MHTOKCHUKALIS [IPU MYEIIH, B TOBA YMCIIO MO
OTHOILICHNE HA IPEXUBSBAHETO M Pa3BUTUETO HA POSI, KAKTO M [a CE ONPENENIST M U3MEPST B PAMKUTE HA OLCHKATA Ha
PHUCKa 3HAYMMOTO CYONETANHO Bh3IEICTBE.

Bb3pelicTBue BbPXy NTMIM M IPYTH CYXO3eMHM IPbOHAUHNM KMBOTHM

le/[ BCMUYKM M3CIIEOBAHMS BbB BPB3Ka C XPaHEHETO HAa NTULM U 603317[HI/H.U/[ C€ II0CoYBa CpefHaTa MOCTUTHaTa 1003a,
BKITHOUMTEITHO, aKO € Bb3MOXKHO, 103aTa B Mg BEIIECTBO Ha kg TEJIECHO TerN1o. AKO Ce M3MOJI3Ba JI03MpaHe 4pe3 THEBHA
]121)1(63. XpaHa, aKTMBHOTO BEILECTBO € PABHOMEPHO PASIPENENIEHO B LETNS XPAHUTEIIEH PEXNM.

Baugnue espxy nmuyume
OcTpa TOKCMYHOCT MpyU MPUEMaHe Npe3 ycTata Npyu NTUIK

Onpenenﬂ C€ OCTpaTa TOKCMYHOCT Ha AKTMBHOTO BEUIECTBO IPY INPUEMAHE IPE3 yCTaTa Mpy HTULIN.

O6cmoamencmea, npu rRoumo e Heo6x00umo ushumeaue

M3crenpa ce Bb3MEICTBMETO HA aKTMBHOTO BEIIECTBO BBPXY ITUILY, OCBEH KOTaTO BEILECTBOTO € BKIIIOYEHO B IIPOLYKTH
32 pacTUTETIHA 3all)Ta, NPU YMETO MBIONI3BAHE — HaAIp. B 3aTBOPEHM INPOCTPAHCTBA M 33 TPETMPAHE HAa HapaHEHU
IbpBETa — C€ u30ArBa KakTo npsAKara, Taka ¥ BTOPMUYHATA €KCIIO3ULMSA HAa INTUIUTE.

Ycnoeuda Ha uznumeanemo

TMperocTapst ce M3CENBaHe 3a YCTAHOBSABAHE HAa OCTpaTa TOKCMYHOCT NpU mpueMane mpe3 ycrata (LDsg) Ha aKTMBHOTO
BemectBo. Korato e HamuyHO, M3CIENBAaHETO Ce VM3BhPIIBA C ITMIM OT BMAA HA IBIBIBLMTE (STOHCKM IBITBIBK
(Coturnix coturnix japonica) mmu o6ukHOBeH mbumbibk (Colinus virginianus)), Thil KaTo HpU TAX peryprutauysra ce
cpelia PsIKO. AKO € Bb3MOXKHO, M3CIEABAHETO IPEHOCTaBs NAHHM 33 CTOMHOCTTa Ha LDgo. ChoOlaBar ce Iparoata
JeTajiHa [033, PasBUTUETO BbB BPEMETO HA PeakuMsiTa M aHAIMTMYHMAT 100uB, LD, LD, KAKTO M paBHMLIETO, IIpH
Koeto He ce HaOmomasa Bw3geiicteue (NOEL), a ChIIO M MAKpONATOJIOTMYHUTE KOHCTaTalmu. KoraTo He Morar ja ce
yeraHossit LD 1 LD, ce mpeocTass 000CHOBKA. VI3CIeBaHETO ce ONTHMM3NMPA C OITIENl HA TOYHOTO ONpeessiHe Ha
LDg.

Haii-ucokara 1103a, M3MOM3BAHA TPY MBMUTBAHMATA, He HamxBbprs 2 000 mg Bemectso Ha kg TemecHo Termo, HO e
BB3MOZKHO JIa Ce HAJIOXKM M3MONI3BAHETO HA MO-BUCOKM 103U B 3aBUCMMOCT OT OYAaKBAHOTO PaBHMIIE HA EKCTO3MIMS B
TOJIEBH YCIOBHSL CTIeNl MPENBUTIeHATa YIOTpeda Ha CheMHEHUETO.

KpaTKocpqua TOKCUMUYHOCT IIpu npueMane ¢ XpaHaTta npu nTuugu

Ipenoctass ce usciedBaHe, OpM KOETO Ce YCTaHOBSBA KPAaTKOCPOYHATa TOKCMYHOCT HpM NpueMaHe ¢ xpaHata. [Ipu
TaKOBa M3CIeIBaHe ce choOuasar croitHoctute 33 LCs, Hali-HucKata JetanHa KoHuentpammst (LLC), ako e Bb3MOXKHO,
croitHoctute Ha NOEC, pasBUTHETO BbB BPEMETO Ha PEAKLMATA M aHATIMTUYHMS HOOMB, @ CBIIO M MAKpONATONIOMMYHNTE
Haxofki. LCs 1 NOEC ce mpemsumcisBaT CbOTBETHO KaTO IHEBHA 1033, NpyeMaHa ¢ xpaHata (LDsg), n3pasesa B mg
semmecrBo/kg Tenecro Terno Ha men, n NOEL, uspasero B mg Bemectso/kg TelecHo Terno Ha [eH.

O6cmoamencmea, npu Roumo e Heo6xodumo usnumeane

M3cnensane Ha (eTOHeBHATa) TOKCMYHOCT HAa aKTMBHOTO BELIECTBO NPV IIpMEMaHe ¢ XpaHaTa Mpy NTULM Ce U3BbpIIBA
CaMO KOTaTo HauMHBT HA JICHCTBME MIIM PE3yNITaTUTE OT M3CIIENBAHMSTA NPy OO3AIHMIM TOKA3BAT, Y€ BELIECTBOTO MMa
norexuuan LDs,, mpuemaHa ¢ XpaHaTa, M3MepeHa IIpU M3CIelBaHe 33 KPaTKOCPOYHA TOKCMYHOCT IIPU IpPUEMaHE C
XpaHara, ma Oblle [O-HNCKA, OTKONKOTO LDs,, IONyueHa Bb3 OCHOBA HAa M3CIENBAHE HA OCTPATa TOKCHMYHOCT IPH
TIpUeMaHe IIpe3 ycTaTa. V3mmuTBaHeTo 3a KPaTKOCPOUHA TOKCMYHOCT IIPU IIPUEMAHe C XPaHaTa Ce U3BBPIIBA eIMHCTBEHO
3a omnpefieNisHe Ha IPUCHLIATA HA BEIECTBOTO TOKCMYHOCT IPY eKCIO3MLMS upe3 NpueMaHe C XpaHaTa, OCBeH aKO He ce
IpenocTaBi 000CHOBKA 33 M3BBPUIBAHETO My B IPYIM CIIydam.

Ycnoeuda Ha usnumeanemo

M3non3sanure Npy U3MNUTBAHETO BUIIOBE Ca CHIUUTE KAaTO IMOCOYEHUTE B TOUKA 8.1.1.1.

CyOXpoHMYHA M PENPOAYKTMBHA TOKCHMYHOCT MPU NTUUMU

[IpemocTasst ce M3CMeABAHe 33 YCTAHOBSIBAHE HA CYOXPOHMYHATA TOKCHYHOCT HA AKTMBHOTO BELIECTBO M HA PENPORYK-
TuBHATa My TOKCHYHOCT. Choburasar ce ECy u EC,(. Korato e HeBb3MOXKHO [1a ce HAIpaBy OLICHKA Te3M CTOMHOCTH, ce
npenocTasst o0sicHeHye M ce mocousa croitHocTra Ha NOEC, m3paseHa B mg BemlectBo Ha kg TeNecHO Ternmo Ha IeH.
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8.1.2.2.

8.2.

O6cmoamencmea, npu Roumo e Heo6Xx00uUMmo u3numedate

V3crnenpa ce cyOXpOHUYHATA TOKCUYHOCT M PENPOLYKTUBHATA TOKCHYHOCT Ha aKTMBHOTO BELIECTBO NP HTULINTE, OCBEH
aKO 3asABUTENAT JOKAXE, ue HAMA BEPOSTHOCT 3a EKCHO3MUMS HA BH3PACTHM NTULM WM EKCHO3MLMS Ha MeCTaTa 3a
THE3ICHE 110 BpEME Ha PasMHOXUTETHUS Nepuoil. [10oOHO [OKA3aTescTBO Ce HOIKpens ¢ MHPOpPMALMs, ¢ KOSTO Cce
T0K43B4, Y€ [0 BpeMe Ha PasMHOXMTCIHMS NEPUOL € HEBb3MOXKHA EKCIO3MLMS WM 3a0aBCHO Bb3NCICTBIC.

Ycnoeusd Ha usnumeanemo

Uscnenaneto ce M3BbpILIBA BbPXY ChLIMTE BUHIOBE KaTo nocoueHute B Touka 8.1.1.1.

Be3deiicmaue 65pxy cyxo3emuu 2peOHAUNL SRUBOMHY, PA3AUMHL OM hmuyume

OT OlEHKATa HAa TOKCMYHOCTTA TpY OO3aiiHMLM, HAlpaBeHa Bb3 OCHOBA HA NOCOYECHMTE B Pasmes 5 M3CIIEHBAHMS, Ce
M3BCXKIIA CIIEHATA MHQOPMALIVSL:

OcTpa TOKCMYHOCT NpU MpueMaHe nmpe3 ycrara npu 6o3aiiHuuM

Ompeperist ce OCTpata TOKCUYHOCT Ha aKTMBHOTO BEWIECTBO IPY IIpUEMaHe mpe3 ycrara mpu Oosaitamuy, n LDs, ce
1M3pa3siBa B Mg BEWECTBO Ha Kg TeeCHO TEIO Ha JIeH.

O6cmoamencmea, npu rRoumo e Heo6x00uMmo uUshumeane

Macremsa ce BB3AENCTBIETO HA AKTMBHOTO BELIECTBO BBPXY OO3AMHMIM, OCBEH KOTATO BEWIECTBOTO € BKITIOUEHO B
NPOAYKTM 3a PacTUTENIHA 3aIUMTA, MU UMETO M3MON3BAHe — Hamp. B 3aTBOPEHM IMPOCTPAHCTBA ¥ 33 TPeTMPaHe Ha
HApaHeH! IbpBeTa — Cce M30sIBa KAKTO MPSKATA, TAKa M BTOPUYHATA eKCTO3MINS Ha Go3aiHuuuTe.

ObnrocpoyHa M penponyKTUBHA TOKCUYHOCT npu 6o3aliHMLYU
Ob6cmoamencmea, npu ROUMo ¢ Heo6Xx00uUMmo usnumeate

WU3scnensa ce penponykTMBHaTa TOKCMYHOCT Ha aKTMBHOTO BEWIECTBO 3a ITPU 6036]7[H]/ILU/IT€, OCBEH aKO 6'b£[€ NpencTaBeHa
000CHOBKA OT 3asABUTEIA, C KOATO Ce I0Ka3Ba, Y€ HAMA BEPOATHOCT OT €KCIIO3MUMsS Ha Bb3PACTHY XKMUBOTHMU I10 BpeMe Ha
PasMHOXUTEITHNA NIEPNOL. O6ocHOBKaTa ce noukpens ¢ I/IH(I)OpMaH]/IH, C KOATO C€ II0Ka3Ba, ue II0 BpEME Ha pa3MHO-
2KUTEITHNMS 1EpUol € HEBb3MOXKHA CKCIIO3MUUSA U 3a0aBeHO Bb3HEICTBIE.

CboOuiaBar ce Hali-4yBCTBUTEIHUTE CKOTOKCHKOIOTMYHO 3HAUMMM IIBIATOCPOYHM TOKCHKOIOTMYHM KPAitHU pe3ynTary
npy GO3AITHILN, M3PA3eHM B Mg BeliecTso Ha kg TenecHo Ttero Ha aeH. CpoOmasar ce ECyo u EC,y u ce mocousa
croitHocra Ha NOEC, n3pasena B mg BewiecTso Ha kg TesiecHo Tero Ha fieH. Korato He morar na ce usuucisr ECy u
EC,, ce mpenocrasst o0sicHeHue.

Buonouu,eumpaquﬂ HA ARMUBHOMO BEWwleCmMeo 8 nAdurama Ha nmuyu u 603aﬁHuLgu

3a aktuHM BewectBa ¢ log Pow > 3 ce mpemocrasi OUEHKA HAa PUCKA OT OMOKOHLEHTpALMSTA HA BEIIECTBOTO B
IUISYKATA HA OTHL M GO3aHMII.

Be3deiicmaue 6spxy cyxo3emHu zpsOHAUHU RUGOMHU (nmuyy, 603aiiHuLY, eneuyzu U 3e/MHOB00HL)

[Ipy oLeHKaTa Ha puCKa Ce MPEHCTABAT M Ce B3eMAT MPEBUI JOCTBIHUTE M 3HAYMMM NAHHM, BKIIIOUMTENHO HAHHM OT
OOLIONOCTBIIHY M3TOYHMIM, 32 AKTUBHOTO BELIECTBO C Bb3MOXKEH PUCK [0 OTHOLIEHME HA BBH3MOXKHOTO Bb3IEHCTBME
BbPXY NTHIMTe, OO3AHNMINTE, BIEYYTUTe M 3eMHOBOIHMTE (BXK. TOuKa 8.2.3).

Ceoticmea 0a Hapywiasa GyHRYuumMe Ha eHOORPUHHAMA CUCMEMA

Bsema ce mpenBuI Bb3MOXKHOCTTA aKTMBHOTO BEWIECTBO J1a MMa CBOJICTBA, ONpeNeNieHN ChINIACHO Hacoku Ha Cbroza mwim
MEXKIIyHApOIHO MIPU3HATI HACOKM, J1a HapyllaBa (yHKIMITE HA CHIOKPUHHATA cucTeMa. ToBa MOXe 1a Ce Halpasy upes
CIpaBka ¢ pasjieNia 3a TOKCUKOJIOrMsITa Ipyu GosaitHuumte (BX. pasmen 5). Bema ce mpensui v HammuHata nHGOpMALs
38 TOKCUKOJIOTMYHISI IPOUIT U HAuMHA Ha JECTBIE HA BELIECTBOTO. AKO B PE3y/ITAT Ha OLCHKATA aKTMBHOTO BELIECTBO
Objie MICHTUQUIMPAHO KATO BELICCTBO, KOETO MM CBOJICTBATA a HapyliaBa (YHKLMMTE HA CHIOKPUHHATA CUCTEMa,
TUIBT M YCIIOBUSTA HA WM3CIEABAHETO, KOETO TpsibBa Ma ce M3BbpIIM, ce OOCHKIAT C HALMOHATHUTE KOMIICTCHTHM
OpraHm.

Bb3peiicTBue BHPXY BOTHM OPIaHU3MU

3a BCAKO aKTMBHO BEIIECTBO Ce MPENICTAaBAT HOKIIAM 3a M3MUTBAHMATA, TocodeHn B Touku 8.2.1, 8.2.4 u 8.2.6, kato ce
NOAKPENsT ¢ JAHHM OT aHAJIM3YM 33 KOHLEHTPAUMUTe Ha BEUIECTBOTO B M3CIEBAHMUTE CPEML.

Korato m3crenBaHuATa 3a BOJIHA TOKCMYHOCT Ce M3BBPIIBAT ChC C11a00 Pa3TBOPUMO BEIIECTBO, MOXKeE Ja ce NpueMar
MpeleNHy KOHLeHTpaimy, mo-Hucku or 100 mg Bemectso/L, Ho TpsibBa ma ce M30srBa yTasBaHe HA BEWIECTBOTO B
VI3MATBAHATA CPEMIa, KATO Ce J3MOM3BA MO LeNechoOPa3HOCT MOTOOPUTEN HA PA3TBOPYMMOCTTA, CIIOMATATENEH PA3TBOPUTEIT
VI CPENICTBO 3a pasnphckpaHe. HaivoHamuuTte KOMIETEHTHYM OpTaHM MOTAT JIa M3MCKAT M3NMTBAHE C M3MONM3BAHE Ha
NPOIyKTa 3a PAaCTUTENHA 3AlIMTA, aKO He ce HabmonaBa OMONOIMYHO BB3MENCTBME NPU Npara Ha PasTBOPUMOCT Ha
aKTUBHOTO BEIIECTBO.
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Kpafiante pesynraTy mo OTHomIeHMe Ha ToKcmuHocrta (Hamp. LCsy, ECy(, EC,q, EC5, 1 NOEC) ce m3umcrnsBat Bb3
OCHOBA Ha HOMVHAJIHATA MIIM CpEIHATA/HAYallHaTa M3MEPEHa KOHLEHTPAIMS.

Octmpa morcuurocm npu pubu

Tpencrasst ce uacnemsade 3a ocrtpara TokcmuHOcT (LCsq), KakTo M MOgpOOHM HaHHM 3a HAOIIONABAHMTE BUIOBE
Bb3MEICTBIE.

O6GcrosiTencrTBa, Npu KOUTO € HEOOXOLUMO U3NUTBAHE

V3BbpluBa ce M3MUTBAHE C IbroBa mbcThpa (Oncorhynchus mykiss).

YCnoBus Ha UBNUTBAHETO

Ompeperisi ce OCTpaTa TOKCMYHOCT HA dKTMBHOTO BELIECTBO NPy pubuTe. 3a Ia ce HAMamM IO MUHMMYM M3IUTBAHETO
BbPXy pu0a, pasmiexkia ce NMOIXON C M3MON3BAHE HA IPAroBa CTOMHOCT N0 OTHOLICHME HA M3MUTBAHETO 3a OCTpA
TOKCMYHOCT npy puba. VI3BbpluBa ce TPAHMYHO M3MMTBAHE 3a OCTPAa TOKCMYHOCT Npy puba NPy KOHLEHTpALs
100 mg BemectBo/L mim mpyra Nouxopsiia Takaa, u30paHa OT KpailHMTE TOUKM 3a BOIHA cpema (Touku 8.2.4,
8.2.6 mim 8.2.7) cmen mpeleHKa Ha mparopata ekcroauuus. Korato mpu IpaHMYHOTO M3MMTBaHe mpu puba e
OTYETEHa CMBPTHOCT, Ce Hallara M3BbPIIBAHE HA U3CIENBAHE 33 CHOTHOLICHUETO [03a/PeakLis MPU OCTPA TOKCUYHOCT
3a puba, 3a ma ce onpener LCs, KOETO [a Ce M3ION3BA PV OLCHKATA HA PUCKA, M3BBPIIBAHA CBITIACHO CHOTBETHMS
aHAIM3 HA KOCQUUMEHTA HA PUCK (BK. TOYKA 2 OT BBBEUCHMETO KbM HACTOSLIMS Pasmien).

T8/120cpouna U XpoHUUHA MORCUMHOCT npU. pubume
O6GcrostencrBa, Npum KOUTO € HeOOXONMMO M3NUTBAHE

[lpemocTasst ce u3CIedBaHe 33 TBITOCPOYHA M XPOHMYHA TOKCHYHOCT NPU PHOWMTE 33 BCHYKM AKTHBHM BELICCTBA, TPH
KOMTO € BEpOSATHA eKCIO3MLIS HA TOBBPXHOCTHUTE BOIM M CE CMST4, Y€ BELIECTBOTO € CTAOMIHO BbB BOIA, T.c. 3a 24
yaca NpY XMAPOIM3a ce rybsT mo-Manko or 90 % OT MbpPBOHAYATIHOTO KONMYECTBO BEWIECTBO (BK. Touka 7.2.1.1). Ilpn
Te3M OOCTOSATENICTBA Ce MPEHCTaBsi M3CIENBAHE 3a PAaHHMS KM3HEH CTajmii mpu pubure. AKo ofaue e IpecTaBeHo
VM3CIIeBaHe 3a LEVs JKM3HEH UMKBI Ha puOuTe, M3CIENBAHE 3a PAaHHUs KM3HEH CTaluil Ipyu pubute He ce M3MCKBA.

N3cnenBaHe Ha TOKCUMUYHOCTTA B paHHUA XU3HEH cTamuit npnu pI/I6MTe

[lpy mM3CremBaHeTO Ha TOKCMYHOCTTA B PAHHMS JKM3HEH CTafuit mpu puOuTe ce OMpemens BB3ICHCTBUETO BHPXY
Pa3BUTMETO, PAacTeka M IOBENEHMETO MM, KAKTO M IOIPOOHOCTH 3a HaONIONABAHOTO BB3JEHCTBUE BbPXy pubure B
panHute crammmu ot xmsota uM. Crobmasar ce EC,, n EC,,, kakro u NOEC. Koraro EC,, u EC,, He Morar ma
Ce YCTAaHOBST, Ce NPENOCTaBs OOSICHeHMe.

MacnenBaHe Ha HeNUS XKMU3HEH UKD npnu pI/I6MT€

Tlpn M3CrIeaBaHeTo 3a LeNMs XKU3HEH LMKDBII U pubute ce mnonyyasa MHGOPMALMS 3a BB3UCHCTBMETO BHPXY PENpo-
IIyKTMBHATA CTIOCOOHOCT HA POIMTENICKOTO MOKOJIEHME M 33 JKM3HECIIOCOOHOCTTA Ha MIIajIoTO MoKoneHue. Cho0masar ce
ECyy n ECy, xakto 1 NOEC.

3a aKTMBHM BEIIECTB3, 32 KOUTO He Ce npennosiara, e umar CBOJICTBOTO J1a Hapywasat (l)yHKLlI/IMTe Ha €HHOKpMHHATa
CUCTEMA, MOXKE MTa 6'1)]16 MOMCKAaHO M3BBPIIBAHETO HA MU3CIIEIBAHE Ha LENNs KU3HEH LMKBIT IIpU pI/I6]/ITe B 3aBUCUMOCT OT
yCTOVI‘{MBOCTTa U IIOTeHUMamna 3a 6MOHanyl'[BaHe Ha BELIECTBOTO.

3a aKTHMBHM BEIIECTBA, KOWTO OTIOBAPAT HA CKPUHMHIOBUTE KPUTEPUN HAa CKPUHMHIOBUTE M3CIICNBAHMs Ha puba wim 3a
KOMTO MMa JPYTM YKA3aHNsI, Ye HAPYIIABAT HA QYHKIMMTE HA eHOOKPMHHATA CuCTeMa (BX. Touka 8.2.3), B m3mur-
BAHISTA Ce NOOABST MONXOMSIIN KPAIHY Pe3YNTATH, KOMTO Ce OOCHXKMIAT C HAIMOHATHUTE KOMIICTCHTHU OpraHi.

Ycnoeuda Ha usnumeanemo

MacnenBanmsaTa ce NMPOEKTMPAT Taka, Ye [1a OTPA3sBAT CUTHAIIMTE 34 ONACHOCT, MICHTHQMUMPAHM NPU NPEIXOIHM
M3CTEBAHIS, TOKCUKOIOTIYHI M3CIICABAHIS TIPY OO3AJHMIIL M ITHIM U IPyra neGopMAImsL. PeXuMBT Ha eKCIO3MIIS
ce 130Mpa ChOTBETHO, KATO Ce B3eMAT MPEBMI NpeIUIaraHnTe 3a NpyilaraHe KOMMYECTBaA.

BuokoHueHnTpauus npu pubure

VscrienganeTo 3a OMOKOHLEHTpaLys pu pulute mpenocTass MHGOPMALS 33 KOeQUUMEHTUTE HA OMOKOHLEHTpALNs B
YCTONYMBO CBCTOSIHME, KOHCTAHTUTE 33 DABHMLIETO HA HATPyIBAHE M KOHCTAHTHMTE 34 PABHMILETO HA IPCUNCTBAHE,
HEITBJIHATA eKCKpeLytsi, oOpasyBanure B pubara MeTaboNmTH, M, aKO € HaIM4Ha, MHGOPMALMS 3a HATPYNBAHETO B
OTHEIHUTE OPIaHH.

Benukm aHHm ce NPENCTaBAT ¢ HOBEPUTEIIHN I'PAHMLU 33 BCAKO MBIUTBAHO BELLECTBO. KOQCI)I/III]/IeHT]/[Te Ha 6]/IOKOHLI€H-
Tpalys ce u3pasdpaTr Karo (])yHKIII/IH Ha O6I]_lOTO MOKpO TEIJIO M Ha JIMIMOHOTO CbObpKaHUE Ha pM6aTa.

BbB Bpb3Ka € TO3M BBIIPOC Ce MOI3BAT, KOTaTO € NMPWIOKNMO, AHHUTE, HPEICTaBeHy 10 Touka 6.2.5.
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O6cmoamencmea, npu Roumo e Heo6Xx00uUMmo u3numedate

BMOKOHIIEHTpaIMATa Ha BELIECTBOTO Ce OlEHsBA, KOraro:
— croitHoctTa Ha log Pow e mo-ucoka or 3 (BX. TOUKa 2.7) MM MMa OPYTM YKAa3aHMs 32 OMOKOHLEHTDALULs, ¥

— BELLECTBOTO CE CMsITA 38 CTAOMITHO, T.c. 32 24 uaca Py XMIPOJM3a ce rybsT mo-Maako or 90 % OT MbpBOHAYATHOTO
KOJIMYECTBO BEWIECTBO (BX. Touka 7.2.1.1).

Ceoticmea da Hapywiasa pyHRYuume Ha eHOORPUHHAMA CUCEMA

Baema ce npensui Bb3MOZKHOCTTA aKTUBHOTO BEILECTBO [1a MMa CBOJACTBA, OolpeneseHn CpIlIaCHO HaCOKM Ha Cpro3a wim
MEXIYHApOOHO IPU3HAT HACOKU, Ha HapyllaBa (l)yHKlI]/H/ITe Ha €HIOKpMHHATA CUCTEMA Yy HENPULECIIHM BOIHM Opra-
Hu3Mu. Baema ce npenBua M oCTaHalaTa HaJllmyHa I/[H(])OpMalI]/[ﬂ 3a TOKCUKOJIOTMUYHMS HpO(l)I/HI M HauMHa Ha JIeVICTBUE Ha
BEIeCTBOTO. AKO B pesynraT Ha OLEHKaTa akKTMBHOTO BELIECTBO 613}16 I/[JleHT]/[(l)I/IIH/IpaHO KaTo BEIIECTBO, KOETO MMa
CBOJVICTBATa [1a Hapyuasa (l)yHKLII/[I/ITe Ha €HIOKpMHHATA CUCTEMa, TUIIBT M YCIIOBMATA HA M3CIIEOBAHNATA, KOETO Tpﬂ6Ba
l1a ce M3BbpLIAT, Ce 06C]3)KIIaT C HallMOHAJIHMTE KOMIIETCHTHM OpraHu.

Ocmpa morcuuHocm 3a 800HUMe Ge3zpsOHAUHU
O6crosTencrsBa, IpyM KOUTO ¢ HEOOXOAMMO M3NMUTBAHE

BbB BCHUKM CITyYan ce yCTaHOBSIBA OCTpaTa TOKCUYHOCT npu Daphnia (3a npepnountane Daphnia magna). 3a akTuBHHI
BEWIECTBA C MHCEKTMUMIEH HAUMH Ha JEMCTBME WM 3a TaKMBA, KOMTO IIPOSIBSIBAT MHCEKTULMIHA AKTMBHOCT, MpU
VMBIUTBAHMSATA Ce M3MONI3BA Ol e[MH Bui, Hamp. japsu Ha Chironomidae win musumu (Americamysis bahia).

Octpa TokcuuHoct npu Daphnia Magna

IMperocrasst ce m3cnensaHe 3a 24-uacoBata u 48-yacoBaTa OCTPa TOKCMYHOCT HA aKTUBHOTO BewiectBo npu Daphnia
Magna, uspasena xaro cpensa edexrnsHa KoHueHrpamyst (ECsq) 3a 00e3nBiKBaHe 1, aKO € Bb3MOXKHO, Hall-BUCOKATa
KOHLIEHTPALVS, KOSITO He BOIM [0 OOE3[BIXKBAHE.

Ycnoeud Ha u3numeanemo

Vi3BbplIBaT ce M3MMTBaHMS ¢ KOHuUeHTpawwy 1o 100 mg sewectso/L. VI3BbpiiBa ce rpaHUYHO M3NUTBAHE C KOHICH-
tpaumst 100 mg BewwecTBo/L, KOTaTo pesynratute OT M3IUTBAHETO 33 ONpENesisiHe Ha 00XBaTa MOKA3BaT, Ye He MOXeE [
ce OYaKBa BB3JICICTBUE.

OcTpa TOKCMYHOCT 3a APyl BUA BOOHU Oe3rpbOHAUHNK

IIpenocrass ce uscnensaHe 3a 24-yacoBata M 48-yacoBara OCTpa TOKCMYHOCT Ha aKTMBHOTO BEIIECTBO MPY OLIE eAMH
BV BOIHO Ge3rpbOHAYHO KMBOTHO, M3pa3eHa Kato cpenHa edekruHa KoHueHTpaumst (ECsq) 3a 06e3IBIKBaHe 1, aKO €
Bb3MOXKHO, Hal-BMCOKATa KOHLEHTPALs, KOSTO He BOMM O OOE3[BIKBAHE.

Ycnoeuqa Ha uznumeanemo

[lpunarar ce ycnosusaTa, mocouenu B Touka 8.2.4.1.

IeAz0cpouna u XpoHuuna moRcUuHOCM npu 600HU Ge3zpslHAunL
O6crosaTencrsBa, NpyM KOUTO € HEOOXOAMMO M3NUTBAHE

Ilpercrasst ce M3CIEABaHe 33 ABITOCPOYHA ¥ XPOHMYHA TOKCUYHOCT IPU BONHM Oe3rpbOHAuHy 3a BCHYKY AKTUBHY
BEILIECTBA, [PV KOUTO € BEPOSITHA eKCIIO3MLMS HA MOBLPXHOCTHUTE BOIM M Ce CMSITA, Ue BELIECTBOTO € CTabMIIHO BbB
BOIA, T.e. 33 24 yaca Ipu XMAPONM3a ce rydsT mo-Manko or 90 % OT IIbPBOHAYATIHOTO KOJIMYECTBO BELIECTBO (BXK.
touka 7.2.1.1).

IlpercraBst ce M3cielBaHe HA XPOHMYHATA TOKCUYHOCT IPY eIMH BUI BOIHM Oe3rpbOHauHM. AKO Ca IIPOBENeHM
VBIUTBAHNS 32 OCTPA TOKCUYHOCT BHPXY [Ba BUIa BOHM Ge3rphOHauHy, 3a [a ce OIpEMeNsT INOMIXOMSIINTE BUIOBE,
BbPXY KOMTO JJa Ce M3BBPLIM M3CIEABAHETO 33 XPOHMYHA TOKCUYHOCT, C€ B3MMAT IpeIBUI KPAitHUTE TOUKM 3a OCTpara
TOKCMYHOCT (BX. Touka 8.2.4).

AKO aKTMBHOTO BELIECTBO € perynatop Ha pacTeXa Ha HACeKOMUTE, C€ M3BBbPIIBA HOI'BIIHUTEIIHO M3CIIEOBAHE Ha
XpOHMYHATa TOKCMYHOCT, KaTO CE€ M3IIOJI3BAT NOOXOOsIIM BMOOBE, HECHadalll KbM paKOO6paBHV[T€, Harp. Chironomus

Spp.

PenpogyKTHBHA TOKCUYHOCT M TOKCUYHOCT O OTHOWEHME HA pa3suTtuero y Daphnia
magna

C VM3MUTBAHETO 33 PEIIPONYKTUBHA TOKCHIHOCT I TOKCUYHOCT [0 OTHOLICHNME Ha passutueto y Daphnia magna ce uenn
[1a ce M3Mepyu HeOIIarONpUSTHOTO Bb3AEHCTBHE, HAMP. 00E3MBIKBAHE U 3ary0a Ha PENPOMLYKTMBHA CIOCOOHOCT, KaKTO M
ma ce choOusT nonpobHocT 3a Habmonasanoto Br3mericteue. Chobmasar ce EC;y u ECyq, kakro u NOEC. Koraro
EC;y un ECy, He Morar a ce yCTaHOBST, Ce MPeNOCTaBsi 0OsICHeHMe.
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PempomyKTMBHA TOKCHYHOCT M TOKCHYHOCT MO OTHOWEHNME HA Pa3BUTUETO y APYIU
BonHu Ge3rpbrbHauHM

C M3NUTBAHETO 32 PENPOLYKTMBHA TOKCMYHOCT M TOKCMYHOCT [0 OTHOLICHME HA PAa3BUTHETO y APYTM BUIOBE BOIHM
Oe3rpbOHauHM Ce M3MepBa HEONMArONpPUATHOTO Bb3NENCTBME, HANp. OOE3IBVIKBAHETO M 3ary0arta Ha penpomyKTUBHA
CcrocobHoCT, U ce chobuaBar nogpobHoCcTH 3a HalOmonasaHoTo Bb3ueiicTsue. Chobuasar ce EC;y u EC,g, KakTo M
NOEC. Korato EC; u EC, He Morar fia ce yCTaHOBST, ce IPEOCTaBsi OOSICHEHMe.

Passurue u nossa wa Chironomus riparius

AKTVBHOTO BELIECTBO Ce NMPWIIAra B PasloJIOKEHaTa HAIl OTVIATAHNSTA BOJA M Ce M3BBPLIBAT M3MCPBAHNsI BbB BPb3Ka C
BB3ICICTBUETO BHPXY OLENIBAHETO ¥ passutuero Ha Chironomus riparius, BKIIOUMTENHO Bb3UeNCTBUETO BbPXY MOSBATA
Ha Bb3PACTHM MHIMBIIY, 33 JIa CE NOJIYYaT KPaiiHM TOUKM 33 Te3M BELICCTBA, 33 KOMTO Ce CMSTA, Y€ BIMSAT BbPXy
XOPMOHUTE Ha JIMHEECHETO y HACCKOMUTE WIIM MMAT [PYTO BBUENCTBHME BbPXy PacTexa U PasBUTHETO HAa HACCKOMMUTE.
Cvobusasar ce ECjy u ECyq, kakto 1 NOEC.

Ycnoeud Ha usnumeanemo

Vi3MepBaT ce KOHUCHTpalMuTe Ha AKTMBHOTO BEWICCTBO BbB BOJATA Hall OT/IaraHuATa M B OTIIAraHMATa, 3a Ja ce
ycranopar ECy g, ECyg u NOEC. AKTMBHOTO BeILeCTBO Ce M3MepBa JOCTaTbUHO YECTO, 3a JIa Ce MPEAOCTaBU Bb3MOXKHOCT
3a M3UMCIIABAHE HA KpAjiHMTE TOUKM OT MBIMTBAHETO Bb3 OCHOBA Ha HOMMHATHATA M HAa YCpEHEHaTa 3a Iepuoma
KOHIEHTPALMs.

Xupeemwn B oTrnaraHusaTa OpraHmusmMu

Korato B m3cielBaHusTa 3a ChLUIECTBYBAHETO M CbI0aTa HA AKTMBHOTO BEWIECTBO B OKOJHATA CPEla € MOKA3aHO MM
TIpeliCKa3aHo, ye TO Ce HaTPyNBa B CEIMMEHTUTE BbB BOAHA CPEHa, BB3NEHACTBIETO My BbPXY XUBECUIUTE B OTIaraHusTa
OpraHM3MM ce MOMIara Ha oueHka. Omperersi ce XpoHnUHMAT puck 3a Chironomus riparius wnu Lumbriculus spp. Moxe
Jla ce M3MOM3BA IOAXOUAIO alTePHATUBHO M3IUTBAHE, KOTATO Ca HANMLE IIPU3HATY HACOKMU. AKTMBHOTO BELIECTBO Ce
npuiiara KbM BOIHATa asa My KbM (asaTa Ha OTNATAHE HA CUCTEMAaTa BOJA/OTNIAraHMs, a IPY UBIMTBAHETO CC B3eMa
NpeNBIN Haji-3HAYMMUST ITbT HA eKCIO3MLMSL. Pe3ynTaTuTe OT M3CHEBAHETO ce mpeictaBsrT B mg semiecTo/kg cyxu
omiaraHus 1 mg BewecTBo/L Boma, kato ce choOmasar croitHocrure Ha EC; u ECyy, a cbmo u tesu Ha NOEC.

Ycnoeuda Ha usnumeanemo

V3MepBar ce KOHLEHTpAaUMMTE HA AKTUBHOTO BEIIECTBO BbB BOJATA HAJl OTJIAraHMATa M B OTJIAraHusTa, 3a Ja ce
ycranosar ECy, EC,q n NOEC.

Beseiicmaue 6zpxy pacmexa Ha 6000pacaume
O6GcTosTencTBa, Npu KOUTO ¢ HEOOXONMMO MB3NMUTBAHE

V3BbpuiBa ce M3MMTBAHE BbPXY €QMH BWI 3elleHO Bopopacio (Hamp. Pseudokirchneriella subcapitata, cunonum Sele-
nastrum capricornutum).

Ilpy aKTMBHM BELIECTBA, KOMTO MMAT XePOMIMIHA AKTMBHOCT, C¢ M3BbPIIBA M3MMTBAHE C OPYT BMI OT HIpyra TakCo-
HOMIYHA IPyna, Kato Hamp. auatomes, npumepHo Navicula pelliculosa.

Cpobuwiasar ce croitHocture Ha ECyo n EC,g u cpotBerHute croitHocti Ha NOEC.

BbageitcTBue BHPXY pacTexa Ha 3eNeHMUTE BONOPACIM

MspbpiuBa ce uanumraHe 3a onpepnensiHe Ha ECyg, EC,p, u ECs( 3a 3enenn Bogopacim 1 Ha CbOTBETHUTE CTOMHOCTM Ha
NOEC 3a cKOpOCTTa Ha pacTexk Ha BOZOPACINTE U 3a 100MBa OT TSX Bb3 OCHOBA HA M3MEpBAHMS Ha OMOMAcaTa MIM Ha
3aMeCTBallly IIPOMEHIIMBYA OT M3MepBaHuATA.

Ycnoseua Ha usnumeanemo

V3BbpIIBaT ce MBMMTBAHMS C KOHUeHTpaumu 1o 100 mg Bewectso/L. Moxe [1a ce M3BbPUIM IPAHMYHO WBIUTBAHE C
KoHLeHTpays 100 mg BeluecTBo/L, KOraTo pesynTarTite OT M3MUTBAHETO 3a OmNpedessiHe Ha 0OXBaTa MOKA3BaT, ye He
MOXe Ja ce OYaKBa BL3[ENCTBME IIPU MO-HUCKM KOHLEHTPALMIL.

BbspgeiicTBue BHPXY pacTexa Ha JPYrM BUAOBE BOJOpAcCIM

Mspbpmba ce msnmtsane 3a onpepensine Ha ECjo, EC,q m ECsy 3a apyru Bumose BOZOpAaciM M Ha ChOTBETHUTE
croitHoct Ha NOEC 3a CKOpOCTTa Ha pactex Ha BOJOPAciuTe M 3a H0OMBA OT TSIX B3 OCHOBA Ha M3MEpBaHMS Ha
Onomacara (WM Ha 3aMECTBALLM TPOMEHIIMBY OT M3MEPBAHUATA).

Ycnoeuda Ha usnumeaHemo

[Ipunarar ce ycnoBusiTa Ha M3NUTBAHE, NOCOYEHM B Touka 8.2.6.1.
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Be3deiicmeue 6apxy 800Hume marpodumu

M3pbpmBa ce msnutsane 3a onpenensiHe Ha ECyq, EC,o, EC5y u cporernute croitnoctm Ha NOEC 3a ckopocTTa Ha
pactex OT BiIoBeTe Lemna u 3a 00MBA OT TSX Bb3 OCHOBA HA M3MEPBAHMS HA GOS HA MVCTATA ¥ HAli-MANKO OlIe elHa
TNIPOMEHITNBA OT M3MepBaHe (CyXO TErNo, TEIo B MPSACHO CHCTOSHME MM TOKPUTA OT JIMCTA IIIOL).

3a mpyru BMIOBE MaKpodMTH Ce M3BbPLIBA M3IUTBAHE, NP KOETO ce ChOMpa MHPOPMALIS, IOCTATHYHA 33 OLECHSABAHETO
Ha BB3NIENCTBUETO BbPXY BOJIHMTE pacTeHus u 3a ompenensne Ha ECy, ECyq, EC5o 1 cpotseTHute croiinoctn Ha NOEC
Bb3 OCHOBA Ha M3MEPBAHETO Ha MOIXOMALINTE MapameTpu Ha Guomacara.

O6CTOHT€HCTB&, npm KOuTo € H€06XOIII/[M0 U3NUTBAHE

Vi3BbpIiBa ce 71a0OPaTOPHO M3NMTBAHE C BMIOBE Lemna Mo OTHOLICHME HA XepOMILMIM M PEryIaTopu Ha pacTexa Ha
pacTeHNSTa ¥ HA BEIIECTBA, 33 KOUTO BbB BPb3KA C MHQOPMAIMATA, NMOFANEHA [0 CHIATA HA 4acT A, Touka 8.6 or
HACTOSIIOTO MPMITOXEHME, MM Ha YacT A, Touka 10.6 or mpumoxervero kbM Permament (EC) Ne 284/2013 mma
TONTyueH! [10KA3aTesICTBA, Ye MBIMTBAHOTO BELIECTBO MMA XepOMUMIHO meiicTBye. HalMoHaIHMTe KOMIIETEHTHY OpraHu
MOTAT [ M3MCKAT M3BbPLIBAHETO HA IONBIHNMTENHM V3IMTBAHMS BHPXY OPYTM BUMIOBE MAKPOQUTI B 3aBUCHMOCT OT
HAYMHA HA [C/CTBHE HA BELIECTBOTO, MM AKO B PE3YNTAT HA M3MMTBAHMS HA e(MKACHOCTTA WMIM M3IMUTBAHMS CBC
CYXO3eMHM HeIpMUEIHNM BUIOBE (BXK. 4acT A, Touka 8.6 OT HACTOSNIOTO MpUIOXeHMe M 4acT A, Touka 10.6 or
npunoxkennero kbM Permament (EC) Ne 2842013 ca Hammie SICHM NPU3HALM 33 TO-BUCOKA TOKCUYHOCT BBHPXY
JIByCeMENeNHM (Hanp. MHXMOMTOP HA ayKCMHA, XepOMLMAM Cpelly IMPOKOTMCTHU TUIEBEM) WM APYTH eHOCEMeaeTHI
(Hamp. CHUIMHCKM XepOMLMIM) BHMIOBE PAacTCHMSL.

LlOIbIHUTENHNTe M3MMTBAHIS ¢ MAKPOQUTHM BUIOBE MOIAT [a Ce IPENNpPUEMAT BbPXy HByCeMeMelHY BMIOBE, HAIP.
Myriophyllum spicatum, Myriophyllum aquaticum i eIHOCeMeleNHM BMIOBe, Harp. BomHa Tpesa Glyceria maxima,
cropen ciyyast. Heo6XomMOCTTa OT M3BBPLIBAHETO HA M3CIENBAHMATA Ce OOCHXKIA ¢ HALVOHATHUTE KOMICTEHTHI
OpTaHIL

YcnoBus Ha UBNUTBAHETO

V3BbplIBaT ce MBMMTBAHMS ¢ KOHUeHTpaumyu g0 100 mg sewectso/L. Moxe ma ce M3BbPIIM [PAHUYHO MBIUTBAHE C
KoHueHTpauns 100 mg BelectBo/L, KOraTo pesynraTiute OT M3IMTBAHETO 3a ONpeeNIsiHe Ha 00XBAaTa IOKA3BAT, Ye He
MOXe Jla ce OuaKBa Bh3[IEHCTBME.

HonsaHumentu usnumeanusd 8BpXy 800HLL opzanusmu

Morart ma ce V3BBPIIAT OOIBJIHUTEITHN M3CIIEIBAHNUSA BbPXY BOIHM OpraHM3MM C LIl J1a C€ YTOUHU I/I]ICHTI/I(])I/[L[VIpaHI/[}IT
PpucCK. Te3n nacnenBanms IPEOOCTaBAT JOCTaTbYHO KOJIMYECTBO CBCOCHUA M OAHHM, IIO3BOJISIBALLM [a C€ HallpaB/ OLICHKA
Ha BBH3MOXKHOTO Bb3HEICTBIE BBPXY BOIHMTE OpraHM3MMU B IIOJIEBY YCIIOBMA.

HpenaneTIATe n3CieBanys Morat fa InpueMar cl)opma'ra Ha M3NUTBAHUS BBPXY HOITBIIHUTEIIHM BUIOBE, MU3IUTBAHUS C
IIPOMEHEHA €KCIIO3NUNA, U3CIedBaHNA Ha MUKPO- U Me3ocpenarta.

O6crosTencrsBa, IpyM KOUTO ¢ HEOOXOAMMO M3NMUTBAHE

HeO6XOJlMMOCTT3. OT M3BbPLIBAHETO Ha M3CIIEABaHMATA CE 06C1>)KJ18. C HalMOHAJIHUTE KOMIETEHTHM OpraHu.

YcnoBus Ha MBNUTBAHETO

Tumst u ycnoBuATa Ha MU3CIEOBAHMATA, KOUTO TpH6Bﬁ Ia ce mspbpuiat, ce O6C'L)K]13T C KOMIIETEHTHUTE HalMOHAJIHU
Opranu.

Bb3peiicTBue BbPXy 4IeHECTOHOTMTE
Besoeiicmesue espxy nueau

V3BbpIuBa ce OLEHKA Ha Bb3[IENCTBUETO BbPXY ITUeIN M ce OLEHSBA PUCKDT, B TOBA UMCIIO PUCKBT, KOJTO MPOU3TMYA OT
OCTaTHYHNTE BEWIECTBA OT aKTUBHOTO BELIECTBO MIIV HEroBMTe MeTabONUTU B HEKTapa, MOJIEHa 11 BOIATA, B TOBA YNCIIO B
OTHeneHnTe COKOBe. [IpemocTaBaT ce MpOTOKONMTE OT M3NMMTBaHMATa, Mocoyenn B Touku 8.3.1.1, 8.3.1.2 n 8.3.1.3,
OCBEH aKO ChIbpKallMTe aKTMBHOTO BELIECTBO MPOMYKTY 3a PACTUTENIHA 3alMTa Ca NpPEIHA3HAuYeHM [ Ce U3MON3BAT
€aMo MO HauyH, KOWTO He Ipelrosara eKCIO3MLMs Ha MYeruTe, Hamp.:

a) CbXpaHEHMe Ha XpaHU B 3aTBOPEHM MPOCTPAHCTBA;

0) mpemapati ¢ HECHCTGMHO LEFCTBME 33 MpPUIIAraHe BbPXy [0YBATa, C M3KIIOYCHME HA TPaHYIIN;

B) Iperapary C HeCHCTEMHO JeficTBiue 3a o0pa0oTBaHe upe3 NMOTANSIHE HA PAacTEHMs M JIYKOBUIM MPY IHPeCaKmaHe;
I) IperapaTy 3a 3aTBapsiHE M JieYeHue Ha paHy;

I) HEeCHCTeMHM POTEHTUUMIHN TPUMAMKI;

€) ymotpeba B OpaHKepyy O3 MY KaTO OMpALIATEII.
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ITpn 06paboTKaTa Ha ceMeHa ce B3eMa NPEIBUIL PUCKBT OT Pa3NpbCKBaHe HA Mpax Mpu centda Ha 0OpaboTeHuTe CeMeHa.
[lo oTHOmleHME HA TpaHyNMTe M HA TIPaHyIMPaHMTE IIPOOYKTM NPOTUB OXJIOBM Ce B3eMa IIPEIBUMI PUCKBT OT
pasuphCKBaHe Ha IIpaX NPy NpuIlaraHe. AKO JalleHO aKTUBHO BEIIECTBO € CHMCTEMHO M € HpeIBUIEHO Ha ce M3ION3Ba
BbPXY CEMEHa, JTyKOBMIIM, KOPEHM, J1a ce TpUlara IMPEKTHO BbPXY MOYBaTa, BbB BONATA 32 IOTMBAHE WIIM IIPAKO BHPXY
PACTEHMETO WIIM B HEro, HAIp. Ype3 PasNpPbCKBAHE MM MHXEKTMPAHE B CTHONOTO, OLEHSABA Ce PUCKBT 3a IYEINTE,
TIO3BAIM Te3 PACTEHMS, B TOBA UNCIIO PUCKBT, KOWTO MPOU3TMYA OT OCTATBUHMTE BELIECTBA OT aKTMBHOTO BEWIECTBO
I HeroBuTe MeTaOONMTI B HEKTapa, MOJIeHa M BOJATA, B TOBA YMCIO B OTHENCHNUTE COKOBE.

Ako e BEPOATHO [1a CE€ CTUTHE N0 E€KCIIO3MUMA Ha ITYENINTE, C€ MU3NMUTBAT KAKTO OCTpaTa (IIPI/I npueMaHe 1mpes ycrata u
KOHTaKTHa), Taka ¥ XpOHNYHATA TOKCUMYHOCT, B TOBA YMCIIO Cy6H€TaHHOTO BB3ICHCTBHE.

Korato mopamu cucTeMHMTe CBOJICTBA Ha AKTMBHOTO BEIIECTBO € Bb3MOXHA EKCIO3MUMSI HA IYeNIM HA OCTaThUHU
BEILECTBA B HEKTap, IOJIEH MIIM BOMA, M KOTAaTO OCTPaTa TOKCUYHOCT NP NpueMaHe mpe3 ycrata e <100 pg/muena
WM € HallMue 3HAYMTEIIHA TOKCMYHOCT 33 JIapBHUTE, Ce ChOOLIABAT KOHIEHTPALMUTE HA OCTATHYHUTE BELIECTBA B TE3U
MaTPULM U OLEHKATa HA PUCKA Ce MNpaBu Bb3 OCHOBA HA CPABHEHME HA CHOTBETHNUTE PE3YITATH C Te3U KOHLEHTPALMU.
AKO CpaBHEHMETO IOKaXKe, Ue He MOXe J1a Ce M3KIIIOUM eKCIIO3ULMS NPY PABHMIIA, NPEIM3BUKBAIIN TOKCUYHO Bb3ei-
CTBME, TO C€ M3CIIEBA C TOMOLUTA HA IOIbIHMTEIHU U3IUTBAHMSL.

OCTpa TOKCUYHOCT Npu nueinn

Ako nma BEPOATHOCT OT E€KCIO3NLNS Ha IMYETM, €€ NMPEONPUEMAT MBIMUTBAHMA 32 OCTpaTa TOKCMYHOCT NpU NpUEMaHe
npe3 ycrata M OCTpaTa KOHTaKTHa TOKCMYHOCT.

Ocmpa morcuuHOCM Npu npuemane npes ycmama

M3BbpBa ce M3NMMTBAHE 3a YCTAHOBSIBAHE HA OCTPaTa TOKCUYHOCT IIpM npueMaHe mpe3 ycrara (LDsp) Ha akTMBHOTO
BelecTBo, KakTo M Ha croiHocture Ha NOEC. Ako uma cy6neTanH0 BB3ICICTBME, TO Ce ChoOIIaBa.

YcnoBus Ha MBMUTBAHETO

Uznutsanero ce M3BBPIIBA C AKTMBHOTO BELIECTBO. P€3}7HT&TI/IT€ C€ IPENCTaBAT KaTo 1g AKTUBHO BeLl.leCTBO/H"IeJ'la.

Ocmpa ROHMARMHA MORCUUHOCTM

VIBB'I:pIIIBa C€ V3INUTBAHE HA OCTpaTa KOHTAKTHAa TOKCMUYHOCT 3a yCTAaHOBABaHE Ha CTOHOCTUTE Ha ocrpara LD50 Ha
AKTUMBHOTO BEIIECTBO, KAKTO U Ha croitHoctute Ha NOEC. Ako nma Cy6HeTaHHO B%SHCﬁ[CTBMC, TO C€ C’bO6IIIaBa.

YcnoBus Ha MBMUTBAHETO

Uznutsanero ce M3BBPIIBA C AKTMBHOTO BEULIECTBO. Pe3y]’lT&TI/ITe C€ IPENCTaBAT KaTo Hg AKTUBHO BeLl.leCTBO/H"IeJ'la.

XpOHI/[‘lHa TOKCUMYHOCT Npu nueinn

V3BbpuIBa ce M3MUTBAHE 3a YCTAHOBABAHE HA XPOHMYHATA TOKCHYHOCT 3a MUENM, NIPU KOETO Ce OMPEENAT CTONHOCTHTE
ECqg, ECyo n EC5y mpu XponuuHa opanHa ekcrnosuums, kakro u tesn Ha NOEC. Korato ECy, EC,q n ECs5q npu
XPOHNYHA EKCIIO3MIISL [IPM MpMeMaHe pe3 yCTaTa He MOTAT [a Ce YCTAHOBST, Ce NpEoCTaBsi OOsICHeHMe. AKO MMa
cyOreTanHo BB3MEICTBUE, TO ce ChOOLIABA.

O6cmoamencmea, npu Roumo e Heo6xodumo usnumeane

M3nutBanero ce M3BDPIIBA, AKO MMa BEPOATHOCT 33 E€KCIIO3MLMS Ha IMUENIN.

Ycnoeuq Ha u3numeanemo

NsnutBanero ce M3BBPIIBA € AKTMBHOTO BELIECTBO. PCSyHTaTI/ITC Ce IpencTaBAT KaTo Hg aKTUBHO BeH.leCTBO/l'l‘{CJ'la.

BbsneiicTBue BbpXY pa3BUTMETO Ha NMuejiuTe M BbPXY ONPYTruTe XKMU3HEHM CTaOguMu Ha
nuenuTe

]/I3B$p1113a Ce M3CJIedBaHe Ha MMWIOTO Ha IMYENIMTE C OITIEd Ha OIpeNersgHe Ha Bb3MECTBIETO BBPXY pa3BUTUETO Ha
MueMTe M aKTMBHOCTTA HA MWiIOTO. V3crefiBaHeTO Ha MMIIOTO MO3BOJISBA MOJTy4aBaHETO Ha JOCTaTbUHO I/[H(l)OpMaHI/I}I,
Bb3 OCHOBA Ha KOATO [1a €€ M3BbPLIM OLICHKA Ha BBb3MOXKHNTE PUCKOBE, KOUTO AKTMBHOTO BEUIECTBO IIPECTABIIABA 3a
JIapBUTE Ha IT4Ye€JIaTa.

C msnuTBaneto ce onpenenar croitnoctute Ha ECy(, EC,o n ECs( 3a Bb3pacTHM Mueny U, aKO € Bb3MOXKHO, 3a JIapBH,
kakTo 1 croiinocture Ha NOEC. Korato EC;, EC, n ECs He Morar fa ce yCTaHOBSIT, ce IpefocTassi 00sicHeHue. AKO
¥MMa CyOIeTalHO BB3IEICTBIE, TO Ce CHOOLIaBA.
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O6cmoamencmea, npu Roumo e Heo6Xx00uUMmo u3numedate

V3nUTBaHETO Ce M3BBPLIBA 33 AKTMBHM BELIECTBA, 3a KOMTO HE MOXKE M Ce M3KIIOUM CYONICTAIHO BB3IEHCTBIE BHPXY
pactexka WM pasBUTUETO, OCBEH aKO 3asBUTENSAT He IOKaXe, 4e HE € Bb3MOXKHO MUIIOTO [1a Oble M3TI0KEHO Ha
aKTMBHOTO BEIIECTBO.

Cy6neranuo Bb3meitcTBME

Mozke na Oble M3UCKAHO M3BBPIIBAHETO HA M3IMTBAHMS 33 NPOYYBAHE HA BUIOBETe CyONETATIHO BB3MENCTBUE, HAIP.
BB3[CICTBIE BHPXY MOBENCHMETO ¥ PENMPOIYKLMATA BHPXY MUENM, M, KBIETO € MPUIOKIMO, BbPXY MUETHU pOeBe.
Be3deiicmeue 6apxy HENpUUEHU UAEHECTMOHOZU, PA3AUUHLL OM NueAume

O6crosaTencrsBa, HpM KOUTO € HEOOXOLMMO U3NUTBAHE

l'[poytusa ce BB3MIENCTBUETO BbpXYy HENPULEITHUTE CYXO3€MHU UJIECHECTOHOIM Ha BCMYKM AKTMBHM BEUIECTBA, OCBEH aKO
ChIbpXKaIINUTE aKTUBHOTO BELIECTBO INPOMNYKTYM Ca IIPEIHAa3HAUCHU CaMO 3a M3IIOJI3BaHE B CUTyalyy, KOUTO HE IIpem-
Iojarat eKCrno3muust Ha HENpULEIHN WICHECTOHOIM, KaTo HaIlpuMep:

— CbXpaHeHVe Ha XPaHM B 3aTBOPEHM IPOCTPAHCTBA, KOETO Bb3MPENSATCTBA eKCIIO3ULMATA,
— IpenapaTu 3a 3aTBaPAHE U JIeUeHue Ha paHu,
— 3aTBOPEHM IPOCTPAHCTBA C PONEHTULMIHM HPUMAMKM.

BuHaru ce m3BbpUIBAT MMMTBAHMS IO OTHOUIEHME Ha [IBA MOKA3ATENHM BUMA MAPA3UTOMIM HA JIMCTHUTE BBLIKKM IO
KurHure Kyntypu Aphidius rhopalosiphi (Hymenoptera: Braconidae) u xumnoro masikoo6pasto Typhlodromus pyri
(Acari:Phytoseiidae). [IbpBOHaYaITHOTO M3MUTBAHE CE M3BBPIIBA ChC CTHKIICHN MAHMYKM, KATO Ce ChOOWIABAT HAHHNTE 33
CMBPTHOCTTA (KAKTO ¥ Bb3EHCTBUETO BbPXY PENpPOIYKIMSTA, AKO € OlieHeHO). [Tpy M3nuTBaHuMsTa Ce Ompenensi Bpb3KaTa
MEXKIIy KOMMYECTBOTO M PEaKLysTa, KaTo ce ChoOuasar 1 Kpaitaure Touky 3a LRsq ('), ERsq (%) n NOEC 3a uenure Ha
OLICHKATa HA PMCKA 3a MOCOYCHNTE BIMIOBE B CHOTBETCTBME CHC CHOTBETHUTE AHAIM3M HA KOCQUUMEHTA Ha PUCK. AKO
TPV Te3V M3CIIEIBAHMS MOXE SICHO A Ce MPEICKaxe MpOosiBata Ha HEOArONpysTHO BB3IEHCTBIE, MOXKE Jid Ce HAJIOKM
VM3BbPIIBAHETO HA M3MUTBAHMS B PAMKUTE HA [IOITBITHUTEIHY M3CIeNBaHust (BX. 4acT A, Touka 10.3 OT mpuiioxeHnero
kM Pernament (EC) Ne 284/2013 3a nompobHOCTIH).

HamyoHanuuTe KOMIETEHTHI OPTaHM MOIAT A M3MCKAT M3BLPIIBAHETO HA MOIBIHWUTENHN W3IMUTBAHILS, TIPH KOUTO Ce
VM3CTIEBAT CTAIM OT XKMBOTA HA HACEKOMNTE, KOTaTo Te ca 0COOEHO MOFATIBY, CICLMATHY IBTUINA Ha TpYeMaHe M
IIPYTY M3MEHEHsI 10 OTHOIIEHNE HA AKTUBHMUTE BEIIECTBA, 33 KOUTO Ce MOIO3MPA, Ue MMAT 0cOOEH HAuMH Ha JeiicTBHe
(Hamp. perymatopu Ha pacTexka Ha PACTEHISITA, MHXMOMTOPM HAa XpaHeHeTo Ha Hacekomute). [locousa ce mpyumHaTa 3a
1360pa Ha M3MOI3BAHNTE IIPM VI3MMTBAHETO BVIOBE.

Boanmeiicteue Bopxy Aphidius rhopalosiphi

V3crienBaHeTo MO3BONISABA MOTYYABAHETO HA IOCTATBYHO MHPOPMALNS 33 OLEHKA HA TOKCHYHOCTTA HA AKTUBHOTO
BellecTBo, u3paseHa kato LRsq u NOEC cipsamo Aphidius rhopalosiphi.

Ycnoeudq Ha usnumeanemo

HLpBOHa‘Ia]’[HOTO VI3IIUTBAHE CE€ M3BBPIIBA C M3MON3BAHE HAa CTHKIICHNM IaHMYKU.

Boanmeiicteue Bopxy Typhlodromus pyri

Vi3crenBaHeTo MO3BONSIBA MOMYYABAHETO HA IOCTATBUHO MHGOPMALNST 3 OLEHKA HA TOKCHYHOCTTA HA AKTUBHOTO
BELIECTBO, M3paseHa kato LRsy u NOEC cnpsmo Typhlodromus pyri.

Ycnoeusq wa usnumeanemo

HLpBOHa‘IaJ’[HOTO VIBIIUTBAHE CE€ M3BBPIIBA C M3MOI3BAHE HA CTHKIICHNM IaHMYKI.

Bb3pelicTBue BbPXy NMOUBEHATa HENPULETHA Me30- M MakpodayHa

Cybnemanno ew3deiicmslie 6zpxy 3emHuU uepeeu

C VM3MUTBAHETO Ce MPENOCTaBsi MHPOPMAIINS 33 BBH3IEHCTBIETO BHPXY PACTeXKd, BB3NMPOM3BOACTBOTO M MOBENEHUETO HA
3eMHUTE YepBel.

O6cTosiTencTBa, NP KOUTO € HEOOXONMMO MBNMUTBAHE

l'IpoyliBaHe Ha Cy6HeTaHHOT0 BB3JIENCTBUE Ce NpenrnpuemMa, Koraro akTMBHOTO BELIECTBO MOXKE [1a 3aMbpCy IOYBATA.

,LR50“ e cokpamere 3a ,Lethal Rate, 50 %", T.e. IpIIaraHOTO KOMMUECTBO, HEOOXOMIMO, 3a [a Oblle yMbPTBEHA IMONOBIHATA OT MOMYIALIIATA,
BbPXY KOSITO Ce M3BbPLIBA M3IMUTBAHETO, CIIE[ ONpelelieHa MPOIBIKUTENHOCT Ha M3IUTBAHETO.
JER50“ e cpkpauenne ot ,Effect Rate, 50 %, T.e. KONMuecTBOTO, KOETO € HEOOXOMMMO, 3a J1a Oblie NIPEIU3BMKAHO BB3IEHCTBIE BbPXY MOJIOBUHATA
OT TOMyNaMmMsATa, BPXY KOSITO Ce M3BBPIIBA U3MMTBAHETO, CIIE[ ONMpefieNieHa MPOIBIKUTETHOCT Ha M3MUTBAHETO.
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YcnoBus Ha MBNUTBAHETO

[Ipn m3nuTBaHMATA Ce ONpeneNns Bpb3KaTa MeXIy nosata u peakumsra m croiinocrure 3a ECy, EC,q u NOEC u ce
[1aBa BH3MOKHOCT JIa Ce M3BBPIIN OLCHKA HA PICKA B CHOTBETCTBME C MOJXOMSII AHATM3 HA KOeMIMEHTa Ha PUCK, KaTo
Ce B3eMa MpENBMI BEPOATHATA EKCTO3MLMS, ChITbPKaHMeTo Ha opranmueH Bbriepon (f,) B u3muTBaHata cpema u
nunodurante cpoitctsa (K,,) Ha MBMMTBAHOTO BEIIECTBO. VI3MMTBAHOTO BELIECTBO Ce CMeCBA C TOYBATA, 3a IA Ce
TOJTyus) PABHOMEPHA KOHLEHTPAIMs B I0YBATA. VI3BBPIIBAHETO HA MBIMTBAHMS C NOUBEHM MeTAOONMMTH MOXKe fa ce
u3berse, ako UMa aHaNMTHYHO JOKA3ATENICTBO, Ye MeTabONMTLT ¢ HalMueH C MOIXOMAIA KOHUCHTPAIMS M TPOTBIKN-
TESTHOCT B U3CTIE[IBAHETO, M3BBPLIBAHO C AKTMBHOTO BEIIECTBO, OT KOETO MPOU3IIN3A.

Bs3deiicmeue 6epXxy nougeHama Henpuyeana meso- u Marpodayna (pasauuna om 3emuu uepeeu)
OGcTosiTencTBa, NpU KOUTO ¢ HEOOXOIMMO M3MUTBAHE

l'lpoylusa ce BB3MENCTBMETO Ha BCUUKM VU3MUTBAHM BeELIECTBA BbpXY Z2KMBECILUTE B IIOYBATA OPraHM3MM, PA3INYHM OT
3EMHUTE YEPBEU, OCBEH B CIIy4auTe, KOraTo HAMa CEKCIO3MUMA Ha KUBEEWUTE B IIOYBATA OpPraHM3MM, HaIp.:

a) CbXpaHEHMe HA XaHV B 3aTBOPEHY MPOCTPAHCTBA, KOETO BB3MPEIATCTBA EKCIO3MINSATA;
0) mpemapaTu 3a 3aTBApsIHE M IleYeHNe HA PaHM;
B) 3aTBOPEHM IPOCTPAHCTBA C PONEHTULMIHYU MPUMAMKM.

3a IOIYKTY 33 PacTHTETIHA 3ALINTA, IPUIIATAHN YPe3 PasIPBCKBAHE BHPXY JIMCTA, HALMOHATHIUTE KOMIETEHTHI OPIaHI
Morar 1a nouckar nanuu 3a Folsomia candida w Hypoaspis aculeifer. Axo ca nanuue maruy 3a Aphidius rhopalosiphi u
Typhlodromus pyri, Te MOraT fia ce M3MOII3BAT 33 HAYAIIHA OLICHKA HA PUCKA. AKO [0 OTHOLICHME HA HSKOM OT BUIOBETE,
€ KOUTO Ca M3BbPLIBAHM M3IUTBAHMS 10 TOUKa 8.3.2, e Npey3BIKAHA 3arPYEKEHOCT, ce MPEoCTaBsT aHHu 3a Folsomia
candida u Hypoaspis aculeifer.

AKo He ca Hamuey JaHau 3a Aphidius rhopalosiphi u Typhlodromus pyri, npenocTaBsT ce NaHHNUTE, IOCOYEHN B TOUKA
8.4.2.1.

3a IPOIYKTH 3a PaCTUTENIHA 3ALUMTA, KOUTO Ce PUIIAraT IPSKO BHPXY NOYBATa Kato 00paboTKa upe3 pasnpbekBaHe Win
Kato QOpMyralysi B TBbPHO ChCTOSIHME, M3MMTBAHMsATA e m3BbpuwBar ¢ Folsomia candida v Hypoaspis aculeifer (Bx.
Touka 8.4.2.1).

NanutrBauus Ha paBHMIIETO HAa BUMOOBETE

C VM3MUTBAHETO Ce MPEOCTABS JOCTATBYHO MHGOPMALNMS, 33 Ja Ce U3TOTBU OLCHKA HA TOKCUYHOCTTA HAa AKTMBHOTO
BELIECTBO 3a KMBECIIMTE B I10YBATA MHIMKATOPHU BumoBe GesrpbOHaunn Folsomia candida m Hypoaspis aculeifer.

YcioBusi Ha MBMUTBAHETO

[Ipn m3nuTBaHMATA ce ompefens Bpb3KaTa MeXHy Ho3ata u peakuusita u croitHoctute 3a ECqg, ECyo u NOEC n ce
11aBa Bh3MOKHOCT [Ia Ce M3BbPIUN OLEHKA HA PUCKA B CHOTBETCTBME C MOIXOMSLI AHATNM3 HA KOCQULIMEHTA HA PUCK, KATO
ce B3eMa NPEIBMI BEPOSTHATA EKCIIO3MLNS, ChIbPXKAHMETO Ha opranudeH Bbrepon (f,) B m3muTBaHaTa cpema u
numnoduante cBoitcrsa (K,,) Ha JBIMTBAHOTO BEIIECTBO. VIBMMTBAHOTO BELIECTBO Ce CMecBa C IOYBATA, 3a IA Ce
TONlyY PABHOMEPHA KOHLEHTPALMS B MOYBATA. VI3BbPILIBAHETO HA M3NMTBAHMS C [OYBEHYM META0ONMTM MOXe Ha ce
130erHe, aKo MMa aHAIMTIYHO JTOKA3aTEIICTBO, Ye MeTAOONUTBT € HAlMyeH C NMOIXOHsIIA KOHLIEHTPALMS U NPOIbIKN-

TEITHOCT B M3CIIEIBAHETO, M3BBPIIBAHO C AKTMBHOTO BEILECTBO, OT KOETO ITPOM3IIN3a.

Bb3neiictBue BBPXY npeo6pa3yBaHeTo Ha a3oTa B mousarTa

C u3nuTBaHeTO Ce NpenocCTaBAT JOCTaTbYHO HAHHM 3a OLCHKAa Ha BB3MENCTBIETO HAa AKTUBHOTO BEIECTBO BbpXY
M]/[Kp06HaTa HEMHOCT B IOYBaTa MO OTHOIIEHME Ha npeo6pa3yBaHeTo Ha a3oTa.

O6cmo&tme/lcm6a, npu Roumo e Heobx00umo usnumeane

Uscnensanero ce U3BBPILIBA, KOTaTO ITPOAYKTUTE 3d PACTUTENIHA 3alINTa, B KOUTO C€ CbIbPZKa aKTUBHOTO BELIECTBO, CE
npwiarat BbpXy IOYBaTa MM MOraT Ha 3aMbpCAT IOYBATA IIPU IPAKTUYECKUTE YCIIOBUS Ha yl'lOTp663.. B Cilyvast Ha
AKTVBHM BEILECTBA, NPEIHA3HAUCHM 3a M3IOJI3BAHE B MPOIYKTU 3a PACTUTEIIHA 3alNMTa 3a CTEPUIIM3ALINA Ha IOYBATa,
n3CIenBaHmATa Tpﬂ6Ba J1a Ca HaCOY€HM KbM M3MEPBAHE CTEIEHTA HA AHAJIMTUYEH ]106]/[B CIIEl TPETUPAHETO.

Ycnosuq Ha usnumeaxemo

M3non3BaHusT MouBeH MaTepual € OT MPACHO B3ETU HpO6I/I Ha 3eMemeNicKy movBy. MecraTa, OTKBIETO ca B3eTH MOYBUTE,
Tpﬂ6Ba 1a HE Ca Ourn TPETUPAHN NPE3 MOCIIEIHNTE IBE OOMHM C BELIECTBA, KOUTO MOTAT CHUIECTBEHO [1a MOBIMAAT Ha
pa3H006pa3MeT0 " KOJIIMYECTBOTO HaA MI/[Kp06HI/IT€ nomynauny, OCBEH akKO TPETMPAHETO HE € 6uro CIIOpagn4HoO.

Bb3pelicTBue BbPXY CyX03eMHMTE HENPULETHM BUCIIM PACTEHMS
OG6o6ujenu daHHU OM CRPUHUHZOBUME U3CAE08AHUA

[IpenocTaBeHaTa MHQOPMAIS € TOCTATHYHA, 33 [ Ce HANPABY OLIHKA HA BH3MENCTBIETO HA AKTUBHOTO BEIIECTBO BHPXY
HENPUILENHNTEe PAaCTeHUL.
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8.6.2.

8.7.

8.8.

8.9.

O6CTO$[TCHCTB3, npm KOuUTo € HeOﬁXO]I]/[MO N3NUTBAHE

C nomoluTa Ha JaHHUTE OT CKPUHMHIA Ce YCTAHOBSIBA /1M M3IMTBAHOTO BELIECTBO MMa MIEHCTBUE KATO XepOMLMI min
perymarop Ha pacTexa Ha pacTeHMsTa. [JaHHMTe BKIIIOUBAT M3IMTBAHE C HAJ-MAJIKO IIECT PACTUTENHM BMIA OT WIECT
PasnMYHM CEeMEIICTBA, CPell KOMTO MMa €IHO- M [IByCeMeNeNHM pacTenus. [Ipunaranure npy M3NUTBAHETO KOHUEHTPALMN
¥ KOJIMYECTBA Ca PABHYU WIM TO-BUCOKM OT MPENOPHYAHOTO MAKCHMAIIHO OOLIO MPUIAraHO KOJMYECTBO UM Ca Ha
PaBHMILE, IIPU KOETO Ce CUMYJMpa CXemara Ha ynorpeGa B IONEBU YCIIOBMSI, KATO VM3IUTBAHETO CE M3BbPLIBA CIIEN
TOCTIENHOTO TPEeTMpaHe, MM Ha paBHMILE 3a NPSAKO TPeTMpaHe, NPM KOETO Ce B3eMa IpPEIBMIl HATPYNBAHETO Ha
OCTaThYHM BElIeCTBA CJlefl MHOTOKDaTHO IpujlaraHe Ha TMpOIyKTa 3a pPACTUTENIHA 3alIMTa. AKO CKPUHMHIOBUTE
M3CIIeNBAHMSL He OOXBAIIAT WM3MCKBAHMS OOXBAT OT BUIOBE WIM HEOOXOMMMMTE KOHLEHTpALMM M KOJIMYECTB,
U3BBPILIBAT Ce M3MUTBAHMATA, NOCOYEHN B TOUKa 8.6.2.

CKpVMHMHIOBHUTE JAHHU HE CE M3IION3BAT 3 OLIEHKA HAa aKTMBHUTE BELIECTBA, KOMTO MMAT JE/CTBUE KATO XepOULMIN 1IN
perynatopyu Ha pactexa Ha pacrenusrta. [Ipunara ce Touxka 8.6.2.

YcnoBus Ha MBNUTBAHETO

HPCHCTaBﬂ ce 06061].[61-1]/[6 Ha HAJIMYHUTE JaHHM — HE3aBMCUMMO [alM Ca IOJIOKUTEITHM MM OTPULATENIHM — OT
UBIUTBAHMATA 32 OLICHKA Ha OMONOIMYHATa AKTUBHOCT U OT U3CIIENBAHMATA 3a YCTAHOBABAHE Ha o0xBara Ha TIO3MPAHETO,
KOMUTO MOrat Ja MpenoCcTaBAT CBEOCHUA 3a BB3MOXKHOTO BB3JIENCTBUE BbpXYy [pyra HCIpULEIHa PacTUTEITHOCT,
NnpuapyzkKeHn OT OLEHKa Ha IMOTEHLMUAITHOTO BB3IIEICTBIE BBPXY HELEIIEBUTE BUIOBE PACTCHMSL.

[aHHHMTE ce [OMBIIBAT OT APYrM 0GOOIIEHN CBEleHMs! 33 HAOMIONABAHOTO BB3HCICTBIE BHPXY PACTCHMSTA [0 BpeMe Ha
TOTIEBIUTE M3CIIEMBAHILS, NO-CIELMATIHO 110 OTHOWICHNME Ha eQMKACHOCTTA, OCTATBYHMTE BENIECTBA M CHUIECTBYBAHETO B
OKOJIHATA Cpefa, KaTo ce CboOwIABAT M JAHHUTE OT CKOTOKCHKOIOIMYHMTE NOJIEBU M3CIIECIBAHS

Misnumeane 6spxy Henpuueanu pacmenud

C M3IMTBAHETO Ce YCTaHOBSABAT CTOMHOCTUTE HA ERs5( Ha aKTMBHOTO BELIECTBO 3a HEIPULEIIHUTE PACTEHMS.

O6crosTencrBa, NpyM KOUTO € HEOOXOAMMO M3NUTBAHE

3a aKTMBHM BeLIECTBAa, KOUTO MMaT Xep6M]_[I/I[IHO HeJiCTBME WM Ca peryinaropy Ha pacTexXa Ha pacTeHuATa, C€ IMpem-
OCTaBAT VIBIIUTBAHMA 3a Bpb3KaTa KOHIICHTpaL[I/I}I/peaKLU/[H 110 OTHOILIEHME Ha BEreTallMOHHATa Ciia U MOKDBJIBAHETO MPU
Hall-Majiko 6 BUOa, KOUTO Ca IIPEICTaBUTEIIN Ha CeMeiicTBa, BBpPXY KOUTO BEUIECTBOTO MMa [IOKa3aHO X€p6I/ILII/[HHO
HeVCTBME WU JIEVCTBUE Ha peryjiatop Ha pacrexa. Korato BbB Bpb3Ka € HauMHa Ha HeJiCTBME MOXKe fa ce yCTaHOBU
CbC CUTYPHOCT, Y€ Ca 3aC€rHaTi KakKTO IIOKBJIBAHETO, TaKa M BEr€TallMOHHATa Clila, M3BbpUIBAT C€ CaMO INOOXOOALINTE
M3CTIeIBaHMS.

He ce u3mckBar maHHU, KOTaTO €KCIMO3UIMATA € HpeHE6pe}KI/IMO MaJika, Halp. nNpu poaeHTUMLMOV, aKTVBHM BELIECTBA,
V3MON3BaHN B IIPOHYKTU 3a HapaHEHU OBbpBETA MIIA 3a 06pa60TKa Ha CEMEHA, MJIM 3a AKTMBHM BEILIECTBA, M3IIOJI3BAHU
BBPXY IMPOHOYKTV Ha CKIIaJl MM B NapHUIM, KBAETO €KCIO3NLMATA € HEBB3MOXKHA.

YCnoBuS Ha UBNUTBAHETO

MBB'bpl]_lBaT CEe M3INUTBAHMSA 3a BPb3KaTa HO3a-peakLMs BbPXY 6—10 non6paHM €OHO- U IBYyCEMENEIIHM PaCTUTEITHN
BUIOBE, INPENCTABIIABAILN Bb3MOXKHO Haii-MHOTO TaKCOHOMMYHU rpynm.

Bb3peiicTBue BBPXy Apyru cyxo3eMHM opraHumsmu (¢prmopa u ¢ayHa)

npeHOCTaBﬂT ce BCSIKAKBM HAJIMUHM JIAHHM 32 BB3JIEHCTBUETO Ha NPOIyKTa BBPXY HPYIM CYyXO3EMHM OpPraHMU3MMU.

Bb3mericTeue BbPXY GuonormunHmTe METOOM 3a INpeuNucTBaHe Ha OTIATBYHUTE BOOU

C m3nuTBaHETO Ce NPENOCTaBAT YKa3aHUA 3a Bb3MOKHOTO BB3MENCTBIE Ha NIpOIyKTa 3a pacTMUTENIHA 3alluTa BBPXY
OuonornuHmTe METOIM 3a IIPEUYNCTBAHE HA OTMATBUHUTE BOMMN.

O6cmostme/lcmsa, npu Roumo e Heo6x00uMo usnumeane

Bo3nerictuero BBPXY GuonornyHmuTe METO[M 33 NPEUMCTBAHE HA OTHNANBUHUTE BOOU C€ c1>061uaBa, aAKO M3IOJI3BAHETO Ha
CbIbpXKAUINTE aKTVBHOTO BELLECTBO IIPOHYKTU 3a PACTUTEIIHA 3alUUTA MOXKE [1a MMa OTPULIATEITHO Bb3IEICTBIE BBpXY
CbOPbXKEHMATA 33 NMPEUNCTBAHE HA OTHATBUHUTE BOIU.

Hanau ot HabmromeHue

HpCHOCTaBﬂT C€ HAJIIMYHUTE TaHHM 3a OTPULATEITHOTO BB3MEICTBIE HA aKTMBHOTO BEIECTBO BBPXY HENPULEIHN Opra-
HU3MI.
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PA3[IE]T 9

Hanuu om aumepamypama

HPCHOCTQBH ce 0606111€HI/I€ Ha BCMYKM 3HaUVMMM JaHHM OT €KCIEPTHO NPOBEpPEHATa aKTyallHa Hay4Ha JIMTEpaTypa 110 OTHOLIEHME Ha
AKTUBHOTO BELIECTBO, MET360HI/ITI/ITC, NpOOyKTUTE OT pasrpaxpuaHe WM peakuys M IPOOYKTUTE 3a PACTUTENIHA 3alluTa, KOUTO
CbIbpKAT aKTUBHOTO BELIECTBO.

PA3[IEIT 10

Knacudurayua u emuremupane

IlomaBat ce M ce 0OOCHOBABAT MPENIOXKEHNS 33 KIACHM(MKALMATA M €TMKETMPAHETO HA AKTUBHOTO BELICCTBO B CHOTBETCTBUE C
pasniopen6ute Ha Permament (EO) Ne 1272/2008, kato ce BKIIOYBAT:

— [IIMKTOrpamy,

— CHUTHalIHM IyMU,

— HNPEOyNnpeXIEeHN 3a ONACHOCT, U

— IIPENnopuKu 3a 6€30MacHOCT.

1.1.

1.2.

1.3.

1.4.

1.4.1.

1.4.2.

1.4.3.

2.4.

2.5.

2.6.

2.7.

2.8.

2.9.

3.1.

YACT b
MUKPOOPTAHM3MMU, BKITFOUMUTEITHO BUPYCU
CbIbPKAHUE
BBBEJEHUE

NAEHTUYHOCT HA MUKPOOPTAHM3MA

3asBuTen

[Iponssommren

ViMe 1 OmucaHue Ha BUIA, XapaKTEPHCTHKA HA LaMa

CrietmuKams Ha VM3MOM3BAHMS MaTepUal 33 MPOU3BONCTBO HA MPENapaTyt

ChbirbpKaHne Ha MMKPOOPraHM3Ma

VImeHTIaHOCT ¥ CBIbPXKAHME HA MPUMECKTe I TOOABKNTE, 3aMbPCSBALIN MUKPOOPIAHI3MIL
AHanTiueH npodui Ha mapTuumTe

BUOJIOTMYHM CBOVICTBA HA MMUKPOOPTAHM3MA

VicTopust Ha MMKpOOpraHy3Ma M Heropara yrorpe0a. ECTeCTBeH M3TOUHMK M reorpahcko pasnpocTpaHeHue.
VicTopudecKyt IPeNIIoCTaBKIt

[Ipousxo 1 eCTECTBEHO CHCTOSHMUE

VHpopMaLyst 32 MPULEIHNMS[Te OPraHM3bM/MI

OnyicaHye Ha NPULICITHNUS[TE OPraHU3bM/MI

Haunn Ha mescrue

Crie$yyHOCT 10 OTHOLICHME HA TOCTONPUEMHMKA M BB3IEHCTBUE BbPXY BUIOBE, Pa3iMuHM OT NPULETHMUS BpeeH
OpraHU3bM

Cramuy Ha pasBUTHE/XM3HEH LVMKBII Ha MUKDOOPIaHM3Ma

VHeKUMO3HOCT, COCOOHOCT 33 PasNpOCTPaHsBaHe, CIOCOGHOCT 3a KOJIOHM3ALMS
Bpb3KM ¢ M3BECTHM YOBELIKY, KMBOTUHCKM WMIIM PACTUTENHMU [ATOTEHU
TeHeTMYHa yCTONUMBOCT M aKTOPH, KOUTO I BIIUSISIT

Mupopmaryst 3a IPOMBBOLCTBOTO Ha META0OMUTH (IO-CIIELMAIIHO TOKCHHM)
AHTHOMOTHIM U [IPYTH aHTUMMKPOOHM CPercTBa

HOONBITHATETHA UHOOPMALIMS 3A MUKPOOPTAHU3MA

Qynkuns
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3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

3.8.

3.9.

4.1.

4.2.

5.2.2.1.
5.2.2.2.

5.2.2.3.

5.3.

5.4.

5.5.

5.6.

6.1.

6.2.

TpensumeHa obmact Ha ynorpeba
3aumrenn uian 00paboTBAHM MPOIYKTH WM KYJITYpy
Meron Ha IPOM3BOICTBO ¥ KOHTPOT Ha KaueCTBOTO

VadopMarysi OTHOCHO MOSIBATA WM EBEHTyaJHaTa I10sSBa HA PE3MCTEHTHOCT y IPULETHUSL OPraHM3bM/ IpULeNHNTE
OpraHu3Mn

Meronu, M3MON3BaHNM 3a MPENOTBPATSABAHE HA 3ary0ata Ha BUPYIIEHTHOCT Ha 3allaCUTE HA MMKPOOPraHM3MA.
[IpenopbyuBaHy METOAM M IpEIa3Hi MEPKU BbB BPb3Ka ¢ GOPaBEHETO, CbXPAHSBAHETO M TPAHCIOPTA, WM TPY MOXKAp.
[lpouenypyu 3a yHULIOXKaBaHe Wi 00e33apassBaHe

Mepku B ciyyait Ha 3yomnosnyka

AHAJIUTUYHN METOOU

MeTomm 3a aHanM3 Ha NPOU3BENEHMS MUKPOOPraHM3bM

Meromu 3a ompefensiHe Ha BUIA M KOJIMUECTBOTO HA OCTATHYHMTE BEWIECTBA (KMUBHECTIOCOOHM MM HEKM3HECTIOCOOHM)
TMOCJIEOULIN 3A 3[OPABETO HA YOBEKA

OcHoBHa MHOpMALMS

MenmumHCKM HaHHK

MenmumHcko HabmofieHne Ha TepCOHaNa Ha MPENpUSITUETO 33 POU3BOICTBO

HabronieHnst 3a CeHCMOMIM3ALNS/aTIEPIMYHOCT, aKO € Lenecho0pasHo

[psko HabmoNeHne, HAIPUMEp KIIMHUYHY CIydyan

OCHOBHUM W3CTIeBaHMS

Cencubwmsauus

OcTpa TOKCUMYHOCT, NATOTCHHOCT M MH(EKIMO3HOCT

OcTpa TOKCMYHOCT IIPU NpMEMaHe TPe3 YCTaTa, NaTOTeHHOCT M MH(EKUMO3HOCT

OcTpa TOKCMYHOCT TP BIMUIBAHE, ATOTCHHOCT U MHEKIMO3HOCT

EnvHCTBEHa MHTpaIepUTOHeasHa IOAKOXKHA 1032

UscnenBane 3a TeHOTOKCUYHOCT

Uscnensanus in vitro

Vi3cnieniaHe Ha KIICTBUHM KyNTypH

TaHHM 32 KPaTKOCPOUHA TOKCUYHOCT M MATOTE€HHOCT

Tlocrenmuy 3a 3[PABeTO OT MOBTOPHA €KCIO3ULMS Upe3 BIMIIBAHE

TIpefuIoKeHO JleueHye: MEPKM 3a IbpPBa TIOMOL, MEIMUMHCKO JIeyeHue

Cren¢uuHN M3CTIEABAHNS HA TOKCMYHOCTTA, HA [IATOTEHHOCTTA M MHQEKIMOBHOCTTA

M3cnensanus in vivo B COMaTUUHM KIIETKM

TeHOTOKCMYHOCT — M3CIIENBAHMS in Vivo Ha 3apOIMIIHM KIIETKM

O606ueHe OTHOCHO TOKCMYHOCTTA, [IATOTEHHOCTTA U MH(EKUMO3HOCTTa 3a Go3aitHuuuTe 1 00wA OLEHKa
OCTATBYHM BEIIECTBA BBB UJIM BBHPXY TPETUPAHU ITPOIOYKTU, XPAHA U QYPAXKU
YCTOIUMBOCT M BEPOSITHOCT 33 Pa3MHOXKABAHE B WM BbPXY KyJITypH, XpaHH 3a KMBOTHM WIM XPaHH
Heo0xonyuMa IOIBIIHUTENHA UHPOPMALIMS

HexusHecnocoOHM 0CTaThuHM BEIIECTBA
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6.2.2.

6.3.

8.3.
8.4.
8.5.
8.6.

8.7.

iii)

KunsHecrnocoOHM OCTaTHUHM BEIIIECTBA

O6o6uieHne 1 OLEHKA Ha TOBENEHNETO Ha OCTATbYHMTE BELIECTBA, Bb3 OCHOBA HA MPETOCTABEHUTE B CHOTBETCTBUE C
ToukM 6.1 m 6.2 HaHHM.

CBILECTBYBAHE U TTOBEJEHME B OKOITHATA CPEOA
YCTOIUMBOCT M Pa3MHOKaBaHe

[lousa

Bona

Bramyx

Mobussoct

BB3MEVCTBUE BBPXY HETPULIEITHU OPTAHM3MMU
BoapeiicTeue BbpXy HTULN

Bo3peiicTBMe BbPXy BOIHU OpraHU3MIU

Brmsine Bbpxy pubnte

BrnsiHue BbPXy CIaIKOBOXHM Oe3rpbOHAYHM

BrmsiHye BBPXY pacTexa Ha BOIOpACINTE

BryisiHue BbPXY pacTeHus, pasiIM4HU OT BOLOPACIINTE
BoapeiicTeue BbpXy Mmuenm

BraeiicTBue BbPXy UIEHECTOHOTM, PAsIMUHM OT MUesuTe
BrmsHue BBPXy 3eMHMTe uepBen

BrusiHue BbPXy HempuUENHU MUKPOOPTaHM3MM B IOYBATA
HOIBITHUTENHY M3CIIeMBAHMS

OBOBLLIEHNE M OLEHKA HA BB3HEMCTBUETO BHPXY OKOJIHATA CPEIA

BbBeneHue

AKTMBHMTE BelecTa ca onpeeneny B wien 2, naparpa 2 ot Pernament (EO) Ne 1107/2009, kato B TsX Ce BKIIIOYBAT
XMMIYECKM BEIIeCTBA Y MMKPOOPTaHM3MM, B TOBA UICIIO BUPYCH.

B Hacrostimara yact ce ChIBPXKAT M3NCKBAHMA 3a JAHHM 33 aKTVBHM BELIECTBA, CHCTOALLM CE OT MUKPOOPraHU3MM, B TOBA
YnCIo BUPYCH.

TepMUHBT ,MUKPOOPraHM3bM* 10 CMICHITA Ha uiteH 3 ot Permament (EC) Ne 1107/2009 ce oTHACS MO-CIEUMATHO, HO
He eMHCTBEHO, 33 GakTepuute, rbOMTE, IPOTO30UTE, BUPYCUTE M BUPOMIMTE.

3a BCMUKM MMKPOOPIaHM3MM, KOUTO Ca NPEOMET HA 3asBeHME, CIIelBa [a Ce MPeIOCTaBAT BCUUKM 3HAUMMM HAJIMUYHU
3HaHMs U MHQOPMALIMs OT JIMTEpATypaTa.

Haiit-BaxHata ¥ 107e3Ha MHQOpMALMs Ce MONTyyaBa Ype3 XapakTepU3MpaHe M ONpelessHe Ha MUKpoopranusma. Takasa
MHGOpMALMS Ce ChIbpKA B pasgenu 1—3 (MHEHTMYHOCT, GMONOTMYHM CBOFICTBA M HONBIHUTENHA MHOPMALIS) U
dopmitpa 06aza 3a oOleHsBAHE Ha BB3ICHCTBIETO HA MUKPOOPIaHM3MA BHPXY 3IPABETO HA YOBEKA 1M BHPXY OKOJIHATA Cpelia.

OOGVMKHOBEHO Ce M3MCKBAT HOCIENHUTE [JAHHM OT TOKCMKOJIOTMYHMTE M[WIIM TATOJIOTMYHM EeKCIIEPUMEHTH BbpXy J1abo-
PaTOpPHM KMBOTHM, OCBEH aKO 3asBUTEIST Bb3 OCHOBA HA IPENBAPUTENIHO IPeOCTaBeHa MHPOpMALMS He IOKaKe, ue
yrorpebaTa Ha MUKPOOPIaHM3Ma, NPY IIPEIVIOKEHNUTE YCIIOBUS Ha ynoTpeba, HAMA HMKAKBO BPEIHO BB3IEHCTBUE BHPXY
3[IpaBeTO Ha YOBeKa I KMBOTHUTE, WIIM BBPXY IOMNNOYBEHMTE BOAM, I He OKa3Ba HEXENaHO Bh3MEHCTBIE BhPXY OKOJIHATA
cpena.

Ho npueMaHeTo Ha KOHKPETHM HACOKM HA MEXIYHApOIHO PaBHMIE M3MCKBAHATA MHQOpMalms ce NOIy4aBa, KaTo ce
VM3MONI3BaT HACOKNMTE 3 M3MATBAHE, MPUETH OT KOMIETEHTHMs OpraH (HAmp. HACOKMTe Ha ATeHIMATA 3a ONasBaHe Ha
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(viii)

1.1.

1.2.

1.3.

okonHara cpena Ha CAIL[ (USEPA) (1); mpy HeoOX0ommMoCT, HAaCOKMTE 3a M3BbPLIBAHE HA M3MUTBAHIS, OMMCAHN B YacT A
OT HACTOSIOTO MPUIOKEHNMeE, CJIefBa [a Ce MPUCIOCOOAT, TAKa ue [a Ca MONXOMSIIM 33 MPWIIAraHe M CIPSIMO MUKpPO-
OpraHyu3Mi. B M3IMTBAHMSATA Ce BKIIOUBAT XKM3HECIIOCOOHM U, aKO € LenechoOpasHo, HEeXM3HECMOCOOHM MMKpOOpra-
HI3MM, KaKTO U Mpa3Ha Mpoda.

Korato ce mpaBsiT VM3NMMTBAHMS, Ce MPENOCTABsi MOIPOOHO OMMCAHMeE (CTIELMUKALNLY) HA M3NONM3BAHMS MATepuan i
HETOBUTE OHEYMCTBAHMS B CBOTBETCTBME C TOYKA 1.4. VI3MON3BAHMAT Matepuan OTIOBapsi HA TEXHMYECKUTE Crelmu-
Kaluy, OHpefieNieHy 3a MPOM3BOICTBOTO HA NpeNapatyl, 3a KOMTO IIPENCTOM Ha Ce M3[aBaT Pa3pelleHus.

AKO NpOyYBAHMATA Ca M3BBPUICHM C JTAOOPATOPHO NPOM3BENEHM MUKDPOOPraHM3MM WM B IMIIOTHA CMCTeMa 3a
TIPOM3BOJICTBO, M3CIIENIBAHMATA CE MOBTAPAT, KATO Ce M3ION3BAT Beue MPOU3BENEHM MUKPOOPraHU3MIU, OCBEH aKO He ce
YCTaHOBM, Y€ M3NON3BAHMAT MaTepMal € B OCHOBaTa CM CBHIIMAT KaTO M3IMON3BAHMA 33 LENIMTE HA M3IUTBAHETO U
OlIeHKaTa.

AKO MIKPOOPTaHV3MITE Ca OMITN TeHETMYHO MOMMQUUMPAHN, Ce IPEOCTaBs KOMIE OT OLCHKATA HA NAHHUTE OTHOCHO
OLICHKATa Ha PUCKA 33 OKOJIHATA CPella, KAKTO € MocoyeHo B wieH 48 Ha Pernament (EC) Ne 1107/2009.

Korato e NPUIIOKMMO, OAHHUTE C€ aHAIM3UPAT IOCPEICTBOM CHOTBETHUTE CTAaTUCTMYECKM METOHM. CTaTucTU4ecKuTe
AHAJIM3M C€ OOKJIAIBAaT B IThJIHM l'[Ole06HOCTI/I (Hanp. BCUMYKM TOYKOBU OLEHKM CIIE€NBA J1a CE MPENCTABAT C HOBEPUTEITHN
VHTEpBAIM, BEPOATHUTE CTOIHOCTHM [a Ce MOCOUBaT TOYHO, 4 HE CaMO IIa Ce or0ens3pa ,,3Ha‘lI/IMO/6CB SHa‘{eHMC“).

HpI/I VI3CTIENBaHM, TPV KOUTO €€ Ha3HayaBaT NO3M B TEUEHME Ha OINPENENIEH IIEPMOM, 3a IMpENIouMTaHe € Te Ja ca ¢
Npousxon OT €OHa M Cblla NapTuaa OT MUKPOOPraHu3Ma, ako crabunHocTIa Ha TIOCTIEAHMA TO ITO3BOJISABA.

AKO u3CIleIBaHMusATa He ce VI3BBbPIIBAT C €[1Ha MapTujaa MUKPOOPraHyM3Mmy, ClenBa Ha ce IMOTBbPOM CXOOCTBOTO Ha
pas3nmMYHUTE U3MON3BaHU MapTUON.

Bunary, xorato mameHoO u3crenBaHe npennosara yHOTp€6aTa Ha pas3iM4yHy 103y, €€ OTUMTa Bpb3KaTa MEXIy T03a U
Hebar OIpUATHO BB3IIEICTBIE.

AKO € U3BEeCTHO, ue 3aluTa Ha pacrenyATa c€ OBJIXM Ha OCTaTbYHOTO Bb3IENCTBIE Ha TOKCMH/MCT&60]'[]/IT, i aKo
Tp$[6Ba Ja C€ OYaKBa HAJIMUYMETO HA 3HAUYUTEITHM KOJIMYECTBA OCTATBYHU BEILIECTBA OT TOKCI/IHI/I/MeTa6OHI/lTI/Iy KOUTO HE Cca
CBbp3aHN C He/iCTBMETO Ha aKTMBHOTO BEIIIECTBO, H€O6XOHI/IMO € Ila ce MpeacTaBM OOCHE 3a TOKCMHa/MCTa6OJ’II/ITa,
CbCTABEHO B CHOTBETCTBME C M3UCKBAHMATA HA YaCT A OT HACTOSIIIOTO NpUIOKEHNE.

WIEHTUYHOCT HA MUKPOOPTAHM3MA

OnpenessHETo M XapaKTepU3NPAHETO Ha MUKPOOPraHN3Ma OCHTYPSIBAT Haii-BaXKHATa MHPOPMALIMS ¥ Ca KITOYOB €IIeMEHT
3a B3MMAHETO Ha PelleHMs.

3asBuTen

[Tocousat ce umero n AIIpEChT Ha 3aABUTEILS, KAKTO M MMETO, IJIbXKHOCTTA, Te]'[eti)OHHI/ISIT HOMEDP M HOMEPDBT Ha (])aKCa Ha
CbOTBETHOTO JIMLE 3a KOHTAKT.

Korato ocBeH TOBa 3asiBUTENST MMa OCI)I/IC, ar€HT UM MPEOCTaBUTENl B Obp2KaBaTa 4YJIEHKd, 1O KOATO C€ IlofdaBa 3asiB-
JICHMETO 32 01106peHlee, M — aKO Td € padjimyHa OT II0COU€HATa OT Komucusira JI’bpKaBa 4YJIEHKa [IOKJIaduMK — B
Ibp2KaBaTa YICHKa IOKIIauMK, 110CoYBa €€ MMETO UM alIpeChT Ha MECTHUSA OCI)MC, AreHT MM IIPENCTaBUTENl, KaKTO U MMETO,
UTb2KHOCTTA, TeJ'Ie(l)OHH]/[SIT HOMEDP U HOMEPDBT Ha (l)aKCﬁ Ha CHOTBETHOTO JIMLE 3a KOHTAKT.

Ipoussonmren

[Tocousa ce nmero u a[IpechT Ha MPOMBBONMUTEIIA VTN NPOV3BOUUTEIINTE HA MUKPOOPraHU3Ma, KakKTO M VIMETO U aipeCchT
Ha BCAKO INpEHNNpuATHE, B KOETO C€ IIPOM3BEXKIA MUKPOOPTaHVM3MBT. [TocouBa ce MSCTO 32 KOHTaKT (3a npennovnTane
HEHTPAJIHO, KOETO Ha BKIIOYBA MME, TCHC(l)OHCH HOMEDp 1 (])aKc:), 10 KO€TO LIE 6T>]I£1T V3IpaTeHN aKTyalnU3VpaHUTE TaHHU
M KBIOETO IIe 6’1)]16 OTrOBOPEHO HAa BBIIPOCUTE OTHOCHO IIPOM3BOJCTBEHATA TEXHOJIOTMA, INPOLECUTE UM KAYECTBOTO Ha
IIpoImyKTa (BKHIO‘/II/ITCJ'[HOy Korato € HnpwioXKuMO, €OMHUYHUTE napmm/[). B Cllyday, KOratro ciemn 0HO6pﬂBaH€TO Ha
MMKPOOpraHu3Ma HacTbIAT IIPOMEHM B MECTOHAXOXKIEHMETO MIIN 6p05[ Ha IMPOM3BOOMTENNTE, N3NCKBAHATA ]/[H(])OpMaLlI/[ﬂ
OTHOBO C€ c1>06maBa Ha Komucusara u Ha ocraHanmmure I'bp2KaBM YJICHKN.

JimMe u onucanue Ha BUJA, XapakTepUCTUKA Ha IlaMa

i) MMKpPOOPraHM3MBT CriefiBa 1a Ce ChXPaHsABA B MEKIyHAPOTHO MPM3HATA KOTEKIMS OT KYNTypu 1 Ja MOTy4y HOMEp
33 IOCTBII, KATO Te3M MOIPOOHOCTH Ce TMOCOUBAT.

ii) Bceku MocoueH B 3asBNCHMETO MMKPOOPraHM3bM ce MueHTHQUUMpPA U 0003HAuaBa C MMETO HA BUIA, KbM KOITO
npuHaiexky. [locousa ce HayyHOTO HAMMEHOBAHME M TAKCOHOMMYHATA TIpYIIa, T.e. CEMEJICTBOTO, PO, BUNA,
PA3HOBUIIHOCTTA, CEPOTHITHT, IIATOJIONMYHATA PA3HOBUIHOCT MM BCAKAKBY PYTY HAUMEHOBAHMS, CBBP3AHM C MUKDO-
OpraHu3Ma.

(") USEPA Microbial Pesticide Test Guidelines, OPPTS Series 885, February 1996.
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YTOuHSIBA Ce [alM MUKPOOPTaHU3MBT €:

— MeCTeH MIIM UyX[ BUM, HA HUBO BUI, 3a IPEUIOKEHOTO IIPUIIOKHO IOJIe,
— JIUB 1AM,

— CIOHTaHeH WM MHAYLMPAH MYTaHT,

— MOIMQUUMPAH Upe3 MBION3BAHE HA TEXHUMKMUTE, OMMCAHM B YacT 2 OT mpwioxeHue IA u B npuoxenue IB kbm
Hupexrysa 2001/18/EO Ha Epomefickus naprnament u Ha Cobsera (1).

B nocnennure npa Cllyyast €€ IIOCOUBAT BCMUKM M3BECTHU pa3inums MEXIy MOJII/I(l)MLU/lpaHI/Iﬂ MUKPOOPraHu3m™M U
POLCTBEHMSA IMB ILIAM.

iii,

3a ompenelisHe M XapaKTepu3upaHe Ha MUKPOOPraHM3MA Ha HMBO LIAM CE M3ION3BAT HAji-100pyTE ChLIECTBYBALM
TexHororMu. T10coUBAT ce MOIXOOSALIATE M3IUTBATEIHN [POLELYPU M KPUTEPUMTE 33 MIEHTUUKALMS (HApuMmep,
MOpdOIIOrHsi, OMOXMMMSI, CEPOTIOrNs, MOJIEKYIIHA MICHTUUKALLIS).

(iV [Tocousa ce 06H10Hp]/[€TOT0 HaMEHOBAHME, KAKTO U IO LICJICC'I)O6P&3HOCT, ANITEPHATUBHU MM 3aMECTBalllM HauMe-

HOBAHMS M KOJOBY HAMMEHOBAHMS, M3ION3BAHM IPU pa3paboTKaTa, aKO MMa TAKMBA.
v) Tocousa ce BCSKO POICTBO C NO3HATY MATOTEHMU.

CrieumduKkauyms Ha M3MON3BAHUS MaTepHall 3a MPOU3BOJCTBO HA TOTOBM MpenapaTu
C0spsRanue Ha MURPOOP2AHUIMA

OrpasapaT ce MMHMMAIHOTO M MAKCMMAlHOTO ChIbpXaHME HAa MMKDOOPIaHM3Ma B MaTepuana, M3ION3BaH 3a
TPOM3BONCTBO HA TOTOBM MNpernapati. ChIbPKAHUETO Ce M3Pa3sBa upe3 MONXOMSALIM MEPHM EIMHMIM, Hampumep Opoit
aKTMBHM YaCTHUM 110 OTHOLICHME Ha OGEM MM TeIo, MM MO BCAKAKDBB HOIXOMSAL 33 CHOTBETHMSI MMUKPOOPraHM3bM
HauMH.

Korato npenocrabeHaTa I/IH(l)OpMaIII/IH € CBbp3aHa CbC CUCTEMA 3a MWIOTHO IPOU3BOOCTBO, Ha Komucusita u Ha Ibp2KaBuTe
WIEHKM OTHOBO C€ IPeHoCTaBs HeO6X0]1VIMaTa I/IH(I)OPM&I.[I/IH, Clied Karo ce€ yCTaHOBAT METOOMTE U Ipouedyputre 3a
IIPOMUILTIEHO IIPOU3BOICTBO M AKO HAIIPABEHUTE IIPOU3BOICTBEHM IPOMEHU M3MEHAT CHCHIA(])MK&HI/H/[TE 3a 4YUCTOTA.

Voenmuunocm u cs0spsRanue Ha npumecume u 000aABRUIME, 3aMBPCABAUU /NURPOOPAHUI MU

XKenarernHo e NpOOYKTU 3a paCTUTEIIHA 3alIUTa [1a 6]7]13T, 110 Bb3MOKHOCT, 6e3 3aMbpCUTENN (BKHIO‘{I/ITCHHO 3amMbpcsBall
M]/leOOpl'aHI/[SMI/[). PaBHuieTo u ecrecTBoTo Ha TIpUEMIIMBUTE 3aMbPCUTEIIN CE€ IPELEHABA OT KOMIIETEHTHUSA OpraH OT
IJIefHa TOYKa Ha OLEHKAaTa Ha pucKa.

[p1 BB3MOXKHOCT M HEOOXOMMMOCT Ce OTUMTAT MIEHTUYHOCTTA M MAKCUMAIHO JOMYCTUMOTO ChIbpKaHME Ha BCUUKM
3aMbpCSBALLY MUKPOOPIraHM3M, M3DA3eHM B MOIXOIsIIATA enuHuua. VHdopMalmsTa 3a MIEHTHYHOCTTA Ce MPETOCTaBs,
aKo € Bb3MOXHO, KaKTO € MOCOYeHO B yacT b, Touka 1.3 OT HacTOAmIOTO MpuioxeHue.

CplecTBeHNTe METAGOMNUTH (T.€., AKO Ce 0YaKBA [ Ca M3TOUHNK HA PICKOBE 3a 3[PABETO HA YOBEKA M[VIIM 33 OKOIHATA
cpena), 32 KOMTO € M3BECTHO, Ue ca 00Pa3yBaHy OT MUKPOOPrAHM3MA, Ce MACHTUMUMPAT M XapaKTePU3MPAT Ha PATUUHN
CTamMM MM €Tamy Ha PAacTeX Ha MUKPOOPraHu3Ma (BXK. MONTOYKA Viil) OT HACTOSIIOTO BLBEMEHME).

Korato e npuioxuMo ce npegocTassi noupo6Ha MHGOPMALIS 32 BCUYKM ChCTABKY, KATO KOHIEH3ATH, XPAHUTEIHA CPelia,
u ap.

B CHy‘{aIZ Ha CbIIECTBEHU OT IJIEAHA TOYKA Ha 3[PaBETO Ha XOparta I/I/]/I]'[I/I OKOJIHATa Cpefia XMMMNYECKN OHEUMCTBAHUSA CE€
NpenocTaBs MH(])OPM&HI/IH 3a MOCHTMYHOCTTA M MAaKCUMAJIHOTO MM CbIbp2KaHME, KATO €€ UBIOJ3BAT MOOXONAIN €OMHULIN.

B cryvait Ha mobaBky, ce MpefCTaBs MOCHTMUHOCTTA M ChbIbpxKamuero B glkg.

VIHpopMaLyst 32 MIEHTUYHOCTTA HA TAKMBA XMMUUECKM BELIECTBA KAaTO HOOABKMTE Ce IMPENOCTaBsi, KAKTO € MOCOYEHO B
yacT A, Touka 1.10 oT HacTOAUIOTO MPUIIOKEHMe.

AHanumuuen npodua Ha napmudume

Korato e mpuoxkuMo, TpsbBa ma ce OKIANBAaT JaHHM KATO MOCOYeHMTe B uactT A, Touka 1.11 oT Hacrosmoro
IpUITOKEHNE, KaTo ce M3MON3BaT NOAXONALMTE eIMHULIN.

BUOJTOTMYHU CBOMICTBA HA MUKPOOPTAHM3MA
Vicropusi Ha MMKPOOPraHU3Ma M Heropara ymorpe6a. EcrecTBeH M3TOUHMK ¥ reorpadcko pasmpocTpaHeHMe.

HpeHCTaBH C€ CTEIEHTAa Ha II0O3HAaBaHE Ha MUKpPOOpraHusma, T.€., HAJIMYHOCTTA HAa CBbP3aHUTE C HEr0 IO3HAHMUA.

() OB L 106, 17.4.2001 r., c1p. 1.
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Mcmopuuecku npednocmagru

[lpencrasst ce MCTOpUSITA HA MMKPOOPTaHM3Ma M Herosara ynorpeba (M3MMTBAHMSL M M3CIICHOBATEICKM MPOCKTH MIIM
TbPrOBCKa yroTpe6a).

ITpousxo0 U ecrmecmeeno CaCmMoaHle

[Mocousa ce FeOrpa(])CKl/lﬂT PEMOH M MACTOTO Ha MUKPOOpraHusMa B €KOCHCTEMATa (Hanpumep, HETOBMAT PACTUTEIIEH WU
2KMBOTMHCKM TOCTOIIPUEMHMK, WIM II0YBaTd, OT KOATO € M30JIMpaH MI/IKpOOpl'aHI/ISM'bT), C'bOéLlIaBa C€ METOOBT 3a
M30/IMpaHe Ha MUKpOOpraHmsma. ITocouBa ce ecTeCTBEHOTO ChCTOSIHME Ha MMKpOOpraHusMa B CbOTBETHaTa Cpena, IO
BB3MOZKHOCT Ha HUBO IIaM.

AKO CTaBa JlyMa 3a MyTaHT WM 38 TCHETMYHO MOIMQUUMPAH MUKPOOPIaHU3bM, Ce PENOCTaBsl MOAPOoOHa MHPOpMaLWs 3a
HErOBOTO MPOM3BOLICTBO MITM M3ONMPAHe, KAKTO ¥ 33 HAYMHMTE, UPe3 KOMTO TOI MOXKe a GbIe PasmuyaBaH OT CPOMHILS
My IMB IIAM.

Vndopmaums 3a npuueTHUs|Te OPraHU3bM MU
Onucatue Ha npuyeaHua/me opeanusem/mu

Korato € mpunoxumo, yTouHsBaT ce BpeqHMTe OPTAHM3MM, CPELly KOUTO Ce OCHIYpsBA 3alIMTA.

Hauun na deiicmaue

[locousa ce IaBHMAT HAauMH Ha JeiicTBUe. BLB BPb3Ka C HauMHA Ha JIEVCTBME, YTOUHSABA CE€ M [aly MUKPOOPIaHM3MBT
IpOM3BeXIA TOKCMH C OCTaTBUHO [ECTBME BBPXY NpPULENHMS OPraHM3bM. B TakwB ciyuail ce OMMCBA HAUMHBT Ha
HeICTBME Ha TOKCUHA.

AKO € YMECTHO, ce TpeficTaBst MHGOPMALIS 32 MSCTOTO Ha MHQEKIISTA, 32 HAUMHA HA IPOHVKBAHE B LETICBIST OPraHM3bM
U CTaguuTe Ha MOJATIIMBOCT. PesynraTure OT eKcrepMMEHTalHUTE U3CTIEABAHMS Ce HOKIIajBar.

CrieriBa 1 ce YTOYHSAT Bb3MOXHNMTE HAUMHM Ha NOEMaHe HA MMKPOOPTAaHM3MA WM HETOBM MeTabonuTy (IO-CIeLManHo
TOKCUHN) (HampuMep, Upe3 KOHTAKT, Npe3 CTOMaxa, Ype3 BAMIIBAHE). YTOUHSBA CE CHIIO JAmy MUKPOOPTAHM3MBT WIA
HErOBNM MeTaOONNMTH Ce MPEHACAT B PACTEHNSITA M, KOTATO € NMPMIOXIMMO, KAK Ce OCBHLIECTBSBA TOBA MPEHACSHE.

Tlpn naToreHHO IeficTBME BbPXY NPUMIUENHMS OPraHM3bM Ce NOCOYBA MH(EKIMO3HATA 1033 (HO3aTa, HeoOXomMMa 3a
NpUUNMHSABAHE Ha MHQEKUMS C OYAKBAHMS eQeKT BbPXY HPUUETHUS OPIaHU3bM) M PA3NPOCTPAHMMOCTTA (BB3MOKHOCT
3a pasNpoCTpaHABAHE Ha MMKPOOPTaHM3Ma B NpPUIEIHATA MOIYNAUMs, HO ChUIO M OT eIMH NpUUeNeH BUI Ha IIpyT
(mpuuenieH) BM) CIiel IpUIIaraHe Ipy MPeUIOKEHNUTe YCIOBMS HA ynoTpeba.

CHellM(l)M‘lHOCT 110 OTHOLIE€HME Ha rOCTOIpUEMHUKA U Bb3IeCTBIE BbPXY BUIOBE, pa3jIM4YHU OT NPULETHUA
BpeeH OpraHu3bM

[lpencrassi ce BCSKaKBa HalMuHa MHQOPMALMS 33 BB3AEHCTBUETO BHPXY HCNPULCTHM OPraHM3MU B PaiiOHa, B KOITO
MOKe JIa ce PasNpOCTPaHN MIKPOOPTaHM3MBT. [locouBa ce HAMUMeTO Ha HENpPULETHNM OPTaHM3MM, KOUTO Ca MM TACHO
CBbP3aHN C NPUUETHUATE BULOBE, MM Ca CIELMATIHO UBIIOKEHI.

TocouBa ce BCeKM CIyyaii Ha TOKCMYHO Bb3IEHCTBUE HA aKTUBHOTO BEWICCTBO MIM MeTaOONMTMUTE My BBPXY XOpa WMIIM
XKIUBOTHN, KAKTO ¥ [l OPIaHM3MBT € CocobeH 1 00pa3yBa KOTOHMM y XOPaTa MIM KMBOTHUTE WM Ja I¥ 3apa3ssa
(BKITIOUMTENTHO MHAMBMANMTE C HaMaJleH MMYHMTET), 1 fanmu e matoreHed. ITocoua ce m Bcekm crydait, KOMTO MO3BOMsIBA
IIa ce MOKaxXe Al aKTMBHOTO BEIECTBO WIIM IIPOM3BOIHUTE My MOTAT JIa IIPEIM3BMKAT JIPa3HEHe Ha KOXaTa, OunTe Win
Ha [MXaTeJITHUTE OPTaHM Ha XOpaTa MM XUBOTHUTE M Al MOTAT [a MPEIM3BUKAT alepruHy PeakLmn IIPU KOHTAaKT ¢
KOXKaTa MM TPU BIMIIBAHE.

Cragum Ha paBBl/lTl/le/)Kl/BHeH LIMKDB]I HA MUKpPOOpPraHusMa

TlpegocTapst ce BCAKA HalM4YHA MHQOPMALIAS 38 KM3HCHNS LIMKBII HA MMKPOOPTaHM3MA, 33 OINCAHNMTE CUMOMO3M, Hapas-
UTU3bM, KOHKYPEHTM, XMIUHMUM U T.H., BKJIIOUMTEIIHO OPraHM3MMUTE TOCTONPUEMHMLM, a NPU BUPYCUTE — TEXHUTE
BEKTOPM.

ITocousa ce BPEMETO 33 PA3MHOXKABaHE M BUIBT BB3NPOM3BOICTBO Ha MMUKPOOpraHm3Ma.

Tpenoctapst ce MHGOpPMalMs 33 pa3uTe Ha MOKOM HAa MMKDOOPIaHM3MA, 3 BPEMETO My Ha OLEJIsiBAHE, 33 HEroBara
BUPYJICHTHOCT M MHQEKLMO3eH MOTEHIMAIL.

TTocouBa ce MOTEHLMATBT HA MMKPOOPTaHM3Ma Iia IPOM3BEKIA MeTAOONNTH, BKIIOUMTEITHO TOKCUHH, KOMTO 3aCTPAllaBaT
3[PABETO HA YOBEKA [N OKOMHATA CPERa, B PA3MMUYHUTE CTATMM HA PasBUTHE CIE OCBOOOXKIABAHETO MY.

MH(I)CKHMOBHOCT, CnocoOHOCT 3a pasnpocrpaHsiBaHe, cnocoGHoCT 3a KOJIOHM3aluAa

TlocouBa ce yCTOMUMBOCTTA HA MMKPOOPIAHM3MA M 1a CE NPEIOCTaBM MHQOPMALIS 33 HETOBMS JKM3HEH LWMKBI IPH
XapakTepHNUTe 3a IpelBuieHaTa ynorpeba ycnous Ha cpemara. TpsOea ma ce IOCOUM OCBEH TOBA BCSIKA CIIELMATHA
YyBCTBUTEITHOCT HA MUKPOOPIaHM3Ma KbM HSKOM KOMIIOHEHTM Ha OKOJIHATa Cpela (HampuMep, YNTPaBMONIETOBH IThUl,
TOYBK, BOMA).
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TlocousaT ce M3MCKBAHMATA MO OTHONIEHME Ha CpefaTa (Temmepatypa, pH, BIaXHOCT, M3MCKBAHWSA MO OTHOIIEHME HA
XPaHEHETo), KOUTO Ca OT 3HaueHMe 3a OLENABAHETO, Bb3IPOM3BOICTBOTO, KONOHM3AUMATA, IPEIM3BUKBAHOTO YBpeXKIaHe
(BKITIOUMTESIHO HA YOBEWIKM TbKAHM) M eQUKACHOCTTa HAa MUKpoopraHusma. Ilocousa ce Hanuumero Ha CreUMPUUHM
dakTOpK Ha BMpYIEHTHOCT.

Omnpepienst ce TeMIepaTypHUSAT 06XBAT, B KOMTO MUKPOOPTAHM3MBT PAcTe, BKIIOUMTEITHO MUHUMATTHUTE, MAKCUMAITHUTE I
onumainaute Temrepatypu. Tasu mudopmalmst € OT 0coOeHa BaXHOCT 3a YCKOpsIBAHE HAa NMPOYYBAHMATA HA BB3IEH-
CTBMETO BBPXY 3[pPaBeTO Ha 4OBeKa (pasmen 5).

Tlocousa ce CHIIO M €BEHTYATHOTO BIIMSHME BbPXY CTAOMITHOCTTA HA CHOTBETHUTE TOKCHHM Ha (aKTOPM KATO TeMIepa-
Typata, yNTpaBUOTIETOBUTE JIbuM, PH 1 HamMumero Ha HAKOM BEIIECTBA.

Tpemocrasst ce 1wsi1ata MHGOPMALIAS 32 BH3MOKHNUTE IIBTHUIIA HA PA3MPOCTPAHEHME HA MIKPOOPIaHM3Ma (IO BB3IyXa KATO
TMPaXOBM YacCTUIM WM AEPO30NHM, C OPTaHM3MU-TOCTONPUEMHNIIM, MIPAeIy PONATAa Ha BEKTOPM, M Jp.), MPM Xapak-
TepHUTE 3a MpeNBMIEHATa yIIOTPebA YCIIOBMS HA CpedaTa.

Bp"bSKM C M3BECTHM YOBELUKM, KMBOTUHCKU MIIM PACTUTEITHU NMATOT€HU

[Mocousa ce €BEHTYAJIHOTO CbHIUECTBYBAHE Ha €OMH WIIM I10B€YE BUIIOBE OT poHa Ha aKTUBHUTE I/I/I/[]'[I/I, Korato ¢
NIPUIIOXKMUMO, 33apa3HUTE MMKPOOPraHM3MM, IIO3HATM KaTO IIATOr€HHM 3a XOpara, ZKMUBOTHUTE, CEJICKOCTONAHCKUTE
KynTypu Wi Opyrm HENpuuenHu BUOOBE, M BUOBT Ha 60]'leCTTa, NpnuMHABaHA OT TAX. YTouHsIBA ce Hamu e
Bb3MOZKHO AKTMBHMAT MUKPOOPraHMU3bM Ha C€ pasiuy OT IATOr€HHUTE BUOOBE, M AKO TOBA € TaKd, KakKBM Ca
HauMHUTE 3a pasifyaBaHe.

TeHeTHuHa ycTONMMBOCT U (aKTOPH, KOMTO M BITMSIST

AKO ¢ MONXOMSIIO, NMPENOCTaBsi c¢ MHQOPMAINS 3a TEHETHYHATA YCTOUMBOCT (HATIPUMEp, CTEIH HA MyTMpaHe Ha
TNPU3HAINTE, CBBP3AHM C HAUMHA HA MENCTBME WM NMPUEMAHETO HA €K30TCHEH TeHETHYeH MaTepyan) Mpu yCIOBMSATA
Ha OKOJIHATa Cpella 3a NpeIUIOKeHaTa ynorpeba.

Tpemocrasst ce u uHQOPMALMS 33 COCOOHOCTTA HA MUKPOOPTAHM3MA [a NMPEHACS TEHETHYeH MaTepuan KbM MPyIyt
OpraHM3MM, KaKTO M Bb3MOXKHOCTTa My 1a Oble MAaTOTeHEH 33 PacTEHMATA, KMBOTHUTE MIIM YOBEKA. AKO MMKPOOpra-
HUM3MBT HOCM CBOTBETHM IOIBIIHMTESHM TEHETMYHM CJIEMEHTH, ClIeBa Ja Ce I0COuM CTAOMWIHOCTTa Ha KOAMpaHuTe
NpU3HALIN.

ViHpopmauus 3a Npou3BOICTBOTO HA MeTaGOIMTH (NO-CHELMATHO TOKCHHM)

AKo e MBBECTHO, Y€ Opyry LIaMOBE OT ChIUMA MMKpOéeH BUI, KbM KOMTO crama 1IaMBbT, KOITO € MpeOMET Ha 3asBiie-
HUETO, UMatr crnocoGHoCTTa l1a IMpOM3BEKIAT MeTabommTH (no-cr[euuam—[o TOKCI/IHI/I) C HENpUEMIINBO Bb3IENCTBIE BbpXY
UYOBEUIKOTO 3[paBe I/I/I/IIII/I OKOJIHaTa cpefa IO BpeME Ha IPUWIOKEHMETO UMM UIIM CIIE[d TOBA, I0COYBa CE€ HEroOBOTO
NPUCHCTBME BBTPE B KIIETKaTa M M3BbH HES, HEropata CTa6MJ’[HOCT, HauMH Ha HeCTBUE (BKJ'[IO‘{MTeJ'IHO BBHIIHN U
BbTPEILIHN CbaKTOplA, HeOéXOﬂMMM 3a JIEMCTBMETO Ha MMKpOOpFaHI/I3Ma), KaKTO ¥ HEroBOTO Bb3HENCTBME BbpPXY XOparTa,
2KMBOTHUTE WM OPYIM HENPULIETIHM BUIOBE.

Omnucsat ce ycnosuATa, Mpyu KOUTO MUKPOOPraHM3MBT IPOU3BEKIA MeTabonuTH (HO-CHCHV[&HHO TOKC]/[HI/[).

TIpenocTapst ce BCSKAKBA HAMYHA MHPOPMALIMS 33 MEXAHNM3MA, [0 KOITO MMKPOOPIAHM3MUTE PETyIIMPAT MPOM3BOIICTBOTO
Ha Merabonura/MetabonuTuTe.

Hpe]IOCTaBH C€ BCsKaKBa HaJIMYHaA I/IH(l)OpMaIII/IH 3a BIIMSHMETO Ha ITPOM3BENCHUTE MeTabommTI BbpXYy HauMHa Ha
HeJiCcTBME Ha MUKpOOpraHuaMa.

AHTHOMOTHIM M IPYTH aHTMMMKPOGHHM cpencTBa

MHOr0 MMKPOOPTaHM3MIM MIPOM3BEKIAT AHTMOMOTIUHM BellecTBa. Ha BeeKy eTan OT Ch3[laBaHETO Ha MUKPOOHMS POIYKT
33 PACTHTENHA 3AIINTA, 3ATBIKUTENHO Ce M30ArBA MHTEpPepeHINs ¢ ymoTpebaTa Ha AHTMOMOTMINA B XyMaHHATa MIIN
BeTepUHAPHATA MEIMLMHA.

Tpenocrasst ce MHQOPMAINS 33 PE3MCTEHTHOCTTA MM UyBCTBUTENHOCTTA HA MUKPOOPTAHM3MA KbM AHTMOMOTHIIA WV
IPyTM QHTUMMKPOOHM CPEICTBA, MO-CIIEUMATIHO 32 CTAOMITHOCTTA HA TeHMTE, KOMTO KOIMPAT PE3MCTEHTHOCTTA KbM aHTH-
OMOTHIIM, OCBEH aKO MOXKe J1a ce 0OOCHOBE, Ye MMKPOOPraHM3MBT HsIMA BPEIHO BB3MENCTBIE BHPXY 3IPABETO HA HOBEKA
WITM Ha XKMBOTHNTE, M Y€ He MOXE [ TPEXBBPIIS CBOSITA PE3MCTEHTHOCT KbM AHTUOMOTHII MIM IPYTH aHTUMMUKPOOHN
CpefCcTBa.

HNONBITHATEITHA UHQOPMALIMS 3A MUKPOOPTAHM3MA

BobBenenmne

i) TlpemocraBenara mHpOpPMALISL OMMCBA LEMNTe, 33 KOMTO Ce M3MOI3BAT JUIM Ce NMPENBICKIA [a Ce M3MOI3BAT Ipera-
patuTe, CHIBPXKAL MMKPOOPrAHM3MA, 103ATA ¥ HAUMHKMTE HA yIOTpeba My MpemIokKeHa yrmoTpeda.



L 93/72

O¢uumaren BecTHUK Ha EBponeiickus cpio3

3.1.

3.2.

3.3.

3.4.

3.5.

3.6.

11) B pEOoCTaBeHaTa I/IH(])OPM&HI/I}I CE yTOUHABAT o0uyaiHuTe METOOM U MPEHIasHUTE MEPKM, KOMTO € HAJIOKUTEITHO Oa
Ce cIaspaT Ipu 60paB€HCTO C MMKPOOpraHmusma, Ipu CbXpaHsABaHETO U TPAHCIIOPTMPAHETO MY.

i) C npoyuanusTa, NpeNcTaBEHNTE JaHHM M MHQOPMALIS Ce JOKA3Ba, e MEPKUTE, MpeiaraHi 3a paboTa B CrelHy
CUTyaLMH, Ca TOAXOMISIIMN.

iV) [Mocoyenara I/IH(l)OpMaLU/Iﬂ M JaHHM CE€ M3MCKBAT 3a BCEKM MUKPOOPraHM3bM, OCBEH aKO HE € IIOCOYEHO [PYyro.

Qynxuns

BuonornuHara GyHKIMS ce YTOYHSIBA, KATO CE MOCOYBA MEXKILY:
— KOHTpOI Ha Gakrepuu,

— KOHTpOII Ha Iboy,

— KOHTPOJI Ha HACCKOMH,

— KOHTpOJI Ha aKapi,

— KOHTPOJI Ha MEKOTeIH,

— KOHTPOJI Ha HeMaTof,

— KOHTpOII Ha IUIEBENL,

— IpyTo (1a ce yTOuHM).

IpensumeHa obnact Ha ymorpeba

ChlecTByBalaTa 1 NpeliokeHaTa o6macT(u) Ha ynorpe6a Ha Npenapaty, ChIbPXKAlM MUKPOOPrAHM3MA, Ce I0COYBA
MeXIIy:

— ymotpe0a B MOINETO, HATIPUMEP B 3eMENENNETO, TPATMHAPCTBOTO, JIECOBBICTBOTO I JI03APCTBOTO,
— 3aUIMTEHN KyNTypy (HAmp. B OpaHxKepunm),

— PACTUTEIHOCT B MECTa 33 OTHMX,

— 6opba ¢ mesenute B HeOOpaGOTBAHM MITOLIN,

— JIMYHU TPAIMHY,

— CTailHM pacTeHus,

— MPOAYKTH B CKIIALOBE,

— mpym (ma ce mocovar).

3amprrenn wim 00paboOTBaHM MPOXYKTH WM KYITYpH

TIpenocTaBst ce MOIPOOHOCTH 3a CHLICCTBYBAIIMTE M INPENBUXKIAHUTE BULOBE yroTpeba, Kato ce IOCOYaT KymTypuTe,
rpynuTe KynTypy, pacTeHusiTa UM PacTUTEIIHUTE IIPOIYKTI.

Meron Ha MPOU3BOJICTBO M KOHTPOJI Ha Ka4e€CTBOTO

[lpenrocTapst ce IbiHATA MHQOPMALIMS 3 HauMHA HAa TPOMMULICHO MPOM3BOLICTBO HA MMKPOOPraHM3Ma.

3asBUTENAT OCUTYpsiBa IIOCTOSHEH KOHTPOJI BBPXY KayeCTBOTO Ha IIPOM3BOICTBEHUAT MeTou/npouec 1 IpodykTa. Io-
ClIELIMAIIHO, CIIeIM €€ 3a BHE3allHa ITPOMSHA HAa OCHOBHM XapakKTEPUCTMKU Ha MUKPOOpraHmsma 1 3a Ha]'[I/I‘{MeTO/OT-
CbCTBMETO Ha 3HAYMMU 3aMbPCUTEIIN. CnemBa ma ce MpenocTaBAT HOIIPO6HOCTI/[ 3a Kpurepumre 3a rapaHuus Ha
KauecTBO Ha ITPOM3BOLCTBOTO.

HeoOxommMo ¢ 1a ce ONpENeNnAT M OMMIIAT TEXHMKMTE 33 OCHIYpsiBAHE HA CIHAKBOCT HA NPOIYKTA M METOHMTE Ha
KONMUECTBEH AHANM3, M3MOM3BAHM 33 CTAHNAPTM3AIMATA, MOMIBPKAHETO ¥ UMCTOTaTa HAa MUKPOOPTaHM3Ma (Hampumep,
aHATM3 Ha OTACHOCTUTE M KPUTMYHMTE KOHTponHM Touku (Hanmp. HACCP)).

VndopMauus OTHOCHO NMOABATAa WIM €BEHTYAlTHATA NMOSBA HA PE3MCTEHTHOCT y NMPMIUEIHNA OPTaHU3bM/IpU-
HeTTHUTE OPraHu3MMU

HpeHCTaBH ce ]/[H(I)OpMaH]/[H 3d Bb3MOXKHO pa3BMBaHE Ha PE3UCTCHTHOCT UIIM KPBCTOCAHA PESUCTEHTHOCT Yy IPULIETTHIA
OpraHn3bM (l'[p]/[Ile]'[HI/[Te OpFGHI/IBMI/I). Kbrero e Bb3MOXKHO, Ce OIMCBAT MOIXOJISIINTE CTpaTerny Ha YIpaBlleHUE.

MeTonu, M3NON3BaHU 32 InpefoTrsparsiBaHe Ha 3ary6a'ra Ha BMPYJIEHTHOCT Ha 3amacuTe Ha MUKpOOpPraHu3Ma.

TlpencraBsiT ce MeTomuTe, MPeNHA3HAYCHN [a MPENOTBPATAT 3ary0aTa Ha BUPYNEHTHOCT y M3XOTHUTE KYNTYpHL.
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OcBeH TOBA, OINCBA C€ BCEKM HAJIMYEH METOM, aKO TaKbB CHIIECTBYBA, 3a MPEOOTBPATABAHE HA 3ary6aTa Ha C(l)I/IKaCHOCT Ha
MUKpOOpraHusMa 10 OTHOLIEHNE Ha NPUUETTHNUA OpraHU3bM.

IpemopbuBaHy MeTOOM ¥ HpPENNa3HM MePKM BB BPb3Ka ¢ GOpaBeHETO, ChXPAaHABAHETO M TPAHCIOPTA, WM
npyu noxap.

B cporsercrate ¢ wien 31 or Permament (EO) Ne 1907/2006 3a BceKut MUKPOOPraHM3bM Ce MPETOCTABS MHGOPMALMOHEH
JIUCT 33 6E30MaCHOCT.

Ipouemypu 3a yHMOKaBaHe win obe33apa3ssiBaHe

B MHOrO ciiyyam Hail-HOOPUMAT MIIM €AMHCTBEHMSAT HaumH 32 Ge30IacHO YHMIIOXKABaHe HA MMUKPOOPIaHMU3MM, 3apaseHy
MaTepua WM 3apaseHy OMAKOBKM € TSXHOTO KOHTPOIIMPAHO M3rapsiHe B OHOOPEH MHCHHEPATOp.

IIpenocTasst ce M3YEPIATENIHO OMUCAHME HA METOTMTe 33 GE30MacHO MBXBLPISHE HAa MUKDPOOPTAHM3Ma WIlM, IIPH HeobXo-
IUIMOCT, 3a yOMBAHETO My INpey M3XBBPIISHETO, KAKTO M HAUMHM 33 M3XBBPILSIHE WIM YHMIIOXABAHE HA 3apaseHn
OMAKOBKM ¥ MaTepuaii. [IPemocTaBsiT ce MAHHM, KOMTO MO3BOJISIBAT [d Ce YCTAHOBM eQMKACHOCTTA M CHIYPHOCTTA HA
Te3M METOJIM.

Mepku B ciIyuaii Ha 371010ITyKa

Omucanne Ha npouenypure, npeaHasHaueHn 3a o6e33pe>1<naﬂe Ha opraHmsma B OKOJIHaTa cpefa (HaanMep, BBB BOIATa
uim nquaTa) B cnyqaﬁ Ha MHUOMUOEHT.

AHATIMTUYHU METOIOU
BbBenenmne

Pasnopen6ure Ha HACTOAIIMAT pasaen OOXBAIIAT eAMHCTBEHO aHANUTUYHMUTE METONM, HeOOXOMMMI 3a LeTUTe Ha KOHTPOIA
¥ HaOIMIOTIEHNETO CITel PEerMCTPALISL.

Mozke 1a ce pasmiela Bb3MOKHOCTTA 33 HaOIIOJEHME Crlell ONOOPEHMETO HA BCMUKM ACNeKTH HA OLEHKATa HA PHCKA.
TakbB € CITy4asT NO-CIIELMAHO, KOTaTo Ce Pa3yiexkia OmoOpeHneTo Ha (IIaMoBe OT) MUKDOOPTaHM3MI, KOMTO He ca ¢
IPOM3XON OT OONIACTTA, B KOATO Ce NMPENBUAKNIA [1a ce npuarar. o OTHOlICHME HA AHAIMTUYHUTE METONM, U3IION3BAHM 3a
TONTyuaBaHe Ha NAHHM, M3MCKBAHM OT HACTOSIIMS PEITIAMEHT, MM 3a IPYTM LNM, 3asiBUTEIIAT NPENCTaBs 0OOCHOBKA Ha
VM3IONI3BAHMS METOJI; KOTaTo e HeoOXOIMMO, 3a Te3M METOIM ce pa3paboTBAaT OTHENHM HACOKM, KOMTO Ce OCHOBABAaT Ha
CBIMTE M3UCKBAHWS, HA KOMTO CE OCHOBABAT M METOMNTE 3 KOHTPON M HAOMIONEHME CIIeN PerncTpais.

HPCHCTaB}I C€ OmMCaHMe Ha METOOUTE C BKITIOUCHU l'[OJ]pO6HOCTI/[ 33 M3IMOJI3BAHUTE 060pyuBaHe, Matepuanm n ycjioBus.
OTpaSQBa Ce NPUIIOKMUMOCTTA Ha BCEKM MEXKOYHAPOOHO IPU3HAT METOM.

TIOKONIKOTO € IPAaKTUYHO, Te3 METOMM M3ION3BAT HAN-IPOCT IOIXON, BKIIIOUBAT MMHVMMATIHY PA3XOIM M VI3UCKBAT
001IONOCTBIIHO 000pyBaHE.

3a MeTomMTe, M3MOJN3BAHM 33 AHAJIU3 Ha MMKPOOPraHM3MUTE 1 OCTATbUHUTE BELLECTBA OT TAX, C€ M3UCKBAT M HAHHU 3a
cneuM(I)Mqucha, JIMHETHOCTTA, TOYHOCTTA U IIOBTOPSIEMOCTTA, OIIPEIEIICHN B TOUKN 4.1 n 4.2 or yacT A OT HAaCTOSIIOTO

NpuiloXKeHne.

[To oTHOWEHME HA HACTOSLINS pasgen ce npuiara ClegHOTO:

OneuncrBaHus, Meta- | Kakro e omnpenerneno B Permament (EC) Ne 1107/2009
OONUTH, CHUICCTBEHM MeTa-

Gomury, OCTaThYHN

BEIIeCTBA

CblIeCTBEHM OHEUMCTBAHUS OHC‘H/ICTB&HIAHT&, OIIPENENIEHN I10-TOpE, KOMTO Ca M3TOUYHMK Ha OIIACHOCT 33 3[paBeTO Ha
YOBEKA MJIM Ha XKUBOTHUTE ]/[/I/IIII/[ 3a OKOJIHaTa cpena.

[lpu mouckBaHe ce MPEICTaBIT CIETHUTE IPOOH:
i) mpobu OT mpoM3BeNEHMsT MUKPOOPIAHU3bM;

i) aHaMUTMYHKM CTAaHTAPTM HA ChUIECTBEHMUTE META0OMMTH (MO-CIIELMATHO TOKCMHM) M BCHYKM OCTAaHANM ChCTaBKY,
BKITIOYEH! B OTPEIEIEHNETO 33 OCTAThUHM BEIECTB;

111) I'[p06]/l Ha €TaJIOHHM BEIIECTBA 3a CHIIECTBEHUTE OHEUMCTBAHMS, KOIraTO TAaKMBa Ca HAJIMYHN.

MeTonu 3a aHaIM3 Ha npousBeaeHus: MUKpOOPraHu3bM

— Meromu 33 MOEHTMOUKALIMS HA MUKPOOPrAHU3MA.

— Meromn 3a mpegocTaBsHe Ha MHGOPMAIILT 33 Bb3MOKHATA M3MEHUMBOCT HA GAHKMTE HA MIMKPOOPIaHM3MA/aKTHBHILS
MUKPOOPraHU3bM.



L 93/74

O¢uumaren BecTHUK Ha EBponeiickus cpio3

3.42013r.

4.2.

— Meronu 3a pasrpann4aBaHeé Ha MyTaHT Ha MMKPOOpPraHM3Ma OT M3XOIHMA VB ILIaM.

— Meromn 3a YCTaHOBsABAaHE Ha YMUCTOTaTa Ha Luama, OT KOIITO ca MPOMBBENEHN NMAPTUOUTE, M METOIM 33 KOHTPOII Ha
YMCToTaTa.

— Meromn 3a onpepnensaHe Ha CbObpXKAHUETO Ha MUKPOOpraHuaMa B IIPOM3BEOCHUSA MaTepuai, MWsION3BaH 3a
Npou3BOACTBOTO Ha peHenTypu, u METOOM 3a [10Ka3BaHe, Y€ MUKPOOPraHU3MUTE 3aMbpCUTEIIM C€ IObpXKar B
puEeMIINBY IT'paHNLN.

— Meronu 3a ONpeEHeNsiHE Ha CbIIECTBEHMTE OHECUMCTBAHMA B IPOM3BEOEHMSA MaTepual.

— MerTomu 3a KOHTPOJ Ha OTCHCTBMETO Ha MATOTEHU 33 XOpaTa 1 GO3AiHMLMTE M METONM 33 KOMMUYECTBCHO ONPENENSHE
Ha BH3MOXKHOTO MM IPUCBCTBUE (C TIOIXOMAIIM TPAHULM HA ONpENENsHE).

— Merom 1a onpefensiHe Ha CTAOMIIHOCTIA ¥ CPOKA HA TONHOCT IPY CbXPAHSABAHETO HA MUKPOOPraHM3MA, aKO €
11e71ecb06Pa3Ho.

Mertonu 3a onpenensHe Ha BUAA U KOIMUYECTBOTO Ha OCTATHYHMTE BELIECTBA (KM3HECIOCOGHM WM HeXM3-
HecrnocooHM)

oT:
— aKTMBHMSI MMKPOOPTaHM3bM (aKTMBHUTE MIKPOOPTraHM3MI),
— ChIIECTBEHNTE META0ONUTH (IO-CIIEUMATHO TOKCHHN),

HalIMYHN BBPXY V[/I/IHI/I B PACTCHMATA, B XPAHUTEIIHUTE NMPOOYKTU U XpaHATa 3a KMBOTHY, B TEJICCHUTE TbKAHU U TEUHOCTU
Ha KMBOTHUTE U YOBEKA, B IIOYBATA, BOMATA (BKJ’IIO‘{V[TeJ'IHO MUTEeHATA BOJIA, MOMMOYBEHUTE U IIOBbPXHOCTHUTE BOJ],I/[) "n
BbB Bb3[lyXd, KOraTo € IpPUI0KUMO.

BKIIoYBaT Ce M aHAIMTMYHMTE METOIM 3 OINpEleNsiHe Ha ChIbPXKAHMETO WIM AKTMBHOCTTA Ha OCNTBYHUTE HPOIYKTIH,
HAIpyMep, 4pe3 M3CIIeNBaHe HA eKCIOHCHUMAIIHN KYJITYpy U CYNIePHATAHTH HA KyNTypy B OMONOIMYHM MPOOM C XKUBO-
TUHCKM KIIETKM.

[TOCTIEOMUM 3A 3[IPABETO HA YOBEKA
BbBenmenue

i) Hamnunara mudopMamnst 3a CBOJICTBATA HA MMKDOOPIAHM3MA ¥ HA CHOTBETHUTE opraHmamu (pasmermt 1, 2 u 3),
BKITIOUMTEITHO 3[IPABHNUTE Y METMIMHCKNUTE TOKIAM, MOXE [ € JOCTATHYHA, [ Ce ONpEIesy Ay MIKPOOPraHIU3MBT
Ou mMan Ou uMan Bb3ueiicTBie (MH(EKIMO3HO|IATOICHHO[TOKCUYHO) BbPXY YOBEKa, WM He.

=

IIpenocraBenara mupOpMALIS, 33€MHO C MHQOPMALVATA, MPENOCTABEHA 33 MH JIIM HSKOMKO MpEMapara, KOUTO
CBITBPKAT MUKPOOPTraHNM3Ma, € JOCTaThuHa, 3a Ja MO3BONM Ja CE HAMpaBM OLEHKA Ha PUCKOBETE 3a YOBEKA, KOUTO Ca
MPSIKO V[WITM HENpSIKO CBHP3aHM ¢ paboTata u ¢ ynorpebata Ha MPOIYKTM 33 PACTMTETHA 3AIINTA, KOUTO CHIBPKAT
MUKDOOPraHM3Ma, M PUCKA 3a 4OBeKa Ipy paboTa C TPETMPAHM NMPONYKTH, KAKTO M PUCKA 3a YOBEKA BCIICICTBUE
CITIENM OT OCTATHYHY BEWIECTBA VIV 3aMBPCHTENN B XpaHaTa ¥ Bomata. OCBeH TOBA, NMPETOCTABEHATA MHQOPMALILS e
JIOCTaThYHa:

— Ha c¢ Jale Bb3MOKHOCT 3a B3€MaHE€ Ha pelICHME [ajli MUKPOOPraHU3MbT [a 6]7]18 ono6peH i He,
— Ha ce ompeneT MOOXOUIINTE yCIIoBMS WM OrpaHMYeHMs, ¢ KOUTO [a 6'[)[16 06B'bp33H0 O[IO6p€HI/l€TO,

— Ia ce ONpeNeNsAT TBbPHEHMATA 33 PUCK M OE30MACHOCT (CTel BBBEXKIAHETO) 3a NpENNasBaHe Ha HOBEKa,
XKMBOTHUTE M OKOJIHATA CPeda, KOWTO CllelBa Ja ce NOCOYaT Ha ONAKOBKATa (KOHTelHepure),

— 3a OIIpefendHe Ha CbOTBETHM MEPKM 3a OKa3BaHE Ha IIbpBa IIOMOLI, KaKTO M Ha IOOXOOAWN OMArHOCTUYHU U
TepaneBTMIHU MEPKM, KOUTO Ha CE CIa3BaT B cnyqaﬁ Ha ]/[H(l)eKllI/I}I wim apyro He6Har0HpMﬂTHO Bb3MIENCTBIE npn
YOBECKa.

111) Bcnuku OTKpUTU 110 BpEME Ha MNPOyUBaHMATA BUIIOBE BB3MECTBME Ce MMOKiIamBar. Moxe fa e H€06X0]1MMO oa ce
HalpaBAT U NPOYy4BaHMA, 33 11 6’[)]18 OTKPUT BEPOATHMAT MEXaHM3BM Ha B}SHCﬁ[CTBMCTO, KaKTO M 3a Oa C€ OLEHMU
3HAUMMOCTTa MY.

iv) Tlpu BCMUKYM M3CTENBaHMS Ce TOCOYBA [E/CTBUTENHO M3MON3BAHATA 1033, OTYETEHA B eMHMLM 32 o0pasyBaHe Ha
KOJIOHNMS! Ha Kustorpam TertecHo Ternto (cfu/kg), KakTo u B APYry MOIXOMSLIM eIMHULM.

V) OueHsIBaHETO Ha MUKpOOpraHusMa c€ usBbpliBa Ha €Talu.

[TspBytsit etan (eram 1) O6XBama HANMYHATA OCHOBHA MHQOPMALUISL M OCHOBHWTE V3CIEHBAHNS, KOMTO TpsiBa ma ce
VM3BBPIIAT 33 BCHUKM MUKpoopranysmy. HeoOxomima e eKCrepTHa NpelieHKa, 3a [a ce B3eMe pelieHNe 3a MONXOIIA
TIPOrpaMa 3a M3MMUTBAHE 33 BCEKM OTIHENeH Ciyyail. OOMKHOBEHO Ce M3NCKBAT MOCIIEAHM NAHHM OT OOMYAiiHUTE TOKCH-
KOTIOTMYHY W[WIV TATOTIOTMYHM eKCIEPUMEHTH C JTA0OpATOPHM XKUBOTHM, OCBEH AKO B3 OCHOBA HA IMPEMIIHA
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MHOOPMALIVS 3asIBUTEISIT € B CHCTOSIHME [a 00OCHOBe, Ye yrorpebata Ha MMKPOOPraHM3MA MU MPEUIOKEHNTE YCIIOBIS
Ha ynorpe6a HsIMa BPEHO BB3MEIICTBUE BHPXY 3[PABETO HA YOBEKA M KMBOTHUTE. [10 IPUEMAHETO HA CHELMATHY HACOKN
Ha MeXJIyHAPOIIHO HVBO, M3MCKBAHATAa MH(OPMALIVS CIIE[BA 1 Ce MOJTy4aBa, KAaTO Ce M3MONI3BAT ChILIECTBYBALINTE HACOKN
3a M3BbpLIBAHE HA M3MMTBaHMs (Hampumep, Hacokure Ha BropoTo mo mpemoTBpaTsiBaHe Ha 3aMBpPCSBAHETO M TOKCUYHM
XVMMUKAIM Ha ATEHINATA 3a 3alIMTa Ha oKomHata cpema Ha CAILl — USEPA OPPTYS).

Vscnenpanmsita ot eran Il ce M3BbpIIBAT, aKO M3MMTBAHMATA Ha eTanl | ca MOKa3am HeOaronpysTHO Bb3ENCTBIE BbPXY
3[paBeTo. BuirbT Ha M3CrenBaHMsTa, KOMTO CIIeMIBa JA Ce M3BbPLUAT, 3aBUCH OT HaOMIONaBaHUTE B M3CTIEABAHMATA Ha etall |
nposiu. [lpeny M3BHPLIBAHETO HA Te3M M3CIIEABAHMS 3asBUTENIAT MCKA CBINIACKETO HA KOMICTEHTHUTE OPraHM OTHOCHO
BUIA M3CTIEABaHe, KOETO [ia Ce M3BBPILIL

ETAII I
OcHoBHa MHpOpPMaLUsA

U3zucksa ce NPENOCTaBAHETO HA OCHOBHA I/IH(i)OpMaIII/Iﬂ 3d Bb3MO2KHOCTTA Ha MMKPOOpIraHu3Ma [1a Oka3sa H€6J'[3.FOHPI/I$[THO
BB3JIEHCTBUE, KATO Hanpumep C110coOHOCTTa My [a Cb3[laBa KOJIOHMM, [1a NPUUMHABA YBPEKIAHMUA M Ha IIPOU3BEKIA
TOKCUHM 1 JIpYTU CHLIECTBEHN MeTabommTH.

Meduyuncru danHu

Kbmero e Bh3MOXHO, 1 0e3 ma ce 3acsrar pasmopembure Ha wieH 10 or Hupekrusa 98/24/EO, ce mpemocrapsr
TMPAKTIYECKN JaHHM ¥ MHQOPMAIVS OT 3HAYCHME 32 PAa3MO3HABAHETO HA CUMITOMMTE HA MHQEKIVS U MATOTEHHOCT,
KAKTO M JAHHM 3a e(MKACHOCTTA Ha IbPBATA IOMOII M TepameBTMYHMTE MepKu. Kbmero e yMecTHO, ce mpoyusa it
MOKITafBa eUKACHOCTTA HA MOTHIMATTHNTE aHTAroHNCTH. KOrato e MpuMmoXuMo, MOCOYBAT ce METOMMTe 3a yOuBaHe Ha
MUKPOOPraHM3Ma MIIM 34 TPEBPBIIAHETO My B HEMHQEKIMO3eH (BX. Touka 3.8).

TIOKOJIKOTO Ca HalMYHM M ca C HeOOXOIMMOTO KAuyecTBO, NAHHMTE M MHGOPMALMATA OTHOCHO BB3MCHCTBUETO OT
eKCIO3MLMATA BHPXY XOpa MMAT OCOOCHA CTOMHOCT, 3alOTO Te MOTAT [d IMOTBBPLAT BAIMIHOCTTA HA HANPABEHUTE
eKCTPAIIONaLMK M Ha 3aKIIOYCHMSATA 1[I0 OTHOLICHMC HA 3aCETHATH OPraHM, BUPYICHTHOCT M 0OpaTMMocT Ha Hebraro-
IPUATHOTO Bb3ueiicTye. TakmBa NaHHM MOTaT 1a ce IONyyarT CIIel CIyYaiiHa eKCIO3ULMS WM [POdecHOHaTHA
EKCIIO3MLNS.

MeduyuHcro HabAI0eHUE HA NEPCOHANG HA MPeONPUAMUEMO 3d NPOU3GO0CIMeo

[IpenocTaBaT ce HATMUHUTE HOKIAMM OT MPOTPAMM 3a HAOJIONEHME HA 31PaBeTo Ha paGOTHOTO MSCTO, MOHKPENEHM C
nonpoGHa MH(OpMALVs 33 CTPYKTypaTa Ha NPOrpaMaTa M 3a M3IATAHETO HA MENCTBUETO HAa MMKPOOpraHysma. Tesu
IOKJIAmy, JOKONKOTO € Bb3MOXKHO, BKIIIOUBAT JIAHHM, CBBD3aHM C MEXaHM3Ma Ha [ICfCTBME HAa MMKPOOPTaHM3M,
HokymamuTe BKIIOYBAT M [AHHM, aKO TaKMBA CA HAIVYHM, 33 IAUA, KOWTO ca OWIM M3NOXKEHM HA MENCTBUETO Ha
MVUKPOOPIAHU3MA B NPOM3BOACTBEHUTE MPEANPUATHS WA CIIed TpWUIaraHe Ha MMKPOOPraHu3Ma (Hampumep, Ipu
MBLUTBAHMS 32 eUKACHOCT).

CrielMaiHO BHUMaHUe ce OGPT)HI& Ha Jimla C INOBMUIEHA IPEIpasIooKEHOCT, ObllKalla C€ HallpMMEp Ha NPEeNMIIHO
3&60HHB&H€, JIEKAPCTBEHO CPEICTBO, MMYHOCYIIpECs, 6p€MeHHOCT W KbpMEHeE.

Habmodenus 3a cencubuausayug/anepeuutocm, aro e yenecs00pasHo

[penocraBs ce HamvuHata MHEQOPMALMA 32 CEHCUOWIMALMS M ANEPIMUHM peakuyy y paGOTHULMTE, MO-CIIELUAITHO
paGoTHMIMTE OT NPOM3BOICTBEHNUTE MPEINPUSTHS, CENICKOCTONAHCKMUTE M HAYUHMTE PaOOTHMLM M IPYTH JIMLA, KOUTO
Ca M3NOXKEHM HA Bb3UENCTBUETO HA MUKPOOPIAHM3MA, KAaTO ce 100aBM, KOTaTo e NMPWIOKUMO, MONPOOHO OmycaHue 3a
BCAKA PeakUyst Ha CBPbXUYBCTBUTENIHOCT M XpOHMYHA ceHcuOwimsaums. [lpemocraBenata mupOpMawwst BKIIOUBA
NOPOGHOCTY 32 YECTOTATa, PABHMLIETO M NMPOTBICKUTENHOCTTA HA €KCIO3MLMATA, HAOIONABAHMTE CUMITOMM U IPYTU
3HauMMM KIMHMYHM Habmomenns. [IpemocraBs ce cbio v mudOpMauys gamu Ha pabotewmre ca mpaseHy npoGu 3a
aZeprIdHy PeaKLMy WM [AIM Ca IIMTAHY 3a [0SBA HA CUMITOMM Ha ajleprus.

ITparo Habnt00eHue, HANPUMEP RAUHUUHU CAYUAL

TIpeocTaBAT ce HaMYHUTE B OOMIOTOCTBIIHUTE M3TOYHMIIM TOKIIAIM 32 MMKPOOPraHM3Ma MM 3a CXOIHM C HETO UIeHOBE
HA ChlIATa TAKCOHOMMYHA IPyINa (CBBP3aHM C KIMHMYHM CIIy4anu), aKO ca ChOPaHM OT CIycaHus, NMyONMMKyBaly pelieH-
3MPAHM MATEpYANM, UM OT OQMIMANHY MNOKTAMM, KAKTO M BCEKM MNOKIAL OTHOCHO MpEQNPMETH M3CTIEOBAHMS 34
nocrensamo HaOmonenue. Tesy IOKMamu ca ocoOeHO LeHHM M TpsOBa A ChIbPKAT M3YEPNATENHM ONMCAHMS Ha
€CTECTBOTO, CTENEHTA M IPOIBIKMTENIHOCTTA HAa EKCIO3NUMATA, HA HAOTIONABAHMTE KIMHUYHM CUMITOMM, HA IPUIIO-
JKeHUTe MEPKM 3a ITbpBA [IOMOLIL M JIeYeHME M HA HANPaBeHWTe M3MepBanus M HaOmoneHns. OO0OUICHNATA 1 Pe3IOMM-
paHaTa MHQOPMALULS UMAT OTPAHIMYEHA CTOIHOCT.

AKO ca IpOBETICHN M3CIICNBAHNS BbPXY XKUBOTHY, JOKIIA[IATE, CBBP3aHN C KIIMHMYHMTE CIIy4an, Morar jga Gbaar ocobeHo
LIEHHM 3 TMOTBbPKIABaHe Ha BAJIMIHOCTTA HAa MHTEPNPETALMATA HA TONyYeH! 3a KMBOTHMTE JAHHM IO OTHOLIEHME Ha
YOBeKa ¥ 33 MICHTUUUMPAHE Ha CIELMQUUHO 33 YOBEKA HEOUAKBAHO HEOIArONPUSATHO Bh3NENCTBIE.

OCHOBHM M3CIIeBAHMUS

3a mpaBMITHOTO THIIKYBaHE Ha IOJTYYEHNTE PE3yNITaTy, OT HAii-TONAMO 3HaueHNe € TPEIOKEHNTE METOIM 33 U3MUTBAHE 1A
Ca MOJXOMSIIN N0 OTHOWIEHNE HA YYBCTBUTENHOCT HA BIMIOBETE, HAYMHA HA TPUIIATAHE M T.H., 4 CHLIO U OT OMONOTVYHA I
OT TOKCMKOIIOTMYHA ITIefIHA TOUKa. HaunmHbT Ha npuiiaraHe Ha M3NMTBAHMSA MUKPOOPTaHM3bM 3aBUCH OT ITIABHUTE BUIOBE
€KCTIO3ULMS TIPU XOparTa.
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3a ma ce oueHM CPEOHO- M OBITOCPOUYHOTO BB3MEICTBIE CIIeN OCTpPO, YMEPEHO OCTPO WIIM TIOIYXPOHUUYHO M3JIaraHe Ha
Bb3MIEICTBMETO Ha MUKPOOPraHN3MUTE, H€06X0]1]/IMO € Ja Ce M3IOJI3BaT BB3MOXKHOCTUTE, IIPEIBUIEHM B HACOKUTE Ha
OV[CP, 3a [1a C€ NONBbIIHAT HaIlPaBEHUTE NMPOYUBaHUA C MEPUON 3a B’bSCTaHOB}IBaHe(CHCH KOWTO ce npaBy ITbJIHO MaKpOC-
KOIICKO M MMKPOCKOIICKO M3CII€IBAHE Ha ITaTOJIOTMATA, BKITIOYMTEITHO M3CIIEIBAHE 3a NMPUCHCTBME HAa MMKPOOPraHM3MU B
TbKAHNUTE U Opl"aHI/[Te). Tosa yJeCHABa THIKYBAHETO Ha HAKOM IPOSABM M HaBa Bb3MOZKHOCT [1a CE€ YCTAaHOBU 3apasHOCTTa
I/[/I/IJ'H/[ NaTOTEHHOCTTA, KOETO OT CBOA CTpaHa IIO3BOJIABA Ia CE€ B3MMAT PELIEHMS IO OPYTM BBIIPOCH, HANpUMEp Haim €
H€06X0]1MMO VI3BbPIIBAHETO Ha HBIITOCPOYHM M3CIIEIBAHUA (Sa KaHIEPOreHHOCT M HOp., BXK. TOYKA 53), " oaam Jga ce
VI3BbPIIAT U3CIIENBAHNSA IO OTHOIIECHME HAa OCTATHUHUTE BEILECTBA (BI/[}K TOYKaA 62), M HE.

5.2.1.  Cencubuausayus (1)

L[CH Ha M3NUTBAHETO

Vi3crenBaHeTo Leny @ NPEJOCTaBU IOCTATHYHO MHGOPMALMS 33 OLEHSBAHE HA CIIOCOOHOCTTA HA MUKPOOPraHM3Ma a
MPENM3BUKBA PEAKLMM Ha CeHCHMOMIM3ALMs NpY BOMIIBAHE WIM LIpU JepManHa ekcriosuumst. CrielBa ha ce M3BbPLIN
MAaKCHMAITHO 10 00eM M3CIIe[IBaHe.

O6crosrencrsa, npu Kourto e Heob6xoguMo nanursane ()

Ha ce mpemocTaBy MHPOPMALMATA 33 CCHCHOMIMBALINSL.

5.2.2. Ocmpa MORCUUHOCI, NAMOZEHHOCM U UH(eRYLO3HOCT

[lpoyuBanmsiTa, HaHHNTE 1 MHGOPMALILSTA, KOMTO CIIEABA 1A Ce MPEIOCTABST M OLEHST, Ca TOCTATHYUHM 33 ONpEIeNsIHe Ha
BB3[IC/CTBMETO OT CIMHMYHO U3JaraHe Ha JIEACTBMETO Ha MMKPOOPraHM3Ma, M IO-CIEUMATIHO, 33 [1d Ce YCTAHOBAT MM
0COYaT:

— TOKCUYHOCTTA, IMATOr€HHOCTTA U I/IHCl)eKIII/IO3HOCTFa Ha MMKpOOpraHusma,

—— PasBUTUETO BBB BPEMETO M XapaKTEPUCTUKUTE Ha BBBHE]ZCTBMCTO, C J3YEPIIATENIHO OICaHMe Ha IIOBEIEHYECKNUTE
VIBMEHEHMS M Bb3MOZKHNTE MaKpOIATOJIOTMYHM HaXOHOKM IIPYM MPOBEPKU CIIEN HACTBIIBAHE Ha CMBPT,

— [py Bb3MOKHOCT, MEXaHU3MBT Ha TOKCUYHOTO ]IeﬁlCTBVle,
— CBOTBETHUTE ONACHOCTY, CBbP3aHN C PANMNUHUTE HAUMHV Ha E€KCIIO3ULNA, U
— aHaJIM3M Ha KPbB NPU M3BHPIUBAHE HA BCUYKM U3CIIEOBAHMSA, 33 A C€ OLUCHU OTCTPAHABAHETO Ha MUKPOOPraHM3Ma.

OCTPOTO TOKCHMYHO|TIATOTEHHO BB3IEICTBIE MOXE A Ce MPUIPYKaBa OT MHGEKIMO3HOCT MU MO-IBITOCPOYHO Bhb3Meli-
CTBUE, KOMTO HE MOTAT [Ia ce Habmogasar BeoHara. ETo 3alo, 3a oueHKa Ha Bb3OEHCTBUE BBPXY 3UPAaBETO ¢ HEOOXOMMMO
Ila ce IPOBEIAT M3CIEABAHMS 3a CIIOCOGHOCTTA 33 MHQEKTMPAHE BbB BPb3KA C OpaNieH NpMEM, BIMIIBAHE M YPe3 MHTpa-
TICPUTOHEAHO|IIONKOKHO MHAKEKTUPAHe Ha J1a00paTopHu GO3aitHMIIIM.

[lpy m3cnenBaHmsITa 32 OCTPa TOKCUYHOCT, [ATOTGHHOCT M MHQEKLMO3HOCT Ce M3BbPLIBA OLECHKA HA OTCTPAHSBAHETO Ha
MIKPOOPTaHM3MA VWM Ha aKTMBHUTE TOKCMHU OT OPTaHMTE, 32 KOMTO Ce CMSITA 33 MOIXOMSAIIO [1a GbIaT M3CIeIBaHN 3a
HAIMYMETO Ha MUKPOOM (Hamp. uepeH apo0, GvOpewn, manak, MO3bKa, KPbB 1 MSCTO HA MOCTABSHETO).

Habrmonerara, kouto me ObIaT HampaBeH, TPsiOBa Ia OTPA3sBAT eKCIEPTHOTO HAYYHO MHEHNE, I MOIAT [a BKITIOUBAT
peGpOSBAHETO Ha MUKPOOPIAHM3MA BbB BCUUKI THKAHI, KOWTO € BEOSITHO [a OBIAT 3acerHaTy (HAmp. ¢ IOpaxXeHIs), I
B OCHOBHMTE Opramu: ObOpery, Mo3bk, ueper mpob, Gem npoGoBe, [anak, NMKOYEH MeXyp, KpbB, JTMMQHHM Bb3IIH,
CTOMAIIHO-YPEBEH TPAKT, TUMYC ¥ MOPAXKEHISITA HA MSCTOTO HA MHOKYIALULSTA B MBDTBI JUIVM YMUPALM XKIBOTHY, Ha
YMDBPTBEHOTO KIMBOTHO B MEKIMHHISL M B 3AKITIOUNTENHILI CTAINIL HA M3IMTBAHETO.

Tornyuenata nuGOPMALMS OT MBCIEABAHMATA 32 OCTPA TOKCUYHOCT, MATOTEHHOCT M MHQEKIMOZHOCT ¢ 0COOEHO TMoNe3Ha 3a
OIIEHKATA HA DUCKOBETe, KOMTO BEPOSTHO Iie Ce MOSBAT B ABAPMIHM CHTyaluy, M Ha PUCKOBETe 3a IOTpeOuTers,
IIBJIKALM CE HA M3JIaTaHe Ha BB3MICHCTBIETO HA €BEHTYaIIHM OCTATHYHM BELIECTBA.

5.2.2.1. OcTpa TOKCHYHOCT NPKU NMPUEMaHe NMpe3 yCcTaTa, NaTOTEHHOCT M MHPEKUMO3HOCT

O6cmoamencmea, npu RouUmo e Heo6x00uUMmo U3numeane

Otunrar ce ocTpaTta TOKCMYHOCT IIpU IIpUEMaHEe Npe3 yCTaTa, NATOICHHOCTTa U ]/[H(])eKL[I/IOBHOCTTa Ha MMKpPOOpraHmsma.

(") Hamuaure Metomu 3a M3CreBaHe Ha KOXHA CCHCHOMIM3ALMS He Ca MOIXOMSIIA 33 M3CIENBAHE HA MUKPOOPraHm3Mute. MHOTO BEpOSTHO €

CCHCI/I6VIJ’[M3&HVL§[T& Tpy BOMIIBAHE Ha MOCTaBA MO-TOJIEMM l'[pOﬁJ'lCMl/l, OTKOJIKOTO HEPMAJIHOTO M3J1araHe Ha BB3MIENCTBMETO Ha MUKPOOPraHu3Mu,
HO JI0 TO3M MOMEHT HE€ ChLIECTBYBAT YTBbPIECHM METOIM 3a UBIUTBAHNA. 3aroBa pa3pa60TBaHeT0 Ha TO3U BUIO METOOM € OT TOJIAMO 3Hauy€HMe.
IoTorasa BCuYKM MUKPOOPraHM3MM CIIefiBa J1a €€ CUMUTAT KAaTO MOTEHUMAITHI CCHCM6VIJ’II/I3HTOPVI. anl TO3M MOMXOM C€ B3eMaT IO BHUMAHME ChLIO
Jmua ¢ HaMareH MMYHMUTET MIIM OPYTM Jnia C MOBMIIEHA YyBCTBUTETTHOCT (HanpuMep, 6pCMCHHI/l 2KEHM, HOBOPOIEHM WM Bb3PaCTHU xopa).
Hopauu jmrca Ha IMOOXOHAIIM W3MUTBATEIIHM METOMM, BCHYKM MUKDPOOPraHM3MU C€ CUMTAT 33 IOTCHLVAIIHN CeHCMﬁMHMBaTOpI/I, OCBEH aKo
3adABUTEIIAT, KaTO MPENCTaBM CHOTBETHUTE IaHHM, HE II0XKeNNae 1a HOKaXke OTChCTBMETO Ha IOTEHIMAl 3a CCHCI/I6I/IHM33LU/IH. Hopam/l TOBA
VIBMCKBAHETO 3a TaKMBa HAHHM C€ PA3ITIEXKIa KaTO HE3aMbIIKUTEITHO.
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5.2.2.2.

5.2.2.3.

5.2.3.1.

OcCTpa TOKCHUYHOCT, NATOTEHHOCT M MHGEKUMOZHOCT NP BAMIBAHE
O6cmoamencmea, npu Roumo e Heo6xo0dumo usnumeane

OTunTaT Cce TOKCUYHOCTTA (1), IIATOT€HHOCTTA U I/[H(l)CKIII/IOBHOC'ITa Ha MMKpOOpraHusmMa Ipy BOMIIBAHE.

EnmucTBeHa I/IHTpal’IepI/ITOHEaHHa/HOIIKO)KH& go3a

Ilprema ce, Ye M3CIEOBAHETO C MHTPANEPUTOHEANHOTO[TIONKOXKHO MPUIOXEHNE € BICOKOUYBCTBUTETHA Mpoba, Io-
CIIELMATHO 33 Pa3KpMBAHE Ha MHGEKIIMOZHOCT.

O6cmogmeﬂcm3a, npu roumo e Heobxodumo usnumeane

VIHTpanepuTOHeaHo MHXKEKTMPAHe BUHATM Ce M3NMCKBA 33 BCUYKM MMKPOOPIaHM3MM, HO BBIPEKM TOBA, KOTaTO MaKCH-
MaJHaTa TeMIIepaTypa 3a PacTek M pasMHOXKaBaHe e Mo-Hucka oT 37 °C, ce OCTaBsi Ha KCIEPTHUTE [Ia NPELEHST Ay He e
32 TPENNOYMTAHE MOIKOXKHO MHXKEKTHPAHE BMECTO MHTPAIePUTOHEAITHO.

W3cnedsane 3a 2eHOMORCUMHOCTM
O6crosTencrsBa, NpyM KOUTO € HEOOXOAMMO M3NUTBAHE

Ako MMKPOOPraHM3MBT IPOM3BEXKNA €K30TOKCMHM IO CMUCHIIA HAa TOUYKa 2.8, TO Te3au TOKCMHM U BCUYKU npymn
ChIIECTBEHN MeTa0onuT B KyJITypHaTa Cpefia CbLIO €€ M3CIIENBAT 34 F€HOTOKCUYHOCT. AKO € BB3MOXKHO, U3MUTBAHUSATA
Ha TOKCUMHM U MeTabonmuTu ce npaBAT € IMPEUNCTCH XMMMKaL.

Korato ocHoBHUTE NpoyuBaHMA HE pasKpuAiT o6pasyBaHe Ha TOKCUMYHUI MCTa6OHI/lTI/I, Bb3 OCHOBAa Ha €KCIEPTHUTE
CTaHOBMIIIA OTHOCHO 3HAYEHMETO M BAJIMIHOCTTA HaA GasoBute IaHHM Ce€ pasriexna Bb3MOXKHOCTTA Ja Ce M3CIenBa
CaMMAT MUKPOOPraHMU3bM. Hp]/[ BUpyCM CIefBa J1a €€ pasriielia pUCKDBT OT BbBEIEHA B KIIETKUTE Ha 603&1]7[HI/IHVIT€ MyTa-
TEHHOCT, KaKTO M PUCKBT OT KaHLEPOI€HHOCT.

llen Ha UBNUTBAHETO

Tesu uscnenBanms MPENCTABIIABAT MHTEPEC 3a:

— NpEOBMKIAHE Ha CnocoOHOCT 3a TEHOTOKCMYHOCT,

— paHHaTa VI]ICHTI/I(})I/[K&IIVI}I Ha TEHOTOKCMYHM KaHLEPOreHwy,

— U3SACHSBaHE Ha MeXaHM3Ma Ha JIEVICTBUE Ha HAKOM KaHIEPOreHu.

Baxno e ma ce BB3IIPMEME I'bBKAB IIOOXOH, KAaTO HOJ]60p'bT Ha MOIBJIHUTEITHN M3MUTBAHMA 3aBUCU OT THIIKYBAaHETO Ha
pe3ynTatute Ha BCEKM €Tall.

Ycnosus Ha uanutBaneto ()

TeHOTOKCMYHOCTTA Ha KIIETBYHMTE MMUKPOOPIAHM3MI CE M3CIIENBA CIIe[l Pa3pylIaBaHe HA KIETKMTE, KOIATO € BB3MOXKHO.
Heo6xomuMo e na ce miane 0O0CHOBKA 32 M3IOJI3BAHUS METOJ HA MOATOTOBKA Ha 0Opasiu.

[eHOTOKCMYHOCTTA HA BUPYCHTE Ce M3CTIENBA BbPXY M30IMMPAHA MHQEKTMPAHA KYNTypa Ha MMKPOOPIaHM3MA.

N3cnenBanus in vitro
O6Gcmoamencmea, npu rRoumo e Heo6x00umo usnumeaue

Tpsi6Ba 11a ce MPEICTABAT Pe3yITaTy OT UBIMTBAHMATA 33 in Vitro 3a MyTAareHHOCT (TECT 3a FeHHa MyTaLust B GakTepyu, TecT
34 KIIACTOTEHHOCT B KJIETKMTE Ha OO3AITHMIM M TeCT 3a TeHHAa MyTallMs B KIeTKuTe Ha OO3aitHMLM).

V3cnedeame Ha RACMBUHU RyAMYpU

Tasu MHOPMAIIS Ce WM3NMCKBA 3a MUKPOOPIAHV3MM C BLTPEKIIETBUHO BB3MPOM3BEXKIAHE KATO BUPYCH, BUPOMIM JUIV
criemuuHy OaKTepUI M IPOTO30M, OCBEH aKO MHQOPMALMATA OT pasmemun 1 — 3 He IMOKa3Ba SICHO, Ue CHOTBETHHTE
MUKPOOPIaHM3MM He Ce Bb3NPOM3BEXNIAT B TOINIOKPHBHM OPTaHM3MM. VI3CIENIBAHETO Ha KIIEThUHM KYNTYypM Ce M3BbPUIBA
BBPXY KYJITYpM OT HOBEUIKM KIETKM MM ThbKAHHM KyNTypy OT PasiuuHyu opranu. I[lombopsT Moxe Ja ce OCHOBaBa Ha
TMPEIITONOKEHIS 33 TOBA, KON Le OBOAT 3aCErHATHTE OPIaHM Criell MHPEKTUPAHETO. AKO HSIMA HAIMIE YOBEIIKY KIETHYH
KYNITypU MM ThKaHHYM KYNITYPU OT KOHKPETHM OPraHM, MOTaT fa ce M3IOJI3BAT KIIEThUHI KYJITyPU UM ThKaHHMU KYJTypU
ot npyru 6ozaitHyuy. 1o OTHOIIEHNME Ha BMPYCHTE, OT OCHOBHA BAXXHOCT € CIOCOOHOCTTA MM 3 CH B3aMMONENCTBAT C
YOBEUIKMS TEHOM.

(1) M3crnenmBaHeTo 1O OTHOIIEHME HA BIMIIBAHETO MOXKE [a 6'b]1€ 3dMEHEHO C MHTpaTpaxeasHo V3CIIEBaHE.

(2) Tbii KaTo HACTOSILUMTE METOMIM 3a M3IUTBAHE Ca NpeIHa3HAYEHN 3a IIPUIIAraHe Ha PasTBOPUMU XUMNYHM CHEIMHEHWS, H€O6XOHI/IMO € Te J1a 61)H3T
NpUBENEHN B CBOTBETCTBME C MUKPOOPTaHU3MUTE.
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5.2.5.

5.2.5.1.

5.2.6.

LlanHu 30 RPAMROCPOUHA MORCUUHOC U NAMO2EHHOCH
Illen Ha M3NUTBAaHETO

Ha ce paspa60T$1T V3CTIeBaHMA 3a IPENoCTaBsAHE Ha I/IH(l)OpMaIII/IH 3a HOMYCTMMOTO KOJIMYECTBO MMKPOOPraHM3Mu Ges
TOKCUYHMA E(I)CKTI/I npu ycioBuATa Ha MU3CIEOBAHETO. Te3u macnensanms NMpenoCTaBAT IOJIE3HM [aHHM 3a PUCKOBETE 3a
XOpa, KOUTO 60paBHT C Ipenaparit 3a pacTUTEIIHA 3alMTa, KOUTO CbIbpKAT MMKPOOPraHmsma, WINM Xopa, M3IOJI3Baliyn
TakMBa MpenapaTiu. [Mo-cnetmarnHo, KPpaTKOCPOYHUTE U3CTIEIBAHNS 1IO3BOJIABAT Oa CE BHMKHE HO—]IT:H6OK0 BbB Bb3MOXKHOTO
KyMYJIaTUBHO BB3IIENCTBME Ha MMKpOOpraHmsma u PpUCKOBETE 3a pa60THI/IIl]/[, KOUTO Morar na 6’[:]13T MHTEH3MBHO
M3JIOKEHN Ha Bb3MIENCTBUETO My. B nmombiiHeHue, KpaTKOCPOUHUTE M3CIIEABAHMA OCUTYPsABAT IIOJIE€3HA I/IH(I)OpMaH]/ISI 3a
VI3rOTBSHETO Ha M3CIIEBaHMA 32 XPOHMYHA TOKCUMYHOCT.

Vacrensanmsita, ganHuTe M MHGOPMALWSTA, KOUTO TPsOBA 1A Ce MPEICTABSAT M OLEHST, TPsOBa Ma OGBIAT DOCTATHUHM 34
ompefeNAHe Ha BB3[ENACTBUETO OT MHOTOKDaTHO M3JIaraHe Ha MUKPOOPraHM3Ma U, MO-CIELMaNHO, 33 YCTAHOBABAHE MM
I0COYBaHe Ha:

— 3aBMCUMMOCTTa MEXMY [103aTa U He6naFOHpI/IHTHOTO Bb3IIEICTBIE,

— TOKCMYHOCTTa Ha MMKPOOpraHM3Ma, BKIIHOUMTEITHO INpU HCO6X0]II/IMOCT 10 OTHOHICHME Ha TOKCMHU — PaBHUIIETO,
npn KOETO HsIMa Ha6JHOJ]aBaHO H€6Har0HpMﬂTHO B%SHCVICTBMC,

— TPULEITHUTE OpPraHy, KOrato € Ipuioxumo,

— Pa3BUTMETO BbB BPEMETO M XapPAKTEPUCTMKUTE Ha Bb3IENCTBUETO, C M3YEPIATEIIHO OINMCAHME Ha IOBEICHUYECKUTE
VBMEHEHMS M Bb3MOZKHUTE MAaKpPONATOJIOTMYHU HaXOHKM IIpU IIPOBEPKU CII€[ HACTBIIBAHE HA CMBPT,

— CHCHI/I(I)I/[‘{HOTO TOKCUYHO BB3HEICTBYUE M Bb3HMKHAJIATE MATOOTMUHMA V3MEHEHIIS,

— KOTaTo € NPHMIOKIMO, MPOIBIKUTENHOCTTA M OOPATMMOCTTA Ha HSIKOM OT HAGIMIONABAHMTE MPOSBM HA TOKCHUHO
BB3LICICTBIE CIIell NIPEYCTAHOBSIBAHE HA NPUEMAHETO,

— aKO € BBb3MOZKHO, HAUMHBT Ha TOKCUMYHO HeﬁCTBMe, u
— CbOTBETHATa ONACHOCT, KOATO BBB BPB3Ka C PA3NINMUHNUTE HAUMHM Ha E€KCIO3NINA.

Ilo Bpeme Ha M3CIIENBAHETO 33 KPATKOCPOUHA TOKCMYHOCT TPsIOBA J1a Ce HANPABM OLEHKA HAa OTCTPAaHSBAHETO HA MMKPO-
OpraHM3Ma OT ITIABHUTE OPIaHM.

BxitouBat ce v um3crenBaHus 3a KpaﬁHMTe pesynrati 110 OTHOLIEHME Ha IMaTOI¢HHOCTTa U I/IH(])CKIII/IOBHOC'IT&.

O6CTO}1T€HCTB3, opun KOUTO € H€06X0]11/IMO U3NUTBAHE

Hoxmamsa ce KpaTKOCPOYHAaTa TOKCMYHOCT (HAif-Manko 28 HHYM) Ha MMKPOOPraHM3Ma.

Tpsibsa na ce 060CHOBE M30OPBT HA BULOBETE, BHPXY KOMTO Ce M3BBPLIBA U3CIIEBAHETO. V300pbT Ha MPOIBIKUTETHOCTTA
Ha M3CIEeABAHETO 3aBUCY OT [JAHHMTE 33 OCTpaTa TOKCMUHOCT M 33 OTCTPaHABAHETO HA MMKPOOpPraHM3MA.

H€06XO[I]/IMO € EKCIIEPTHO CTAaHOBMILE, 3a [1a €€ OIpenenyt KaKbB HAaUMH Ha aJIMUHVCTPMPAHE € 3a INpEeNIouNTaHe.

Mocnmenuum 3a 3OpaBeETO OT MOBTOPHA €KCHNO3UUMUA Ype3 BAMUIBAHE

V[H(])opmaumrra 3a Bb3HENCTBUETO BbpXY 3[0paBETO CJl€d MHOrOKpaTHa €KCIO3MUMsA 4pe3 BOMIIBaHE CE€ CUMTa 3a Heo0-
XOOoMMa, IO-CIEMAIHO 33 OLEHKa Ha pUCKa B pa60THa cpena. MHOFOKpaTHaTa EKCIIO3MImA Ou Morna a Hapywmm
cnocoOHoCTTa 32 OTCTpaHsBaHE (Hanp., ChIIPOTUBUTEIIHATA CHOC06HOCT) Yy TrocronpueMHMKa (‘IOBEK). OcBeH TOBa, 3a
IpaBMiIHa OLICHKA Ha pucCKa € HeO6XOHMMO l1a ce OT4YeTe TOKCMYHOCTTA CJI€]l MHOTOKpaTHa €KCIIO3MUUA Ha Bb3IENCTBUETO
Ha 3aMbpCUTEIIN, XpaHUTEITHA Cpela, ITIOMOIIHN BELIECTBA 1 MUKPOOPIraHU3MU. Tpﬂ6Ba Ila ce Ma MpeaBum, ve oMOIHNUTE
BELIECTBA B IIPOOYKTUTE 3a pACTUTEIIHA 3allliTa MOraT [1a OKaXaT BIIMAHME Ha TOKCMYHOCTTA M 3apasHOCTTa Ha HalleH
MMKPOOPIraHU3bM.

O6Gcmoamencmea, npu Roumo e HeoOxodumo usnumedaue

HeobxommMa e MHGOpPMALINS 33 KPATKOCPOYHATA MHEKLMO3HOCT, IATOTEHHOCT 1 (PECIMPATOPHA) TOKCUYHOCT HAa MMKpO-
OpPraHM3Ma, OCBEH aKO MPENOCTABeHaTa Beye MHPOPMALMsl € NOCTATBUHA 3a OLEHsIBAHE Ha NOCTIEAMLNTE 3a 3UPABETO Ha
yoBeka. TakpB MOXKe [ld € CIyuyasT, ako ce [OKaxke, ye M3MMTBAHMAT MaTepuan Hsma Qpakuuy, KOMTO MOTAT Ia ce
BIVIIBAT, M[WIM Ye HEe Ce OYAKBA MHOTOKPATHO M3IAraHe HA BB3TEHCTBUETO My.

ITpednoskeHo neuenue: Mepru 3a nspea nomouy, MEOUUUHCRO AeueHiie
[lpemiarar ce MepKM 3a ITbPBA MOMOII TPY MHQPEKLMS ¥ TPU 3apassiBaHe HA OUMTE.

Tepal’leBTl/[llHl/lTe peXuMH, KOUTO C€ mpuiarat B cnyqaﬁ Ha TONTbLIAHE MM Ha 3aMbpPCABAHE HA OUUTE M KOXKATa, CE
OnucBaT l'IO]Ip06HO. Koraro e PUIIOZKMMO, C€ IPEIOCTABAT OCHOBABALLM CE€ HAa IPAKTUMYECKMA OIUT CBENEHUS, aKO TaKMBa
ChIIECTBYBAT M Ca HAJMLE, a B OPYrM Cilyyay — CBEIEHNMS, OCHOBaAaHM Ha TEOPETUYHM C'I)O6P&)K€HI/I$[, 110 OTHOLUEHME Ha
efl)I/IKaCHOCTTa Ha aITEPHATUBHUTE TEPANEBTUUHN PEKUMU.

HpenocmBs{ ce I/[H(l)OpMaIII/IH 3d PE3UCTCHTHOCT CIIPSIMO aHT]/l6I/[OT]/lLII/[.

(KPAJ HA ETAII 1)
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ETAII I
CrieumduuHM M3CIIENBaHUS HA TOKCMYHOCTTA, HA NATOTEHHOCTTA M MHQEKUMO3HOCTTa

B nsxkon Cllyday MOXKe [1a ce HaJIoXM [1a C€ M3BbpLIAT HOITBIIHMUTEIIHM M3CIIEBaHMA 3a IMO-TOIIIMA ACHOTAa OTHOCHO
He6HaFOHpI/IHTHOTO Bb3IENCTBIE BbpXY 4YOBEKa.

[lo-crieumainHo, Koraro pesynTatuTe OT IO-paHHM M3CIIEABAHNS 110Ka3BaT, Y€ MUKPOOPraHM3MbT MOKE Ia MMa Bb3IENCTBIE
C [I'b]'[l'OTpaﬁH]/[ nocnenyun BbpXy 3[OPaBETO, 3aIbIKUTEIIHO CE€ IPaBAT M3CIIEABaHUA 33 XpOHMYHA TOKCUYHOCT, IATO-
TEHHOCT U I/[H(])CKLII/IOBHOCT, KaHIEPOTC€HHOCT U PENPOHYKTMBHA TOKCUYHOCT. Hp]/[ MpOM3BEKINAHE Ha TOKCMHM CE IPABAT
OCBEH TOBa M KMHETUYHM M3CIICOBAHNSA.

M3uckBaHuTe M3CIeOBaHUsS MOrar ja 6'])]13T pa3p8.60T€HI/l Ha MHOMBUOYaJIHA OCHOBA, KATO €€ B3EMAT IpEIBuUI CreLN-
CI)M‘{HI/ITe napamerpu, KOUTo Tpﬂ6Ba na 6'1)]18T Mpoy4Ye€Hn 1 LEINUTE, KOUTO TpH6Ba Ia Cce IIOCTUTHAT. l'[pem/[ M3BBbPIIBAHETO
Ha Te3y M3CIeIBaHMsA 3asiBUTEIIAT Tp516133 I1a ToMCKa ChbINIACUETO Ha KOMIICTEHTHUTE OpraHM OTHOCHO BMIA M3CIIE[IBaHE,
KOE€TO Ha €€ M3BbpUIN.

U3cnenBanus in vivo B COMaTUMHU KIIETKM

O6cmoamencmea, npu RoUmo e HeoOXo00UMo UNUMeaHe

AKO BCHUKM Pe3yNTaTH OT M3CIENBAHMATA in Vitro ca OTPUUATENHM, Ce NpPaBy HONBIHMTEIHO M3NUTBAHE B3 OCHOBA Ha
pyra HajqMyHa [MOMe3Ha MHOpPMALys. VI3nMTBAHETO MOXKe [a Ce ChCTOM B M3CNIEHBAaHE in Vitro wiu in vivo, Kato
M3MO/I3BaHATA METa0OM3NMpALIA CUCTeMa € PasiMyHa OT MpeIMIIHATA[uTe.

AKO IIMTOTEHETUYHMSAT TECT in Vitro e MONOKUTENIeH, 3aIb/IKUTEITHO e U3BbPILIBA M3MUTBAHE in Vivo B COMaTUYHM KIIETKI
(amarmm3 Ha MeraasaTa Ha KJIETKM Ha KOCTEH MO3bK NPY TPU3AuM WIM M3IUTBAHE 32 MUKPOSUIPA IIPU Tpu3aun).

AKO M 11BeTe in Vvitro M3NNTBAaHMS 3a TeHHA MyTalMs Ca MOJIOKMTENIHY, Ce M3BbPUIBA M3NUTBAHE in Vivo, 3a Ja ce Npoyun
Hemtanupanus cunte3 Ha [IHK, umm ,Toukos TecT” mpy Mumkm.

TeHOTOKCMYHOCT — M3CIIeABaHNSA in Vivo Ha 3apOIVIIHYU KJIETKU

Llen na usnumeanemo u ycaoeus 34 U36EPUEAHEMO My

Bx. uwact A, Touka 5.4.

O6cmoamencmea, npu Roumo e Heo0xo0umo usnumeate

AKO HAIKOJ1 OT pe3ynTaTuTe OT M3CIEABAHE, M3BbPUIEHO in Vitro BbPXY COMATUUHM KIIETKM € IOJIOKMUTENeH, MOXe 1a ce
OKaxKe ONpaBIaHO M3BBPUIBAHETO HA M3MMTBAHMSA N Vivo, KOWTO MO3BONSBAT [ Ce OMpelesn HEVCTBUETO BBPXY 3apo-
[MIHNTE KIeTky. HeoOXOMMMOCTTa OT M3BbPLIBAHE HA Te3M M3IMTBAHUS Ce OOMUCIIS 3a BCEKM OTHENEH CITyuail, KaTo ce
B3eMa MPENBHUI IPyTa HAMYHA MHQOPMALS, KOATO Ce OTHACS IO YCIOBUATA HA yroTpeba i IO OYAKBAHATA CKCIIO3MIIASL
TMonxopsiuyre M3MMTBaHMS TPsOBa [1a MO3BOIAT Ja ce pasriena ssaymopericreuero ¢ HK (Harmp. usnursaHe 3a momu-
HAHTEH JIeTajieH eeKT), [1a e ONpee/y MOTeHIMAIBT 3a PEIM3BUKBAHE HA HACTICACTBEHM POSIBU U aKO € BB3MOXKHO, Te
Jla ce OLEHAT KonmuyecTseHo. IIpueMa ce, ue mopamym CIOXKHOCTTA HA M3BbPIIBAHE HA Te3U M3MMTBAHMSA, NPUIIATaHETO Ha
KOJIMYECTBEHY M3CIIENBAHMS LIe M3MCKBA CEPUO3HA 0OOCHOBKA.

(KPAI HA ETAII II)

OG6o0LIeHNe OTHOCHO TOKCMYHOCTTA, NATOTEHHOCTTa M MH(EKUMO3HOCTTa 3a GosaitHuumre u obma ouenka

Hpe]IOCTaBH ce 0606].[I6H]/I€ Ha BCUYKM IPENOCTABEHU [TaHHU 1 I/IH(l)OpMaI_U/Iﬂ B U3ITbJIHEHMe Ha Touku oT 5.1 mo 5.5. To
TpSI6Ba Oa BKITIOYBa nonp06Ha M KpUTNMYHA OLECHKA Ha CIIOMEHATUTE HNAHHM Bb3 OCHOBA HAa CBOTBETHUTE KpUTEpUM U
HAaCcoKM 3a OLEHKAa M B3MMaHE Ha pelICHUE, 0c00eH0 Npensui Bb3MOXKHUTE WITN HeCTBUTETTHUTE PUCKOBE 3a XopaTa U 3a
2KMBOTHMTE, KOUTO MOraT Ia Bb3HMKHAT MJIM BB3HMKBAT, KaKTO M 3a 06XBaTa, 33 KaueCTBOTO M HAMECKITHOCTTA Ha Gazara
JaHHU.

Tp;[6Ba Ia ce 00sCHN Jaim eKCrosuumsaATa Ha 2KMBOTHM MIIM XOpa IpeMrosiara BAKCMHMPaHE WIN CEPOIIOTMYEH KOHTPOIL.

OCTATBYHM BELLECTBA BBB UITM BBbPXY TPETUMPAHM IPOIYKTH, XPAHA U QYPAXM
BnBenenue

i) TpenocraBeHara nudopMmalys, 3aenHO ¢ MHQOPMALWATA 33 COMH WM IOBEYE CHIBPKALM MMUKPOOPraHM3Ma
Tperiapary, e JOCTaThuyHa 3a OLEHKA Ha PUCKA 33 YOBEKA VI[WIIM JKMBOTHUTE BCIICHCTBHME M3/IaraHe Ha BB3IEHCTBUETO
HA MJMKPOOPIaHM3MA, KAKTO M Ha OCTAThYHWUTE BEIICCTBA M META0ONMMTHTE (TOKCHHUTE), KOUTO MUKPOOPIaHM3MBT
OCTaBsl B PacTeHMsATA WM PacTUTESTHUTE IPOMYKTU MM BbPXY TSIX.

ii) OcBeH TOBa, MpeOCTaBeHaTa MHPOPMALIVS € JOCTAThYHA:
— [a 1aBa Bb3MOKHOCT 14 Ce B3eMe pellleHye Al MUKPOOPTAHM3MBT Ia Oboe omoOpeH, win He,

— [a ce MOCOYAT MOAXOMSIIM YCITOBMS WM OFPAHMUEHNS, C KOUTO Ia OBIAT OOBBLP3aHM OHOOPEHNSITA,
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— IIa ce OIpENeNAT, KOraTo e NPUIIOKMMO, MAKCMMAJIHO [OIYCTMMM TDAaHMLM Ha OCTAThYHM BellecTBa M Ha
nepuofy Inpemy npubupaHe Ha peKONTATa 3a INpENNasBaHe Ha NOTpeOMTENNMTe, KAKTO M IEPUOIM Ha
M3YaKBAHE 33 3AUMTA HA PabOTHMLMTE, KOMTO PAGOTAT C TPETMPAHUTE KyITypu M MPOLYKTH.

iii) 3a oOueHKAaTa Ha pPMUCKOBETe, CBBP3AHM C OCTATBYHWUTE BEIECTBA, CKCIEPUMEHTAJIHWTE IAHHM 3a PAaBHMIIATA HA
€KCIO3MUMS Ha OCTATbYHUTE BELIECTBA HE Ce M3MCKBAT CUCTEMHO, aKO MOXe JIa ce I0KaXe, Ye B KOHLEHTpaluuTe,
B KOWTO CE CPELIAT B Pe3ylITaT Ha paspelleHa ynorpeda, MUKpPOOPraHM3MBT M HETOBMTE MeTabOIMTI He Ca ONACHM 3a
xopara. J10Ka3aTescTBOTO Moxe Ja ce 6asmpa Ha OOLOZOCTBIHY MyOIMKALNY, HA IPAKTUYECKN OIUT U Ha MHQOp-
MaumsTa, nocoueHa B pasgemu 1, 2, 3 u 5.

YCTOMYMBOCT U BEPOATHOCT 33 Pa3MHOXKAaBaHe B WM BbPXY KyJITYpM, XpaHU 33 XKMBOTHM MIIM XpaHU

CrenBa ma ce NpenocTaBy HAIEKHO 000cHOBaHA OIIEHKa 3a yCTOI;[‘lI/IBOCTTa/KOHKypeHTHOCTTa Ha MMKpOOpraHmsma u
CBILECTBEHUTE BTOPVUHN MeTabonuTH (HO—CHGHM&HHO TOKCI/[HI/[) B KYITYypUTE WM BBPXY TAX, IPU o0uyaiHuTe ycnosus
Ha OKOJIHaTa Cpelia 1o BpEME Ha NpeBuacHaTa yTIOTp€6a W CIIEN Hed, KaTo €€ B3EME IPENBIUNL ]/lH(l)OpMaIl]/[}ITa OT paspenn 2.

OcBeH TOBa, B 3asABJIEHMETO CE YTOUHSABA JO KaKBa CTENeH M Ha KakBa OCHOBA Ce IIPMEMa, ue MUKPOOPTaHU3MBT MOXKe
(Mru He MOKe) [1a ce Pa3MHOXABA B PACTCHMSITA WM PACTUTEITHNUTE IPOLYKTH IV BHPXY TSIX, WM NPy npepaGoTKara Ha
CYpOBUHUTE.

Heo6xommMa momsnHuTeHa MHGOPMALISL

HOTp€6I/ITCHMTC Morar pga 6’b]1aT V3IIOKEHNM Ha TPOOBIIZKUTEITHO Bb3MEICTBIE Ha MUKpOOpraHusMa B pe3ynTaT Ha
KOHCyMallysl Ha TpETMpAHM XPaHUTEITHM CTOKM; IOpaii TOBAa BB3 OCHOBA HAa MHBITOCPOYHM WM CPETHOCPOUHM
U3CIECIBaHNUA Tp}I6Ba I1a € YCTaHOBAT IIOTCHUMAJIHOTO Bb3IEICTBIE BBPXY HOTp€6I/ITCHMT€, TaKa 4e 3a LeNNTe Ha yIpas-
JICHMETO Ha pUCKa [1a C€ OIpenein TOKCMKOJIOTMYEH IIpar, HallpUMep HHH

HesrustecnocobHu ocmamsunu eewecmea

Hexm3Hecioco0eH MYKPOOPTaHM3bM € MIKPOOPTAHM3bM, HECIOCOOEH Ha e BB3MPOM3BEKIA WM [ [PEHACS [eHETUHUeH
Matepuart.

Ako B TOouku 2.4 u 2.5 ce YCTaHOBM IIOCTOSSHHO HalMuMe Ha 3HAUYMMU KOIMYECTBA OT MMKPOOpPraHyusma uim oOT
TpOU3BEIEHNUTE MeTa60HI/[TI/l, MO-CIIeNMAalIHO TOKCUHY, C€ M3VUCKBA IPENOCTaBAHETO Ha BCUYKM E€KCIEPUMMEHTAIIHU HaHHU
32 OCTaThbYHMUTE BEIIECTBA, IMMOCOYEHM B 4YACT A, pasgen 6 OT HaCTOSIIOTO TPUIIOKEHNME, aKO MMKPOOPraHM3MBT I/[/I/IHI/[
HEroBuTEe TOKCMHM MOraT [1a C€ OKaXaT B TPETMpPAaHU XpaHM WM XpaHU 3a KUBOTHU WIIM BBPXY TAX B I0-BUCOKU
KOHIEHTpalMK, OTKOJIKOTO IIpM €CTECTBEHU YCIIOBMSA MM B OPYro (I)CHOTI/IHHO CBbCTOSIHME.

B cvorsercrsue ¢ Permament (EO) Ne 1107/2009, 3akiioueHMeTo 3a pasimKaTa MeXIy eCTECTBEHUTE KOHLEHTpALMM U
BUCOKMTE KOHLEHTPALMM, IB/IKAUM Ce HA TPeTMpaHe ¢ MUKPOOPraHuM3bM, TPsOBA [1a ce OCHOBABA HA IONyUYCHUTE
€KCIIEPUMEHTAIIHM HaHHM, a He Ha eKCTPAIoNlalMy WIIM U3UMCIIEHMs C UBIOJI3BAHE HA MOMEIIM.

Hpeum V3BbPIIBAHETO HA TE3M M3CIIEOBAHMA 3asABUTEIIAT MCKAa CbIJIACMETO HAa KOMIIETEHTHUTE OpraHy OTHOCHO Bupoa
M3CIIENIBAHE, KOETO [Ia CE€ M3BBbPILN.

Kustecnocobnu ocmamesunu eewecmsa

AKO TpefocTaBeHaTa B CHOTBETCTBME C TOYKA 6.1 MHOpPMAauus MpeNrosara 3alasBaHe Ha M3BECTHM KOJMYECTBA OT
MMKPOOPIaHM3Ma BbB WM BbPXY TpETMpAaHWTe NPOLNYKTHM, XpaHa Wi ypaxk, clleqsa [a ce IPOyud Bb3MOKHOTO
Bb3JIE/CTBIE BbPXY XOpaTa M[WIM KMBOTHNUTE, OCBEH aKO IIO CMJIATA HA paslell 5 He ce JOKaxe, 4e MUKPOOPIaHU3MBT
M[UM HeroBute MeTabONMTH M[UIM MPOLYKTUTE OT PAsrpaxkiaHeTO My He ca ONACHY 33 XOpaTa B KOHLEHTpALMuTe U
CBCTOSIHMETO, B KOMTO MOTAT Jia Ce MOSIBAT B Pe3yiITaT Ha paspelieHa ynorpeba.

B cvorsercreue ¢ Permament (EO) Ne 1107/2009, 3akiitoueHNMeTo 3a pasiyvKara MeXMy eCTECTBEHUTE KOHLEHTPALMM U
BICOKNTE KOHLEHTPAlMM, IBIIKAIM Ce Ha TPeTMPaHe C MMKPOOPTaHM3bM, C¢ OCHOBABA HA TOJTYYeHUTE eKCIIePMMEHTAITHN
IIaHHY, @ He Ha eKCTPANoyalyy WM M3UMCIIEHNs: C U3ION3BAHe HA MO

YCTOUMBOCTTA HA JKM3HECTIOCOOHM OCTATHUHM BEIIECTBA M3VMCKBA CIIELMATIHO BHUMAHME, aKO TORANEHUTE 10 TOUKHM 2.3,
2.5 WM pasmen 5 MAHHM Pa3KPUBAT MHQPEKUMOBHOCT WM NATOTEHHOCT Ipy GO3afHMLMTE, /MM aKO CHLIECTBYBA APyTa
MHGOpPMALINS, KOSATO COYM, Y€ ChIIECTBYBA ONMACHOCT 3a MOTpeOuTenuTe fwny paboTHMuMTE. B TO3M Ciiydail, KOMIeT-
CHTHUTE OPraHyM MOXE 1a [OMCKAT M3BbPLIBAHE HA M3CIEABAHMS, MOJOOHM Ha NPEIBUICHUTE B YacT A.

Hpenn VI3BbPUIBAHETO Ha TE3M M3CIIENBAHNMSA 3asdBUTEIIAT JMCKA CBIIACMETO HA KOMIIETEHTHUTE OpraHyM OTHOCHO BUOA
V3CIenBaHe, KOETO Ha Ce M3BbPLIN.
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O0001eHNe M OlLEHKA HA MOBETEHMETO HAa OCTATHYHMTE BELIECTBA, Bb3 OCHOBA HA MPEIOCTABEHUTE B CHOT-
BeTcTBMe ¢ TOUKM 6.1 u 6.2 maHHM.

CBLIECTBYBAHE U TIOBEIEHME B OKOJIHATA CPEHA
BbBenenmne

i) Mndopmamsra 3a mpoy3xoma, CBOJCTBATA I OLEIISBAHETO HA MMKPOOPTAHNM3MA I HETOBUTE OCTATHYHI META0OINTH,
KaKTO ¥ NpEUIOKEHAaTa YIoTpe0a HA MUKPOOPIAHM3MA CBCTABST OCHOBATA 3 OLCHKA HA CHLICCTBYBAHETO I IOBe-
IICHUETO MY B OKOJIHATa Cpefia.

OOMKHOBEHO Ce M3MCKBAT CKCIIEPMMEHTAIIHN TTaHHU, OCBEH aKO MOXKE J1a ce 060CHOBC, Ye OLEHKATa Ha CbIIECT-
BYBAaHCTO 1 MOBCOCHMUETO MYy B OKOJIHAaTa Cpeda MOXKE Ha C€ HallpaBy C HallM4HaTa I/IH(l)OpMaHI/IF[. OOGOCHOBKATa MOXE
€ HallpaBeHa Bb3 OCHOBa Ha NTaHHM OT Hy6HI/IKaHMI/I, Ha IpaKTUYEeCKNA OIUT M Ha I/lH(l)OpMaH]/[}ITa, NnpencTaBeHa 1o
pasmenn ot 1 mo 6. (DyHKL[I/I}ITa, KOATO MMKPOOPraHM3MBT M3IIBIIHABA B IPOLECUTE B OKOJIHATa Cpefa € OT ocobeH
MHTEpeEC.

[IpegocTaBeHaTa MHYOPMALINS, 3AEIHO C IIpyraTa 3HauMMa MHQOPMALMS M NAHHNTE 33 CIMH WM [OBEYE Mpernapati,
KOUTO ChIIbPKAT MUKPOOPraHyM3Ma, TpsiOBa ja GbIaT JOCTATHUHM 33 OLEHKA Ha HETOBOTO ChIIECTBYBAHE U IOBEIEHME,
KaKTO M Ha Te3U Ha OCTATBUHMTE KOIMUECTBA Y TOKCHHUTE, KOrATO Ca OT 3HaueHye 33 31PABETO Ha YOBeKa M/ 3a
OKOJIHATa Cpefia.

=

iii) Mo creumanHo, npemocraBeHara MHGOPMALMS € [OCTATHUHA 3a:
— B3eMaHe Ha pelieHse M MMUKPOOPraHM3MBT ma Gbae omobpeH win He,
— Ja ce OIMpemeNsT MOIXOMSUITE YCIOBNS MIIM OrpaHMYeHNs], ¢ KOUTO 1a Obie 0OBbp3aHO ogobOpeHuero,

— OIpefeNIsiHe Ha IMKTOrpaMuTe (Beue BbBEIEHM), HA CUTHAIIHUTE IyMU M HA CHOTBETHUTE MpEIylpexKueHus 3a
ONACHOCT M TPENOPbKM 3a 0e30IIaCHOCT 32 ONa3BaHe Ha OKOJIHATA Cpeld, KOMTO CIe[Ba [a Ce I0COYaT BbpXy
ONaKoBKaTa (KOHTeliHepuTe),

— NPENBMXMIAHE HA PAa3NPOCTPAHEHMETO, ChUIECTBYBAHETO M IOBEEHMETO Ha MMKPOOPraHM3Ma M HETOBUTE MeTa-
0OTMTH B OKOITHATA CPENA, KAKTO ¥ HA CHOTBETHOTO MPOTHYAHE BHB BPEMETO,

— OIpenersaHe Ha MEPKUTE, HCO6XOII]/IMI/I 3a HaMaJIiBaHe 10 MMHVMYM Ha 3aMbpPCABAHETO HAa OKOJIHATa Cpena M Ha
BB3MEICTBIETO BBPXY HENPULEITHN BUIOBE.

iV) Bcnuku cplecTeHn MeTabomuTy (T.e., Te3M, KOUTO Ca M3TOUHMK Ha OIIACHOCT 3a 3HIPABETO HA 4YOBEKaA I/I/I/IHI/I 3a
OKOJIHaTa cpena), NPOM3BENEHN OT MU3NNUTBAHMA OPraHM3bM IPU IOOXOIALIN YCIIOBMA HAa OKOJIHATa Cpela, CiiefBa na
6T>H3T omucaHn. AKO ChIIeCTBEHNUTE MeTabonmuTH NPUCHCTBAT B MUKPOOPraHMU3Ma MIIN Ca MPOU3BENEHN OT HEro, MOxke
Oa € M3UCKBAT JAHHM, TAKa KAKTO € IIOCOYEHO B YacT A, pasgen 7 OT HACTOAIIOTO NpWIoXKEHNE, IIpn yCiioBue, 4e ca
CIIa3¢HM BCUYKU I/[36p0€HI/I ycioBus:

— CBIUICCTBEHUAT MeTabonuT e cTabuiieH U3BHH MMKPOOpIraHM3Ma, BXK. TOUYKa 28, u
— ChIIECTBEHUAT MeTa0oNNT MMa TOKCUYEH e(l)eKT, KOJTO € He3aBUCUM OT NPUCBCTBUETO HA MUKPOOPraHm3Mma, u

— (€ OYaKBa CBIIECTBEHUAT MeTaboInuT Ha ce MosABYM B OKOJIHATa Cpela B KOHLEHTpalVy, KOUTO Ca 3HAUUTEIIHO IO-
BMCOKM, OTKOJIKOTO IIpM €CTECTBEHU YCIIOBMS.

V) Tpﬂéna Ja ce B3E¢Me IO BHMMAaHME HaJIMYHATa MH(])OpMaIlI/IH 3a BPB3KUTE CbC CpellalNTE C€ B €CTECTBEHM YCIIOBMS
pOLCTBEHN [1MBU ILIAMOBE.

vi

l'[penn 3alo4yBaHe Ha IIOCOUYEHUTE I10-IIOJTy M3CIICOBAHMS, 3asABUTEIAT CIIEBa [1a MOTHPCU CBITIACMETO Ha KOMIIET-
€HTHUTE OpraHy 3a TOBa Jalin € HCO6XOJII/IMO J1a C€ IpaBAT M3CIIEIBAHMATA U, AKO € H€O6XO]1MMO, BUIBT U3CIICIBAHE,
KOETO 1€ €€ U3BbPLIN. ]/[H(l)OpMaHMSITa OT OpYyIUTe pasferm Cbllo TpSI6Ba a 61)]16 B3€Ta MO BHMMAHME.

YcroinumBocT U padMHOXKaBaHe

Koraro e npuioxumo, ciiefa ga ce [aBa NOAXOMAIA MHPOPMALWS 3 YCTOMUMBOCTTA U PA3MHOXKABAHETO Ha MUKPOOp-
TaHM3Ma BbB BCUUKYM KOMIIOHEHTM HA OKOJIHATA CPea, OCBEH aKO He Ce JIOKaxXe, ye He ChLICTBYBA BEPOSITHOCT Te I
ObIaT M3MOXKEHY HA NEIICTBMETO HAa MUKpoOpraHusma. CrelManHO BHUMAHMe ce 0Opblia Ha:

— CII0cOOHOCTTA 3a OLEISBAHE B YCTIOBMATA HA OKOIHATA CPEMa, B MOMEHTA Ha INPETOXeHATa YIoTpeda U Cled Hesl, 1

— [VHaMMKaTa Ha MOMyJlalMATa B €KCTPEMHM CE30HHM WIIM PETMOHAIIHM KIIVIMATUYHU YCIIOBUSA (0C06€H0 ropeuio JATo,
CTyleHa 3MMa U BaHe)KI/I); 1 Ha CEJIICKOCTOIIAHCKUTE NMPAKTUKM, IIPMIIOKEHN CIICH IpedBMKIaHaTa yHOTp€6a‘

CpobuiaBaT ce paBHMIIATA HA KOHKPETHYUS MUKPOOPraHM3bM B NIEPHONA Criell yrnoTpe6a Ha MPOIyKTa NPY NPEIIOKEHUTE
YCIOBHUSL
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[Tousa

Tpenocrasst ce MHQOpMALMS 32 KM3HECTIOCOOHOCTTA/IMHAMMKATA Ha IIOMYNALWMATA 33 HSKONIKO Tuma oOpaGoTBanu u
HeoOpaGoTBaHM MOUBY, NpPECTABUTENHN 3a pernonute Ha EC, KbIETO MPOIYKTHT ce ynorpebsiBa wiM € MpEeIBMIeHO m1a
ce ymorpeOsiBa. 3a Tasu uer, cieBa ga ce chOmonaBar pasnopenOute 3a u3bop Ha 1ousa, chOMpaHe Ha mpoGu OT Hest U
06paboTBaHeTO MM, MPEUBUMIEHN BbB BbBEAEHMETO Ha 4acT A, Touka 7.1. AKO ONMTHMSAT OpPraHM3bM ILue ce M3MON3BA B
ChUETAHUE C JIPYTH CPEMM, HATIPUMEP MUHEpANHA BbIIHA, Te TPAOBA Ja ObIAT MOUIOXKEH!M HA U3IMTBAHE.

Boda

Tpﬂ6Ba Ia ce IMpenocTaBu I/IH(])OpMaLII/[ﬂ 3a )KI/[SHCHOCTT&/J]MH&MMK&T& Ha IoIyJauyaTa Ha MUKpOOpraHusMa B €CTECTBEHU
CUCTEMMN OTHaI‘aHI/[ﬂ/BOJIa Ha TbMHO M IIpM OCBETSABaHE.

Be3dyx

B cnyqaﬁ Ha OCOOEHM OmaceHms 3a €KcrosnLys Ha orneparopa, pa60THI/IKa Wi Ha cnyqal?mo e, MOxXe 1a € Heo0-
XoguMma ]/IH(I)OpMaHI/[H 32 KOHLEHTpaUMNUTEe BBB BBH3[IyXa.

Mo6unHocT

Bb3MOXKHOTO pasmpocTpaHeHye Ha MUKPOOPTaHM3Ma M MPOIYKTHUTE OT HETOBOTO Pa3rpakiaHe B CHOTBETHUTE KOMIIOHEHTH
HA OKOIHATA cpefa TpsiOBa ma Oble IpemMeT Ha OLCHKA, OCBEH aKO He Ce IOKAXKe, Ye HAMA BEPOSITHOCT 33 KOHKpPETeH
€IeMEHT OT OKOITHATa Cpelia 1a GbIe M3TIOXeH Ha Bb3Ae/CTBUETO HA MIKPOOpraHu3Ma. BbB BPb3Ka C TOBA, MPeMBMICHATA
ymoTpeGa (Hampymep, Ha TMONETO WM B OPAHXKEPHUH, IPUIIAraHe BbPXY [OUBATA MITM BHPXY CENICKOCTOMAHCKUTE KyNTYpH),
eTaluTe Ha ChUIECTBYBAHETO HA OPIaHM3MA, BKIIIOUMTETHO IOSIBA HA BEKTOPM, YCTOMYMBOCTTA M CIIOCOOHOCTTA Ha
OpPraHM3Ma [1d Ce 3aCeNBa B CHCEAHM MECTOOOMTAHMS ca OT 0COOeH MHTepec.

CrieumaniHO BHUMaHME Ce M3UCKBA 110 OTHOLUEHME Ha pasnpocTpaHEHNETO, yCTOIZ"II/lBOCTTa W BEPOATHMUA 00xBar Ha
NpeHacAHE, aKo € C'bO6U.l€H0 332 TOKCMYHOCT, MH(l)eKIlI/IOBHOCT WIN NaTOT€HHOCT, UM NPU HAKAKBa Hpyra MH(I)OpMaII]ASI
3d €BEHTYaJIEH PUCK 3a XOpaTa, KMBOTHUTE MM OKOJIHATa Cpena. B To3u cnyqaﬁ, KOMIIETEHTHUTE OpraHy MOXKe [a
IIOMCKAT M3BbPIUBAHE HA M3CIIEIBAHNA, IIOJI[O6HI/I Ha IpEeIBUIEHNUTE B 4acT A. l'[pem/l a Ce 3aIllO4YHaT TE€3U UBCIICIBAHNA,
3ASBUTEIAT ThPCU O]IO6peHM€TO Ha KOMIIETEHTHUTE OpraHM 3a CbOTBETHMS BUI U3CIIENBAHE, KOECTO LIE C€ M3BbPILIBA.

BB3[EVICTBME BbPXY HEIPULIEIIHM OPTAHM3MU
BbBenenue

i) VMHpopMaumsTa 32 MIEHTUYHOCTTA, GUONOTMYHITE CBOVICTBA M IOIBIIHUTEIIHNUTE JaHHM B pasuenu 1, 2, 3 u 7 ca or
Hai-TONIAMO  3HAau€HME 33 OLIEHKA Ha Bb3IECCTBMETO BbPXY HENPULENHM OpraHusMu. B nombiHeHue, mnosnesHa
MHQOPMALISL 33 CHIIECTBYBAHETO ¥ TOBEAEHMETO HA MMKPOOPraHM3MA B OKOIHATA CPeda M 3a PABHMINATA HA
OCTATBYHNTE BEIIECTBA B PACTCHMSTA MOXE IIa Ce OTKPME ChOTBETHO B pasienu / M 6, KOSTO 3aelHO ¢ MHQOp-
MalMITA 32 CTECTBOTO Ha IpeMapaTa M HauMHa Ha ymotpeGa, ompemersi XapakTepa M CTENEHTA HAa Bb3MOXKHATA
ekcrio3nuust. VIHpopMalmsITa, NpecTaBeHa B CHOTBETCTBUE C Pa3leNl 5, OCUIYPsBA TOCTATHUHO MHPOPMALMS 33
Bb3MCICTBUETO BHPXY OO3IHMIM U CHOTBETHUTE MEXaHM3MM HA [ICNCTBUE.

OOMKHOBEHO Ce M3NCKBAT CKCIIEpPUMEHTAIHN TaHHU, OCBEH aKO MOXKE [1a €€ NOKaxe, ue OllCHKaTa Ha Bb3MENCTBIETO
BBPXY HENPULETIHUTE OpPraHM3MM MOXKE Ha Ce€ HaIlpaBy C HalM4yHaTa I/[H(])OpMaL[I/I}I.

ii) V1360pbT Ha MOIXOMUSWM HEMPULETHM OPTaHM3MM 33 BKIIOUBAHE B M3MMTBAHETO HA BB3IE/CTBUETO BHPXY OKOIHATA
cpena TpsiOBa J1a ce OCHOBABA HA CTECTBOTO HA MMKPOOPTaHM3Ma (IO-CIELMATHO CrieldyKaTa Ha TOCTONPUEMHIKA,
MEXaHM3Ma Ha JIefiCTBME U eKONOTMATA Ha opraHmama). Tesu cBeleHus TpsGBa [a MO3BOIIAT Aa ce M30epaT ONMUTHM
OpraHM3MM, KaTO HalpUMep OPIaHM3MM, TACHO CBbP3aHM C NPULEIHMS OPraHN3bM.

iii

IpenocraBeHara nHGOPMALI, 3a€MHO C JAHHNTE 3a CVH MM IOBeue CHIbPIKAIIM MUKPOOPIAHM3MA MPENapaTyt e
MOCTATBYHA 33 OLEHKA HA BB3AEICTBUETO BbPXY HEMPUIETHN BUIOBE (PACTUTEITHY U KMBOTHMHCKI), YHETO M3/IAraHe
HA MUKPOOPTAHM3MA MOXKeE [Id € OMACHO, KOTaTo Te ca OT 3HAYeHMe 3a OKOMHATA cpeda. BhamelicTBuero Moxe ma
HACTBITM BCIIENCTBUE OT eHOKPATHA, MPOIBIKUTENHA MM MHOTOKDAaTHA eKCIIO3MIMS M MOXe [a Obme oOpaTimo
WM HeoGpaTIMO.

iv) Ilo-creunanto, NpegoCTaBEHATa 33 MUKPOOPIaHM3Ma MHPOPMALINS, 3a€[HO C [Ipyra 3HaunMa MHGOPMALs, KaKTo U
IIpEe[CTaBeHNTe [AHHM 33 eMH WIM [OBeye MperaparTy, KOUTO ChIbPKAT MUKPOOPraHu3Ma, TpsiOBa ma Obmar
JIOCTaThYHM 3a:

— B3€MaHE€ Ha penieHue najim MUKpOOPraHM3MbT Ha 6’]7]16 0HO6p€H i He,
— [a ce onpenendT NOOXOOAINTE yCJIoBMs WINM OrpaHUYeHNs, ¢ KOUTO [1a 6’]:}16 O6B’Lp3aH0 O]I06PCHI/ICTO,

— OlIEHSIBAHE HA PUCKOBETE B KPATKOCPOUEH M IIbIATOCPOYEH IUIAH 33 HENPUIETHM OPraHM3MM — IIOIyJIalui,
CbOOLIECTBA ¥ TIPOLIECH, CTIOPEN CITyHast.
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— Knacml)mumpaﬂe Ha MMKpOOpraHmsmMa I10 CTENEH Ha 6uonornyna OMacHOCT,

— OllpeferiiHe Ha IPEaNasHuTe MEpPKM 3a 3alliuTa Ha HENPULIETIHUTE BUOBE, U

— oIpefeNsiHe Ha NUKTOTpaMuTe (Beye BbBEMEHM), HA CUTHAIIHMTE OYMU M HA CHOTBETHMTE MpEIyNpexKIeHus 3a
OIIACHOCT U IPENOPbKY 32 Oe30MACHOCT 3a Ola3BaHe Ha OKOIIHATA CPea, KOMTO CJeBa fIa Ce I0COYAT BbPXY
OIAaKOBKATa (KOHTEIHepuTe).

v) Heo0xommMo e fa ce 1mocoyar BCSKAKBO MOTEHLMATHO HEONAronpysTHO Bb3AEHCTBIE, KOHCTATUPAHO MO BpeMe Ha

vi

(vii

(ix

)

00MYaitHuTe IpoyuBaHus Ha Bb3IEICTBIETO BbpXY OKOJIHaTa Cpela, Ha ce INpearnpueMaT M HoKIaaBat, Ipy MCKaHe
OT CTpaHa Ha KOMIIETEHTHUTE OpPraHy, HOII'BJIHUTEITHM M3CIIEIBAHMSA, KOUTO MOXKE J1a ca H€06X0]II/[MI/I 3a IIpoyuBaHe
Ha CbOTBETHMUTE MEXaHM3MM ¥ 3a OLIEHKA HAa 3HAUEHMETO Ha TOBA BB3MIEHCTBME. TPH6Ba 1a C€ HOKJIagBaT BCUYKU
HaJIMUHY OMOTIOTMYHY TaHHU " ]/lH(l)OpMaIH/lﬂ, CBbp3aHM C OLIEHKAa Ha €KOJIOIMYHMA HpO(l)I/lJ'l Ha MMKpOOpraHmsma.

3a BeuukyM M3crenBanus, Tpsbsa oa ce choOlaBa M3non3saxara cpeHa nosa B cfu/kg TenmecHo Terno wivt B mpyru
TOIXOMISIMA eIMHULI.

Moxke a ce HalmoXM M3BbPLIBAHE HA OTHENHM M3CIICHBAHMS HA ChLICCTBEHUTE METAOONMMTHU (CTIELMAITHO TOKCHHM),
KOTaTo NMPOAYKTUTE MOTaT [a IIPENCTaBIIABAT CHOTBETHMA PUCK 33 HENPUUEIHUTE OPraHM3MM U KOTaTO TAXHOTO
BB3ICIICTBIE HEe MOXe [a ObIe OLEHEHO Bb3 OCHOBA HA HAIMYHWTE PE3yNTATH, MOCTHTHATY B M3CTENBAHMATA HA
MMKpoopranmusma. [lpemu ma mnpemmpueMe TakuBa WM3CIEABaHNs, 3asABUTENAT CIIeIBA [Aa NOTBPCU CBITIACUETO Ha
KOMIIETEHTHUTE OpPTaHM 3a HEOOXOIMMOCTTA OT TAKMBA M3CIICHBAHMS M aKO TAKMBA Ca HEOOXOMNMMUY, 3a BMIA Ha
M3CTIEIBAHETO, KOETO Iie ce y3BbpuBa. Cremsa ma ce B3eMe MpedBUI MHGOPMALMSTA OT pasmenu 5, 6 u 7.

3a 1a ce ynecHM OlLEHKATA HA IOJTYYeHUTE OT M3MUTBAHETO PE3YNITATH, IOKONKOTO € Bb3MOXKHO, Ce U3MON3BA CHUIMUAT
waM (M cepTUdULMPAH NPOU3XON) HA ChOTBETHUS BHIL

U3cnenBanmst TpH6Ba IIa ce€ u3pbpulaT, OCBEH aKO HE C€ [OKaxe, Y€ HENPULETTHMAT OpPraHM3bM HsAMa [a 6'b]1€
MBTIOXKEH Ha BB3MENCTBUETO Ha MUKpOOpraHusma. AKo ce J0Kaxe, 4e MUKpPOOPraHu3MbT HAMA TOKCUYHO Bb3Iei-
CTBUE, MJIM Y€ HE € IIaTOTCHECH MJIN I/IH(I)EKH]/[OBCH 3a l'p'b6Ha‘lH]/[ Wi pacteHus, TpH6B3. Ia ce Halpasyu IpOy4YBaHE
CaMO 3a CbOTBETHUTE HENPULIETIHM OpraHU3MU.

Bob3pericTBue BbpPXy nTHIM
Ilen Ha usnumeanemo

Tpsibsa mma ce mpegocTaBy MHGOPMALMSL 33 TOKCUYHOCTTA, MHGEKIMOZHOCTTA M MATOTCHHOCTT MIPU MTULINTE.

Bb3peiicTBue BbPXy BOTHM OPTaHM3MM

Llen Ha usnumeanemo

Tp;16Ba lla ce IIpenocTaByn I/IH(I)OpMaIl]/[}I 3a TOKCUMYHOCTTa, MH(I)CKIII/IOSHOCTT& ) TIAaTOr€HHOCTTa IIPY BOOHUTE OpraHM3Mu

Baugnue 6spxy puba

HCH Ha UBNUTBAHETO

Tpsbsa ma ce npenocTaBy MHGOPMALMS 33 TOKCUYHOCTTA, MHPEKLMO3HOCTTA M NATOTCHHOCTTA PU PUOM.

BaugHue 6spxy c1a0r0800HU Oe3zpaOHAUHU

LIen Ha UBNUTBAHETO

Tpst6Ba ma ce mpemocTaBy MHGOPMALNSL 3a TOKCUYHOCTTA, MHQEKLNMO3HOCTTA M IIATOICHHOCTTA NPV CIAIKOBONHNTE
Oe3rpbOHAUHI.

Baugnue 6spxy pacmeka Ha 6000pacaume

[len Ha M3muUTBaHETO

Tpﬂ6sa Ha ce InpenocraBn I/lH(])OpMaLll/lﬂ 38 BB3JIENCTBUETO BbpXY pacTeXka Ha BOHOPACIIUTE, CKOPOCTTA MM Ha pacTeXx U
CIIOCOGHOCTTA 3a BH3CTAHOBSBAHE

Baugnue 6spxy pacmenud, pasauutu om 600opacaume

LIen Ha UBNUTBAHETO

Tpst6Ba ma ce MPeNOCTaBy MHGOPMALULS 33 BB3UENCTBUECTO BHPXY PACTEHMSTA, PA3TMUHM OT BOLOPACIUTE.
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Bu3neiicTBue BBPXY mueny
Len Ha usnumeanemo

Tp;[6Ba lla ce IpefocraBn I/[H(l)OpMaIII/I}I 3a TOKCUMYHOCTTA, I/[H(l)eKL[I/IOSHOC"ITa M NATOTCHHOCTTA IIpU ITYEIIATE.

Bo3nericTeue BbPXY WICHECTOHOI'M, Pa3/IMYHU OT MUeInTe
Llen Ha usnumeanemo

Tpsibsa na ce mpegocTaBy MHPOPMALMS 33 TOKCUYHOCTTA, MHPEKLMO3HOCTTA 1 MATOTEHHOCTTA [PY PA3IMYHM OT IYeNI
WIeHeCTOHOT!. BuoBete, Kouto TpsibBa fe ce BKIIIOYAT B M3MMTBAHETO, TPsiOBa Ha ce M30MPAT BbB BPb3KA C Bb3MOXKHATA
ynorpe0a Ha IPOIYKTUTE 3a PACTUTENHA 3alMTa (HAmp. ynorpeb6a BbpXy JIMCTA WM 33 BHACSHE B 10uBara). CreLuaiHo
BHJMMAHJe CIIe[IBa [1a ce OOBbPHE HA OPraHV3MI, M3MON3BAHM 32 OMoOIOrMuecka 6OpOa U OPraHM3MM, Urpaelly BaKHA POJLs
B IUIOCTHOTO yIpablieHue Ha OopOata cpelily BpemuTesu.

Bp3neiicTBUe BBPXY 3EMHUTE YepBeu
Lea Ha usnumeanemo

Tp;16Ba Ia ce IpenocraBn ]/lH(l)OpMaLII/[}I 32 TOKCMYHOCT, MH(])CKL[VIOSHOCT VI TIaTOT€HHOCT IIpY 3€MHUTE YepBENL.

Bnusinue BBpPXY HENpPUILEITHU MUKPOOPraHM3MM B MoyBarTa

Crefa 1a ce JIOKIIanBa BB3[ICHCTBMETO BbPXY CHOTBETHMTE HEHPMLEIHM MUKPOOPTAHM3MM M BbPXY TeXHUTE XMUIHMLM
(Hanpumep, mpoTo3on 3a GakTepuanHu mocesy). HeoOXOmMMO e eKCIePTHO CTAHOBMILE, 3a fa Ce Pel Jamu ca HeoO-
XOIMMH NOIbIHUTENHN M3CTIenBaHust. [Ipy ToBa peleHye ce B3MMa MPeIBMA HATMUHATA MHQOPMALNS B HACTOSIMS M B
OCTAHAINTE PA3TENM ¥, MO-CMIELMATHO, JAHHUTE 3a CrelMMKATA HA MMKPOOPraHM3MA M 3d OYAKBAHATA EKCTIOBMIIMSL.
[MonesHa MHpOpPMALMs MOXe [d Ce NOMyuM M OT HAOMIONEHMATA, HPOBEICHYM MU M3IUTBAHMATA 32 eUKACHOCT.
CrenyaiHo BHMMaHMe CllefBa [a Ce OObPHE M HA OpraHM3MHTE, W3ION3BAHM B MHTCIPUPAHOTO YIPABICHNME HA
kyntypure (UYK).

TObTHUTETHU M3CTIeIBaAHUS

ToNbIHNTeNHATE M3CTENBAHMS MOTAT [a BKIIOYBAT OBIEIIM MHTCH3MBHJ MPOYUBAHMS HA JOMBIHMUTETHU BUIOBE MM
Tpolecy (Hampumep KaHAIM3ALMOHHM CHCTEMM) WIM CHCLMATHN M3CIeABAHMS KATO XPOHMYHA, CyONeTalHa MM penpo-
IyKTUBHA TOKCHYHOCT NPU TOTOPAHNTE HEMPHLETHI OPTAHM3MIL

l'lpenm VBBBPIIBAHETO HA TE3M U3CIIEIABAHUSA 3asABUTETIAT Tpﬂ6Ba 112 IOUCKA CHITIACUETO Ha KOMIIETEHTHUTE OPraHu OTHOCHO
BUIa M3CIIEIBAHE, KOETO a CE€ M3BBPILUM.

OBOBLLIEHNE U OL[EHKA HA BB3IENCTBUETO BHPXY OKOJIHATA CPEMIA

Msrotsst ce 0000IIeHNe M OLCHKA Ha BCUUKM JAHHM, CBBP3AHI C Bb3IE/CTBUETO BBPXY OKOIIHATA CpENa, B ChOTBETCTBHUE C
HACOKNTE, ONPENENeHN OT KOMIETEHTHNTE OPIAHM HA IbPXKABUTE WIEHKM OTHOCHO QOpMaTa Ha Te3u 0OOOLIEHMS 1t
oueHky. Te BK/IIOYBAT NOUPOOHA M KPUTMYHA OLCHKA HA Te3W NAHHM B KOHTEKCTA HA CBOTBETHUTE KPUTEPUM U
HAacOKM 3a OLEHKAa M B3UMaHE Ha pellleHue, KaTo MO-CTELMalHO ce B3eMaT INPEBUI PUCKOBETE, KOMTO MOXe NIa
Bb3HIMKHAT WM BB3HMKBAT 33 OKOJIHATA CPEla M HENPULENHNUTE BUIIOBE, KAKTO M OOXBATHT, KAYeCTBOTO M HAIEXKITHOCTTA
Ha 0azara mamHy. OOpBIIA Ce MO-CIIELMATHO BHUMAHVE Ha CIEIHNTE BBIPOCH:

— Pa3npoCTPaHEHMETO M CBIUIECTBYBAHETO B OKOJIHATa Cpela u HeO6XOIII/lMI/l$[ 3a TOBa NEPUOI OT BpEME,

— ]/[JIeHTI/[(l)I/IKa]_[]/ISITa Ha MBJIOKEHUTE Ha PUCK HENPULEITHU BMOOBE M IIOIyIauuy, M CTENEHTA Ha IIOTEHLMAalIHATA UM
CEKCIIO3Mums,

— OIpPENEIIIHETO Ha INpEennasHuTe MEpKH, HCO6X0]II/[MI/I 3a MpENoTBpaTsABaHE WM HaMalliBaHE OO MMHMMYM Ha 3aMbp-
CABAHETO Ha OKOJIHATa Cpefa, M 3a 3alluTa Ha HENPULEITHUTE BUIOBE.
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PE[TIAMEHT (EC) Ne 284/2013 HA KOMUCHUSATA

or 1 mapr 2013 ropuna

33 yCTaHOBsIBaHE Ha M3MCKBaHMATA 3a JaHHM 3a NPONYKTU 3a PAaCTMTENIHAa 3alIMTa B CHOTBETCTBME C
Pernament (EO) Ne 1107/2009 Ha EBpomeiickus mnapnameHT M Ha CbBeTa OTHOCHO IIYCKAHETO Ha
na3apa Ha MPOTYKTHM 3a PacTMTEIHA 3aliMTa

(Tekct or 3Hauenme 3a EMII)

EBPOIIEVICKATA KOMUCHS],

Kato B3e mpensui [Jorosopa 3a ¢yHKuMOHMparero Ha EBpomerickus
CbI03,

Kkaro B3e npemsuy Permament (EO) Ne 1107/2009 Ha Espomerickist
napnamMeHT u Ha Cpsera or 21 oxtomspu 2009 T. OTHOCHO
NMyCKAaHeTO HAa Na3apa Ha MPONYKTM 3a PACTUTEIHA 3amIMTa M 3a
ot™sHa Ha mupektusu 79/117/EMO u 91/414/EVO Ha Cosera (1),
¥ TO-CIeLManHO uiieH 78, maparpag 1, Oyksa 0) ot Hero,

KaTo Mma Inpensup, 4e:

(1) B crotBercrBue ¢ unen 8, maparpad 4 or Permament (EO) Ne
1107/2009 6e npuer Pernament (EC) Ne 545/2011 Ha
Kommenara or 10 romm 2011 r. 3a npunarane Ha
Permament (EO) Nel1107/2009 Ha EBpomeiickust mapnameHt
1 Ha CbBeTa IO OTHOUIEHME HAa M3UCKBAHMATA 3a [AHHM 3a
NPOIyKT! 3a pactutenHa 3awmta (%). B Hero ce cbmbpxar
M3MCKBAHMATA 3a JIAHHM BB BPbH3KA C pa3pellaBaHETO Ha
TNPONYKTY 3a PAcTUTENHA 3alIMTa, TMOCOYEHM B MPUIIOXKEHME
I xem Hupekrusa 91/414/EMO na Cvsera or 15 romm
1991 r. OTHOCHO IIyCKaHETO Ha Ma3apa Ha IIPOHYKTU 3a
pactutenHa 3ampmra (3).

(2) HeoOxomuMo € m1a ce W3MEHAT M3MCKBAHMATA 33 [aHHUTE
OTHOCHO XMMMYHMTE IIpeliapaT, 3a Ha ce B3eMme MpemBus
CbBPEMEHHOTO HAy4YHO M TEXHMYECKO IO3HAHMeE.

(3)  To-mopgpoOHa wnHQOpMALVs 33 W3IBIHEHMETO HA V3MUCK-
BaHMATA 33 JaHHM CE ChIbPXKA B ChOTBETHUTE PBHKOBOHCTBA.

(4)  Tlopamu Tosa Permament (EC) Ne 545/2011cnensa na Obue
OTMEHEH.

(5) CnenBa fa ce IpelBUIM pasyMeH CPOK, IIpeaM M3MEHEHUTe
UBUCKBAHMA 3a [HaHHM [a CTaHAT NPWIOXKUMM, 3a Ja ce
T03BOJIM Ha 3asBUTENINTE [a Ce MOMTOTBAT 3a U3IIBIIHEHMETO
Ha NOCOYEHUTE MBUCKBAHM.

(6) 3a ma ce Mo3BOIM Ha IbpXKaBuUTe WICHKNM M Ha 3allHTEpeCo-
BaHUTE CTPAaHM Ha C€ IOUTIOTBAT 3a M3IBJIHEHMETO HAa HOBUTE
M3NCKBAHMA, € IICHCC'I)O6pa3HO Ia c¢ OHpeHendaT MNpeXOnHN
MEpPKM II0 OTHOLIEHME Ha [aHHUTE, II0HaBaHM BbBB Bpb3Ka
CbC 3asBJICHMATA 3a O]106p€HI/[E, IIOJTHOBSABAHE Ha O]IO6pCHI/I€
M M3MEHEHME Ha YyCloBuATa Ha ono6peﬂue Ha aKTMBHUTE

OB L 309, 24.11.2009, ctp. 1.
() OB L 155, 11.6.2011 ., ctp. 67.
OB L 230, 19.8.1991 ., ctp. 1.

BEIeCTBA, KAKTO 1 110 OTHOIICHVE Ha TaHHWTE, NIOIaBaHU BbB
BPb3KAa CBC 3asBJICHMS 3a paspellicHue, IOIHOBABAHE Ha
paspeleHMe ¥ V3MEHEHNe Ha paspellieHye 3a NPOIYKTH 33
pacTUTeNHA 3alMTA.

(7)  Tlpexomnmre mepky He 3acsirat uieH 80 or Pernamenr (EO)
Ne 1107/2009.

(8) Mepkure, npemBumeHy B HACTOALIMA PEITIAMEHT, Ca B CHOT-
BETCTBUE CbC CTAaHOBMUIETO Ha IlOCTOAHHMSA KOMMTET IO
XpaHMUTENIHATA BEpUra 1 3OpaBeTO Ha KMBOTHUTE M CpELLy
TAX He U3Ka3aXa Bb3paxeHys HUTO EBpONeNCKMAT IapraMeHT,
HuTO CBBETBHT,

[MIPUE HACTOALIMSA PEITIAMEHT:

Ynen 1
M3uckBanms 3a JaHHM 3a MPOIYKTM 3a PacTUTEIHA 3aIMTa

V3McKBaHMSITA 33 NAHHM 33 NIPOIYKTU 3a PACTMUTENHA 3aUINTA, Npef-
BiuIeHM B wieH 8, maparpadp 1, 6yksa B) or Permament (EO) Ne
1107/2009, ca ompemeneHu B NPUIOKEHMETO KbM HACTOSILIMS
pernaMeHr.

Ynen 2
OTMsaHa

Pernament (EC) Ne 545/2011 ce orMeHs.

[To3oBaBaHusiTa HA OTMEHEHMUS pernaMeHT ce€ TBIIKYBaT KAaTo I1030-
BaBaHMA Ha HACTOSLINS PEIrTIAMEHT.

Ynen 3

IpexogHu MepKM HO OTHOIIEHME Ha NpPOLETypUTe OTHOCHO
AKTMBHUTE BeLIecTBa

o ce kacae 10 akTuBHUTE BemecTsa, Perimament (EC) Ne 545/2011
NpofbIlKaBa [a Ce IpuUilara 10 OTHOLIEHNME Ha CIIEAHOTO:

a) mpouedypute MO OJOOpeHMe HA AKTMBHO BEIIECTBO WM IO
V3MEHeHNe Ha ONOOPEHNETO HA TaKOBA BEIIECTBO B CHOTBETCTBUE
¢ wied 13 or Permament (EO) Ne 1107/2009, 3a kowuto
[ocyeTara, IpemByueHM B wieH 8, maparpadu 1 m 2 or Hero,
ca npencrasedu 1o 31 pmekemspu 2013 r,;

0) mpouenypute MO MOIHOBSBAHE HAa OHOOPEHMETO HA AKTUBHO
BeliectB0 B choTBerctBue ¢ uneH 20 or Permament (EO) Ne
1107/2009, 32 KOUTO @OCHMETaTa, IIOCOUeHM B uieH 9 ot
Pernament (EC) Ne 1141/2010 na Kommcusra (%), ca mpen-
crasenn 0o 31 pmekemspu 2013 r.

( OB L 322, 8.12.2010 ., crp. 10.
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Ynen 4

IIpexomHu MepKM 1O OTHOLIEHME HA MPOIETypUTE OTHOCHO
NPOIYKTUTE 33 PAcTUTEITHA 3alIMTa

1. Permament (EC) Ne 545/2011 npombixasa fa ce mpumara Io
OTHOLIEHME Ha IIpOoLEdypuTe IO paspelieHue Ha IIPOHYKTM 3a
pacTHTeNHA 3alIMTa, KaKTO € TMocoueHo B urieH 28 ot Permament(EO)
Ne 1107/2009, npu yciosue ye ChOTBETHOTO 3asiBIIEHUE € TOJAIEHO
npemyt 31 pexkemspyu 2015 T., 1 ye MPOMYKTHT 3a PaCTUTENIHA 3alIUTa
CbIbPKa Hali-MaNKO €JHO aKTMBHO BEWIECTBO, 3a KOETO HOCHMETaTa
VITM [IOMBITHNUTENTHUTE [OCKeTa ca OMIM MpPeNCTaBeHN B CHOTBETCTBHE
C wieH 3.

2. Ypes meporamms ot maparpad 1, or 1 sHyapu 2014 r. 3asBu-
TeZIMTE MOTAaT Ha PellaT [a MPWIIAraT M3MCKBAHMATA 3a IaHHY, YCTa-
HOBEHM B MPUTIOKEHMETO KbM HACTOALIMS PETTIAMEHT. Pemrernero aa
IIPUITAraT Te3M M3UCKBAHMS CE YHOCTOBEpsiBa B IMCMeHa GopMa Ipu
TIOJaBAHETO HA 3asBIICHNMETO U € HEOTMEHSEMO.

Ynen 5
Bnu3aHe B cuila M JaTa Ha NpuiiaraHe

1. Hacrosumar pernameHT BIM3a B CiJla Ha JBaleceTns NeH Cre
meHst Ha my6rukysanero My B Oduyuanen secmnur Ha Esponeiicrus
CB103.

2. 3a mpouenypute 10 TMOTHOBSIBAHE HA OIOOPEHMETO HA AKTUBHM
BEILECTBA, YMITO CPOK Ha omoOpeHme u3tiua Ha 1 sHyapu 2016 r.
WM N0-KbCHO, HACTOSILMAT PeINIaMeHT ce IIpMilara OT MOMeHTa Ha
BIIM3aHETO My B CUIIA.

Ilo oTHOIMEHME Ha BCMYKM OCTaHAIM NPOUEYPU TOWM Ce Npusara oT
1 anyapu 2014 r.

Hacrosmmst PErnaMeHT € 3aIbJIKUTEIIEH B CBOATA LIAVIOCT M CE TIpuilara IpsAKO BbB BCMUKM TbpPKaBU

YJICHKU.

CpcraBeHo B bprokcen na 1 mapr 2013 ronmHa.

3a Komucuama
Ipedcedamen
José Manuel BARROSO
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TTPUITOKEHUE

BBBE[IEHVE

Vndopmauus, kosiTo TpsiOBa 1a ce NPEXOCTaBH, MOJyuaBaHe M MPENCTaBsiHe Ha MHPOPMAIMSATA
1. [penocTaBsiHata MHPOPMALWS OTTOBAPsl HA CIICTHUTE M3MCKBAHMSE:

1.1. MH(])OpMaII]/[ﬂTa € JOCTaTbh4Ha, 3a Ha C€ OLUECHAT ed)nKacnoc*rra 1 NpenBUANMUTE PUCKOBE B HEIIOCPENCTBEHO MUK I10-HAJIEYHO
61>11eu1e, KOMTO OMxa MpOUBTEKIIN OT yrIOTpe6aTa Ha IPOHYyKTa 3a pacTUTEIHA 3alllTa 3a XOparTa, B TOBA YNCIIO YSA3BMMUTE
Ipynu, 3a 2KMBOTHUTE M OKOJIHAaTa Cpena, U CbObpxKa Haii-MaJiko ]/[H(])OpMaLII/[HTa W pesynTaTute OT M3CIIEIBaHUATA,
IIOCOYEHM B HACTOALIOTO ITPUIIOKEHME.

1.2. BxmouBa ce BCSKAKBA MHQOPMAIVS 33 MOTCHIMATHO BPEOHO BB3TEICTBME HA MPOIYKTAd 3a PACTUTENHA 3AlIATA BHPXY
3[PaBeTO HA UYOBEKA ¥ KMBOTHUTE M BBPXY MONMOYBEHMTE BOMM, KAKTO ¥ MO3HATOTO M OYAKBAHOTO KyMYTaTMBHO U
CUHEPIUYHO Bb3JIENCTBYE.

1.3.  Bximousa ce BCsAKakBa MHPOPMALIMS 33 NOTEHIMAHO HEIPUEMITMBO Bb3[ENCTBIE HA MPOMYKTa 3a PACTUTEIIHA 3ALUUTA BbPXY
OKOJIHAaTa Cpefa, PAacTeHMsTa M PACTUTEIIHMTE MPOIYKTH, KAKTO M IO3HATOTO M OYAKBAHOTO KyMYJIaTMBHO M CUHEPIUYHO
Bb3MECTBIE.

1.4, VHpopMaumsTa BKIOYBA BCHUKM 3HAYMMMA IAHHM OT €KCIEPTHO IPOBEpEHATa HAyyHA JIMTEPATYPa OTHOCHO AKTMBHOTO
BEIIECTBO, METAOOIMTUTE, NPOIYKTUTE OT PasrpaxiuaHe WM Peakuuss M MPOLYKTUTE 33 PACTUTENHA 3alIATA, KOUTO
CBIIbPKAT aKTUBHOTO BELIECTBO, M CBBP3aHM CbC CTPAHUYHMTE e(eKTH BbPXY 3[PABETO, OKOJHATA CPENa M HENpPULETHUTE
Buose. [Ipenocrasst ce 0606LIeHNe HA [10COYEHNTE IAHHM.

1.5. MH(I)OpMaLU/I}ITa BKJIIOUBA M IIBIIEH U 663HpMCTpaCTCH TOKJIa[l 3a M3BBPIIECHUTE W3CIIEABAHNSA, KAKTO M TAXHOTO M3Yep-
nareyiHo ommcanue. [locoyeHata ]/IH(I)OpMaLU/[}I HE Ce¢ M3MCKBA, KOraTo € V3IIBIIHEHO €IHO OT CIICHHUTE YCIIOBMA:

a) T HE € H€O6XOJ1V[Ma ropagy €CTeCTBOTO Ha IIPOOYKTa WM MNPEIBUICHUTE 32 HEro BUIIOBE yHOTpe6a, wim He €
HCOﬁXOHV[Ma OT Hay4Ha IJI€[HaA TOYKa;

0) He ¢ BH3MOXKHO MHPOpPMALMATA [a Oble NPEIOCTaBeHa NMOPAfy TEXHMUECKU TPUUMHIL
B TakmBa crydan ce mpenoctass 0G0CHOBKA.

1.6.  Koraro e mpuimoxuMo, MHGOPMALIMATA ce TONyuaBa, KaTo Ce M3IION3BAT METOMMTE 33 M3MUTBAHE, BKIIOUEHU B IOCOYCHUS B
TOYKAa 6 cruchK. [Ipy Jmica Ha TNOIXONALM HACOKM 33 M3IMTBAHE, OQMLMATIHO YTBbPHEHM HAa MEXKIYHAPOOHO MM
HALMOHAIIHO PABHMILE, Ce M3IION3BAT HACOKMTE 33 MBIMTBAHE, NPUETM OT EBPOICHCKMS KOMIETEHTEH OpraH. Beumukm
OTKIIOHEHMs ce ChoOIaBaT 1 00OCHOBABAT.

1.7. MHd)OpMaH]/lS[Ta BKJIIOYBA M3UEPHNATEIIHO ONMCAHMUE HA MBIOJI3BAHUTE METOOM 33 M3IUTBAHE.

1.8.  Koraro e npuioxumo, nuadopmaumsra ce nomydasa B cborsercrsue ¢ Mupektusa 2010/63/EC na EBponeiickus mapiameHt
n Ha Cobera (1).

1.9. MH(])OPM&HI/IHT& BKJIIOUBA CIIMCBK Ha KpaﬁHMTe TOUKM 3a IIPOJAYKTa 3a PACTUTEIIHA 3alluTa.

1.10. MHpopMaumsTa BKITFOUBA MPETIOKEHATA KITACUGUKALIS M ETUKETUPAHE HA MPOLYKTA 33 PACTUTENHA 3aLMTa B CbOTBETCTBIE
¢ Pernament (EO) Ne 1272/2008 wa Esponeiickust napnament u Ha CbBera (%), KOraTo € MPUIIOKUMO.

1.11. Tlo orHoweHyne Ha KOPOPMYJIAHTUTE KOMIIETEHTHUTE OPraHy MOTAT 33 M3MCKAT MHQOPMALVSTA, NPeNBUIIeHa [0 CUylaTa Ha
Pernament (EC) Ne 283/2013 (). Ilpenu na mowckar na ObIaT M3BBPIIEHN HOIBIIHUTEIIHN M3CIIENBAHNS, KOMIETEHTHUTE
OpraHM OLEHsBaT BCUUKYM HAJIMUHY CBEIEHMS, NPENOCTaBeHM B ChOTBETCTBME C JIPYTO 3aKOHOHATeNcTBO Ha Cbro3a.

1.12. VHpopmammsTa, MpemoCTaBeHa 3a MPOOYKTA 3 PACTMTENHA 3aIINMTA, M MHGOPMALILITA, MPETOCTABEHA 3a aKTUBHOTO
BELIECTBO, € JI0CTAThUHa, 3a JIa:

a) C€ B3eME peLICHME Oaiy MPOHYKTHT 3a PACTUTEIIHA 3alllMTa [1a 6'1)[16 paspeiuen, wim He;

0) ce mocoYaT ycIoBUSTA WM OTPAHMYEHWSTA, C KOMTO TpsiOBa [1a ce OOBBPXKE BCSKO paspelleHie;

() OB L 276, 20.10.2010 r., crp. 33.
(3 OB L 353, 31.12.2008 r., crp. 1.
(%) Bx. crpanmia 1 ot Hactosiwst Opoit Ha OduiaTeH BeCTHIK.
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3.1.

3.2.

B) €€ II03BOIIM M3BBPIIBAHETO HA OLECHKA HAa PMCKOBETE B KPAaTKOCPOUEH M TBITOCPOYEH IVIAH 3a HEMPULEITHUTE BUIOBE,
nomynauum, C'bO6HICCTBa 1 Ipouecy;

I) ce OMpemensT ChOTBETHNTE MEPKM 3 IbPBA MOMONI, KaKTO ¥ MOIXOMSIIV AMArHOCTUYHN ¥ TepaneBTUYHI MepKH, KOUTO
Jla ce NpelnpueMar B Cllyyail Ha OTpaBsHE Ha XOpa;

€€ IO3BOMIM OIIEHKA Ha pMUCKa IO OTHOLIEHME Ha OCTpaTa M XpPOHMYHATA €KCIO3NLMSA Ha HOTp€6I/IT€HI/ITe, B TOBA 4MCIIO,
KOrato € IpwjioXNMO, OLEHKAa Ha KyMyJIaTMBHMS DPUCK, NPOU3TMYALL OT €KCIO3MINATA HA IOBEYE OT €IHO aKTMBHO
BEIIECTBO,

=

e) Ce IO3BOJIM OLICHKA Ha OCTpaTa ¥ XpOHMYHATA €KCIO3NLMA Ha OoIepaTopy, pa60THI/IIl]/l, KUTENN " CHy‘{aIZHI/I Jmmna, B TOBa
UICIIO0, KOraTo € NPUIIOKMMO, KyMYJIaTMBHATa €KCIIO3MLMA Ha IOBEYE OT €IHO aKTMBHO BELIECTBO;

}K) €€ J1afe BB3MOXKHOCT J1a C€ HaIlpaBy OLIEHKa OTHOCHO €CTECTBOTO M CTENEHTa Ha PUCKOBETE 3a UOBEKA, KUBOTHUTE
(BI/IIIOBCTC, KOMTO 00MYaliHO ce OTITIEKIAT OT YOBEKa, MIIM IIPOAYKTMBHUTE )K]/[BOTH]/[) VI Ha PUCKOBETE 3a OCTAHAIIUTE
HENMPULETHN BUTIOBE I‘p’bﬁHaqHI/l KNBOTHU;

3) C€ MpeIBUOM PAINPOCTPAHEHMETO, CHUIECTBYBAHETO I IIOBENCHMETO B OKOJIHATa Cpela, KAaKTO M Ha CbOTBETHOTO
NpOTNYAHE BBB BPEMETO;

I/I) C€ OIpEnenAT HENPULETHNTE BUIOBE U IOIyIalyi, 3a KOUTO CBILECTBYBA ONACHOCT OT IIOTEHIMAJIHA E€KCIIO3MLIV;

171) C€ TIO3BOJIM M3BBPIUBAHETO HAa OLIEHKAa Ha BB3IEICTBMETO Ha NpofyKTa 3a pacTUTENIHA 3allUTa BBPXY HENPULETTHNUTE
BUIOBE;

K) C€ OIpEHerAT MEPKUTE, H€O6XOHI/IMI/[ 3a HaMaJIsBaHE OO MMHVMYM Ha 3aMbpCABAHETO Ha OKOIIHATa cpena ¥ Ha Bb3Mel-
CTBMETO BBPXY HENPULETTHUTE BUIOBE,

1) ce KacuQuuMpa NPOIYKTHT 3 PACTUTENHA 3AIUMTA B 3aBUCKMOCT OT HEroBaTa OacHOCT B choTBeTcTMe ¢ Permament (EO)
Ne 1272/2008.

Korato e NpUIOKMUMO, Ce paspa60TBaT VIBIUTBaHVA M JAHHUTE C€ aHaIM3Upar IOCPENCTBOM CBOTBETHUTE CTaTMCTUUYECKU
METOIN.

V3uncrnsBaHeTo Ha eKCIO3UIMATA ce OCHOBaBa Ha HayuH METOIM, KOMTO Ca NMpUETN OT EBpOHCﬁ[CKM}I OpraH 3a 6e30macHOCT
Ha XpaHure (,,OpI‘aH’bT“), KOTaTo TakKyBa Ca HaJIMYHW. V3MON3BaHETO HA MOIBITHUTETHM METOOU Ce 000cHOBaBa.

C U3MCKBAaHMATA, TOCOUEHU B HACTOSIIMS perinaMeHT, c€ OCUrypsiBa MMHMMAJIHOTO KOJIIMYECTBO HAaHHM, KOUTO C€ IIped-
OCTaBAT. HpI/I crnenmanan o0cTosATeNncTBa — Karo ocobeHn METOOM M HAYMHU Ha yHOTp€6a, pa3im4ynnm or 00MKHOBEHO
B3€EMaHUTE MpEnBUI INpu 0]106peHI/ICTO — Morar ga 6’b]IaT HCO6X0]]I/IMI/I JOITBJIHMUTEITHM M3MCKBAHMSA Ha HAUMOHAIITHO
paBHMLIE. O6p1>u1a ce 0coOEHO BHMMaHME Ha ycioBuATa Ha OKOJIHATA Cpela, Ha KIIMMAaTUYHUTE ¥ CEIICKOCTONAHCKUTE
ycioBu, KOrato M3INUTBAHMATA Ca M3TOTBEHU U 0]106pCHI/[ OT KOMIIETCHTHUTE OpPraHu.

Mo6Gpa naboparopna mpakruka (HJIIT)

V3uTBAHMATA M aHANM3MTE Ce W3BBPLIBAT B CHOTBETCTBME C NpuHummuTe, ycraHoseHu B [upektusa 2004/10/EO Ha
Eponeiickust mapnament u Ha CbBeTa (1), KOrato M3NMTBAHETO Ce M3BBPUIBA C LEN NONyYaBaHe HAa JAHHM 3a CBOJCTBA
w33 6e30MIaCHOCTTA 10 OTHOMICHNME HA 3[PABETO HA YOBEKA MM HA KMBOTHUTE MM OKOJHATA Cpelia.

Ypes neporaimst oT Touka 3.1 M3NUTBAHMATA M aHANIM3MTE, M3MCKBAHM CBITIACHO pasfieNl 6, CbOTBETHO OT yacTu A 1 b, Morar
[1a ce M3BBPIIBAT OT OPUUMAIHY WM OPULMATIHO [IPU3HATY ONUTHY J1abOPATOPUM UIIM OPraHM3aLMY, KOUTO OTIOBAPST Hail-
MaJIKO Ha CJIeIHUTE U3MCKBAHMS:

a) MMAT Ha Pa3IoJIOKEHNE [TOCTAThUYEH IO UMUCIIEHOCT HAYUYE€H M TEXHUYECKM MEPCOHAIT € H€O6XOHMMOTO 06pasosaﬂme,
MPaKTUUECKO 06}/116}!]/16, TEXHUYECKM IMO3HAHUSA U OIUT 3a MBIIBJIHCHMETO HAa BH3JIOZKEHUTE UM l‘l)yHKlll/H/l;

0) MMaT Ha pasNoOIOKeHNe MOAXOLIO 000PyIBaHe, KAKBOTO ¢ HEOOXOMMMO 3a IPABVIHOTO M3IBIIHEHNE HA VM3IUTBAHMSTA
¥ VI3MEPBAHMSITA, KOUTO 3asiBSBAT, Y€ CAa KOMIETEHTHU [1a U3BHPIIBAT. ToBa 00OpYHBaHe € MOIIBPKAHO M0 MOIXOMISILL
HAUVH U, KBETO € YMECTHO, ¢ KauOpUpaHo Mpemy IycKaHe B [EJCTBIE ¥ CIIEl TOBA NPY CIa3BaHe Ha IPOrpama, mpuera
3a Tasy LeJ;

B) MMAT Ha PA3MONIOKEHME MOIXOMIIYM OMMTHM IOJeTa M, KOraTo € HEOOXOMMMO, OpaHxKepuu, QuTOKamepy uimm
TOMELLCHS 32 CKIIAJMPAHE; CPENaTa, B KOSTO Ce M3BbpIIBAT M3MMTBAHMSATA, He GMBA [a MPEMNOCTABs HEBAIMIHOCT Ha
pesyiTaTiTe WM 13 Bb3UECTBA HEONArompysTHO Ha M3MCKBAHATA TOYHOCT HA M3MEPBAHMATA;

l') ocurypsiBaT Ha eI CbOTBETEH INEPCOHAIT BCUMYKM paéOTHI/I npouenypu u NpoTOKOIIM, UBIOJI3BAHM IIPU OIUTUTE]

() OB L 50, 20.2.2004 1., ctp. 44.
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3.3.

3.4.

3.4.1.

3.4.2.

4.2.

5.1.

5.2

5.3.

5.4

J:[) KOraTo KOMIIETEHTHMAT OPraH IO M3VCKBA, NPENN 3allOYBAHETO Ha MBMUTBAHE OCUTYPSBAT I/lH(l)OpMaIl]/lf{ 332 MSCTOTO Ha
VIBIINTBAHETO M 33 MIIMUTBAHUTE IPOIOYKTYU 3a PACTUTEIIHA 3alllNTa;

€) Cb37aBaT YCIOBMSI KAYeCTBOTO Ha M3BbpLIBAaHATAa paboTa [a CHOTBETCTBA HA HEHMS Bui, 00OXBar, 0OeM M NpelHa3Ha-
YeHe;

)K) 3aIMCBAT M CbXpaHsABaT BCUMYKM Ha6mo;1e1-mn, M3UNCIIEHNs U NOJIyueHn NaHHU, IPOTOKOIM 3a Kanu6pmpa1-le, KaKTO U
OKOHYATEITHMA IIPOTOKOJI 3a M3IMTBAHETO, 3a Ie€puona, Ipe3 KOITO CbOTBETHUST NpoOyKT € pa3pelleH B [IbpxKasa
YJICHKA.

OduinanHo Npu3HATUTE OMUTHM TAOOPATOPMI Y OPTAHM3ALIAN M, KOTATO Ce M3VMCKBA OT KOMIIETEHTHMTE OpIaHm, oduii-
asTHMTe Ta0OPATOPUI U OPrAHM3ALN:

— JOKJIagBaT Mped CbOTBETHUSA HALMOHAJIEH OpraH LiflaTa I/[H(l)OpMaL[V[ﬂ, HCO6XO]1]/[M21 J1a TIOKaXart, Y€ MOoraT fa yHos-
JIETBOPAT M3MCKBAHVATA, NMPEOBUOECHN IO TOYKA 3.2,

— II03BOJIABAT II0 BCAKO BPEME INPOBEXKITAHETO Ha MHCIEKUMUTE, KOUTO BCAKA ObpKaBa YJIEHKA PEINOBHO OpraHusypa Ha
CBOSL TEPUTOPUA C LIEN J1a Ce IMPOBEPU CHOTBETCTBMETO C M3NCKBAHETO IO TOUKA 3.2.

Upes meporaums or Touka 3.1:

3a aKTUBHM BEIIECTBA, KOMTO C€ CBCTOST OT MUKPOOPraHM3MMU MM BUPYCH, M3NUTBAHMATA ¥ aHAIM3UTE, KOUTO Ce NPABAT C
LeN MOJyYyaBaHe Ha [AHHM 3a TEXHNMTE CBOJCTBA M GE30MACHOCT MO OTHOMIEHME HA ACTEKTH, PA3MYHM OT 3IPABETO HA
YOBEKA, MOTAT [1a Ce MBBBPIUIBAT OT OUIMATHI MM OPUUMATIHO MPU3HATH OIMTHY 7TaGOPATOPHM WITM OPTAHNM3ALIAM, KOUTO
OTTOBAPAT Hali-MaJIkO Ha M3MCKBAaHMATA 10 Touku 3.2 m 3.3.

Bbhpeku ue u3creaBaHusATa, M3BbPLUICHN NPEdM NPUITATAaHETO HA HACTOALMA perfaMeHT, He ChOTBETCTBAT HAIbIIHO Ha
vsyckBanysita 3a [U1I1 ¥ M3MIOM3BAHMTE MOHACTOSIIEM METOMM 33 M3MMTBAHE, Te MOTAaT Ia ObIAT BKIOYEHM B OLCHKATA,
KOTaTO Ce MPUEMAT OT KOMIETEHTHNTE OPraHY KATO HAYYHO BAIMIHIM, C KOETO Ce IPeMaxsa HeoOXOMMMOCTTA MOBTOPHO 14
ce M3BbPIUBAT MBNUTBAHMSA BbPXY XMUBOTHM, MO-CIELMAIHO MO OTHOLIEHME HA KaHUEPOTEHHOCTTA, M TOKCMYHOCTTA 3a
penponykista. [leporaiuisita ce IPUITAra 3a M3CIENBAHUSTA BHPXY BCHYKM TPBOHAYHM KIBOTHIL

MaTepmm 3a M3BbpPIIBaHE HAa M3NMTBAHUATA

C ornen Ha BIMSHMETO, KOETO MPUMECUTE M OPYTUTE ChCTABKM MOTAT [Id OKAXAT BBPXY TOKCMKONOTMYHOTO M EKOTOKCH-
KOJIOTMYHOTO MOBEMEHME, 33 BCAKO IPENOCTABCHO M3CIIEBAHE C¢ MPEICTaBs MONPOOHO OmycaHue (creumdukauys) Ha
M3MON3BaHMsI MaTepyar. V3crenBaHusITa ce M3BbPLIBAT C MPOAYKTA 3a PAacTMTENHA 3allMTA, 33 KOITO Ce MCKa paspelleHHme,
WIM Ce IpUIIAraT MPUHLMIN Ha CBbP3BAHE, HAIp. M3ION3BA CE VM3CIICHBAHE HA MPOIYKT C IHOIOOCH/eKBIMBATICHTEH ChCTaB.
Tpepcrasst ce MOIPOOHO OMMCAHME HA ChCTABA HA MBIION3BAHMS MPOIYKT.

Koraro ce mu3nonssa Marepuan 3a M3BbpLUBAHE HA M3IMTBAHMATA, OCNf3aH C PAIMOAKTUBEH M30TOI, PaIMOAKTUBHUTE
MapKepy ce MOCTABSIT HA MeCTa (eIHO MM HSKOJIKO, aKO € He0OXOINMO), KOMTO YIeCHSIBAT M3yYaBaHETO HA MeTaOOMMTHTE
Tpacera ¥ MBTMIIATA HA MpepabOTKa, KAKTO M M3CICABAHETO HA DA3MpENeNIeHNETO HA AKTMBHOTO BEIIECTBO, HErOBHTE
MeTabOMNTy, TMPOIYKTH OT PeAKLMs WM PAsTpaKiIaHe.

V3nuTBaHUA BBPXY IPHOHAUHM KMBOTHU

N3nutBanust BBPXY Fp’b6Ha‘lHVl KMUBOTHM C€ M3BbPUIBAT CAMO KOraTo HsAMa OpPyrM METOOM C HOKa3aHa [OCTOBEPHOCT.

Cper Bb3MOKHITE aITEPHATHBHM METO[, UMETO M3MON3BAHE CIIEABA 1a Ce pasyiena, ca v Metomute in vitro u in silico. [pu
VBIATBAHNSA in Vivo ce HachpyaBa WM3MON3BAHE HA METONM 3a HAMaslsBaHe M yCHBHPIICHCTBAHE, TaKa Ye Ja ce CBele MO
MUHMMYM OpOST Ha M3ION3BAHMTE NPV M3IMTBAHMSATA KMBOTHM.

HpI/lHHI/IHI/ITC Ha 3aMeCTBAHE, HAaMAJISIBAHE U o0neKyaBaHe Ha U3IONI3BAHETO Ha I‘p’b6Ha‘IHI/I KHMBOTHU CII€IBA A 6’]:HaT B3ETU
TIpenBul Mpy M3roTBSAHETO Ha METONM Ha MBIUTBAHE, MO-CIIEUMATIHO B CIIy4alUTe, KOraTo €€ IOSBABAT IMOOXOMSIIN METOOU C
TI0Ka3aHa NOCTOBEPHOCT, KOUTO Ha 3aMECTAT, HaMallAT WIIN 00IeKYaT MBIUTBAHMATA C KUBOTHIA.

3a 1enuTe Ha HACTOSIIMS perinaMeHT He C€ M3BbpUIBAT MBNMUTBAHMUA, IPU KOUTO AKTMBHOTO BEUICCTBO MIIM IIPOOYKTBT 3a
pacTuTeiiHa 3allnTa MPEJHAMEPEHO Ce Ipuilara BbpXy UYOBEKa MM BbPXY He‘{OBeKOl’[O]I06HI/I npuMmaTu.

l'lopaun CTUYHU c1;06pa>1<e1-u/m paapa60TBaHeT0 Ha MBIUTBAHUA ce OOMUCTIS TPUEKIINBO, KaTO CE€ B3eMaT IPENBuU, Bb3MOXK-
HOCTUTEC 3a 3aMECTBAHE, HAMAJIsIBAHE U o0rneKuaBaHe Ha M3MUTBAHMATA BbPXY 2KMBOTHU. Hanpumep, upes npenBuKiaHe Ha
€oHa MM IOoBeYE [OIBIIHUTENIHM TPyny I10 OTHOWIEHME Ha TO3UTE WM 4Ype3 B3EMaHE Ha KPbBHU HPO6I/I B pasimMyHu
MOMEHTHU OT HAI€HO M3CIIEIBAaHE MOXKE a Ce usberne H€O6XOHVIMOCTT3 OT OpYyro M3cienBaHe.

C mHGOpPMALIIOHHA 1T M C OITIe[l Ha XAPMOHM3ALMSTA CIMCHKBT HA METOMUTE 33 MBMMUTBAHE M HA MOKYMEHTHTE C HACOKM,
KOMTO €a OT 3HAueHye 33 MPIIATAHETO HA HACTOSIAS PeraMeHT, ce myOnvkysa B Oduyuanen eecmnur va Eeponeiicrus
cet03. TO3M CIMCHK PEHOBHO Ce aKTyanm3upa.
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2.8.5.2.

2.8.5.3.

2.8.5.4.

2.9.

2.10.

YACT A
XMUMMYECKU IMPOOYKTU 3A PACTUTEITHA 3AIIVUTA

CBIbP2KAHME

Hdenmuunocm na npoc)ynma 34 pacmumenta 3aujuma
3asiBuTen
IIpousBomuTen Ha NMpOOyKTa 3a PacTUTE/IHA 3alUMTA M HA aKTMBHUTE BELIECTBA

TbProBCKO HaMMEHOBAHME WM MPEIOKEHO ThPTOBCKO HAMMEHOBAHME M KOJOB HOMeP Ha pa3paboTKaTa IO HOMeH-
KIIaTypaTa Ha IPOM3BOIMTENIS, aKO € NOAXOISIIO

Tonpo6Ha KoNMyecTBeHa M KauecTBeHa MH(OPMAlMs 3 ChCTaBa Ha MPOMYKTA 3a PACTUTENHA 3alUTA
ChCTaB Ha TIPOIYKTA 3a PACTUTENHA 3ALIATA

VH{opMaumst 3a aKTMBHUTE BELLECTBA

VIH{opMaumst 3a aHTUIOTH, CUHEPIUCTH M KOQOPMYIIAHTU

Bun v KON Ha MPOIyKTa 3a PacTUTENHA 3alIUTA

Qynxuns

Qusuunu, xumuunu u mexnuuecru ceoticmea Ha npodynma 34 pacmumenna sawuma
BbHieH Bum
B3puBHM M OKMCIIUTENTHM CBOJCTBA
3anajMMocT 1 COCOOHOCT 33 caMo3arpsiBaHe
KucenmmHHOCT, ankamHocT 1 croitHocT Ha pH
Bucko3uTeT 1 MOBBLPXHOCTHO HalpexeHue
OTHOCUTENTHA TUTBTHOCT M HACUITHA TUTBTHOCT

CrabuiHoct npu CbXpaHCHME M CPOK Ha TOIHOCT: BB3IIEICTBIE Ha TEMIIEpATypaTa BbpPXY TEXHUYECCKUTE XapakTe-
PUCTMKM Ha NPOOYKTa 3a PACTUTEIHA 3alllnTa

Texnmuecky XapakTepuCTMKM Ha HPOMYKTA 33 PAaCTUTENIHA 3allUTa

YMoKpseMocT

O6pasyBaHe Ha TpaitHa ISHA

TMoTeHuman 3a 06pasyBaHe Ha CYCNeH3Ms, CIOHTAHHOCT HA IMCIEPCHATA M CTAOMIIHOCT Ha NMUCIEPCHATA CHCTEMa
CreneH Ha pasTBapsHe M CTAOMIIHOCT Ha Pa3TBOpa

3bpHOMETPUYEH ChCTaB, ChIbPXKAHME HA MPaX, M3HOCBAHE M MEXaHMYHA YCTOMYMBOCT
3bpPHOMETPMUEH CBCTaB

CbabpxKaHMe Ha Mpax

VisHocBane

TebpocT 1 wsnocT

Crioco6HOCT 3a eMyIrMpaHe, CIOCOGHOCT 3a PeeMyNTupaHe, CTAOMITHOCT Ha eMyJICHsTa
TewnnBocT, CUITIMBOCT ¥ NPUIOTHOCT 33 M3ION3BaHE KATO Mpax

(QusnyHa M XuMMUHA CHBMECTMMOCT C [PyrM HPOIYKTH, BKIIOUMTENIHO C TPONYKTH 33 PaCTUTENHA 3allMTa,
ChBMECTHATA YIOTpeda ¢ KOMTO MOMIEKM Ha paspellieHye

[punensane u pasnpefiesieHne 1o cemeHara

Hpyru uscnensanus
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PA3[IE]T 3.

3.1.
3.2.
3.3.
3.4.
3.5.
3.6.
3.7.

3.8.

PA3[IEIT 4.

4.1.
4.2.
4.3.
4.4.
4.5.
4.5.1.
4.5.2.

PA3[IE]T 5.

5.1.

5.2.

PA3[IE]T 6.

6.1.

6.2.

6.3.

6.4.

6.4.1.

6.4.2.

6.4.3.

6.4.4.

6.4.5.

6.5.

6.5.1.

Hanuu 3a npuaaezanemo

Ipensunena obmact Ha ynorpeba

BuapeiicTBIe BbPXy BpelHNTE OPIAHM3MIL

TMompoGHocTH 3a MpedBIKIaHATe yOTpeOa

[IpyraraHo KONNYECTBO M KOHIEHTPAINS HA AKTMBHOTO BELIECTBO
Meron Ha npunarane

Bpoit u rpadyk Ha nmpuimaraHmsATa M TPONBIIKMTENHOCT HA 3aLITATA

HeoOxommmu nepvoiym Ha M34aKBaHe MIM APYTM NPENNa3HU MepKM, 3a 1a ce u30erHe QUTOTOKCHYHO Bb3IEiCTBUE
BBPXY CIIEBAIM KYIITypU

Ipemwiaranyt ykasaHus 3a ynorpeba

Tonsanumenna unpopmayud 3a npodyrma 3a pacmummenta auguma
[Tperma3Hy MHTEPBAIM U IPYTM MepKH, HeoOXONMMI 33 3aLIMTA HA YOBEKA, XKMBOTHUTE M OKOJHATA Cpefa
[IpenopbuBaHy METOIM ¥ NPENNa3HU MEPKY
CrieluHy MepKM B Ciyyail Ha 3/10I0NIyKa
OnakoBKa, CbBMECTUMOCT Ha NpOIyKTa 3a PAaCTUTEIIHA 3allMTa C MPEIJIOXKEHUTE MaTepuanm 3a OIaKOBKa
ﬂpouenypm 34 YHUIIOKaBaHE U 06e35pe>|<11aHe Ha IPOHYyKTa 3a PACTUTEIIHA 3aIUNTA VI ONAKOBKUTE, M3IOJI3BAHN 34 HETO
[Ipouenmypn 3a HeyTpanmsaums
KonTpormpano usrapsme

Anaaumuunu memoou

BobBeneHne

Merouu, KouTo ce M3MON3BAT 3a IOJyYaBaHe HA JAHHM IIPElM MOJyYaBAHETO HA paspelleHye

MeTonm 3a aHanu3 Ha MPOMIYKTa 3a PAacTUTENIHA 3allUTa

Meronu 3a onpefensiHe Ha OCTATbYHNUTE BELIECTBA

Meromy, M3NON3BAHM 32 LeNUTe HA KOHTPONIA M HAOJIONEHMETO CIlell M3[ABaHE Ha paspelieHue
Iannu 3a epuractocmma

Bobeenenne

[penBapurenuy M3MUTBAHMS

V3nurBane Ha eduKacHOCTTA

Vndopmariyst 3a nosiBata MM Bb3MOXKHATA MOSIBA HA PE3UCTEHTHOCT

HebrnaronpustHo Bb3[eliCTBIE BbPXY TPETUPAHNUTE KyITypu

(uroToKCMUHOCT CIIPSIMO IPULEIHM PACTEHMs (BKIFOUMTEIHO PAsiMUHI COPTOBE) MII CIIPSIMO IIPULEIHI PACTUTETHN
TIPOIYKTH

Bu3jielicTBie BbPXY NOOMBUTE OT TPETMPAHM PACTEHMS WIM PACTUTEIHM MPOLYKTH

BoapeicTBue BbpXy KauecTBOTO HA PAacTeHMATA WM PACTUTENHUTE HPOMyKTU

Bu3peiicTBye BbpXy MpolecuTe Ha TpaHCHOPMALIS

BrnsiHue BbPXY TpeTMpAaHM PacTeHMs MIIM PacTUTENIHM MPONYKTH, NPeHA3HAYEHM 33 Pa3MHOXKaBaHe
Habrmioneryst 3a ciyyay Ha IPYTo HEXKEIAHO MM HEMPEIBMICHO CTPAHMYHO BB3IEHCTBHE

BrinsiHue BbPXY CremBamy KynTypu

BrimsiHue BbPXY IPYTM pacTeHus, BKIIIOUMTENHO CHCEMHM KyITypu

BoanieicTBue BHPXY MOJE3HM UM [PYTY HENPUUETHM OPraHU3Mu
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PA3JIEIT 7. Torcuronozuunu uscnredéanud

Boaenenne
7.1. Octpa TOKCHYHOCT
7.1.1. TokcuunocT 11py 1npUeMaHe npes ycrara
7.1.2. TokcuunocT py IpOHMKBaHE Ipe3 KOXKaTa
7.1.3. TokcnyHOCT Mpy BAMLIBAHE
7.1.4. HpasHeHe Ha Koxkara
7.1.5. HpasHene Ha ounte
7.1.6. Cen3nbOmm3auns Ha Koxara
7.1.7. HObIIHNTENHN U3CTIENBAHNS Ha TPOIYKTA 3a PACTUTENHA 3alIMTa
7.1.8. TOMBIIHUTENIHN M3CTIENBAHNS 33 KOMOMHALMM OT NPOIYKTY 33 PACTUTEIIHA 3ALIMTA
7.2. JlaHHM 32 eKCIO3MUIMATA
7.2.1. Excriosuums Ha oneparopa
7.2.1.1.  OueHka Ha eKCIO3MIMSATA Ha ONepaTopa
7.2.1.2.  VamepBaHe Ha eKCIO3MLMATA HA OIepaTopa
7.2.2. Excriosuumsa Ha cryvaiiny nuua u KnTenm
7.2.2.1.  OueHka Ha €KCNO3MUMATA HA CIyYailHM JIMLA U KUTEIN
7.2.2.2.  W3mepsaHe Ha €KCNO3MLMATA HA CITyYaiiHU JIMUA M KUTENN
7.2.3. Excriosutyst Ha paGoTHMLMTE
7.2.3.1.  OleHKa Ha eKCIIO3MLMATA Ha pabOTHMIMTE
7.2.3.2.  V3mepBaHe Ha €KCIO3MUMSATA Ha pabOTHMLMTE
7.3. Abcopbums oT Koxara
7.4. HanuuHy TOKCUKOJNOIMYHY [IaHHY, OTHACSLIM Ce 110 KOGOPMyIIaHTUTE

PA3JIIETT 8. Ocmamsutu eewjecmea é mpemupany npodyrmu, xpana u Qypasku uau éspxy marued

PA3LIEI1 9.  Coujecmeyeatie u niosederue 6 OROAHAMA cpedd

Boeenenue
9.1. CpliecTByBaHe 1 MOBEEHME B MOYBATa
9.1.1. CKOpOoCT Ha pasrpaxpaHe B IOYBaTa

9.1.1.1.  JlaGopatopHu M3CrefBaHUs
9.1.1.2.  Tlonesu m3crnegBaHus
9.1.1.2.1. WscnegsaHus Ha pasnanaHeTo B Mousarta

9.1.1.2.2. MUscnenpaHus Ha HATPYNBAHETO B IIOYBATA

9.1.2. MobusHocT B mousara

9.1.2.1.  IlabopaTopHM M3CIIEOBAHUS

9.1.2.2.  JlusuMeTpUuHM M3CIIENBAHNS

9.1.2.3.  TloneBu mscrneaBaHyus 3a M3BIIMYAHE

9.1.3. OueHka Ha KOHUEHTPaUMMUTE B I0YBATA

9.2. CblileCTBYBaHe 1 IOBEJEHMe BbB BOJATA M OTNIAraHusTa

9.2.1. AepoGHa MUHEpanM3alms B MOBbPXHOCTHU BOJIM
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9.2.4.1.

9.2.4.2.

9.2.5.

9.3.

9.3.1.

9.4.

VacrienBate Ha CICTEMATa BOTA[OTIATAHILS

VacrienBate Ha cucTeMara oObueHa BOJIA/OTIIATAHIS

OlieHKa Ha KOHUEHTPaUMuTe B HONIOYBEHNUTE BOIM

V3umcrisiBaHe Ha KOHLEHTPALMUTE B MONNOYBEHMUTE BOLM

TTOIBITHUTEIIHN TONIEBY M3IUTBAHMS

OlieHKa Ha KOHUEHTPAUMUTe B HOBbPXHOCTHNUTE BOIM M B OTIAraHUsTa
ChbllecTByBaHe U TOBETCHME BbB Bb3IyXa

Haumn u cKOpoCT Ha pasrpaxkuaHe BbB Bb3IyXa M IPEHAacsHE IO BB3IyXa

OreHka Ha KOHLEHTpalUMUTE IIpY OPYIM HaYMHU Ha €KCIO3UIMA

PA3MIEJT 10. Eromorcuronozuuny uscaedéanud

10.1.

10.1.1.

10.1.1.1.

10.1.1.2.

10.1.2.

10.1.2.1.

10.1.2.2.

10.1.3.

10.2.

10.2.1.

10.2.2.

10.2.3.

10.3.

10.3.1.

10.3.1.1.

10.3.1.1.1.

10.3.1.1.2.

10.3.1.2.

10.3.1.3.

10.3.1.4.

10.3.1.5.

10.3.1.6.

10.3.2.

10.3.2.1.

Boaenerne

BrareiicTBie BbPXy NTHLM ¥ IPYTH CYXO3EMHM TPBOHAYHM XKUBOTHN

BuapeiicTeue BbpXy HTUIM

OcTpa TOKCMYHOCT TpM NpMeMaHe IIpe3 ycTaTa Ipy NTULM

HaxHyu OT crieBall €Tan Ha M3CIENBAHMATA BHPXY ITULIMA

BuajieficTBIe BHPXY CYXO3eMHM [PBOHAYHM KMBOTHM, Pa3U4HM OT NTULIMATE

OcTpa TOKCUYHOCT [IPU MpMEMaHe Mpe3 ycTata mpu 0o3aiHuLm

TaHHY OT CIIeHBAlMsl €Tall HAa M3CIICNBAHMSATA BHPXY OO3aitHUIM

Bu3jieicTBIe BbPXY IMBY CYXO3eMHM IPBHOHAYHM XKMUBOTHU (BIIEUyTHM M 3eMHOBOIHM)
Bn3pelicTsue BbpXy BOIHM OpIaHU3MU

Octpa TOKCMYHOCT mpy puba 1 BogHM Ge3rpbOHAYHNM WIN Bb3HEHCTBIE BbPXY BOZOPACIN M BOTHYM MAKPOQUTH

HOH'I)HHI/[TEHHI/I M3CIeBanuA BbpPXYy HOBIITOCPOYHATA M XPOHMYHATA TOKCUMYHOCT IIpU pM6a, BOITHU 663rp176Ha‘{HI/I u
2KMBeCIM B CEOMMEHTa OpraHU3Mun

TIOIbITHUTENIHY M3NUTBAHMS BbPXY BOITHM OPTaHU3MM

BhaneiicTBIe BHPXY UIIEHECTOHOTH

BpapeiicTBIe BHPXY IUEH

OcTpa TOKCMYHOCT NpY MUeNu

OcTpa TOKCHYHOCT TIpY TIpUeMaHe Ipe3 ycTata

OcTpa KOHTaKTHAa TOKCUYHOCT

XpOHMYHA TOKCUYHOCT MPM MUeNyt

BhaneiicTBue BHPXY Pa3BUTMETO HA IUETMTE M BbPXY IPYTUTE KM3HEHV CTAIMM Ha ITYenuTe
CybrneranHo Bb3elicTBIE

VanmuTBaHNus B KIeTKa M TyHeI

Tlonesn M3NUTBAHMSA C TMYEH

BrnsiHne BHPXY HENPUIETHN WIEHECTOHOTHU, PAsTMYHM OT IUeNuTe

CTaH]IaPTHV[ na6opaTopH14 U3IMUTBAHMA 110 OTHOLICHNME HA HEULEJICBUTE UJICHECTOHOTU
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10.3.2.2.

10.3.2.3.

10.3.2.4.

10.3.2.5.

10.4.

10.4.1.

10.4.1.1.

10.4.1.2.

10.4.2.

10.4.2.1.

10.4.2.2.

10.5.

10.6.

10.6.1.

10.6.2.

10.6.3.

10.6.4.

10.7.

10.8.

Pasmnpeﬂm na60paT0pHM VIBIINTBAHNA, U3CIIENBAHNS CbC CTAPM OCTATBYHM BELIECTBA 110 OTHOLIEHME Ha HENPULETTHUTE
YJIEHECTOHOIU

Tonynosnesn M3CIeIBaHMS 110 OTHOLICHYE HA HENPULIETHUTE WICHECTOHOTH
TToneBy M3CIENBaHNS 10 OTHOUICHNE HA HEMPULENHNUTE YIICHECTOHOIN
Hpyry HauMHM HA eKCIO3NUMS HA HENPULENTHNUTE YIEHECTOHOIN

BrimsiHMe BHpXy IOUBEHATA HENPUIENHA Me30- M MakpodayHa

3eMHI yepBen

Cy0uietarHO Bb3NEICTBIE BHPXY 3CMHM UepBent

TloneBy m3CIeBaHNS 10 OTHOLICHNME HA 3CMHMU YepBen

BiinsiHye BbpXy MOUBEHATA HENPULENHA Me30- M MakpoayHa (pasiuHa OT 3eMHH 4epBen)
Vi3nuTBaHMs Ha PaBHMILETO HA BMIOBETE

V3nuTBaHMs Ha CrelBaul eTarl

B3nelicTBie BbPXY MpeoOpasyBaHETO Ha a30Ta B IOYBATA

BbanieiicTBIE BHPXY CYXO3CMHMUTE HENPUUCIHM BUCIIN PACTCHUS
O6061eHN JaHHM OT CKPMHMHIOBHTE VM3CIIeIBAHILS

V3nuTBaHe BHPXY HEMPULETHU PACTEHMS

Pazimpenn 1a00paTOpHN U3CIENBAHMS BbPXY HENPULETHN PACcTeHUs
[lonymonesy 1 MOMEBN M3IUTBAHMS BbPXY HENPULEIHN PACTEHMs
Bh3nelicTBie BHPXY LpyIVM Cyxo3eMHM opraHusmu (¢propa um QayHa)

Hauxy ot HaOmopeHue

PA3JIEIT 11. [daunu om aumepamypama

PA3MIETT 12. Knaacupurauyua u emuremupane

PA3[IE]T 1

Mdenmuunocm Ha npodyrma 34 pacmumenna saujuma

[lopasaxata I/IH(I)OpMaHI/[H € JOCTaThYHa 3a TOYHOTO M]IeHT]/l(l)I/I]_[I/lpaHe Ha NpoOykKTa 3a paCTUTEIIHA 3alUTA U 3a ONPENCIIAHETO MY
II0 OTHOLICHME Ha HErosaTa CHeHMfl)I/IKaH]/ISI M €CTECTBO.

1.1.

1.2.

1.3.

3asiBuTen

[IpencraBsT ce HaMMEHOBAHMETO M ANPECHT HA 3asIBUTENS, KAKTO M MMe, [UTBKHOCT, TeeGOHEH HOMep, ajpec Ha
€/IeKTPOHHA 1101, HOMep Ha (aKC Ha JMIe 3a KOHTAKT.

HPOMSBOJIMTCH Ha NMpPOJYKTa 3a pacTUTEIIHa 3allUTa M Ha aKTMBHMTE BeLIeCTBa

TocousaT ce HAMMEHOBAHMETO ¥ AJPECHT Ha IPOM3BONMTENIS HA MPOIYKTA 33 PACTUTEIIHA 3AUIMTA U Ha BCSIKO AKTUBHO
BCLLECTBO, BKIIIOYCHO B ChCTABa My, KaKTO M HAMMECHOBAHMETO M afipechT Ha BCSKO MPOM3BONCTBEHO NPEHIpUSATIE,
KBIIETO Ce NMPOM3BEXIAT IPOIYKTDT 38 PACTUTEIIHA 3AlMTA I AKTMBHOTO BellecTBO. [Tocousa ce muue 3a KOHTAKT (1Me,
TeneOHEH HOMEp, alpec Ha eNEKTPOHHA IOla M HOMep Ha (akc).

AKO aKTMBHOTO BEILIECTBO € C IIPOM3XOI OT NPOM3BOIMTEN, OT KOTOTO IIO-PAHO HE Ca IOJydyaBaHM IAHHU B ChOT-
serctse ¢ Perament (EC) Ne 2832013, ce nonasar JaHHHM, KOUTO [a YIOBIIETBOPSAT MOCOYCHUTE M3MUCKBAHMS, 33 [
Ce YCTaHOBY EKBMBAJICHTHOCTTA Ha aKTMBHOTO BELIECTBO.

T’pr‘OBCKO HalIM€HOBaHM€ WIN NPENI0OKEHO ThbProBCKO HaMEHOBaHE€ U KOIOB HOMEp Ha paapa60TKaTa
110 HOMEHKJ/IaTypaTa Ha NPOU3BOOUTENS, aKO € NOJAXOIsALI0

[IpenocTapAT ce BCMUKM NPEOMIIHN M TEKYWIM ThPTOBCKY HaMMEHOBaHNs, TIPEUIOKEHNTE ThPTOBCKY HaMMEHOBAHMUS U
KOJIOBUTE HOMepa Ha pa3pabOTKaTa Ha NPOIYKTa 3a PACTMTEIHA 3aIUMTA. AKO THPIOBCKMTE HAMMEHOBAHMS M ChHOT-
BETHMTE MM KOJIOBM HOMepa Ce NPWIIAraT 3a CXOIHM, HO Pa3iMuHM MPOMYKTM 33 PACTUTENIHA 3alIMTA, CE NPENOCTaBs
ITbTHA MHQOPMALILS 3 PA3MMKHTE MEXIY TsX. [IpeoKeHOTO THPTOBCKO HAMMEHOBAHNE € TAKOBA, Ue He MPEIU3BIKBA
00bpKBaHe C THPTOBCKOTO HAMMEHOBAHME HA Beue Pa3pelleHy MPOIYKTH 33 PACTMTENIHA 3aumTa. Beeku KOmoB HoMep
OTroBaps Ha €MH-eIMHCTBEH MPOMYKT 33 PAacTUTEIIHA 3allATa.
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1.4.
1.4.1.

1.4.2.

1.4.3.

Monpo6Ha KomMuecTBeHa M KayecTBeHa MHPOPMALMs 32 ChCTAaBa HA MPOAYKTA 33 PACTUTENTHA 3aLIMTA
Cocmag Ha MPOOyRMA 3a. PACMUMEHA 3aUUMa

3a NPOOYKTUTE 3a PACTUTEIIHA 3alUTa C€ IOCOYBa CIIeHATa I/[H(])OpMaLII/[HZ

— CbIbPKAHMETO HA TEXHUYECKUTE AKTMBHU BELIECTBA (B’bB OCHOBa Ha oOmpefereHara MUHMMaIHa ‘lVICTOTa),
005BEHOTO CbIbpXKaHME Ha YVMCTM AKTVBHM BELIECTBA M, KOraTo € MPUIOXKUMO, CbOTBETHOTO ChObpXKaHME Ha
BApMAHTUTE Ha AKTMBHUTC BELICCTBA (Hanp. comm n eCTCpI/I),

— CBABPXKAHMETO HA AHTUIOTH, CUHEPTVICTH M KOGOPMYIIAHTH,
— KOTaTo € yMeCTHO, MaKCMMAJIHOTO ChIbPKaHME HA ChUICCTBEHUTE OHEUMCTBAHMS.

OcBeH 06WIOTO ChIbPKAHME HA AKTMBHO BEIIECTBO, NPV MPOIYKTH 3a PACTMTEIIHA 3aLIMTA ChC 3a0aBEHO MM KOHTPO-
JIMPaHO 0cBOOOKNIABAHe (HAmp. Karcynoanyu cycrensuy, ,KC) ce mocodsa ChIbpXKaHMETO Ha CBOGOMHOTO (HeKarcy-
JIOBAHOTO) M HA KAICYTIOBAHOTO AKTMBHO BEWIECTBO, KAKTO JM CKOPOCTTa Ha 0cBOGOXKIaBaHe. KbIeTo € Bh3MOKHO,
V3M0TI3BAT CE METOIMTE Ha AHATMTUYEH CHBET 33 MEXKIyHApomHO chrpymHirdectso no nectummre (CIPAC). Ako ce
M3IONI3BA AIITEPHATIBEH METOM, TOBA ce 0OOCHOBABA OT 3asBUTENS M Ce MPENCTaBsi NMOIPOOHO OMICAHME HA M3IONI-
3BaHaTa METOIOJIOIMA.

KOHHeHTp&LlI/[ﬂTa Ha BCSAKO AKTMBHO BEUIECTBO CE€ M3pasdABa, KAKTO CIIENBA:

— 3 TBBPIM BELIECTBA, AEPO3ONIH, JIETVIMBY TEYHOCTH (MAKCMMATIHA TOUKA Ha Kumere 50 °C) MM BUCKO3HY TEYHOCTH
(monHa rparmua 1 Pa.s npu 20 °C) — B ternosuu % u B g/kg;

— 3a npyrn $opmynawym noy; popMara Ha TedHoct[ren — B TeryiosHun % u gfl;
— 3a rasope — B 00eMHM % ¥ TerIoBHU %.

Vindopmayus 3a armugHume geujecmsa

3a aKTUBHMTE BEIIECTBA CE HPEIOCTABS TSAXHOTO OOILIONPUETO HauMmeHOBaHMe 1o ISO MM NPEIOKEHOTO HamMe-
nopanme 1o ISO, kakro u nomepsT no CIPAC u, KOraTo ChlIeCTBYBaT, HOMepaTa MM IO HOMEHKIATypaTa Ha
Eporneiickata komucust (EC). Korato e mpmioxumo, mocousa ce eCTeCTBOTO Ha HalM4HATa COJI, €cTep, aHMOH WIIN
KaTUOH.

Vingopmayua 3a anmudomu, cunepzucmu u ROGOpMyAGHMU

K'bIeTo € Bb3MOXKHO, aHTUIOTHTE, CHHEPIUCTUTE M KOPOPMYIIAHTUTE Ce MICHTUPUIUMPAT C TAXHOTO XMMMUYHO HaMMe-
HOBAHME, TOCOYEHO B YacT 3 ot npuoxkenne VI kbM Perament (EO) Ne 1272/2008 Ha Eponeiickus mapnameHT u
Ha CbBeTa, MM — aKO TO He € BKIIIOUEHO B IIOCOYEHMS PEIIAMEHT — C HaMMEHOBAHMETO MM B CHOTBETCTBUE C
HOMCHKJIATypaTa Ha MeX/IyHaponHus Cbro3 mo umcra u mpwioxua xumus) (IUPAC) u ¢ tasu Ha Crayxbara 3a
xumnunn uugeken (CA). Tlocousa ce TsXHaTa CTPYKTYpHa QOpMyna. 3a BCSKA ChCTABKA HA aHTMIOTHTE, CHHEPTUCTUTE
u KodopmymnanTute ce nocousa chorserHusT Homep EC m tosu Ha CiyxGara 3a xummunn nupekcu (CAS), korato
TaKMBa ChLIECTBYBAT. 33 KOGOPMYIIAHTHUTE, KOMTO €4 CMECH, Ce 1T0COUBA ChCTaBbT. Koraro mpemocraseHara nuGopMaLms
HE MO3BOJISIBA AHTUIOTBT, CHHEPIMCTHT WM KOPOPMYNAHTBT [ Ce MICHTUPUIMPA HAMBIIHO, Ce MPENOCTaBsi ChOT-
BeTHaTa creundukaiist. [locousa ce THProBCKOTO HAMMEHOBAHNE, KOTaTO MMa Takosa. B choTBercTBue ¢ wieH 31 or
Pernament (EO) Ne 1907/2006 Ha Eponerickus mapnament 1 Ha CbBera (1) ce IpenocTssT MHGOPMALMOHHM JIACTOBE
3a OesoracHocT. Te ce MOMIBPKAT aKTyalTHM M ChoOpaseHM ¢ Ipyru pasnopenOu Ha Cbrosa.

YTouHsBa ce QYHKIUMATA HA KOPOPMYMAHTHTE, KATO ce M30Mpa OT M3OPOEHOTO MO-IOMy:

a) mpuIenuTen;

0) aHTUIEHOOOPA3yBALLO BELIECTBO;

B) aHTUpU3;

T) CBBP3BALIO BEIIECTBO;

n) Gydep;

€) Hocurer;

k) 0beammpucuTers;

3) IMCTIEPIMPALIO BELIECTBO;

M) OLBETUTETT

() OB L 396, 30.12.2006 r., ctp. 1.
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1.5.

1.6.

i) eMeTHK;
K) eMyIraTop;
1) Top;

M) KOHCEPBAHT;

z

apOMaTU3aTop;

=]
=

APOMATHO BELIECTBO;

=
=

TIPOIIENIAHT;

=

peIIeNieHT;
C) pasTBOpUTET;
T) CTAOMIM3MPALIO BEIIECTBO;

CI'bCTABALIO BELIECTBO;

=

¢) Hamokpurer;

=

IIPYTo (IOCOuBa Ce OT IPOM3BOIMTENLS).
Ilpercrasst ce omucaHue Ha Ipoleca Ha M3paboTKa Ha (opMyraumsTa.

Bun u Koj Ha NpoOIyKTa 3a PacTUTENTHA 3allyTa

BugsT 1 KONBT Ha IPOIyKTa 3a PAcTUTEIHA 3aUIMTa Ce ONPEHeNAT B CHOTBETCTBME C IOCIEOHOTO M3[IAHME Ha
,PHKOBOIICTBOTO 3a paspaboTka u ynotpeba Ha cremydukaumy 3a nectvmm Ha AO u C30, M3roTBEHO OT yuact-
muiyte B ChBmectHata cpema Ha PAO/C30 no cneumdukammre Ha nectummute (JMPS).

Koraro manex NPOHYKT 3a pACTUTENIHA 3allMTa HE € TOUHO OIPEHEIIEH B Ta3M l'[y6J'IV[K&LlMH, C€ IpENCTaBs IIbJIIHO
OIMCAaHME Ha HETrOBOTO d)MSMlleCKO €CTECTBO VM arperaTHo ChCTOSIHME, 3a€[IHO C IPEMJIOKEHME 33 MMOOXOIALIO ONycaHue
Ha BuOa Ha INPOHYKTa 3a PacCTUTEIHA 3allliTa U IPEIIOKEHUE 32 HETOBOTO OIPENEIICHME.

Qynkuns

YrounsiBa ce QyHKUMSATA, KaTO ce u3bMpa OT M3OpOEHUTE M0-I10IY:
a) aKapuuu;

0) Gakrepuumi;

B) QyHrmm;

1) xepOuuup;

M) MHCEKTULINIL

€) MOIYCKOLMI;

K) HEMaTULINIT;

3) perynaTop Ha pacTexa Ha pacTeHNSATa;

U) perenexT;

1) popeHTHLMH;

K) CUTHAJTHO BEILECTBO;

1) 33 YHMIOXKaBaHe Ha KbPTULM (TONMLMI);
M) BUpPYCOLML;

H) Apyro (OCoYBa ce OT 3asBUTEIIS).
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[TocouBa ce /10 KakBa CTeleH NPOIYKTUTE 3a PACTUTEIIHA 3alIUTa, UMETO 0]106p€HI/I€ € TIOMCKAaHO, OTIOBapAT Ha CbOTBETHUTE

PA3[IE]I 2

(Du3uuuu, XUMUUHU U MexHUUecRU cé0iicmea Ha npodykma 34 pacmumenna 3auuma

cneundukamn Ha (QAO/C30. BesikO OTKIIOHEHME OT IOCOUEHNMTe CHeLMPUKALMM Ce OMicBa NOIPOOHO 1 ce 00OCHOBaBa OT

3aSIBUTETIS.

2.1.

2.2

2.3.

2.4.

2.5.

2.6.

2.7.

BbHIeHn Bup

Tlpecrass ce OmucaHue Ha LBETA M (QU3MUECKOTO CHCTOSHME Ha NPOIYKTA 33 PACTUTENHA 3alliTA.

BSPMBHM UM OKMCIIMTETHU CBOVICTBA

Onpepenar ce 1 ce OTYNTAT B3PUBHUTE U OKMUCIIMTEIHUTE CBOJCTBA HA IPONYKTa 3a pacTuTelHa 3ammra. [Ipuema ce
HampaseHa Bb3 OCHOBA HA CTPYKTypaTa TeOPETMYHATAa OLEHKA, aKO Ts YHOBIETBOpsiBA KpUTepuuTe, MOCOUEHM B
npuinoxenne 6 kbM ,JIpemopbky 3a mpepo3a Ha ONACHM TOBAapM: PBKOBOACTBO 3a M3MMTBAHMS M KpuTepunm®“ Ha
Opranusauysira Ha obemyHennte Hatmu (7).

3ananuMocT M crniocobHoCT 3a caMo3arpsiBaHe

Onpenens ce u ce mocouBa TeMIepaTypata Ha Bb3IUIAMEHsBAHE HA TEUHOCTUTE, KOUTO ChIbPXKAT 3allajlMMi PasTBO-
purter. Omperernsi ce M ce NOCOYBA 3aMANMUMOCTTA Ha TBBPIUTE M ra3000pa3HuMTE MPOIYKTH 3a PACTUTENIHA 3AIIUTA.
Ilpyema ce HampaBeHa Bb3 OCHOBA HA CTPYKTypaTa TeOpETMYHATA OLCHKA, aKO TS YHOBJIETBOpPSBA KpUTEpUITE,
1I0COYEHM B Ipuiioxenue 6 KbM ,lIpemopbkm 3a npeBo3a Ha OIACHM TOBAPM: PBKOBOLICTBO 3a MBIMTBAHMA M
kputepuu“ Ha OpraHusaumsita Ha OOCIMHEHUTE HALMML.

Onpenenﬂ Ce 1 C¢ OTUUTa CAMOBB3INIAMCHUMOCTTA.

KucenmHHOCT, aJIKATHOCT M CTOMHOCT Ha pH

an/I NpoOyKTM 3a paCTUTEITHA 3allMTa Ha BOJHA OCHOBA CE€ OIpPEOeENd ce U OT4YUTa CTOMHOCTTa Ha pH Ha 4YNUCTUA
NPOIOYKT 3a pacTUTEIIHA 3alllMTa.

l'[pl/{ TB'bp]]I/I l'lpOJ],yKTI/l 3a paCTI/lTeHHa 3alInTa, KakKTo " l'lpI/I MIIN TEUHU l'[pOlIyKTl/l 3a paCTV[TeHHa 3aluTa, KOUTO HE ca
Ha BOJIHA OCHOBA, ¥ KOWTO Ce NPUIIAraT KaTo BONEH PasTBOP, ce ONpefelisi Cé M OTYMTA CTOIHOCTTa Ha pH Ha pastsop
¢ KOHILeHTpaums oT 1 % Ha MpolyKTa 3a PacTUTENHA 3alyTa.

IIpy mpomyKT! 3a pacTMTeNHA 3alMTa, KouTo ca ¢ kucena (pH < 4) wmm ¢ ocxosHa (pH > 10) peakmms, ce
OIIeNIeNIAT ¥ ce OTYMTAaT ChOTBETHUTE CTOitHOCTM Ha pH.

Bucko3surer u NOBbPXHOCTHO HAIIpeKeHue

3a TeuHy GopMynaLmMM ce OMpeIesst BUCKO3UTETHT MPU JIBe CTOMHOCTY Ha CKOpoCTTa Ha cpsissaHe mpu 20 °C u npu
40 °C u ce oTUMTA 3€IHO C YCIIOBUATA HA M3MUTBAHETO. [I0BHPXHOCTHOTO HANPEeXeHMe ce OIpenesis Iy Haii-BICOKaTa
KOHLIEHTpALVs.

3a TeuHM NpPONYKTM 3a PAaCTMTENIHA 3alUMTA, KOUTO ChAbPKAT > 10 % BBIIEBOJOPOAM M UMIATO KMHEMATHYeH
BHCKO3UTET € mo-Huckk or 7 x 107% m2[sec mpu 40 °C, ce ompenerns M OTYMTA MOBBPXHOCTHOTO HATIPEKCHNE HA
uycrata popmynarst ipu 25 °C.

OTHOCHMTE/THA TUTBTHOCT M HACMIIHA IUTBTHOCT

Onpenenﬂ Ce€ U C€ OTYMTA OTHOCUTEIIHATA IUTBTHOCT HA TEYHUTE ITPOIYKTN 33 PACTUTEITHA 3alMTA.

Onpenienst ce ¥ ce OTYMTA HACMIIHATA TUTBTHOCT (IPY ITBIIHEHE M TIPY M3CUIMBAHE) HA NMPOTYKTUTE 3a PAcTUTENHA
3al[MTA, HAMMYHM N0 GOPMATa Ha MPAXOBE MM TPAHYIUAL

CrabumHoct npu CbXpaHe€HME U CPOK Ha rOOHOCT: Bb3IeNCTBUE Ha TeMneparypara BbpXy TEXHUYECKHUTE
XapakTepUMCTUKM Ha MPOOYKTa 3a pacTUTEIIHA 3allUTa

Omnpestertst ce U ce OT4NTa CTAOMITHOCTTA HA MPOMYKTA 33 PACTUTEITHA 3alMTA CIIE[ YCKOPEHO CTapeeHe B MPOIBILKEHNE
Ha 14 guy mpu temneparypa 54 °C. [laHHuUTe, IONyUYeHU OT aNTePHATUBHYM KOMOMHALMM BpeMe/Temrepatypa (Hamp. 8
cepmuiy nipu 40 °C, 12 cenmuum npu 35 °C wm 18 cenmuum nipu 30 °C), MoraT fa ce MPeHCTaBiT KaTo ajrep-
HATMBHM [aHHM 33 YCKOPEHO crapeeHe.lIpy M3BbPLIBAHETO HA TOBA M3MMTBAHE Ce OOPbILA BHUMAHME ONAKOBKATA 1a
Obie OT Marepuania, OT KOIITO € M ONAKOBKATA HA IMPONABAHWS MPOLIYKT.

(1) Opranmsamns Ha oberunenute Haunu Hio Vopx u XKenesa (2009) ) ISBN Ha mybmikauusara: 978-92-1-139135-0.
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2.8.

2.8.1.

2.8.2.

2.8.3.

2.8.4.

2.8.5.
2.8.5.1.

2.8.5.2.

2.8.5.3.

2.8.5.4.

2.8.6.

AKO Criefl M3NUTBAHETO 3a TOIIOYCTOMUMBOCT CHIbPXKAHMETO HA aKTMBHOTO BENIECTBO € HaMaslAlo ¢ mosedye OT 5 %
CIPSIMO ITbPBOHAYATIHOTO, Ce JaBa MHPOpPMAILMs 33 HPOIYKTUTE OT PasrpaxkiaHe.

3a TeuHuTE MPOIYKTU 33 PACTUTEIIHA 3alUMTA Ce OIPENeNls ¥ M0COUBA Bb3IEHCTBUETO HA HICKUTE TEMIIEPATypU BbPXY
crabuiHoCTT.

Onpepens ce 1 ce JOKJIaIBa CPOKBT HA TOJHOCT HAa NMPOAYKTA 33 PacTUTENIHA 3alMTa NPY TemIiepaTypa Ha OKOJIHATa
cperia. Korato cpokbT Ha TOIHOCT € MOM [IBe TOAMHM, TOJ Ce MOCOYBa B MeCely, KaTo ce MOCOYBaT M ChOTBETHMTE
crieumduKaimy 3a remneparypara. [Ipy u3BbPIIBAHETO Ha M3MUTBAHE NPY TEMIEPATypa Ha OKOJIHATA Cpela ce 0Opblua
BHVIMaHIe ONAKOBKATa 1a GbIe OT MaTepyaria, OT KOJTO e 1 ONAKOBKATA HA MPOIaBaHIs NMPOIykT. Korato e yMecTHo,
TI0COYBAT Ce JAHHM 33 ChIBPKAHUETO HA ChIIECTBEHUTE OHEUNMCTBAHMS MPEAM M CIlel ChXPaHEHUETO.

TexHuueckn XapakTepuCTMKM Ha MPONYKTa 3a pacTUTENIHA 3alIUTa

TexHuueckr XapakTepuCTMKM Ha IPOIYKTa 3a PACTUTENIHA 3alUMTA Ce OMNpEHeNsiT M OTYMTAT IIPU MOUXOMSUINTE
KOHLIEHTPALMI.

Ymorpsemocm

Ompeperisi ce ¥ Ce OTYUTA YMOKPSEMOCTTA HA TBBHPIMTE NPOLYKTM 3a PACTUTEIIHA 3ALINTA, KOUTO CE PAa3pexmar mpy
yrnotpeba.

OGpasysate Ha mpaiina naHa

OHPCIICJ'LF[ Ce u ce oTunTa TpaﬁHocha Ha IAHaTa, NOJIyueHa OT IPOOYKTH 3a PpAaCTUTEIIHA 3allyTa, KOUTO CE paspexnar
C BOma.

Homenu,uaﬂ 3a 06pa3y3ane Ha Cycnensud, CnOHMAHHOCM Ha 0ucnepcuﬂma u cmabuatocm Ha ducnepcuama cucmema
OHPCHCHHT Ce M C€ OTYMTAT IIOTEHUMAITbT 3a 06pa3yBaHe Ha CyclneHsus ¥ CIIOHTAaHHOCTTa Ha HUCHEpCHATa Ha

aucneprupamm ce BbB BOIA NPOTYKTU.

Ompeperist ce 1 ce OT4MTA CTAOMITHOCTTA HA AMCIIEPCUATA HA NPOIYKTUTE 33 PACTUTENHA 3ALIMTA KATO BOIHUTE CYCHO-
emyncun (CE), KoHIEHTpaTuTe 3a CycreH3us Ha MacneHa ocHoa (KCMO) wnu rpaHynwTe 3a NPUTOTBSHE HA eMYIICHS
(TE).

Cmenen Ha pasmeapaHe u cmabUAHOCM HA PA3Meopa

Onpenen;[ Ceé M Cce OTuMTa CTENEHTa Ha pasTBapsHe U crabuiHoCTIa Ha pasTBopa Ha BOHOPA3TBOPUMMUTE IPOLYKTH.

3spHOMempuLen CBCMAs, CBOBPRAHUE HA MPAX, USHOCBAHE U MeXAHUUHA ycmotiuugocm
3bpHOMETPUUEH CHCTAB

[Ipu pmcneprumpaumy ce BbB BOJA MPOMYKTM Ce M3BBPIIBA M [OKIIalBa U3MMTBAHE C MOKPO CUTO.
Onpepens ce n ce OTYMTa 3bPHOMETPUYHMSA ChCTAaB Ha YaCTULMTE NPY IIPAXOBETE U CYCIIEH3UNTE.
Ompeperisi ce ¥ ce OTYMTA HOMMHATIHMAT OOXBAT HA TONIEMMHATA HA YACTULIMTE.

CpobpXaHMe Ha mpax

Omnperienst ce 1 ce OTYMTA CHIBPKAHMETO HA NMPAX B TPAHYNMPaHUTE NPOIYKTU 3a PACTUTENHA 3alINTA.

AKO pesylTaTiTe MOKA3BaT MO-TOJISIMO OT 1 % 00eMHO ChIIbpXaHNE Ha MPAX, ONpENelis Ce M Ce OTYMTA Pa3MEpbT Ha
YaCTULUTE HA Ch3JaleHMs Ipax.

N3HocBaHe

OHpeHCH}IT C€ M Ce€ OTUMTAT CBBP3aHUTE C MIBHOCBAHETO XapaKTEPUCTUKM Ha crmabo IIpeCoBaHN Tpanyim n TabnIeTK .

Teppunocr m usanoct

Onpenens{T C€ M Ce OTYMTAT TBBPHOCTTa M LIEIIOCTTA.

CnocoGrocm 3a emyazupate, cnocoGHocm 3a peemyazupate, cmabuatocm Ha emyacuama

Omnpenensr ce i ce OTINTAT CIOCOGHOCTTA 3a eMyTIMpaHe, CTAOMITHOCTTA HA eMyTICHSTa M COCOGHOCTTA 38 peeMyrl-
TMpaHe Ha MPONYKTMTE 33 PACTUTENHA 3AIINTA, CHLICCTBYBALNM MO GOPMATAa HA eMYIICHM 33 MPBCKAUKIL
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2.9.

2.10.

2.11.

Teunusocm, cunaugocm u npuzoduocm 3a u3noA3ease RAMoO npax

OnpenenﬂT CE€ U C€ OTUMTAT CIIEIHUTE XAPaKTEPUCTUKMU.
— TEWIMBOCT Ha I'PAHYIMPAHUTE MPOTYKTHM 3a PACTUTEIIHA 3allUTA,
— CUIUIMBOCT Ha CYCIEH3MUTE, KAKTO U

— IPUTOJHOCTTA 34 MOCHIIBAHE HA PaX000pasHNTe MPOLYKTH 33 MOCUIIBAHE CIIE[l YCKOPEHO CTApeeHe B ChOTBETCTBIUE
¢ Touka 2.7.

(I)usuqna M XNMUYHA CBBMECTMMOCT C JPYIM MNPOIYKTH, BKIIHOYUTEIIHO C TPOTYKTM 3a PAaCTUTEITHA
3alIuUTa, ChbBMECTHATA ynm‘peﬁa € KOMTO NOJJIEXKU Ha paspelieHue

Onpeuenﬂ ce u ce oTuuTa (])I/[SI/I‘{HaTa U XMMMUYHaTa CbBMECTUMOCT Ha IPENOPBUYBAHUTE CMECU B CbIa 3a IIPbCKAHE.
C'bO6IlIaBaT C€ U3BECTHUTE HECHEBMECTUMOCTIL

Ipunensane u pasnpeneneHye No ceMeHaTa

Koraro npenapaTuTe ca IMpenHa3HAYEHM 3a TPETMPAHE Ha CEMEHA, ONPENENAT C€ M CE€ OTUMTAT PasIpEHNeTICHMETO U
NPpUIIEIBAHETO.

Hpyru mscnensanus
JIONbITHUTENIHY  M3CTIEBAHMS, HEOOXOMMMM 33 KIACUMIMIPAHETO HA MPOIYKTAa 33 DACTUTENHA 3alIMTA CIOPEN
CBBP3aHMs C HErO PUCK, ce M3BbpLIBAT B choTBercTBUe ¢ Pernament (EO) Ne 1272/2008.

PA3JIE]T 3

[lanHu 3a npuaazanemo

HPCHOCTaBﬂT C€ TTaHHM 3a INpUIIaraHeTo, KOUTO Ca CbBMECTUMU C n06pa'ra TpaKTVKa 3a pacTUTEIIHA 3alIyTa.

3.1.

3.2.

3.3.

IpenBumeHa obnact Ha ymorpe6a
YTOUHSIBAT Ce CHLIECTBYBALMTE U NPEUIOKEHNTe 00NacTu Ha ynorpeba, kato ce u3bupa OT M3OpOeHUTE MO-IONTY:

a) NPUIIOKEHME HA II0JIETO, HAallpUMEP B 3EMENENNETO, IPalMHAPCTBOTO, JIECOBBICTBOTO M JIO3APCTBOTO, 3alLUTEHUTE
KynTypHu, OEKOPATUBHUTE PACTECHMSA, KOHTPOII Ha IUICBEIIN B H€06pa6OTBaHI/I 1o,

(=)
=

B JIMUHUTE CTOIAHCTBA;
B) CTAifHM pacTeHus;

l') CbXpaHEHME Ha PACTUTEITHUTE MPOIYKTU,

=

I) IpyTo (TOCOYBA Ce OT 3asBUTENIS).

BbamelicTBue BBPXy BpeIHUTE OPTaHU3MU

TlocouBa ce BMIBT Ha BB3MENCTBMETO BBPXY BPEIHWUTE OPraHM3MIL
a) [eiicTBUe NPY KOHTAKT;

0) meiicTBMe TPV MOIITBLIAHE;

B) HeJicTBUE IIPM BIMILIBAHE;

I) QYHIUTOKCHUHO IIeIiCTBHUE;

I) QYHIMCTATUYHO AEHCTBUE

€) IeCHKaHT;

K) MHXMOUTOP Ha BB3IPOM3BOACTBOTO;

3) Opyro (OocouBa ce OT 3asBUTENLs).

OcBeH TOBa Ce YTOYHSBA Ay IPOMNYKTBT 33 PACTUTENHA 3alIUTA € CYCTEMEH, WM He.

MopmpoGHOCTH 32 MpeNBIKIAHATa yOTpeGa

HPCHOCTaBﬂT ce HOHPO6HOCTM 3a IpenByXKnaHaTa yIIOTp€6éIy BKIIIOYBAlY, KOraTo € NpuIOXKNUMO, CII€IHAaTa I/IH(I)Op—
Manuus:

— IIOCTUTaHOTO BB3IEICTBUE, Hamp. IOTUCKaHE Ha IOKBIBAHETO, 3a0aBsHEe Ha Y3pABaHETO, HaMaJIIBAHE Ha
JBIIKMHATA HA CT'I76HOTO, YneCHABaHE Ha OIUIOKHAHETO,
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3.4.

3.5.

3.6.

3.7.

3.8.

4.1.

— BUJOBE BPEOHM OPraHu3My, ¢ KOUTO C€ BOOM 60p6a,
— 3alIUTEHU PACTCHMA MM PACTUTEITHN NMPOMYKTU.
l'lpvmaraHo KOIIM4€CTBO M KOHLIEHTpalMsi Ha aKTUBHOTO BELIECTBO

3a BCEKM METOJL Ha [IPMIIAraHe 1 3a BCEKU BUJI yoTpe6a ce M0COUBA [IPUIIATAHOTO KOIMYECTBO 2pouyKT 3a pacTuTesHa
saumra B g, kg, mL wim L u akrusHO Bewectso B g win kg 3a tpermpana emumua (ha, m®, m’)

[lputaraHyTe KONMYECTBA Ce M3Pa3sBaT, KAKTO ¢ MOAXOMSILO, B €HA OT CICAHUTE eIMHULIL
— g kg, mL wm L Ha ha,

— kg wm L na m?,

— g, kg, mL wm L Ha ToH.

[lo OTHOLIEHME HA 3ALUMTEHMTE KYIATYpYM M B JIMYHMTE CTONAHCTBA KOJMYECTBATA 3a NPWIIATAHE CE M3DA3sBaT BbB:
— g, kg, mL wm L Ha 100 m?, um

— g, kg, mL wm L na m>.

ChIIbpKaHMETO HA aKTUBHOTO BELIECTBO CE M3Pa3sBa, KAKTO € IMOIXOMSLIO, BbB:
— g wm mL Ha L, mmm
— g wm mL Ha kg.

Meron Ha npuiaraHe

Hpe]IJ'IO)KeHI/IﬂT METOJ, Ha IIpUJIaraHe ce OIMCBa M3LSIIO, KAaTO €€ I10COYBa 060pynBaHeTo, KO€TO 1€ C€ MU3I0JI3Ba, aKO
VIMa TaKOBa, KaKTO M BUIBT U 00eMbT Ha paspenurerts, KOITO Lie ce M3MOJI3Ba Ha eqMHMIA IUIOLL WK obeM.

Bpoii n rpa(]mx Ha NpuiIaraHusATa U NpPOIb/KUTETHOCT Ha 3aliuTaTa

[TocouBa ce MakCUMAaTHUAT 6p0]7l npwiaranns u I‘pa(l)I/IK'bT Ha M3BBPIIBAHETO VM. Korato e NpWIOKMUMO, CE IT0OCOYBAT
(l)a?:I/ITe Ha pacTeX Ha IpenraspaHuTe KynTypu ¥ CTaOdMUTE Ha pasBUTVNE HA BPEOUTEINTE. an/I BB3MOXKHOCT Ce
YTOUHABA MHTEPBAIIBT B IHM MEXIY [IBE IpUIIaraHus.

IMocousa ce TNPOOBIZKUTENIHOCTTA Ha 3alINTaTa, KOATO C€ OCUTYpsABa C BCAKO IIpuUilaraHe M € MaKCUMaJTHUA 6])0]7[
TpuiaraHus.

Heo0xonumu mepyomy Ha M34akBaHe WIM [Py TNpeNNa3HM MepKM, 3a Ha ce m3berHe QUTOTOKCMUHO
BB3/IENCTBUE BBPXY CIEIBAUIM KyITypu

Koraro e NPWIOKMUMO, IOCOUBAT CE€ MUHMMAIIHUTE NEPUOAM HA MU3UAKBAHE MEXIY IOCIEOHOTO IpUJIaraHe M 3acs-
BaHETO MM 3aCaKOAHETO Ha CIIeBally KyJITypyu, KOUTO Ca H806X0]1VIMI/I, 3a fa ce nsberne (l)MTOTOKCMllHO Bb3IENCTBIE
BbpXY CleBalliy KyJITypu, U KOUTO NPOU3TMYAT OT HAHHUTE, NPENOCTABEHU B CHOTBETCTBME C TOYKA 6.5.1.

[Mocousat ce €BEHTYAJTHUTE OIpaHUYCHUSA B I/I360p3. Ha cljiegBaliy KynTypy, ako MMa TakuBa.

Mpemnaranu ykasaHus 3a ynorpe6a

[IpencrasT ce MpeUIaraHuTe yKa3aHys 3a yHoTpeOa Ha MPOIYKTA 33 PACTMTEIHA 3AIINTA, 33 14 OBIAT OTIEUYATAHNM HA
eTmketn 1 B Gpourypi.

PA3JIE]T 4
Honsanumenna undopmauua 3a npodyrma 3a pacmumenta ausuma
Ipennasuyu MHTepBaIM U APYTH MePKM, HEOOXOMMMH 32 3aIIMTA HA YOBEKa, KMBOTHUTE M OKOIHATA CPeNa

HpeuocraBeHaTa ]/[H(])OpMaLlI/[H NpousTiya OT HaHHUTE, IIPENOCTAaBEHN 3a aKTUBHUTE BELIECTBA M € IIOOKPEIEHA OT TAX,
KakTO 1 OT HAHHUTE, NPEIOCTABEHU B CHOTBETCTBME C pa3Hein 7 n 8.

Korato e NpUIOKNUMO, C€ IOCOUBAT CPOKOBETE Ipean an6MpaHe Ha peKoJITaTa, NepuoanTe Ipean MOBTOPHO BIIM3aHE
W NIEpMOINTE Ha 3adbpzKaHE, H€06XO]1]/[M]/I 32 HaMallfBaHe 10 MMHMMYM Ha OCTaTbUHMTE BEIIECTBA B KYITYPUTE,
pacreHuATa M PaCTUTEITHUTE IPOOYKTU VIIM BBPXY TAX WM B TPETUPAHUTE Y4acTbLM VIV IIPOCTPAHCTBA C OITIEN
npennasBaHe Ha YOBEKd, KMBOTHUTE M OKOJIHATa CpeHa, HaIllpUMep:

a) cpok mpemyt mpubupare Ha peKonTaTa (B IHM) 33 BCSKA CHOTBETHA KYNTypa;

0) MepuMOIBT Mpemy MOBTOPHO BIM3aHe (B [IHM) Ha HOOMTHKA B MACOMIIHNMTE PailoHy;
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B) TEPUONBT NpeMM TMOBTOPHO BM3aHE (B YacoBe WM JIHM) HA XOpaTa TpW TPeTMPAaHWUTe KyATypH, CTPami WIn
IPOCTPAHCTBA;

I) Iepyol Ha 3ambpxKaHe (B JHM) 33 XPaHM 3a KMBOTHM MIIM 3a ynorpeba ciiell MpuOMpaHe Ha PEKONTATa;

NepUONBT HA M34aKBaHe (B [IHM) MEXIy NPUIATaHeTO M OOPaBEHETO C TPETMPAHM NPOIYKTH;

=

€) MepuoNBT Ha M3uaKBaHe (B MIHM) MEXIy MOCTETHOTO MpWITaraHe M 3acsIBAHETO WM 3acaXNaHeTo Ha CriefBauiyn
KyITypu.

Korato e HeOGXOIMMO, KAaTO Ce B3eMAT MPEHBI PE3yNITATUTE OT M3MUTBAHMS, CE MPEIOCTaBs MHPOPMALIVS 32 BCHYKM
KOHKPETHM 3eMEIENICKM U (UTOCAHMTAPHM YCIOBMsI WIM YCIOBMSL HA OKOJIHATA Cpeld, NP KOMTO MPORYKTHT 3a
pacTuTeNIHA 3alIMTa MOXE WM He MOXe [1a Oble M3IION3BaH.

4.2. IIpenopbuBany MeTOOM M MpeNNasHu MepKU

3asBUTEIIAT MOCOUBA NPEnopbUNUTETIHUTE METOOM Y IIPENIIa3HM MEPKM 10 OTHOLICHME Ha MBMI/IBaHCTO/HO‘{MCTBaHCTO Ha
MallyHUTE M Ha IIPEONasHUTE CPENCTBa, l'[0]1p06HO ONMCBA TPOUEHYpUTE 338 MaHMIyIaluusg Ha IPOOYKTUTE 3a
pacTuTeiHa 3alinTa Ipy CbXpaHSABAHETO MM B CKIIaOBE M OT OTHEITHMA HOTp€6I/IT€H, pn TAXHOTO TpaHCIOPTUpaHe
nB CHY‘{aVI Ha Ioxap. HOHPO6H0 Ce omucaa C(])]/[KaCHOCTTa Ha Ipouenypure 1o MnodncreaHe. HPCHOCTQBH Ce, Korato €
HaJIM4Ha, I/IH(I)OpMaLU/IH 3a NPONYKTUTE, OTOEILALIN C€ IPU U3rapsaHe. YTOUHSIBaT Ce Bb3MOXKHUTE puckoBe 1 METONUTE U
Nponenypure 3a HaMalliBaHE 10 MUHVMYM Ha BB3MOXKHOCTTA 3a IIOfBa Ha OIIACHOCT. HpeHCTaB}IT ce mpouenypu 3a
NpeMaxBaHe MM CBEXNAHE OO MVHMMYM Ha T€HEPUPAHETO HA OTHANBLN WM OCTaTbLMN.

IIpu HeoOXOMMMOCT ce TOCOYBAT €CTECTBOTO M KAueCTBEHMTE XapAKTEPUCTUKM Ha NPEIUIOKEHUTE 3AUIMTHU APeXu M
obopynsane. [IpencTaBeHyTe TAHHM €A TOCTATHYHM 33 OLEHKA HA CTAOMITHOCTTA M eUKACHOCTTA MPU MPAKTHUECKI
ycroBus Ha ymorpe6a (Hamp. B IOJETO WIM B OpaHXKepus).

4.3. CnemHu MepKM B CIIyvali Ha 370NONyKa

Tocousar ce monpobHO mpoweaypute, KOuTo TpsibBa I1a ObIAT CA3BaHM B CIyyail Ha 3JI0NONYKA MO BpeMe HA
TPAaHCIOPT, ChbXpaHEHMe M YIOTpeba, KaTo Te OOXBALIAT:

a) OBNIAfsABaHe HA PA3IMBY;

0) obe3BpezkIaHe HA OTKPUTH IUTOUIM, TPAHCIOPTHM CPEICTBA M CTPATIV;

B) YHMILOXKaBaHe Ha MOBPEIEHM ONAKOBKM, abCOpOEHTH UM APYIM Marepuai;
I) mpedlasBaHe Ha aBapMitHUTE eKUIM, XUTEIUTE U CIyYajiHUTe JIMLQ;

II) MEpPKM 3a II'bpBa MOMOLL.

4.4. OnakoBKa, CbBMECTMMOCT Ha MPOMIYKTa 33 PacTUTENHA 3alMTa C MpeIoKeHNTe MaTepuanu 3a ONakoBKa

[logpo6HO ce omicBa MpeNBUICHATA 33 M3IION3BAHE OMAKOBKA, KATO C€ [IOCOYBAT CIELMQUKALMITE HA W3ION3BAHNTE
MaTepUany, HAYMHBT Ha M3pabOTBaHe (HANp. eKCTPYMMpAHe, 3aBapsBAHE M T.H.), Pa3Mep M BMECTUMOCT, JeGennHa Ha
CTEHUTE, pa3Mep Ha OTBOPA, BUI HA 3aTBapsiHeTo M miomOure. ONAKOBKATa ¢ NPOEKTMPAHA TaKa, Ye MAaKCUMAIHO
OrpaHMYaBa eKCNO3ULMATA Ha ONeEpaTopuTe M Ha OKONIHATA Cpella.

Beyuki OMakoBKM, KOMTO Ce M3IION3BAT, Ca ChOOPA3eHM ChC CHOTBETHOTO 3aKOHOMATENCTBO Ha Chi03a MO OTHOLICHME
HA TPAHCIOPTUPAHETO M 0e30MacHaTa MaHMITyIIALMs.

4.5. HpOIICI[pr 3a YHMIIOXKaBaHe MIIN 06C3BpC)KI[aHC Ha NMPOJYKTa 3a paCTUTEITHA 3alUUTa M Ha M3IMOJI3BAHUTE
3a HEro OIAaKOBKHU

PaspaGoTBar ce mpoLEypy 33 YHUIIOKABAHE ¥ 00E3BPEKIAHE KAKTO HA MAJIKM (33 OTHENHMS NOTpeOMTEN), Taka M Ha
rojleMy KonuuecTsa (B CKIam) OT MPOMyKTa 3a pacTurtenHa 3awmra. [Ipouenypure ca cboOpaseHm ¢ [efictBauiyre
pasmopenGy 3a YHMIIOXKABAHE HA OTIABLM M TOKCMYHM OTHAmblyt. [IpelioxXeHuTe HAauMHYM 33 YHMIOXKABAHE
HSIMAT HeIPYEMIINBO BB3NECTBME BHPXY OKONHATA CPela M Ca BbB BH3MOXKHO HAil-BUCOKA CTEIEH MKOHOMMYECKM
eQEeKTUBHM ¥ TPAKTIYECKN OCHIUIECTBIMIL

4.5.1. ITpoyedypu 3a Heymparusayus

OmcBar ce TmpoueypuTe 33 HeyTpanu3auwst (Hamp. 4pe3 peakiys C APYTH BELIECTBA, 3 Ia ce 0OpasyBaT MO-MAJKo
TOKCHYHM ChEAVMHEHUS), KOMTO [a Ce VM3NON3BAT IPU CIIy4YaiiHO BB3HMKHAIM PasiyBy, KOTaTo Te3u IPOLEypM ca
ocpluiecTBuMH. [TonydeHnTe Ciel HeyTPaIu3alyuaTa MPOIYKTH Ce OLEHSBAT OT HPAKTHYECKA JWIM TEOPETMUHA ITe[Ha
TOYKA M Pe3yNTaTUTE C€ OTUUTAT.
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BbBenenmne

Konmpoaupano uszapane

XMMMYHUTE aKTMBHM BEIIECTBA M ChIbPKALIATE I MPOLYKTH 33 PACTUTENHA 3ALUNTA, 3aMbPCEHUTE MATEPUA WIN
OIAKOBKM C€ YHMILOXKABAT Ype3 KOHTPONMPAHO M3rApsHe B ONOOpEH MHCHHEPATOP B CHOTBETCTBUE C KPUTEPUNTE,
nocoueny B Iupekrusa 94/67[EO Ha Cobgera (7).

Ako KOHTPOJIMPAHOTO U3rapsiHE HE € MPEONoOYMTAaHUAT METOI Ha YHUIIOXKaBaHE, IIPEHoCTaBsd ce r[onpo6x—xa
I/[H(l)OpMaL[I/I}I 3a UBIOJI3BaHMA allTEPHATVMBEH METOI Ha Ge30macHo YHMIIOXKAaBaHE. HpeHOCTaB}IT Ce IOaHHM, 3a [a ce
yCraHoBU e(])eKTI/IBHOCTTa 1 0e3011aCHOCTTA Ha Te3U METOIOM.

PA3[IE]T 5

Anasrumuunu memoou

Pa3HOp€H6MT€ B HaCTOAILMA pasfen 06XB&HIaT AHAIIUTUYHNTE METOIY, KOUTO CE MBIIOJI3BAT 3a HaTPYNBaHE HAa HaHHU, NPENXOXKIaLIN
pa3peiieHneTo, ¥ KOUTO CITyKar 3a LETNTE Ha Ha6H}O]ICHI/[CTO VI KOHTpOIa CIle[l M3OaBaHe Ha pa3peleHMEeTo.

HPCJICTaBH Ce OomMcaHme Ha METOHOMTE, KaTO CE€ BKIIHOYBAT HO]IPO6HOCTI/I 33 UBIMOJI3BAHUTE 060pyuBaHe, MaTepuaim u ycrioBusl.

HpI/I IIOMCKBaHE C€ IpencTaBsa CIEOHOTO:

a) AHATIUTUYHYM CTAaHOAPTYM 3a IPEUVICTEHOTO AKTMBHO BEIIECTBO M 3a IPOMAYKTA 3a PACTUTEIIHA 3allNTa;

(=Y
=

l'[p06]/[ OT AKTMBHOTO BEILECTBO, TAKOBA, KAKBOTO CE€ IIPOU3BEXKIA;

B) AHAJIMTUYHN CTaHOApTU 3a CbLUIECTBEHUTE MeTaboNNUTU U 32 BCUUKI Opyrn CbCTaBKM, BKIIIOUEHU BBB BCUUKU OIPEHEIICHUA 3a
Ha6HIO[IeHI/Ie Ha OCTaTbUHM BELIECCTBA,;

F) MOCTPU Ha €TAJIOHHM BELIECTBA 3a CBUIECTBEHUTE OHEUMCTBAHMAL

OcBeH TOBa Ce OCUTYPSIBA, KOTATO € Bb3MOXKHO, HAIIMYHOCTTA B THPIOBCKATa MpEXKa Ha IOCOYeHNTe B OyKBY a) U B) CTAHIAPTH, KATO
TPy TOMCKBAHE Ce MOCOYBA M APYKECTBOTO PasMmpoCTPaHUTEIL

5.1.
5.1.1.

MeTonu, KOMTO Ce M3MOJN3BAT 3a noiy4yaBaHe Ha MaHHU Ipeay NOIy4YaBaHETO Ha paspelieHue

Memodu 3a anaaus na npodyrma 3¢ pacmumesta 3auuma

[Tocousat ce u V3YEPIATEITHO €€ OMMUCBAT METOIUTE 3a OIPENEIIAHE Ha:

a) AKTUBHOTO BEIIECTBO I/I/]/l]'[I/I HEroBM BapMaHTM B IPOHYKTA 3a PACTUTEIIHA 3allNTa;

0) ChLICCTBEHUTE OHEUMCTBAHMS, OTKPUTY B TEXHMYECKMS MATepuall, MM OHE3M, KOWTO MOTAaT 1a ce oOpasysar mpu
IIPOU3BOMICTBOTO HA NMPOAYKTA 33 PACTUTEIHA 3allUTa MM IPU HETOBOTO PasrpaxjiaHe Mpy ChbXPaHEHME;

B) 3HAYMMUTE KOq)OPMyHaHTVl WM TEXHUTE CbCTaBKY, KOraToO TOBA CE€ M3MCKBA OT HALVMOHAIIHATE KOMIIETEHTHU OpraHu.

B CHY‘{aﬁ ue MPOHYyKThT 3a paCTUTEIIHA 3alllUTa CbIbpKa ITOBEYE OT €IHO aKTMBHO BELIECTBO I/I/]/[]'[I/I HEroB BapuaHT, ce
pencTaBs MeToM, KOITO € B ChCTOSIHME Ma onpeneny BCAKO BEIIECTBO B NPUCHCTBMETO Ha OCTaHAJINTE. Ako He e
IIpEnoCTaBeH KOM6MHI/IP3.H METOM, C€ IIOCOYBAT TCXHMYECKUTE OCHOBAHMSA 3a TOBA.

OuensiBa ce n ce moknagsa npunoxumocrra Ha meronute Ha CIPAC. Ako ce msnonssa meron Ha CIPAC, He ce
M3MCKBAT TOITBITHMUTENHY JAHHN 3a JOKA3BaHE HA HEroBaTa JOCTOBEPHOCT, HO Ce MPEACTABSAT MPUMEPHI XPOMATOTPaMIL,
KOTaTo TaKMBa Ca HaJMUHIL

Onpenenﬂ ce ”n ce oTunTa M36I/lpaTeJ'lHOCTT3. Ha Metonute. OCBeH ToBa € HeO6X0]1V[MO l1a ce YCTaHOBM CTCIICHTA Ha
BIIMSIHME Ha OPYTM BEUIECTBA, HAJIMYHM B IIPOOYKTA 3a PACTUTEITHA 3allUTa (Hanp. OHEUNCTBAHUA WU Kod)opmynaﬂm).

() OB L 365, 31.12.1994 r., ctp. 34.
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5.2.

Omperiennst ce u ce OTYMTA JIMHEIHOCTTa Ha MeTommte. KanmOpoBbunmst o0XBat HamxBbpiist (¢ Haii-Manko 20 %) Hait-
BVMCOKOTO I HAJ-HMCKOTO HOMMHAITHO CBIBPKAHME HA aHANM3MPAHOTO BEIIECTBO B CHOTBETHUTE AHATMTUYHU
pastBopy. OmpenensHeTo ce M3BbPIIBA [BA BTV IPU TPU WM TOBEYE KOHIEHTPALMM WIM e[MH IBT TPY TeT Wi
nopeye KOHUeHTpalyy. OTYMTAT ce YPAaBHEHMETO HA KalnMOPOBbYHATA KPMBA M KOPENALMOHHUAT KOeQUIMEHT M ce
TPENIOCTaBsl TUIMYHA KanuGpoBbuHa rpaduka. V3Momn3paHeTo Ha HENMHETHA 3aBUCMMOCT ce 000CHOBABA OT 3asBUTEIIS.

Onpeuenﬂ Ce 1 C€ OTUYMTa TOYHOCTTA (HOBTOPHCMOCTT&) Ha METOIUTE. MBB’prIIBaT ce Hai-MajKo IeT NoBTapsAmm ce
OIIPENETIAHNSA BBPXY Hp06a n Ce OTUUTAT CPEHHOTO, OTHOCUTEIIHOTO CTAaHOAPTHO OTKIIOHEHME M 6p0}IT Ha onpeqn-
enguusTa. TOYHOCTTA Ha MeETORWUTe Cce OIpenens 4pe3 Hai-MaJIko JIBe NpEeOCTaBUTEITHN HpO6I/I Ha paBHMIIA,
TNOOXOIAIM 3a cneum]mxaumna Ha Marepuana. Orunrar ce CPEOHOTO M OTHOCUTEIIHOTO CTaHOAPTHO OTKIIOHEHMUE
Ha aHATIMTUYHMUA ]106]/[B.

OHPCHCH}I ce u ce c1)o6u1aBa IpaHMlaTa Ha KOJIMYECTBCHO OMNpPENCIAiHEe Ha CbUICCTBEHUTE OHEUMCTBAHMA M, KOrato €
HCO6XO]1]/[M0, Ha KO(l)OpMyHaHTI/ITC, KaTo TOi ce OINpenerisAl Ha PaBHUILETO Ha 3HAUYMMAaTa OT TOKCMKOJIOIMYHA VI
€KOJIOrMYHa TJIE[HA TOYKa KOHIEHTpAllNMs Ha aHAIMTA, MIIM Ha PABHMILETO HAa KOHIEHTpAlVATA, KOATO C€ 06pa3yBa
py CbXpPaHEHMETO Ha MPOHYKTA, KOETO € IPUIIOKNMO.

Memoodu 3a onpede/wme Ha ocmamesuHume seujecmea

Hpe[ICTaB}IT €€ M M3YEPIIATEIIHO CE€ OIMCBAT METOOMTE 3a OIpedciisiHe Ha Hebens3ann ¢ palMoOakTMBHI M30TOIN
OCTaTbUHM BEILIECTBA BBB BCUYKU CPENM, o0xBaHaT! OT IOCUETO, KAKTO € ITOCOUYEHO HOHPO6H0 B CJIEOHUTE TOYKM:

a) B IIOYBaTa, BOHATa, OTJIaraHMATa, Bb3[lyXa ¥V B IPYIM HOIBIIHUTEIIHU MaTpUUY, MUIIOI3BAaHU IIPU M3CIIEIBAHUATA 3a
CBILECTBYBAHETO Ha BELIECTBATA B OKOJIHATA CpENa;

(=)
=

B [I0YBATA, BOJATA M B JIPYIM MONBIHUTENIHA MATPULM, W3IONI3BAHM IIPU M3CIENBAHMATA 3a OIpeNelisHe Ha
eMKaCHOCTTa;

B) B XpaHUTE, TEJIECHUTE TEYHOCTU VM TbKaHM, Bb3[OyXa ¥ B OPYIM OOIBIHUTEIIHM MaTpULY, V3IOJI3BAHN IIPU TOKCU-
KOJIOTMYHUTE M3CIIEOBAHN,

1') B TEJIECHUTE TEUHOCTM, BB3OYXa M B [pPYyrM [OONBIHUTEIIHM MaTpuUly, MWSION3BaHM IIpU U3CIIEOBaHUATA 3a
OolnpenelisiHe Ha CKCIIo3MUUATa Ha olepaTopy, pa60THI/I]_[]/I, KUTEJIIN U CHy‘Ia]ZH]/I JIMa;

B pacTeHusd, pacTUTEIIHU IPOIOYKTH, npepa60TeHM XpaHUTEIIHM CTOKM, XpaHa OT PaCTUTEIIEH MU 2KMBOTUHCKU
pousxof, cl)ypa)K WIN BbPXY TAX, KaKTO M B OPYrM HOITBIIHMTEIIHM MaTpULIM, U3IOJI3BAHU IIpU M3CIIEOBAaHUSA 3a
OIpeneIIsiHE Ha OCTaTbYHM BELIECTBA, WIIM BBPXY TAX;

=

e) B IIOYBaTa, BOIATa, OTJIAraHMATA, (])ypa)KMTe 1 B Ipyry OOIIBJIHUTEITHU MAaTpULIM, MU3IOJI3BAHN IIPM €KOTOKCUKOIIO-
TUYHUTE M3CTICOBAHMS,

X) BbB BOIATA, OyQepHNUTE PasTBOPH, OPraHUUHUTE PASTBOPUTEIIM U B APYTM HONbIHUTEIHM MaTPULI, TOTyYCHU MPU
V3CIIEMBAHMSITA 32 ONpeJIesiHe Ha (M3MUHUTE M XMMUYHUTE CBOMCTBA.

Onpeuenﬂ Ce ” Ce€ OTUMUTA l/[36]/lpaTeJ'lHOCTTa Ha Mertofute. AKO € uenec1>06pa3H0, MPENCTaBAT €€ METOAM 3a IIOTBbP-
KHOaBaHe € JOKasaHa NOCTOBEPHOCT.

OHPCHCHHT ce M Ce OTUMUTAT JIMHEIHOCTTA, aHAJIMTUYHUST 1106]/[3 M TOYHOCTTA (HOBTOpﬂCMOCTTa) Ha METOOMUTE.

Hannute ce orumtar Ha pasHuulero Ha KO, KakTo M Ha BepOSITHMTE paBHMIA HA OCTAaTBUHM BELIECTBA U TIPK
croiiHocTy, fecet mbTH no-sucoku ot TKO. TKO ce ompemenst m oTumTa 3a BCsSIKa ChCTaBKa, BKIIIOYEHA B OMperie-
JIEHMETO Ha OCTAaTBHYHO BEIIECTBO.

MeTonu, U3NOI3BaHM 3a LEJIMTE Ha KOHTpOJIa U H36HIOIICHI/ICTO CIlen U3[aBaHe Ha paspeunieHue

JTOKONKOTO € M3ITbIIHMMO, 33 Te3M METOHM Ce M3ION3BA HAil-POCTUAT MONXON, CBbP3AHMTE C TAX Pa3Xoy ca
BH3MOXKHO HAJ-HUCKM M 33 PEaM3MPAHETO MM Ce M3UCKBA OOLIONOCTHIHO 00OpYIBAHE.

CboOuiaBar ce aHaIMTUYHUTE METOIM 3a ONPENENSIHE HA aKTMBHOTO BELIECTBO M HA CHLUCCTBCHNMTE OHEUMCTBAHNS B
TPOIIYKTA 33 PACTUTENHA 3aLMTA, OCBEH KO 3asBUTENIAT IOKAXKe, Ue MOTAT Jia ce M3MOJ3BAT METOMUTE, Beye ChOOLICHN
B CHOTBETCTBME C M3MCKBaHMATA, IOCOUYeHM B Touka 5.1.1.

[purarar ce pasnopenéure Ha Touka 5.1.1.
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Hpe]ICTaB}IT €€ M3YeprnaTesIHo HOKYMEHTMPAHM METOHOM 3a OINPENENAHE Ha OCTaTbUHM BEILECTBA:

— B DACTCHMsI, PACTUTEIIHM MPOLYKTH, NPePabOTEHM XPAHMTEIHNM MPOIYKTH, XpaHU U (ypaxu OT PacTuTelieH M
KMBOTUHCKM MPOU3XOM, MM BBPXY TAIX,

— B TCJIIECHUTE TEUHOCTU U THKAHUTE,
— B IIOYBaTa,
— BBB BOIATa,

— BbB BB3YXa, OCBEH aKO 3asBUTENIAT JOKAXe, Ye CKCIO3UIUMATA HA ONepaTopute, PaOOTHULMTE, XKUTEIUTE WA
CIIyyaiiHuTe JMLA € NpeHeOPeKMMO MarKa.

3asBUTEAT MOXKe Oa ce OTKJIOHM OT M3MCKBAHMATA, KaTO OOKazKe, 4ye MOrar na 6’bHaT NpWIOKEHN METOOMUTE, Ipe-
CTaBEHM B CbOTBETCTBUE C M3VMCKBAHMATA, M3IIOXKEHM B 4acT A, Touka 4.2 oT NpUIOXKEHNETO KbM PernmameHT (EC) Ne
283/2013.

M36]/lpaT€J'lHOC'IT3. Ha METOIMTE MaBa Bb3MOXKHOCT 1a Obrar OIpenesieHN BCMYKM CbCTaBKY, BKITIOUEHN B OIIPELNEIIEHUETO
3a HaOJIOfeHNe Ha OCTATHUHM BELIECTBA. AKO € MOOXOHAUIO, MPENCTaBAT C€ METOIM 3a IOTBbPKIABAHE C [I0Ka3aHa
TIOCTOBEPHOCT.

Onpenenﬂr ce M Ce OTUMTAT JIMHEHOCTTa, aHATIMTUYHUST ]106]/[B M TOYHOCTTA (HOBTOpHCMOCTTa) Ha METOOMTE.

HaHHV[TC C€ OTUMUTAT Ha PaBHUILIETO Ha FKO, KaKTO M Ha BEPOATHUTE paBHMILA Ha OCTaTbYHM BELIECTBA MM IIPU
CTOIZHOCTM, mecet mpT mo-Bucoku ot [KO. TKO ce OIpenerd M OTUMTA 3a BCAKA CbCTaBKa, BKITIOYEHA B OIPENEIICHUETO
3a Ha6HIO]1€HI/Ie Ha OCTaThYHM BEIIECTBA.

3a OCTaThbUHM BEILIECTBA B XpaHUTE M cl)ypaxme OT PAaCTUTENIEH WM KUBOTMHCKM I1POM3XOM, MM BbPXY TAX, U 3a
OCTaThbYHY BELIECTBA B MUTE/HATA BOJA BB3MPON3BOAMMOCTTA Ha METOHdA C€ OINpeNesisd 4pe3 NOKasBaHE Ha HErosarta
IOCTOBEPHOCT OT HE3aBUCUMA na6opaTopm[ " C€ OTUMTa.

PA3JIE]T 6

Hannu 3a epuracHocmma

BbBenenmne

[lpemocTaBennTe MaHHM €3 OOCTATBYHM, 33 A CE MO3BOI M3BBPIIBAHETO HA OLCHKA HA NMPOAYKTA 3a PACTUTENTHA
3ammra. Ocurypsisa ce Bb3MOXKHOCT [Ia Ce OLIHSIT eCTECTBOTO M CTETIeHTA Ha [IOM3NTe, MPOM3NM3ALI OT yroTpebara Ha
MPOIYKTA 33 PACTUTENHA 3AlIITA, B CPABHEHME C HETPETMPAHA KOHTPOIHA KYNTypa ¥ B CPAaBHEHNE C MOIXOLSIIN
TA/IOHHY TPOTYKTY ¥ IPAroBe Ha BPETHOCT, KOTATO TAKMBA CHLICCTBYBAT, I A Ce OMPETENAT YCIOBISTA 33 HEroBara
yrotpeba.

BpOHT Ha OIIMTUTE, KOUTO Tp$[6Ba HJa ce M3BppLIAT M HOKJIaBaT, OTpa3fgBa (I)aKTOp]/l KaTo CTEIICHTA, OO KOATO Ca
MO3HATU CBOJICTBaTa Ha CbbpKalINTe €€ B IPOOYKTa aKTUBHU BEUICCTBA, HMAIla30HA Ha Bb3HUKBALIUTE BBHIIHM
yCIoBys, BKIIIOUUTEIIHO ITPOMEHIIMBOCTTA BbB (I)I/ITOC&HI/ITapHI/ITe ycioBus, KIVMMaTMUYHNUTE pasiinuudd, pasiMuyHute
3EMETIENICKN TPAKTUKY, €IHAKBOCTTa Ha KYITYpuUTe, HAaUMHBT Ha IIpUJlaraHe, BUOA Ha BpPEIHVSA OPraHM3bM M BUOA
Ha NpOOyKTa 3a pacTUTEIIHA 3allnTa.

[IpenocTaBsT ce MAHHM, KOMTO €A JOCTATBYHM, 3 [a Ce MOTBBPIM, ue CXeMMUTe HA ynoTpeGa Ha NPONyKTa 3a
pacTUTeNIHa 3alMTa Ca MPEICTABUTENHM 3a Pa3IMUYHUTE PAiiOHM ¥ 33 JIMANA30HA Ha YCIIOBUATA, KOUTO € BEPOATHO
[l ce CPEIIHAT B ChOTBETHMTE PAiOHM, 33 KOMTO € NpelBMueHa Heropata ynorpeGa. Korato 3astBUTENST TBBPIM, ue B
€IIMH M TOBeYe OT Npe[IaraHuTe PajioHN He ca HeOOXOMMMM M3IMTBAHNS, 3AOTO YCIOBUSATA B TSIX CA CPABHUMM C
Te3u B JPYIM PErMOHM, B KOMTO Ca M3BBPIICHM M3MUTBAHMS, TON MOIKpENs TBHPHEHMETO CU C JIOKYMEHTaJlHO
JIOKa3aTesICTBO 3a CXO[CTBOTO B YCIIOBUATA.

3a ma GBOAT OLCHEHN Ce30HHUTE PA3TMUIs, AKO MMA TAKMBA, Ce CHOMPAT ¥ Ce MPEICTABST MOCTATBYHO JTAHHM, KOUTO
I1a IOTBBPAT AECTBMETO HA MPOMyKTa 33 PACTUTEIIHA 3AIMTA BbB BCEKM PasiMueH B CEJICKOCTONAHCKO M KIIMMaTUUHO
OTHOIICHIE PETMOH ¥ 33 BCSIKA OTHETHA KOMOMHAIAS KYNTypa (WM CTOKA)[BpeleH opraHu3bM. Korato e mpuoxmmo,
IOKITafIBaT Ce ONUTUTE 3a OMPENeNsHe HA eQeKTMBHOCTTA JIM QUTOTOKCHYHOCTTA OOMKHOBEHO HAI-MAIKO Mpe3 [IBa
BETeTALMOHHM NepPUOIa.

AKO M3BBPIICHUTE OMMTU Ipe3 ITbPBUS BETeTALMOHEH NEPUON NOTBBPXKIABAT 1O TOIXOMSALL HAYMH BAJMIHOCTTA Ha
TBBPICHWSATA, HATIPABEHM Bb3 OCHOBA HA EKCTPATIONALMS HA PE3yITATUTE OT M3MUTBAHMS C IPYTH KyITypH, CTOKM WIIA
00CTaHOBKYM JWIM OT M3NMTBAHMATA HA CXOIHM BbB BMCOKA CTEIEH NPONYKTYM 33 PACTUTENIHA 3AIUMTA, 3asBUTEIIAT
MpenocTaBsi 00OCHOBKA 33 JMICATA HA HEOOXOMMMOCT OT M3BHPIIBAHE HA OIMTH Tpe3 BTOPMs Ce30H. Korato
TMOPAny KIMMATHYHUTE WM GUTOCAHMTAPHUTE YCIOBUSL MM 1O APYTM NPUUMHM MOIYUeHWTe Npe3 [afeH Berera-
ILMOHEH NepMOI IAHHM MMAT OTPAHMYEHA CTOMHOCT 3a OLEHKATA HA JIEHCTBUETO HAa NPONYKT4, Ce M3BHpIIBAT U
JIOKJIANIBAT ONUTY TIPe3 Olle e[MH JWIM II0Bede OT €AMH BEreTaLMOHHM MepyOM.
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l'lpensapu'renﬂu U3NUTBAHUA

Ilo ¥cKaHe Ha KOMIICTEHTHMSI OPraH Ce MPENOCTaBiT 0000wwaBaALY JOKITAMN 33 U3BbPLICHUTE [PEABAPUTEITHI U3IAT-
BaHMs, BKIIIOUMTEIIHO 3a M3CIICHBAHVS B OPAHXKEPUM M TONEBY M3CIEIBAHNS, TOCTYKMIIM 3a OLEHSIBaHe Ha 6MONIO-
IMYHATA AKTMBHOCT WIIM ONpEessiHe Ha 00XBAaTa Ha [O3MpaHe Ha NPOIYKTA 33 PACTUTENHA 3alUMTA M HA aKTMBHWTE
BELIECTBA, KOUTO TOI ChIbpPXKA. B IOKITammTe ce MpegocTaBst TOMBIHUTENHA NHPOPMALIS 33 KOMIICTCHTHUSI OPraH, 3a
112 ce 000CHOBE MPENOPBhYBAHATA 1033 HA MIPOIYKTA 33 PACTUTEIIHA 3AlIUTA M — KOFAaTO TOM ChIbPXKA IOBEYE OT EIHO
aKTMBHO BELIECTBO — CBHOTHOIIEHMETO MEXIIy BElleCTBaTa.

M3nuTBane Ha eq)uxacrlocwa

Ypes u3nuTBAHMATA Ce MPENOCTABAT JOCTATHYHO JAHHM, KOUTO MO3BONABAT M3BBLPIIBAHETO HA OLEHKA HA PaBHMIIETO,
TIPOIBIIKMTENTHOCTTA 1 €[JHAKBOCTTa Ha KOHTPOIIHOTO WJIM 3allUTHOTO Bb3EHACTBIE UM IPYTUTE NPEBUKIAHN BUIOBE
Bb3JIECTBME HA TMPOMYKTa 3a PAacTUTENIHA 3allUTa B CPABHEHME C NOIXOMALM €TaJIOHHM HPOMIYKTH, KOTaTO TaKMBa
CBIIECTBYBAT.

Ycnosud Ha usnumearemo

Korato € Bb3MOXHO, M3NMTBAHETO BKIIOUBA CJIEQHMTE TPM KOMIIOHEHTA: M3MMTBAH NPOMYKT, €TallOHeH NPOAYKT U
HeTPeTUPaHa KOHTPOJIHA NpPoba.

HericTBueTo Ha IPOIYKTa 33 PacTUTEIHA 3alIMTA Ce NPOYUBa IO OTHOLIEHNE Ha MOJXOMAIIN eTaIOHHM MPOMIYKTH, aKO
TaKMBa CbUIECTBYBAT. [IPOAYKT 3a pacTuTENHA 3alMTa Ce Pa3Iyexna KaTo MOIXOMALL eTajIOHeH NPOMYKT, aKO OTToBaps
Ha M3JI0KEHNTE [0-1107ly M3UCKBAHMSL. TIPOLYKTHT € PaspellicH I Ha NPAKTHKA € TOKa3a/l IOCTaThyHa e)eKTUBHOCT MpK
YCIIOBMSTA HA NpEUIoKeHaTa yrnotpeba (GUTOCAHUTAPHM, 3eMEIENICKY, TPaIMHCKY, KIMMATHYHM, TOPCKM, CBBP3AHM C
OKOJIHATa Cpeia— KOETO € MOIXOnsiI0). PaGoTHMST 06XBAT, BPEMETO 1 METONBT Ha IpUIIaraHe, HAYMHDBT HA ME/CTBIE
Ca CXO[HM C Te3U Ha M3MMTBAHMSA IIPOMYKT 3a PacTUTENIHA 3alMTa. AKO TOBA € HEBb3MOXKHO, €TaJIOHHUAT IPONYKT U
VBIIUTBAHMSAT MPOIYKT Ce NPUIIAraT B ChOTBETCTBUE C NOCOYEHATA YHOTpeba.

TIponyKTHTe 3a PAaCTUTENHA 3AUIMTA CE MBIUTBAT IIPY YCIIOBYS, IPU KOUTO € HAOMIONABAHO MPUCHCTBUE HA NPULIETHUS
BpEICH OPTaHM3bM B KOHLCHTPALMS, IIPY KOSATO TOH NPUYMHSBA MIIM € M3BECTHO, Y€ NPUUMHABA HEONArONPUSATHO
Bb3LCliCTBIC (BbPXY 100MBA, KAYeCTBOTO, TeKyllaTa Ieyan6a) BbPXy He3alMTEHA KyNTypa WIM PAilOH WIIM BbPXY
pacTeHyst MM PacTUTENIHM MPOHYKTH, KOUTO He ca TPETMPAHM MIIM IIPU KOMTO € OTKPUTO IPUCHCTBIE HA BPEIHMS
OpraHM3bM B TaKaBa KOHUCHTPALULs, IPU KOSTO MOKe I1a Oblle HalpaBeHa OLCHKA HA MPOIYKTa 33 PACTUTEIIHA 3alLNTA.

[lo oTHOWIEHME HA NIPONYKTMTE 3a PAacTUTEIHA 3alMTA 3a KOHTPOJ Ha BPEIHM OPraHM3MM Ce M3BLPLIBAT OIUTH, C
KOMTO Ce ONpeesis PaBHMILETO HAa KOHTPONI Ha CLOTBETHMTE BUIOBE BPEIHM OPraHM3MM MM Ha BUIIOBE, IIPENCTa-
BUTEITHY 3a TPYNNUTE, 33 KOUTO Ce TBBPMM, Ye Ca UYBCTBUTENIHM KbM [IE/CTBUETO HA NPOIYKTUTE 33 PACTUTEIIHA 3alUMTA.
Omyrure 00XBAIIAT PasnuyHNTE Pa3n HA pacTe:a OT KU3HEHWUs LWIKBI HA BPEIHUTE BUILOBE OPraHU3MMU, KOraTo TOBA €
OT 3HAueHMe, M PA3MUYHMTE IIAMOBE WM PACcy HA Te3U BMIOBE, KOTATO MMa BEPOSTHOCT MOCIEOHUTE NI MpPOSBST
pasiMyHa CTEMeH Ha YyBCTBUTEHOCT KbM MPOAyKTa. KOrato e mpuioKMMo, Te3u BBIPOCH MOTAT [a GbIaT IpoydeHN
upe3 11aGOPaTOPHN M3CIICABAHNSL.

Omutute ¢ uen cbOMpaHe Ha JAHHM 3a IPOLYKTYM 3a PACTUTEIHA 3AlINTA, KOUTO CA PEryNlaTopy Ha pacTexa Ha
pacTeHMsTa, MOKA3BAT CTCNEHTA HA BB3ICHCTBME BbPXY BUIOBETe, KOWTO lie ObIAT TPETMPAaHM, M Ja BKIIOYBAT
NpOy4YBaHE HA PA3NIMUMATA B PEAKUMATA CIOPSIMO IPOIYKTA IOCPENCTBOM IPEICTABMTENHA Mpoba OT Kpbra OT
COPTOBE, 33 KOWTO € NpENOKeHa ynorpebdara My.

C ornen Ha M3SICHSBaHEe Ha Bpb3KaTa MEXKIY 103a U peaKINs, HO3MPOBKIM B IO-MAJIKO OT NPENOPBUAHOTO KOJIMUYECTBO
C€ BKIIKOYBAT B HAKOM OT OIMTUTE, 3a Oa 6'b]1€ BB3MOZKHO J1a C€ OLEHM MalM NpenopbuaHaTa HO3MPOBKa € MUHMMAIIHO
HCO6XOHI/IM3T3 32 TMOCTUTAHE HA XKeJTAHOTO BB3MIENCTBHUE.

HpO]I'bJ'[)KI/ITeJ'lHOCTTa Ha BB3MENCTBUETO OT TPETUPAHETO CE€ IpOyuBa BHB BPb3Ka € KOHTPOJIA HaJl MNPULETHUA
OpraHu3bM WIN Bb3MIENCTBUETO BbpXYy TPETUPAHUTE PACTCHUA UM PACTUTEIIHM MPOLYKTU, B 3aBUCUMOCT OT Cilydas.
Koraro 3a NpenyIozkeHaTa cxemMa Ha yrIOTpe6a €€ MpernoppuBa MoBeyYe OT €OHO IpuiaraHe, NOKIaaBaT ce OIMUTUTE, Bb3
OCHOBa Ha KOUTO € YCTAaHOBEHA IIPOIBIIKMTEIIHOCTTA Ha BB3MENCTBIE Ha npuiaraHeTo, H806X0]I]/IMI/I5[T 6p0]7[
npuiiaraHust M 2KE€laHnuTe MHTEPBAIIM MEXIY TAX.

TIpencraBsT ce OKA3aTeNCTBA, Ye C NPENOpbYaHATa 03, IPaQUK M METOH Ha NpWUIIaraHe Ha IPOMYKTa Ce IOCTHTA
allekBaTeH KOHTPOJ M 3alUMTA WIIM KENAHOTO Bb3JEHCTBUE MPU HabOpa OT OOCTOSITENICTBA, B KOMTO € BEPOSTHO
NPONYKTHT J1a Ce yNoTpeOsiBa Ha MPaKTHMKA.

AKO MMa SICHU JIOKA3aTeJICTBa, Ye e BEPOSATHO IENCTBUETO Ha NpOIyKTa 3a PaCTUTEIIHA 3alInTa [1a 6'b]1€ MOBJIMSAHO OT
(llaKTOpl/l OT OKOJIHaTa Cpefia, KaTo TEMIEpaTypa WM IbXI, C€ M3BbPIIBA MPOy4YBaHE Ha BB3IEICTBMETO HA TaKMBa
(l)aKTOpI/I BbpXY HeiCTBUETO Ha NpoaykKTa, IMO-CIEHMAIIHO, KOraTo € M3BECTHO, 4é HeICTBMETO Ha XUMMYECKM CXOMHU
MpoHyKTH C€ IMOBIMABA 110 TaKbB HAUMH, M CE€ IOKIIABAT PE3YJITATUTE OT TOBA IIPOYUBAHE.

Koraro 3asBrmeHmsTa, ChIbpXKALA MPEANOKEHME 3a CTMKETMPAHe, BKIOYBAT NPEMOPBKM 3a YMOTpeOaTa Ha IafeH
TNPOAYKT 3a PAacTUTENHA 3aIINTa 3ae[HO C JPYTV MPOAYKTU 3a PACTUTENHA 3AUIMTA MM C AIKYBAHTH, Cé MPETOCTaBs
MHQOPMALIS 32 MMCTBUETO HA CHOTBETHATA CMeC.
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PazpaGoTsar ce omuty, 33 1a GbIAT MPOyYeHN Bb3HUKHAIMTE BBIPOCH, 1a Ce CBEle IO MMHUMYM Bb3IE/CTBUETO Ha
CIyyaiiHuTe Pa3IMKM MeXMIy PasiMyHMTe YacTy Ha BCAKA TPETMPaHA IUIOWI, KAaKTO M [Ia Ce HAIpaBu Bb3MOXKHO
M3BbPIIBAHETO HA CTATMCTMUECKM AHAIIM3 HA PE3yNTaTUTE, MOMUIEKALNM HA TAKbB aHAnu3. Pa3paboTKata, aHaIu3bT U
M3BPIIBAHETO HA ONMTUTE U JOKIIAJIBAHETO HA DE3yNTaTuTe OT TAX TPsibBa 1a ObIAT B CHOTBETCTBUE ChC CIIELM-
¢uunute crannapri Ha EBpomeiickata M cpelm3seMHOMOpCKaTa opraHusalmst 3a pacrutensa saumra (EPPO), korato
TAaKMBa Ca Ha/M4HU. Morar a ObIat npueTy OTKIIOHEHNs OT HamuHuTe Hacoku Ha EPPO, mpu ycrosue ye paspabot-
BaHETO Ha ONMTUTE OTrOBAPA HA MUHMMAIIHUTE M3NCKBAHUA HA ChOTBETHUTE cTaHgapTu Ha EPPO 1 ue e m3uepmarenHo
OMICaHO 1 000CHOBaHO. [JOKMAIBT BKIIIOUBA MOIPOOHA M KPUTMUHA OLEHKA HA JaHHMTE.

V[BB’prIBa €€ CTAaTUCTMYECKM aHallM3 Ha pe3yITaTUTE, IOWIEXKallM Ha TaKbB aHAaJINM3; KOraTo € HCO6XO]1]/[M0, U3II0II-
3BaHaTa HacoOKa 3a M3BBPILIBAHE Ha V3IUTBAHNA CE HpI/ICHOC06}IBa, Taka 4€ [1a € Bb3MOXKHO M3BbPIIBAHETO Ha TaKbB
aHaJms.

Koraro e mpumoximo, Moxe [l ce HaOXKI IIPeIOCTABSHETO HA TAHHM 33 TOOUBA I KAUECTBOTO KATO IOKA3ATEIICTBO 34
eMKaCHOCTTA.

]/lml)opmauuu 3a MosBaTa WM Bb3MOXHATA IOsBA Ha PE3UCTEHTHOCT

TpencrasgT ce nabOPaTOPHM HaHHM U MHPOPMALWs, TONTyUeHa HIPHU NOJIEBU OINTH, KOTaTo MMa TaKaBa, BbB BPb3Ka C
T0SIBaTa ¥ PAa3BMBAHETO HA PE3UCTEHTHOCT MIM KPHCTOCAHA PE3UCTEHTHOCT IPY MOMYNALMUTE OT BPEIHM OPraHM3MM
KbM AKTMBHMTE BEIIECTBA JWIM KbM CXOOHM C TSX aKTMBHM BellectBa. Koraro Tasum mHOpMaums HsiMa INPSIKO
OTHOIICHNME KbM BUIOBETe YIOTpeDa, 33 KOMTO Ce MCKA pa3pelleHie Wi MOTHOBSBAHE HA DA3pEIICHNETO (CIIPSIMO
PA3IMYHM BYUIOBE BPEIHM OPraHM3MM MIIM PAsIMYHM KyNTypH), aKO MMA TaKapa, Ts BCe MAK Ce NPENCTaBs B 0000uieH
BUJ, Thil KaTO MOXKe J1a CbIbPKA yKa3aHMe 3a BEPOATHOCTTA OT Pa3BMBAHE HA PE3NCTEHTHOCT B NPULENHATA MOITy-
Janms.

Koraro CBILECTBYBA JI0KA3aTEIICTBO WIIN MH(])OPM&HVI}I, HaBeXMally Ha M3BOMA, 4e Npu yHOTp€6aTa Ha IIpoIOyKTa C
TBPIOBCKa LENI € BEPOSATHO Ha CE pa3Bye€ PE3VICTEHTHOCT KbM HETO, C€ HamMypa M INPENCTaBs MOKA3aTEIICTBO 3a UYBCT-
BUTEITHOCTTA Ha IIONYyJIaLMATa Ha CbOTBETHMA BPENEH OPraHM3bM KbM IIPOIYKTa 32 PACTUTEIIHA 3allNTa. B te3n Clrydan
C€ IpencTaBsA YIpaBJIEHCKA CTpATeryisd, NpelHasHau€Ha [1a CBEIE OO MVHMMYM BEPOATHOCTTa OT pa3BMBaHE Ha PE3NC-
TEHTHOCT VI KPBCTOCaHA PE3UCTEHTHOCT IPpY IPULEITHUTE BUMOBE. YHpaBHeHCKaTa CcTparerms € CBbp3aHa CbC
CbOTBETHM BE€U€ CBILECTBYBALINM CTPATEIVM VM OIpAaHMYECHMS M CE MO30BaBa Ha TAX.

HebnaronpuarHo Bb3[eiicTBUE BbPXY TPETUPAHUTE KYITYypH

(Qumomorcuunocm cnpamo NpuueHu  pacmenud (8RAIOULMEAHO PA3AUMHU COPMOBE) UML CNPAMO  NPULEAHU
pacmumentu npodyrmu

‘{pes MBINTBAHETO €€ IPEHOCTABAT JOCTATbUHO HAHHM, KOUTO I1O3BOJISBAT M3BbPIUBAHETO HA OLEHKA Ha TENCTBUETO Ha
MponykTa 3a pacTUTENIHAa 3aliuTa M Ha BB3MOXKHATAa II0SIBA Ha (I)I/ITOTOKCI/['—IHOCT Clied TPETUPAHETO € IPOAYKTa 3a
pacTuTeHa 3alunTa.

YcnoBus Ha UBNUTBAHETO

3a X€p6I/IIH/[J]I/[T€ C€ M3MUCKBA U3NMNTBAHE C [103a, KOATO € paBHA Ha y[IBOEHATa IPENopbUaHa no3a. 3a OpyTuTe NMPOHYKTN
3a pacTUTEIIHA 3alluTa, IIpY KOUTO ca Ha6]’[}OHaBaHM NposABM Ha He6nar0npmrl—[o BEBHCIZCTBMC, Makap 1 IpeXonHu, 1o
BpeMe€ Ha V3NUTBAHMATA, M3BBPIICHN B CbOTBETCTBME C TOUYKA 62, CE yCTAHOBABAT I'PaHMUUTE Ha CEJICKTUBHOCTTA IO
OTHOLICHNE Ha MNPULIEITHUTE KYNITYypu, KaTO C€ M3ION3BAT HO3M, IO-BMCOKM OT IIPENOPHYAHOTO KOIUYECTBO 3a
npuiiarasLe. Koraro ce Ha6n}onaBa CEPUO3HO (1)]/[TOTOKCI/[‘{H0 BBBHCﬁCTBMC, Ce TpoyuBa ¥ CPEOIHO IpWIaraHo KOJu-
YECTBO.

Koraro Bb3HMKBAT Cllyuya Ha He6HaI‘01’[p]/l5[THO B'LSJICIZCTBI/IC, HO C€ TBBpOM, Y€ T€ Ca MaJIOBaXXHM B CpaBHEHME C
TI0JTI3UTE OT yHOTpe6aTa Ha MpoaykTa, WIN ca NpexonHy, € H€06XO[I]/IMO I1a ce INpeacTaBAT JOKa3aTelICTBa B IOIKpena
Ha TOBa TBbpHEHME. Ako e H€O6XOHI/IMO, €€ NPENOCTaBAT TaHHM 3a M3MEPBAHETO Ha ]1061/[]33..

Hokasa ce 6e30M1aCHOCTTA Ha MPOJIYKTA 3a PACTUTEIIHA 3aILNUTA CIPSIMO OCHOBHMUTE COPTOBE OT OCHOBHMUTE KYNTYpH, 3a
KOMTO NPOIYKTBT ce NPEropbyBa, BKIIOUMTETHO BB3UENCTBUETO BhPXY (asata Ha pacTeX Ha KynTypata U HeiiHata
BETeTALMOHHA CUJIA, KAKTO M APYrM aKTOpH, KOMTO MOTAT [a MNOBIMSAT NONATIMBOCTTA HA YBPEXIAHE MM Hapa-
HsABaHe.

H606XOJII/IMOT0 KOJINYECTBO I/IH(I)OpMaIIMS{ 3a Opyrm KylnTypu OTpas3sBa TAXHATa CTEIEH Ha CXOHNCTBO C OCHOBHUTE
KyJITypy, € KOUTO BeY€ Ca M3BBPLICHM MBIUTBAHUSA, KOJIUUYECTBOTO M KaueCTBOTO Ha HAJIMUYHUTE HNAHHU 33 TE3U
OCHOBHM KYITypu M CTEINEHTA Ha CXOHOCTBO C HauyMHa Ha ynorpe6a Ha MNpoOykTa 3a pacTUTENIHA 3allliTa, KOrato
TOBa € YMECTHO. HOCTaT’L‘{HO € Ja ce M3BbpLIM M3NUTBAHE C IJIABHUA IIPOOYKT 3a paCcTUTEIIHA 3allluTa, KOITO
MOMIEKM Ha paspelueHue.

Korato yKasaHusiTa, KOUTO (UIypUpaT BbPXY MPEITIOKEHNS eTUKET, BKIIOUBAT IIPENOPBKY 32 yroTpebata Ha IPOLyKTa
33 pacTMTEIHA 3alIMTA B CMEC C APYT NPOLYKT 33 PaCTUTENIHA 3alUMTa, Pa3nopenOuTe Ha HACTOSILIATA TOYKA Ce
TIpUsIaraT 3a CMecTa.

HabrionerysaTa OTHOCHO (QUTOTOKCHYHOCTTA Ce M3BBPIIBAT B MPOLECA HA MBMUTBAHMATA, [OCOYEHN B TOUKA 6.2.
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Koraro ce KOHCTAaTUpaT IPOSIBU Ha (])I/[TOTOKCV["IHO B'I)S]ICI?ICTBI/[C, T€ TOYHO C€ OLEHABAT M OTUYMUTAT.

V[3B'prHBa €€ CTaTUCTUYECKM AHAJIM3 Ha PE3YNTATUTE, TOMIEKAIIM Ha TaKbB aHAIM3, M aKO € HCO6XO,[H/IMO, U3I0JI-
3BaHATa HACOKaA 3a M3BbPILUBAHE Ha MNUTBAHUA CE€ allallTVPA, TaKa Y€ J1a € Bb3MOXKHO M3BbPIIBAHETO HA TAKbB aHAJIU3.

Be3deiicmeue espxy dobusume om mpemupanu pacmeHud uAl pACMumenny npodyrmu

Upes M3MUTBAHETO Ce MPEIOCTABAT IOCTaThUHO JAaHHM, KOMTO HO3BOJABAT M3BbPUIBAHETO HA OLCHKA HA MIE/CTBUETO HA
NPOIYKTA 33 PACTUTENIHA 3alMTA M HA BBH3MOKHOTO BB3CHCTBME IO OTHOLICHME HA HAMaJlsiBaHe HA HOOMBA MM
3aryOu 1mpy CbXpaHeHMe Ha TPETMPAHM PACTEHMs MIM PACTUTEIIHM MPOIYKTH.

O6GcrosiTencTBa, NpU KOUTO ¢ HEOOXOIMMO M3NUTBAHE

Ksbmero e NPWIOZKUMO, OIPENEIIAT CE BUIOBETE Bb3IENCTBIE Ha NPOOYKTUTE 3a PACTUTEIIHA 3allNTa BbPXY ]1061/[33. uim
KOMIIOHEHTUTE Ha IIO6I/[Ba OT TPETMPAHN PACTUTEITHU IPOLYKTU. Korato nma BEPOATHOCT TPETMPAHUTE paCTEHMS UIIN
pacTUTEIHN IIPOOYKTH Oa 61;]13T CbXpaHsBaHM, CE OIPENENid, KOraTo € IpuiloXKmumo, Bb3IENCTBIETO BbpXY ]106]/[]3&1 cren
CbXpaHEHME, BKIIIOUUTEIIHO [aHHM 3a CPOKa Ha CbXpaHEHMUE.

Be3deiicmauie 65Xy Rauecmeomo Ha pacmeHuSma UAu pacmumesxume npodyrmu

3a OTHeNHMTE KyNTypy MOXKe A ca HeOOXOMMMM MOIXOMSIIA HAOMIONEHNMS! O OTHOMICHME HA KAueCTBEHNMTE Xapak-
TePUCTHKY (HAmp. KAYeCTBO HA 3bPHOTO HA 3bPHEHNM KyNTypH, ChIbpxKaHue Ha 3axap). Takasa mHpOpMAims Moxe 1a
Objie MOJyyeHa B PE3yINITaT Ha MONXOMSLIM OLEHKM IPY OMUTHTE, OMMCAHM B TOUKM 6.2 u 6.4.1.

Korato e NPUIIOKMMO, €€ VM3BbpILIBA M3MNTBAHE 3a OLBETABAHE HA KYIITypara.

Be3sdeiicmaue espxy npouecumme Ha mpaxcdopmayus

Korato e mpuiioXuMo ce M3BbpLIBA M3MUTBAHE 32 BH3NCICTBUETO BHPXY MpOLECA HA TPAHCYOPMALISL.

Bauanue 68pXy MpEemMuUpanu pacmeHud uAu pacmumentu npoéykmu, npedﬂam—taueuu 34 pa3mHosRasave

Korato e npuioxumo, NpenocTaBsT ce JOCTAThYHO JaHHM U HAOMIONEHMs, 3a Ia ce MO3BOI M3BbPIIBAHETO HA OLIEHKA
Ha Bb3MOXHHUTE NPOSIBY Ha HEONAronpusTHO Bb3OEHCTBIE HA TPETUPAHETO C MPOIYKTA 33 PACTUTENIHA 3aLMTA BbPXY
pacTeHusi WIM PACTUTENHM NPOIYKTY, NpPeIHA3HAYeHN 3a Pa3MHOXaBaHe.

O6crosTencrBa, Npu KOUTO € HEOOXOAMMO M3NUTBAHE

[TocoueHnTe JaHHM M HAOMIONEHMS Ce NMPENOCTABST, OCBEH KOIaTo NPENIOXEHNUTe HAYMHI Ha yrmoTpeGa Ha IPOIyKTa
M3KITIOUBAT ynoTpebata My BbPXy KyNTypy, NpeIHA3HAYCHM 3a NPOM3BOLICTBO HA CEMEHA, KAJleMM, JIACTApH, TPYLKM
WM JIyKOBMUM 33 3acaxkJaHe, B 3aBUCUMOCT OT CIIyyasl.

HaOmiomeHus 3a ciyuau Ha APYTo HeXeNaHO WM HeNpelIBUAEHO CTPAHUYHO BB3[ENCTBUE
Baugnue espxy credeauyu ryamypu

[IpenocTaBsT ce NOCTAThYHO IAHHM, 33 [a Ce [O3BONM M3BbPLIBAHETO HA OLCHKA HA BB3MOXHOTO HEONAronpusTHO
BL3ICICTBME HA TPETMPAHETO C IIPOIYKT 3a PacTUTENHA 3alIMTa BBPXY CIIEIBAILMTE KYHTYpU.

O6GcrosiTencrBa, Npu KOUTO ¢ HEOOXONMMO MBNUTBAHE

Korato maHHu, nonyueHu B ChOTBETCTBME C TOUKa 9.1, IOKa3Bar, ue 3HAUMTEIHM KOJMUECTBA OCTATBUHM BEWIECTBA OT
aKTMBHOTO BELIECTBO, HETOBUTE METAOONMTH WM NPOMYKTM OT pasrpaxiaHe, KOMTO ca WM MOraT na Obmar
OMONIOTMYHO AKTMBHM CIPSIMO CIICBALIM KYITYpM, Ca OCTAHANM B [OYBATA WIIM B MaTepuau OT PaCTUTENIeH
IIPOU3XONl, KATO HAlpuMep cjlamMa WM OpPraHMueH MaTepuai, [0 BPEMETO Ha 3acsiBaHe IWIM 3acaxpaHe Ha
BB3MOXHI CIIE[BAILM KYNITYpH, e MPENOCTABAT HAOMIONEHMsS OTHOCHO BB3[ENCTBUETO BHPXY HOPMAIHMS OOXBAT OT
CIIeMIBALM KYIITYpU.

Baugnue 6spxy Opyzu pacmenus, 6RAIOUUMEAHO CBCeOHU RYAMYpU

Hokansar ce HOCTaTHYHO JIAHHM, 3a JIa Ce€ I03BOJIM M3BbPIIBAHETO HAa OLEHKA Ha BbB3MOZKHOTO He6Har0HleﬂTHO
BB3MENCTBME Ha TPETUPAHETO C MNPOHAYKT 3a PACTUTENIHA 3allUTa BbPXY NOPYrM PaCTEHUS, BKITIOYMTEIIHO CbCEIHM

KYITypH.

OéCTO}ITeHCTBa, npum KOuUTo € HCO6XOIII/[MO U3NMUTBAaHE

[IpemocTaBsiT ce HAOIOMEHNST OTHOCHO HeONMATONPISTHOTO BB3HENCTBIE BBPXY HPYIM PACTEHUS, BKIIOUUTEIHO BHPXY
HOpMAITHISE 0OXBAT OT CBCEIHM KYNTYpH, KOIATO MMA MPM3HALM, Y€ HPOLYKTBT 33 PACTUTENHA 3alMTA MOXE 14
3acerHe Te3u PacTeHMs B Pe3yNTaT Ha OTKJIOHEHMe NpM HpuitaraHero. [IpenocraBar ce JOCTaThYHO JaHHM, C KOUTO Ce
JIOKA3Ba, Ye OCTATBLM OT IPOAYKTa 3a PACTMTENIHA 3AIMTA HE Ce 3aIbpKaT B 0OOPYNBAHETO HA IpUIIAraHe CIIed
TIOUNCTBaHE HA MOCIEHOTO, M Ye HAMA ONACHOCT 3a CIE[BALIUTE TPETMPAHM KYNTYpH.
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6.5.3.

7.1.

7.1.2.

7.1.3.

Be3deiicmeue 65pxy noaestu u Opyeu HepUUeAHU Op2aHU3MU

Toxmamsar ce BCMUKM CIIyyau Ha BB3[EHCTBME — B TOJNOKMTENIHA MIIM OTpMLATENIHA [OCOKA — BBPXY PasIpocTpa-
HEHVMETO Ha [PYTM BPEIHN OPraHM3MM, HaOMIONABAHV NPY M3BbPIICHUTE UIMTBAHNS B CHOTBETCTBHE C M3UCKBAHUSATA
HA HACTOSIMS pa3fienl. [JOK/IanBaT ce ChIMO BCUUKM HAOMIONABAHM CIIydan Ha BB3IEHCTBUE BBPXY OKOJIHATA CPEa,
HAIp. CIIy4aM Ha Bb3[EICTBME BHPXY AMBATA NMPUPOIA M HENPULENHUTE OPraHM3MM, KaTo B Cilyyail Ha MHTErPUPAHO
ynpasiienye Ha Bpemurenure (UYTI) ce 06pbiua 0cOGCHO BHUMAHNME HA BB3[EHCTBUETO BbPXY MONIE3HNTE OPraHM3MIL

PA3[IEIT 7

Torcuronozuunu uscaedeanus

BbnBenenue

3a oleHSIBaHe HA TOKCUYHOCTTA Ha [ALICH NMPOMIYKT 33 PACTMTEIIHA 3allMTA Ce MPENOCTaBsi JOCTATHYHO MHPOPMALIMS 33
OCTpaTa TOKCMYHOCT HA aKTMBHOTO BELIECTBO ¥ 33 MpEOM3BUKBAHUTE OT HEro npasHeHe 1 ceHsuOwmsaums. [lpu
OlIEHKATa Ha ONACHOCTTA, CBbP3aHA C IIPOMNYKTa 3a PACTUTENIHA 3alUMTA, CE NPUJaraT ChOTBETHMTE METOIM 3a M3UMC-
JsiBaHe, KOUTO ca ycraHoseHy B Permament (EO) Ne 1272/2008 u ce u3monssar 3a KiacuuuupaHe Ha CMeCHT.
TIperocrasst ce, KOraTo € HalMMYHa, MHPOPMALWSL 32 MeXaHM3MA Ha TOKCUYHO JIEHCTBYE, TOKCUKOIOTUYHMS IPOPUIl 1
JIpYTUTE M3BECTHM TOKCUKOJIOTMYHM aCTEKTV Ha aKTMBHOTO BEIECTBO ¥ HA BELIECTBATA C Bh3MOXKEH PUCK.

Bazema ce npensun Bb3MOKHOTO BB3MENCTBME Ha ChCTaBKUTE BbpXYy TOKCMYHMA IOTEHLMAl Ha LisIaTa CMeC.

OcTpa TOKCMYHOCT
V3cnensanusra, HaHHMTE M MHGOPMALMSTA, KOUTO CIEBA [a Ce NPETOCTAaBAT M OLEHST, Ca IOCTATBYHM, 33 Id

TO3BOJIAT Ha C€ OIpenenn BB3IENCTBMETO OT eIHa-eIMHCTBEHA eKCIO3MIMS Ha NpOIyKTa 3a pacTUTEIIHA 3alluTa, U
TNO-ClIeLMAJIHO [1a €€ YCTAaHOBAT MIIM I110COYat:

a) TOKCMUYHOCTTA Ha NPOJAYKTAa 3a PACTUTEIIHA 3allNTa;

(=)
=

TOKCMYHOCTTA Ha NPOMOYKTA 3a PACTUTEIHA 3alllUTa B 3aBVICMMOCT OT aKTMBHOTO BEILECTBO;

B) NPOTMYAHETO BB BPEMETO M XAPAKTEPUCTMKMTE HA BB3UENCTBUETO C ITBIHM MOLPOOHOCTH 3a IOBEICHUECKM
M3MeHEHNs M Bb3MOXKHM MaKpONATONIOrMYHM HAXOOKM NPy Mperiena post mortem;

l') KBIETO € Bb3MOKHO, MEXaHU3MBT Ha TOKCUYHO HeNCTBME; KAaKTO U
]1) OTHOCUTEITHATA OIIACHOCT, KOATO CbOTBETCTBA HAa PA3JIMYHUTE HAYMHM Ha €KCIO3uLys.

Bblpekyt ye yHmapeHMeTo ce IOCTaBs BbPXY OLCHKAaTA HA [PAHMIMTE HA TOKCMYHOCTTA, NOIyYeHaTa MHQOpPMALMS
T03BOISIBA CHIIO ¥ IId Ce KIacUUuMpa MPOILYKTHT 3a PACTUTEIHA 3alMTa ChrnacHo Permament (EO) Ne 1272/2008,
KBIETO € HPUIIOXKIMO.

Torcuunocm npu npuemare npes ycmama
O6crosTencrsBa, NpM KOUTO € HEOOXOAMMO M3NUTBAHE

M3pppuiBa ce M3MMTBAHE 33 OCTPa TOKCMYHOCT HpPM IpPMEMaHE IIPe3 YCTaTa, OCBEH aKO 3asBUTEIAT He MOXe MIa
obocHoBe anrepHaTyBeH nomxon chrtacHo Perament (EO) Ne 1272/2008. B To3u ciyuait ocTpata TOKCHYHOCT
npy IpMeMaHe Ipe3 yCTata ce CboOWABA M Ce INPENBMXKNA [0 HaJeXIeH HAYMH C IIOMOIITA HA METON C
JIOKa3aHa JOCTOBEPHOCT. B3eMa ce mpemBui Bb3MOXKHOTO BB3[E/CTBME HA CHCTABKUTE BHPXY TOKCUUHMS IOTEHUMAN
Ha LJ1aTa CMec.

Torcuunocm npu NpoHURBAHE NpE3 ROKRAMA

O6crosaTencrBa, NpM KOUTO € HEOOXOAMMO M3NUTBAHE

M3pppuiBa ce M3NMTBAHE 33 OCTPa TOKCMYHOCT IIPM IIPOHMKBAHE NPe3 KOXATa 33 BCEKM KOHKPETEH CIyyaii, OCBeH aKo
3asBUTEIIAIT He MOXe J1a 000CHOBe aiTepHaTyBeH moaxof cbriacHo Permament (EO) Ne 1272/2008. B to3u ciyuait
OCTpaTa TOKCMYHOCT NPY NPOHMKBAHE IPe3 KOXKATa ce ChoOllaBa MM ce MPeBIKMIA 10 HANeX/IeH HaulMH C OMOLITA
Ha METOJ C [0Ka3aHa [JOCTOBEPHOCT. B3ema ce mpemBui Bb3MOXKHOTO Bb3HENCTBME HA CHCTABKUTE BHPXY TOKCHYHMS
NOTEHUMAIl Ha LAJIaTa CMeC.

Hp]/[ M3CTIeIBaHE Ha BB3MENCTBUETO BBPXY KOZKaTa MOrar Jia C€ M3IOJI3BaT KOHCTaTaUMUTE 3a CEPMO3HO JpasHEHE MIIN
KOpo3us Ha KOXKarta, BMECTO Ha C€ M3BBPIIBA CIEIMAIIHO M3CIICHBAHE 3a ONPENEIIAHE Ha IPasHEHETO.

Torcuunocm npu eouweane

C u3crenBaHeTo ce OIpEneENA TOKCMYHOCTTA NPU BOMIIBAHE HA IIPOOYKTa 38 PACTUTEITIHA 3alIVTa MM Ha OTHETIAHUA OT
HEro OMM Ipy IUTbXOBE.
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O6CTO${TCHCTB&1, npm KOUTO € HCO6XOHI/[M0 M3NUTBAHE

VacrensaHeTo ce M3BbpIIBA, KOraTo MPOAYKTHT 3a PACTUTENHA 3aIUTA:
a) e ra3 Wwin BTeUHEH ras;

0) e mMooGpasysall MPOIYKT 33 PACTUTEIHA 3AUIMTA WIM € (GyMUIAHT;
B) ce m3mon3sa ¢ obopymBsare 3a o0pasyBaHe Ha MbIIa;

1) € NPOIYKT 38 PACTUTENHA 3allMTa, KOATO 0CBOOOXKMIABA Mapa;

I) ce JOCTaBsi B aepO30JIHA ONAKOBKA;

€) e nox ¢opmara Ha Ipax MIIM TPAHyIM U CHIIbPKA 3HAUMTEIIEH IPOLEHT OT YacTuiy ¢ muamersp < 50 pm (>1 % Ha
Gaza Tero);

)K) Ce npujiara OT JIETATENIEH anapar, KOraTo € HaIMue 3HauMMa €KCIo3nuus 4pes3 BOMIIBAHE,

3) CHITbPXA AKTHBHO BEWIECTBO C Hansrame Ha mapute > 1 x 1072 Pa u TpsGa ma ce M3MON3BA B 3aTBOpEHN
IIPOCTPAHCTBA KATO CKJIAlOBE MM OpaHXKepuu;

V) ce MpuIIara upes IyNBepU3ALISL.

He ce M3BbpIIIBA M3NMTBAHE, AKO 3asBUTEISAT MOXKe 1a 000CHOBE alTePHATMBEH NMOOXON CbriacHo Permament (EO) Ne
1272/2008, korato e mpuimoxKiMo. 3a Ta3it Lel e ChoOIIaBa WM Ce MPENBIIKIA 0 HANEXKIEH HAYMH C OMOLITA Ha
METOII C JOKa3aHa MOCTOBEPHOCT OCTpaTa TOKCMYHOCT NpPM BIMIIBAHE HA BCMUKM CBCTaBKM. B3ema ce mpemsui
BB3MOKHOTO BB3ACHCTBME HA CHCTABKMTE BBPXY TOKCUUHMS TOTEHIMAT HA IAaTa CMeC.

V3071382 ce eKCMO3MUMATA CAMO Ha [7aBaTa/HOCA, OCBEH aKO He Gbiie 000CHOBaHa HEOOXOMMMOCTTA OT M3IIOJ3BAHE HA
€KCMIO3UIMATA Ha USJIOTO TSIIO.

HPIBHEHE Ha Rroskama

PeByHTaTI/[TC OT U3CJICOBAHETO NaBaT ]/lH(l)OpMaH]/[H 3a IIOTEHLMAlla Ha IPOOYKTa 3a PaCTUTEIIHA 3alllUTa Ha NPEn3BIKBa
[Ipa3HEHE Ha KOXKaTa, BKIIIOUMTEIIHO 3a Bb3MOXKHATa 06paTI/IMOCT Ha Ha6II}0]13BaHOTO Bb3IEICTBIE.

Hpe)]l/[ 1a ce mnpennpueMar M3CIeIBaHUA Ha IIPOOYKTa 3a pPacTUTENHA 3allnTa in vivo 3a OlleHKa Ha HEroBOTO
Kopoamﬂo/upaaﬂemo TeiicTBIE Cce V3BbpIIBA aHAIIM3 Ha CBUIECTBYBALIMTE TaHHM, KOMTO MMAT OTHOLIEHME KbM TOBa
]16]7[CTBI/I€, upes 1nouxona ,,3Ha4MMOCT Ha mokasatesicTBaTa”. Korato nmmcBat mOCTaTb4uHO TAaHHU, Te MOTAT fa ce noiyyvar
upe3 M3BbPUIBAHE HA IOCIIETOBATEIIHO M3NNUTBAHE.

M3mon3Ba ce MHOroeTaneH IONIXONl Ha M3IUTBAHE:

1) OLICHKAa Ha OKa3BaHOTO BbPXY KOZXKaTa KOPO3UBHO HeJiCTBME, KATO Ce M3IOJI3Ba METOJ 3a W3MUTBAHE in Vitro ¢
JI0Ka3aHa TOCTOBEPHOCT;

2) OLIEHKAa Ha OKa3BaHOTO BBPXY KoOXKaTa HpasHELlo HeJiCTBME, KAaTO Ce M3MOJI3Ba METONl 3a W3MUTBAHE in Vitro ¢
TI0Ka3aHa DOCTOBEPHOCT (Hanp. MOIENM Ha BB3CTAHOBEHA YOBEIIKA KO}Ka);

N
=

ITbPBOHAYAIIHO M3CIIENBAHE 3a JIPA3HEIIO NEiCTBUE BbPXY KOXara in vivo ¢ M3ION3BaHE HA €IHO KMBOTHO, IpPH
KOETO M3CIIe[BaHe He ce HaOMionaBa HeONaronpusTHO Bb3IEHCTBHE;

4

=

M3NUTBAHE 3a TIOTBbPKIABAHE BBPXY €IHO MIIM [IBE TOI'BIIHUTEIHN KUBOTHU.

OOGpblua ce BHUMAHME HA M3IO3BAHETO HA M3CIEABAHETO HA TOKCMYHOCTTA NPV IPOHMKBAHE IPE3 KOXATa C LN
chOupaHe Ha MHQOPMALIMS 33 [PA3HELIOTO HENCTBE.

le/{ M3CIIENIBaHE Ha BB3JEIICTBUETO BBPXY KOXKaTta, MOraT Ia C€ M3IOJI3BAT KOHCTATAllMUTE 3a CEPMO3HO IpPasHEHE Ha
KOXaTa, BMECTO [1a €€ M3BbpIIBA CIIEHMAIIHO M3CIIE[BAHE 3a OINPENEIIAHE Ha JIPa3HEHETO.

O6crosTencrBa, Npu KOUTO € HEOOXOAMMO M3NUTBAHE

Bb3 OCHOBa Ha MHOTOETANHMA MOIXOH CE OTYMTA [IPA3HEUIOTO ME/CTBME Ha IIPOIYKTAa 33 PAcTUTE/IHA 3alIMTA BLPXY
KOX4Ta, OCBCH dKO 3asBUTCNIAT HE MOXe [a OOOCHOBE AalTepHATMBEH INOOXOH cbrmacHo Pernament (EO) Ne
1272/2008. B TO3M ciiyuait ce ChOOWIABAT WM Ce NPEOBIMKIAT MO HANEKICH HAYMH C TOMOIITA HA METOL C
JI0Ka3aHa JIOCTOBEPHOCT HPasHEeIUMTe CBOMCTBA Ha BCUUKYM KOMIIOHEHTU. B3ema ce mpemsui Bb3MOXKHOTO Bh3[IEHCTBUE
Ha CBCTaBKMTE BbPXY INOTEHLMAIA 33 NPEIM3BUKBAHE HA [IPa3HEHE HA UssaTa CMeC.

Ipasnene na ouume

PesynTaTitte OT M3CIENBAHETO MABAT MHQPOPMALILS 33 MOTEHIMANIA HA IIPOMYKTA 33 PACTMUTEIIHA 3ALIITA [Id MPEIM3BIKBA
IIpasHeHe Ha OuMTe, BKIIOUMTEIHO 33 BH3MOXKHATA OOPATMMOCT Ha HaOMIONABAHOTO BB3EHCTBHUE.
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Hpeun J1a ce mnpennpueMar M3CIEIBaHMUA Ha IIPOOYKTa 3a pacTUTENHA 3alluTa in vivo 3a OlleHKa Ha HEroBOTO
KOpOSI/IBHO/]IpaSHCIlIO HericTBIe BBpPXY OuMTe, C€ M3BbpIIBA aHAIM3 Ha CBIUECTBYBALINTE IaHHY, KOWUTO WMMaT
OTHOLIEHME KBbM TOBa HCﬁCTBI/Ie, upes nogxopa ,3Ha4MMOCT Ha mokasartericteata”“. Koraro ce IpencHN, 4e€ HaJIMvHUTE
JaHHM HE Ca HOCTaTbYHM, T€ MOraT [Ia Ce€ IOIIy4aT 4Ype3 M3BbpIIBAHE Ha IOCIIENOBATEIIHO M3IMTBAHE.

M3non3sa ce MHOroeTaneH MOJXOM Ha M3MUTBAHE:

1) u3BbpLIBA Ce MBMUTBAHE in Vitro 3a IPa3HELIO/KOPO3MBHO [E/CTBUE BbPXY KOXAra, 3a M ce MpeICKaxe IpasHe-
LOTO/KOPO3MBHOTO MEICTBIE BHPXY OUMTE;

N
—

M3BBPIIBA Ce YTBBPIEHO WM NPHMETO M3IMTBAHE in Vitro 3a [pasHeHe HA OumMTe (HAIp. MMMTBAHE HA HEIPO-
3PayHOCT ¥ NMPOIMYCKIIMBOCT HA TOBEXKMATA POTOBUIIA, M3IUTBAHE C M3ONMPAHM TITHYM OUM, M3MUTBAHE C U3OIMPAHN
3aCIUKM OYM, VM3MMTBAHE C KOKOWM Siilla — W3IMTBAHE C XOPUOHOBO-aNAHTOMCHA MeMOpaHa) ¢ Lel jga ce
MICHTU(ULMPAT BEIIECTBA ChC CUITHO [IPA3HEIO/KOPO3UBHO [EIICTBHE 33 OUNMTE, @ aKO Ca IOJyYEHU OTPULATETTHY
pesyrrary;

3) OLICHKa Ha [Ipa3HEHETO Ha OKOTO, KaTO C€ M3IOJI3Ba HallMYeH METOH Ha M3IUTBaHE in vitro ¢ 0Ka3aHa MOCTO-
BEPHOCT 3a IPOOYKTN 3a PACTUTEIIHA 3alUMTA, 3a [1a C€ ]/I]IeHTI/I(l)MIlI/IpaT HEIpasHellM ¥ OpasHelM IMpoHykKTH, a
KOrato He € HaJIMYHO TaKOBa MBIIMTBAHE;

4) I'bPBOHAYAIIHO M3CIIEBAaHE 3a Tpa3HEHE Ha OKOTO in vivo ¢ u3non3BaHe Ha eMHO XMBOTHO, a aKO He ce Ha6n10]1aBa
He6Har0HpM§ITHO Bb3MECTBIE;

5) VI3IIUTBAHE 3a MOTBBPXKIABAHE BHPXY €IHO MIIM [BE HONBIIHUTEIIHN KMBOTHMU.

O6CTO}ITCHCTB&, npum KOuTo € HCO6XOIII/IMO M3NUTBAHE

[IpemocTaBaT ce M3NMTBAHMA 3 [pasHeHe Ha OUMTE, OCBEH aKO € BEPOATHO JIa Ce NPEIM3BMKA CEPUO3HO 3acAraHe Ha
ouMTe, WIM aKO 3asBUTEIAT MOXe Ja OOOCHOBe anTepHaTMBeH Merof B chotBercTBue ¢ Pernament (EO) Ne
1272/2008. B 1031 ciiyyail ¢ MOMOIITA HAa METOI C JOKa3aHa JTOCTOBEPHOCT ce CHOOLIABAT MIM Ce MPEHBUKIAT
N0 HaleXJIeH HAauMH JIPa3HeITe OuMTe CBOWMCTBA HA BCUMYKM KOMIIOHEHTM. B3ema ce mpemsui Bb3MOXKHOTO
BB3[IE/CTBME HA CHCTABKMTE BbPXY MOTEHLMAIA 33 NpPEAM3BMKBAHE HA [IPa3HEHE Ha LsjaTa CMeC.

CeH3u6uﬂu3auu5~1 HaA RrosRama

‘{pes M3CIIEIBAHETO €€ IPENOCTaBs MH(])OPM&HVI}I 3a OLICHKAa Ha IIOTE€HLIMana Ha IPOJYyKTa 3a PAaCTUTENIHA 3alllMTa [a
NpenM3BMKBa peaknyy Ha C€H3M6MHI/I33HI/I51 Ha KOXarta.

O6crosTencrBa, NpyM KOUTO ¢ HEOOXOAMMO M3NMUTBAHE

V3pwpiiBa ce M3IMTBAHE 33 CCH3MOMIM3AIMS HA KOXATA, OCBEH AKO € W3BECTHO, Ye AKTMBHMTE BLIECTBA X
KOQOPMYITAHTHTE UMAT CeHCUOMIMBMPALIE CBOFICTBA, WIM AKO 3asBUTEISIT MOXKe [1d 00OCHOBE ANTePHATHMBEH MOIXON
cbracHo Perament (EO) Ne 1272/2008. B To3u cryuait ce cboOuiaBar miy ce MPEBYEKIAT N0 HaJeXMIeH HauMH C
MOMOIITA HA METON C JIOKA3aHA JOCTOBEPHOCT CEHCHOMIM3MPAIIMTE CBOJCTBA HA BCMYKM KOMIIOHeHTH. B3ema ce
TPENIBI Bh3MOKHOTO BB3NEMCTBIE HA CBCTABKMTE BBPXY MOTEHIMANA 33 NPEM3BUKBAHE HA CEHCUOMNM3ALMS HA
usiTaTa CMec.

M3non3sa ce mscrensaHe Ha JOKanmHute JMMQHUM BB3mu (VJIIB), BKITIOUMTENHO, KBIETO € MONXOMSLIO, ChbKpaTeH
BAPMAHT HA M3CIenBaHETo. AKO He Moxke na ce m3pbpum VIITIB, ce mpecrasst 060CHOBKA M Ce M3BbPLIBA MAKCH-
MUBMPALL TECT C MOPCKY CBMHUYCTA. AKO € Ha/lMueH TecT ¢ MOPCKM CBUHYeTa (Makcumusupal i no Buehler), koiito
ynosiierBopsiBa Hacokute Ha OMCP ¥ [aBa siceH pe3ynTar, He e M3BPIIBAT [O-HATATBHLIHM M3IUTBAHM IO CbOO-
paxeHus 3a XyMaHHO OTHOILIEHME KbM KMBOTHUTE.

Twit KaTo BELIECTBO, KOETO MMa CCHCM6I/[H]/I3I/Ip3.IIIO KOXaTa JIefCTBIE, MOXe Ma Npenn3ByKa peakiys Ha CBPbXUyBCT-
BUTEITHOCT, C€ B3€Ma IpenBUI IOTEHUMAlIHaTa peCcrypaTopHa CeHC]/l6I/[H]/l33LU/[H, KOrato ca HaJMhae MOOXOmsmn
VIBIIATBAHVA MM KOTAaTO VIMa CBEHNEHMsA 3a I0sBa Ha pecnypaTropHa CCHCI/[6]/[JIVI3&L[I/I}I.

Honmuumeﬂnu u3cnedsanusd Ha npodynma 34 pacmumenxa sawuma

Heo0OxogmMOoCTTa OT M3BBpIIBAHE HA NOIBIIHMTENHNM M3CIIEBAHNS HA MPOIYKTA 3 PAaCTUTENHA 3alMTa ce 00ChXKIa C
HALMOHATIHUTE KOMIICTEHTHM OPTaHM 3a BCEKM OTHeNIeH CIIy¥ail ¢ OIIeldl Ha KOHKPeTHUTe MapameTpu, KOMTO ce
TpOyuBAT, U Ha LeNUTe, KOMTO TPsiOBa Ha Ce MOCTUTHAT (HAmp. 3a MPOMYKTH 3a PACTUTENHA 3alUNMTA, ChIbPKALLIN
aKTUBHM BELIECTBA MM APYTU CBCTaBKM, 32 KOMTO Ce NONO3MPA, Ye MMAT CHHEPIMUYHO MM JOIBIIHUTENHO TOKCHYHO
BB3MIENCTBIE).

TumbT Ha U3CIENBAHETO Ce afanTyupa KbM IPEIN3BUKBALLATA 3aAIPUKEHOCT Kpaﬁﬂa TOYKa.

HonsaHumentu u3cAedeanusd 3a Rom6uHau,uu om npoc)yRmu 3a pacmumenxa 3auuma

Korato eTkeTsT Ha NMPOMYKTa CHIbPXKa M3MCKBAHMSA 33 M3MON3BAHE HA MPOMIYKTA 3a PACTUTENIHA 3alMTa 3a€[AHO C
IIpYT¥ IPONYKTH 33 PACTUTENHA 3aIMTA MM C AJLKYBAHTH 3a IIPUTOTBSIHE HA CMECH B Chjl, MOXKeE JIa ¢ HeOOXOIMMO J1a
ce M3BBPLIAT M3CIEIBAHMS 33 KOMOMHALUAATA OT MPORYKTY 3a PACTHTENHA 3AIINTA MIM 3a MPOIYKTA 33 PACTUTENHA
3almMTa B KOMOMHAIMS € aIKyBaHT. HeoOXOMMMOCTTa OT M3BbPLIBAHE HA [OITbIHMUTENIHM M3CIEIBAHMS ce 00ChXKNa ¢
HalVOHATIHUTE KOMIIETEHTHM OPIaHM 3a BCEKM OTHENEH CIIy4ail, KaTo ce B3eMaT NPEIBUI Pe3yNTaTUTe OT MU3CIIEH-
BaHMATA 3a OCTPa TOKCMYHOCT Ha OTHENHMTE NMPOMYKTHM 33 PACTUTENIHA 3alIMTa M TOKCUKONOIMYHMTE CBOVICTBA Ha
aKTMBHUTE BEIIECTBA, BB3MOKHOCTTA 33 EKCIIOMINS HA KOMOMHALUASTA OT CHOTBETHWTE NMPOIYKTH, KAaTO Ce 0OpBIIa
0CO0EHO BHVMMAHNE HA YSI3BUMNTE TPYNHM, M HAMMYHATA MHQOPMALVS MIM MPAKTHYECKM OIMT ChC CHOTBETHNTE MITN
CXOIIHM TPOMYKTH.
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7.2.

7.2.1.

7.2.1.1.

7.2.1.2.

HaHHl/l 3a €KCo3uunuATa
3a uenuTe Ha HACTOSIIMSA pernaMeHT ce€ mpuiaraT CJICOHUTE OIPENCIICHU:

a) oIepaTopy ca JIMLATA, KOUTO YYacTBAT B HEHOCTY, CBbP3aHM C IPUIIATAHETO HA IPOIYKT 33 PaCTUTEIIHA 3AIUNTA,
HAIIp. CMeCBaHe, 3apeXiaHe, NpWaraHe, WM [EMHOCTH, CBbP3aHU C IOYMCTBAHETO M MOMIPBKKaTa Ha 00Opym-
BAHETO, CHIBPKALIO IMPOAYKT 3a PACTUTENIHA 3AUIMTA; ONEPATOPUTE MOTaT Ha ObIAT NPOPECHOHAIMCTH WIIH
oouTeny;

=2

paboTHMLM ca JIMLATA, YMUTO 3aIbIKCHNs BKIIIOYBAT HABIIM3AHE B PAjioH, KOWMTO Mpemyt TOBa € Owil TPeTMpaH ¢
TMPOIYKT 3a PACTUTETIHA 3AIIMTA, MM KOMTO M3BBPIIBAT MAHMIYNALMM C KyNTypa, KosiTo e Guma TpeTupaHa ¢
IIPOJIYKT 3a PACTUTEJIHA 3aLIUTA;

B) CIlyuaiiHM JMUA Ca JIMLATA, KOUTO HEpeNHAMEPEHO Ca ce OKa3alM B PaiiOH, KbIeTo ce Ipwiara mim e Gui
NPUIIOKEH NPOIYKT 3a PACTUTEIHA 3aLUMTA, WIA B HENOCPEICTBeHa ONM3OCT [0 TaKbB PAiiOH, HO He C el [a
pabotst B 00paboTeHust paiion win ¢ 0OpaboTeHaTa CTOKa;

I) XKMTEM Ca JIMLATA, KOUTO KUBEST, pabOTST WM MOCEWABAT MHCTUTYLMS OIM30 10 pailoHH, KOUTO ca 00paboTBaHm
C TPOIYKTH 3a PACTUTEIIHA 3ALIMTA, HO KOMTO HE Ca TaM, 3 1a pabotsiT B 0OpaboTeHust paiioH uimm ¢ obpaboTeHara
CTOKa.

Korato erukerpT Ha MpoayKTa ChIbpXKa M3NCKBaHUA 3a yrIOTpe6a Ha MpoHyKTa 3a pacTUTEIIHAa 3alluTa € HOpyru
NpoOyKTH 33 PACTUTEIIHA 3alliuTa WM € AIKYBAHTU KaTO CMEC B Cb[l, OLIEHKATa Ha €KCIo3uumsATa o6x3au1a naara
cMmec. Baemar ce npensun U €€ OTUUTAT B HOCUMETO CITyHaUTE€ Ha KYyMYJIATUBHO M CMHEPIUMYHO Bb3IENCTBIE.

Ercnosuyusa Ha onepamopa

HPCHOCTQBH ce I/IHCl)OpMaIH/IH, 3a Ha ce II03BOJIM M3BBPUIBAHETO HAa OLICHKA Ha CTEIIEHTAa Ha €KCIO3MUMA Ha aKTUBHOTO
BEILECTBO M1 HAa TOKCUKOJIOTMYHO 3HAUVMMTE CHEIVHEHMs B IPOMOYKTa 3a PACTUTEIIHA 3alUUTA, KOATO € BEpOsATHA Ipu
NpeIoKEHNTE yCIIOBUS Ha yHOTpeéa, KaTo €€ B3eMar Ipeasuy Cily4anTe Ha KyMyJIaTMBHO M CUHEPIMYHO BB3IIEICTBIE.
Tsa npenocrass Gasa 3a 1'[0]160p Ha NOOXOJAMTE MpenrnasHyu MEpKM, BKIIIOUMTEIIHO JIMYHUTE IIPEAIasHu CpercTsa,
KOETO Tp516Ba lla ce IoJ3BaT OT OIeparopure u Ha 61:[13.T II0COYEHN BBPXY CETUKETA.

OmeHKa Ha €KCHNO3MUUATA HAa Oomeparopa

HpaBI/l C¢ OLEHKA C IOMOIITAa Ha IIOOXOOALI MOMOEIT 3a M3UMCIISIBAHE, aKO TAKbB € HAJIMYCH, TaKa Y€ [a C€ IO03BOJIN
V3UMCIICHMETO HAa BEpOsATHATA EKCIO3MUMsA Ha oIepaTopa IpyU MPEIOKEHUTE YCIIOBUA Ha yHOTpC6a. Korato e
IpUIIOKMMO, TIpM OLEHKaTa ce€ B3€Ma IIPEOBNI KYMYJIAaTVBHOTO ¥ CHHEPIMYHOTO BT:S]]CIZCTBI/IC, npousrudyamio ot
CKCIIO3MUMATA HAa IIOBE€YE€ OT €IHO AaKTMBHO BELICCTBO UM TOKCUKOJIOTMYHO AKTMBHM CBHEOMHECHUS, B TOBAa YUCIIO
OHE3N B INPOHYKTa M B CMeCTa B CbHa.

O6cmoamencmea, npu Roumo e Heo6x00uMmo uUsnumeane

Bunarn ce VI3BbpILIBA OLECHKA HA EKCIO3MLMATA Ha ollepaTropa.

Ycnoeua 3a OUYeHRA

VsBbplBa Ce OLCHKA HA BCEKM METON HA IpuiiaraHe M o0OOpymBaHe 3a HpuiaraHe, IpEHNIoXeHM 3a ymorpeba Ha
NPOIYKTa 3a PAacTHTENIHA 3alMTA, KATO Ce B3eMaT MpEIBUI M3MCKBAHMATA, mpomdtiyamy ot Permament (EO) Ne
1272/2008, KOrato e IpIoXNMMO, 33 MAHMIyIMpaHe Ha HepaspeleH WM PaspeleH MPOTyKT.

[lpn ¥M3BBPIIBAHETO HA OLCHKATA CE PA3[IEKIAT CMECBAHETO[TOBAPEHETO M IPUIIATAHETO, KATo Te OOXBAIAT M
[efHOCTUTE 10 MOYMCTBAHE M PYTMHHA MOAJPbXKKA HA OOOPYIBAHETO 3a NpuiaraHe. BKmouBa ce KOHKpeTHa
MHQOpMALIVS 33 MECTHUTE YCIIOBMS Ha yrnorpeba (TMIOBE M pasMepu Ha M3ION3BAHUTE KOHTEIHepH, 006OpyIBaHe 3a
npuiaraHe, TUIMYHU PabOTHM Tpaduuy M NPUIATaHM KOIMYECTBA, KOHLEHTPALMM B CIIpell, pasMep Ha IOJIeTaTa,
KIIMMaTUYHI YCTIOBUA 3a PacTeXx Ha KyNTypara).

H'prO C€ IpaBy OLIEHKA IIPM XUIIOTE3aTa, Y€ ONEPATOPHT HE MBIOJI3BA HMKAKBU JIMYHM INPENINASHU CPEHCTBa.

[lpyt HeOGXOMIMOCT Ce M3BBPIIBA JM BTOPA OLEHKA MPH XMIOTE3aTd, Ye ONEPATOPBT M3MON3BA ePUKACHM M JIECHO-
IIOCTBIHM ITPeMNasHy CPENCTBA, KOMTO € Bb3MOXHO [1a Ce M3MON3BAT Ha IIPAaKTMKA. AKO MpeMNasHuTe MepKu ca
I0COYEHNM BbPXY ETMKETA, Te Ce B3eMAT NpeHBNI NPY OLEHKATa.

V[SMCpBaHC Ha excrno3mMmnmuaATa Ha omepartopa

C m3crIeIBaHETO ce OCUIYpsBaT JaHHM, KOMTO aBaT Bh3MOXKHOCT [1a Ce OLEHM eKCIIO3UIMATA, HA KOATO € BEPOATHO [1a
Oblle M3MOKEH ONeEPATOPBT NPY CrielMQUUHUTE NPEITIOKEHN YCIoBus Ha yrotpeba. VacensaHero crensa ma Gbe
M3IBPKAHO OT eTUYHA IIIe[HA TOUKa.

O6cmoamencmea, npu Roumo e Heo6x00uMmo usnumeane

HaHHNMTe 3a €KCMO3MLMATA 33 CHOTBETHMTE HAUMHM HA EKCIIO3MLMS Ce OTYMTAT, KOTAaTO B PAMKMUTE Ha HaJMUHWTE
MOJEM 33 M3UYNCIISBAHE HAMA NPECTABUTESHM NAHHM, WIM KOTAaTO OLEHKATA HA PWUCKA Bb3 OCHOBA HA MOJENN
TMOKA3Ba, Ye ¢ HAIXBbPIICHA ChOTBETHATA pedepeHTHa CTOMHOCT.
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7.2.2.1

7.2.2.2

7.2.3.

7.2.3.1.

TakbB e CITy4adT, KOraTo pe3ylTaTUTE OT OLIEHKAaTa Ha E€KCIIO3VINATA Ha OIepaTopa B CbOTBETCTBME C TOUKA 7.2.1.1
Coyar, ué € MIIBIIHEHO €IHO OT CIIEHBALLMTE MBE YCIIOBMSA, MIIM Y€ Ca M3IBIIHEHM VM TIBETE YCIIOBUSA:

a) HONMyCTMMOTO paBHMIIE Ha ekcrosuumsi Ha omepatopa (AOEL), ompemeneHo BB Bpb3ka ¢ O0OpeHMETO Ha
aKTUBHOTO BELIECTBO, MOXKE [Ia € HaJIXBbpIICHO;

0) IpaHMYHMTE CTOMHOCTH, ONpEMNeNeHN 3a AKTHBHOTO BELIECTBO ¥ TOKCUKONOIMYHO 3HAYMMNTE ChHEIMHEHMS Ha
NPOIYKTM 33 DAacTUTENHA 3alMTA B CbOTBETCTBME C mmpektysu 98/24/EO m 2004/37[EO, morar ma Obuar
HAIXBbPIICHIL.

V3cieniBaHeTo ce M3BbpIIBA B PEANMCTUUHM YCIIOBHS HA CKCIOBULIS, KATO Ce MMAT IPEIBUIL NPEIIOKEHUTE YCIOBHUS
Ha yrnorpeba.

ERCTIOBHH,uﬂ Ha myuaﬁﬂu AuUA U Rumeau

[lpenocrass ce MHGOPMALMS, TO3BONABAILA M3BHPIIBAHETO HA OLEHKA HA CTENEHTA HAa €KCTO3MLMS HA aKTMBHOTO
BELWLECTBO M HA TOKCUKOIOTMYHO 3HAYMMMTE CHE[WIHEHWS, KOSTO € BEPOSTHA IPY IPEUIOKEHUTE YCIOBUA HA
yrotpe6a, Kato ce B3eMaT NPEBMI, KOTATO € NPIIOKMMO, KyMyIaTMBHOTO M CHHEPIMYHOTO Bb3meictsue. Ts mpen-
OCTaBsl OCHOBA 3a 1M300p HA MOIXONALIMTE NPENNA3HM MEPKM, BKIIOUMTENIHO MHTEPBAJIM, IIPe3 KOIUTO HIOCTBIIBT €
OTpaHMYeH, HENONYCKAHe Ha KUTENM M CIy4aiiHy JIMUA B TPETMPAHUTE PAfiOHM M PA3CTOSIHME, HA KOETO Te TPpsOBa na
Obmar.

OnmeHKa Ha eKCHO3MUMATA HaA CquaﬁHM oTuma m XUTenu

[IpaBu ce oueHKa ¢ MOMOLITA Ha MOAXOMALL MOIEN 3a M3UMCIIABAHE, AKO TAKbB € HAIMYEH, TaKa ye ha e MO3BOJIM
M3BLPIIBAHETO Ha OLCHKA Ha BEPOATHATA EKCIOMLMA HA CITyYaiiHMTe JMUA Y KUTEINTe IPU MPEIoKEHUTe YCIOBUs
Ha ynorpeba. Korato e IpuioKuMo, Ipy OLEHKATa ce B3eMa MPEIBUI KYMyIaTHBHOTO M CHHEPIMYHOTO Bh3NENCTBIE,
NPOM3TUYALIO OT eKCIIO3MUMATA Ha IOBeYe OT eIHO aKTUBHO BEWIECTBO M TOKCMKOJIOTMYHO AKTHBHM ChEIMHEHMS, B
TOBA YMCIIO OHE3M B MPOIYKTAa M B CMECTA B Chlia.

3asBUTENAT B3eMa NMPEIBWM, Ye eKCIO3MIMS Ha CIyYaiiHuTe JMIA MOXE JIa HACTBIM IO BpeMe Ha NMPUIIATaHETO Ha
TNPOIYKTUTE 33 PACTUTENHA 3alIMTA WM CIIe[l HEro, ue eKCINO3MLMATA HA KMTeUTe Ha NPOIYKTM 33 PacTUTEITHA
3alMTa MOXKE [1a Ce OCILIECTBSIBA INIABHO Ype3 BOMIUBAHE MY IO KOXEH ITBT, HO HE CaMO IO TAKbB HAYMH, U ue
npy KbpMaueTa U MaJIKM JIelia ¢ Bb3MOXHA eKCIIO3UUYS IPM IpyMeMaHe Ipe3 ycTaTa (Y IIPeMMHABAHE OT PbKaTa B
ycrara).

O6cmoamencmea, npu roumo e Heo6Xxo00umo usnumeane

Bunaru ce M3BBPILIBA OLIEHKA Ha €KCIO3MUMATA HA cnyqaﬁﬂu JMua n KUTEJIN.

Ycnoeua 3a OUeHRrRAa

OueHka Ha €KCNO3MUMATA HA CITy4ailHMTe JIMLA M KUTENIMTE CE IPaBU 3a BCEKM ChOTBETEH METO[ Ha MpUITaraHe.
BimouBa ce KOHKpeTHa MHQGOPMALIS 33 MAKCHMATHATA OO 03 M KOHLEHTpaLwsITa Ha crpest. OlleHKATa ce TpaByt
IIPU XMIIOTe3aTa, ye CIlyyailHuTe JIMLA U KUTETUTe He U3MON3BAT HUKAKBY JINYHM IPEIIIa3HU CPEICTBA.

M3M€pBaHe Ha €eKCno3umumsaTa Ha CHyLIaV[HM oTuma m XUTenun

C u3cnenBaHeTo ce OCUTYPABAT TAHHM, KOUTO 1aBaT Bb3MOZKHOCT [1a C€ OLEHM €KCIO3MUMUATA, Ha KOATO € BEPOATHO Oa
6’b]1aT U3NIOZKEHN CHy‘{aﬁIHVITe Jmue 1 KNUTEINTE Npu CHCHI/[(I)]/ILIHI/ITC IPENIIOKEHN YCIIOBMSA Ha yHOTpe6a. U3cnen-
BAHETO CIIeOBa Oa 61)116 M3IBPXKAHO OT €TMYHA ITIEIHA TOYKa.

O6cmoamencmea, npu Roumo e Heo6X00UMO U3numeane

M3nckBar ce maHHM 32 €KCIO3ULIMSTA 3a CHOTBETHUTE HAUMHM HA €KCIO3MIMS, KOTaTo OlleHKaTa Ha pucka Bb3 OCHOBA
Ha MOIENM II0Ka3Ba, Y€ € HaOXBbpIIEHa CbOTBETHATa pec])epeHTHa CTOIZHOCT, WM KOraTto B paMKMUTE Ha HallMYHUTE
MOQENN 3a U3YNCIIABAHE HAMA IPENCTaBUTEITHY HaHHU.

VscrnenBaHeTo ce M3BBPLIBA NPV PEAMCTMYHM YCIOBUA HA EKCIO3ULWS, KATO Ce MUMAT NPENBUA IPEIIOXEHUTE
yCroBust Ha ynorpeba.

Ercnosuyus Ha pabomuuyume

IMpemocrasst ce MHQOpMALS, MO3BONISBAIIA M3BLPIIBAHETO HA OLIEHKA HA CTENICHTA HA EKCIIO3MIMS HA aKTMBHUTE
BEWIECTBA U HA TOKCMKOJIOTMYHO 3HAUYMMMUTE ChelVHEHMs B MPOIYKTA 3a PacTUTEIHA 3alUWUTa, KOATO € BEpOATHA Ipu
NPEUIOKEHNTE YCIOBIS Ha yoTpeba ¥ 3eMeesiCKy PAKTUKM, KATO Ce B3EMAT MPEIBUI CIyUante Ha KyMYJATHBHO ¥
CUHEPIMYHO Bh3mericTue. [IpemocraBeHata MHPOPMALMS OCUIYpsiBa M OCHOBA 33 M300p Ha MONXOMSIIM MPEINA3HN
MEpKM, BKIIIOUMTEIIHO NEPMONM Ha M3YaKBaHE U MOBTOPHO BIIM3aHE.

OmeHKa Ha eKCHO3MUMATA HaA pa6OTHI/[III/ITe

MspbpuiBa ce oOLeHKA ¢ MOMOLITAa HA IONXOMALI MOIEN 3a M3UMCIIABAHEe, aKO CHLIECTBYBA TaKbB, 3a [a Ce IO3BOJIM
VI3TOTBSIHETO Ha OLICHKA HA BB3MOXKHATA EKCIIO3MIMS HA PabOTHMIMTE MPU MPEIOKEHMTe YCIOBHMS Ha yroTpeda.
Korato e npuioxmmo, npu oueHKaTa ce B3ema IIPEIBUI KyMYJIaTUBHOTO M CMHEPIMUYHOTO BB3[IEACTBUE, IPOMSTUYAILO
OT eKCNO3MLMATA Ha MOBeYe OT eJHO AKTUBHO BEIIECTBO M TOKCUKONIOTMYHO aKTUBHM Che[IMHEHNMs, B TOBA UMCIIO OHE3M
B IPOIyKTa M B CMECTa B Chia.
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O6cmoamencmea, npu rRoumo e Heo6xo0dumo ushumeane

VI3BbpiIBa Ce OLEHKA Ha CKCTIO3ULMSATA Ha PAGOTHMIMTE, KOATO T MOXKE [d HACTBIIM NIPK [PEIOKEHNTE YCIOBUS Ha
yrorpe0a.

Ycnoeusd 3a OUeHRA

OlieHKa Ha CKCIIO3MIMATa Ha pabOTHMIMTE Ce M3BBPLIBA 33 BCSKA KYNTypa M 3a BCSIKA 3aava, KOsITO TpsiOBa [a ce
u3mbHY. [IpeocTaBst ce KOHKpeTHa MHGOpPMALINS, B KOSITO ce BKITIOUBA OINMCAHME HA [ICIHOCTUTE CIIefl NpUIiaraHe Ha
IIPOYKTA 33 PACTUTEIIHA 3ALUMTA, IIPOIBIKUTEIHOCTTA HA eKCIIO3MLMSATA, IIPUIIATAHOTO KOJIMYECTBO, OpOSIT Ha MpUIo-
XKEeHUATa, MUHUMAJTHUAT I/[HTepBaJ'l Mexny Hp’bCKaHeTO M CTaguAT Ha paCTe)K Ha KyHT'ypaTa. AKO He ca HaJMuHu
IaHHM 3a KONMYECTBOTO HA IOMIEXKAIINTE HA VBXBHPISHE OCTATHYHM BEIIECTBA HPY IPENNIOXKEHNUTE YCIOBUS HA
ynorpeba, ce M3MOM3BAT XUIOTE3UTE MO Mogpasbupae.

Ha mppBo MsicTO ce mpasy OlEHKa Bb3 OCHOBA HA HalMUHMUTE [JAHHYM OTHOCHO OYAaKBAHATA EKCIO3MUMS NPU XUIIO-
Te3ara, e PaOOTHMKBT HE M3MONI3BA HUMKAKBM JIMUHM MPEANasHu cpencrsa. Korato e weneco6pasHo, ce M3BbpIIBA 1
BTOpA OLICHKA NPY XMIOTE3aTa, Ye PaOOTHUKBT M3MON3BA ePUKACHM M JIECHOTOCTBIHM IPEMIa3Hu CPECTBA, KOUTO €
BB3MOXHO Ja ObIaT M3MO3BaHM OT PabOTHMUMTE M KOMTO Te OOMKHOBEHO Lie HOCSAT, HAIPMMEp 3alIOTO TOBA Ce
Hajara OT JPyTy acleKT! Ha M3MbIIHABAHATA 3ajaua.

MsMepBaHe Ha eKCNO3MUMATA Ha paboTHHUUTE

C M3CIIeIBAHETO Ce OCUTYPSABAT JAHHMU, KOUTO NaBaT Bb3MOXKHOCT J1a Ce OLEHM EKCIIO3UIMATA, HA KOATO € BEPOATHO N1a
Oble M3MoKeH PabOTHUKBT MpPH MPEIOKEHNTE YCIOBMS Ha ynoTpeba. V3crensanero cremsa ma Gble M3TBPKAHO OT
€TUYHA ITIe[Ha TOUKA.

O6cmoamencmea, npu rRoumo e Heo6x00umo usnumeane

JlaHHMTE 33 eKCIO3MLMATA 33 ChOTBETHUTE HAYMHM HA €KCIO3MUMS C€ OTUMTAT, KOTaTo OlleHKAaTa Ha pucka Bb3 OCHOBA
Ha MOJIENM II0Ka3Ba, u€ € HaOXBbpIIEHa CHOTBETHATA petl)epeHTHa CTOHOCT, MJIM KOTaTo B paMKuUTE Ha HAIMYHUTE
MOIENN 33 M3YMNCIIBAHE HSAMA NMPENCTABUTEIIHU TaHHU.

TaxbB e CITy4asdT, KOraTo pe3ylTaTUTE OT OLIEHKAaTa Ha €KCIIO3MLMATA Ha pa60THI/IKa B CBHOTBETCTBME C TOuka 7.2.3.1
CoYart, ue € M3IBIHEHO €IHO OT CIIEHBALLUTE MIBE YCIIOBUSA, MIIM Y€ W JIBETE YCIIOBUA Ca M3IBJIIHEHM:

a) BB3MOXKHO € 1 € HAIXBbpIIeHO NOMYCTMMOTO paBHMINE Ha eKcrosuuus Ha omepatopa (AOEL), ompemeneHo BBB
Bpb3Ka C O0OpeHMe Ha AKTUBHOTO BELIECTBO;

0) IpaHMYHUTE CTOIMHOCTH, OIpEHENCHN 3a AKTMBHOTO BEIIECTBO M TOKCUKONOIMYHO 3HAYMMMTE ChEHMHEHWsS Ha
IIPOIYKTM 3a pacTMTENHA 3ammra B chotBercTBMe ¢ aupektusu 98/24/EO m 2004/37[EO, morar ma Obuar
HaJXBbPIICH.

ViscrienBaseTo ce M3BbpIIBA NPU PEATUCTHYHM YCIOBUSL HA €KCIIO3MLMS, KAaTO CE MMAT NPEOBUMI MPELIOKEHNTE
YCIOBHUSL Ha ynotpeda.

AbGcopOums or Koxara

Vi3cnenBaHumsTa OCUIypsiBaT M3MepBaHe Ha abcopOuumsTa mpe3 KOXKaTa Ha aKTMBHMTE BELICCTBA M HA TOKCUKONIOTMYHO
3HAuUMMUTE CheAMHEHMS B IIPOIYKTA 3a PACTMTENIHA 3alMTA, KOMTO NOMJIEXKM HA paspellaBaHe.

O6cmoame/wmea, npu rRoumo e Heo0X00UMO UsNUMeane

MscnensaneTo ce M3BbpIIBA, KOTaTO KCIO3MLMATA NPe3 KOXATa € eIMH OT 3HAUNMMMUTE HAUMHM Ha eKCIO3ULMS, U IIPU
OLICHKATa € M3IOJ3BAHE HA CTOMHOCTTA 1O 10MIpasOupaHe 3a abcopOLMsTa He € OIpelesieHO NPUEMITMBO PaBHULIE Ha
PUCK.

Ycnosua Ha usnumeaxemo

HpeHOCTaBHT C¢ IAaHHM OT M3CIICHBAHMA Ha a6cop6uM$1Ta, 3a MpeanovynTaHe M3BbPUICHM C UYOBELIKA KOXKa in vitro.

V3cnenBanusTa ce M3BBPUIBAT 1O OTHOLIEHNME HA IPENCTABUTENIHM MPOIYKTM 3a PACTMTENIHA 3alIMTA KAKTO IIOJ
dopmara Ha pa3rBop 3a ymotpeGa (KOraTo € NPUIIOKMMO), TaKa U B KOHLEHTpUpPaHa QopMa.

AKO V3CTIe[IBaHMATA HE CHOTBETCTBAT Ha NpEMB/KIAHMTE TPV OLEHKATa YCIOBMS HAa EKCTO3MIMATA (Hamp. Mo
OTHOLICHNME HA BUIA KOPOPMYIAHT WM HA KOHUCHTPALWATA), Ce MPEICTABAT HAYYHN TOBOMM, NPEMN TAKMBA TAHHN
[ Morar fga GbOaT M3MO3BAHM KATO HAMEXKIIHIL

HanuuHy TOKCHKOIOTMYHM JaHHM, OTHACSUIM ce N0 KodOpMynaHTHUTe

Koraro e mpuioxKimo, 3asBUTENIT MPENCTaBs U OLEHSBA CeNHATa MHGOPMALIL:

a) PerucTpalMOHHMs HOMep cbrytacHo wieH 20, maparpa 3 or Permament (EO) Ne 1907/2006;

0) pesioMeTa OT M3CIIENBAHMATA, BKITIOYCHN B TEXHMYECKOTO [OCKe, MOJAfeHO B CHOTBETCTBME C uiteH 10, Oyksa a),
nogrouka vi) or Pernament (EO) Ne 1907/2006; kakro u

B) MHQOPMALMOHHMS JIUCT 32 Ge30macHoCT, mocoder B wieH 31 or Permament (EO) Ne 1907/2006.
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V[H(l)OpMaHI/IOHHI/[}IT 7cT 32 6€30MacHOCT 1o 6}7KB€1 B) Ce ToHaBa ¥ OLEHABA M 3a MPOOYKTa 3a PAaCTUTENIHA 3allUTa.

TTpenocTasi ce BCsKA Hpyra HaaM4yHA MHQOPMALMSL

PA3[EIT 8

Ocmameunu éewjecmea é mpemupany npodyrmu, Xpana U Qypasku uau éspxy max

[pemoctaBsr ce DaHHM ¥ MHGOPMALUMS 33 OCTATHYUHM BELIECTBA B TPETMPAHM MPOTYKTH, XpaHA M (ypaxm WM BbPXY TaKMBa
IPONYKTH, XpaHa 1 ypaxu B choTBeTcTBUE C yacT A, Pasnen 6 or mpusoxennero kbM Pernmament (EC) Ne 283/2013, ocsen ako
3asIBUTENAT He JOKAXe, ue MOTAT 1A Ce NPUIIAraT Beue MONANCHUTE 33 AKTMBHOTO BELIECTBO JAHHM M MH(GOPMALISL.

1.1.

1.2.

1.3.

1.4.

1.5.

PA3IIE]T 9

C'bu;ecmayaaue u noeedeHue 6 oROAHAMA cpec)a

BbBenmenne

TNpenmonaraeMy KOHIEHTpanmu B okonHata cpefa (PEC).

]/Ism)puu;a Ce pealncT4Ha OLCHKa Ha Ha]7l—H€6HaFOHpM$[THI/[ﬂ CHy‘{aﬁ 110 OTHOLIECHME Ha OYAKBAHUTE KOHLCHTpaLMN
Ha aKTMBHOTO BE€IIECTBO, MeTa60]’[I/ITMTC, NPOIOYKTUTE OT pasrpaxuiaHe M peaxkums:

— KONTO MNPEOCTaBIIABAT IIOBEUE OT 10 % or ]1063.B€HOT0 AKTUBHO BELIECTBO,

— KOWUTO MNpEOCTaBIIABAT IIOBEUE OT 5% or HO63B€HOT0 AKTUBHO BEIIECTBO IIpU Haif-MaJIko JIBe IMOCTIeloBaTeTHN
M3MepBaHus,

— 3a UMMTO OTHEITHU CBCTaBKN (> 5 %) B Kpas Ha M3CIEOBAHETO CIICN IPENJIOKEHaTa WM Bede IpuilaraHaTa
yHOTp€6a He € [OCTUTHaT MaKCUMyMBT Ha 06p83yBaH€ B IIOYBaTd, INOBbPXHOCTTA Ha IIOYBATA, IOOIIOYBCHUTE
BOMY, NMOBBPXHOCTHNUTE BOMOY, OTIIaraHuATa M Bb3OyXa.

3a olLleHKAaTa Ha Te3u KOHLEHTpalluy €€ Ipuiarat CICOHUTE OIpenereHns:

a) mpefrnonaraeMa KOHLEHTpauys B okonHara cpena — mnousa (PECg): paBHMIIe Ha OCTaTbYHMTE BEUIECTBA B TOPHMS
IOYBEH CJIOf, HAa KOMTO MOTar f1a ObIAT M3JNOXEHM HENpULEIHNUTe NOYBEHN OPraHM3MM (OCTpa M XPOHMYHA
€KCIIO3MLINS);

0) mpenmornaraeMa KOHLEHTpAlMs B OKONHATa cpena — noBbpxXHOCTHM Bomu (PECgy): paBHMIIE HA OCTAThUHMTE
BELIECTBA B TMOBBPXHOCTHUTE BOIM, HA KOMTO MOTAaT [a ObIAT M3IOKEHM HENMPULETHUTE OpraHusMu (ocTpa u
XPOHMYHA EKCIIO3MUIS);

B) IpepronaraeMa KOHUEHTpalus B OKoNHata cpefga — omarannst (PECgpp): paBHMIIE HAa OCTaTbYHUTE BEIECTBA B
OTJIaTaHNsATa, HA KOMTO MOraT [a ObIAT M3IOXEHM HelpuuelHute GEHTOCHM OpraHmsmy (OCTpa M XpOHMYHA
€KCIIO3MLINSA);

I) IpedroniaraeMa KOHUEHTpalus B OKolHata cpega — momnouseHy Bomyu (PECgy): paBHMILIETO HAa OCTaThUHMTE
BELIECTBA B IMOMNOYBEHNUTE BOMY;

) mpenronaraeMa KOHLEHTpauusi B OKonHata cpena — Bb3nyX (PEC,): paBHuMIe Ha OCTATHUHMTE BELIECTBA BbB
Bb3]lyXa, Ha KOMTO MOTaT ja ObIAT M3TIOXKEHM YOBEKBT, KMBOTHUTE U APYIM HENPULEHN OpraHuamu (ocTpa u

XPOHMYHA €KCIO3MLIVS).

3a OLIEHKATa HA Te3V KOHLEHTPALNy Ce B3eMAT MPEBMI BCUUKM 3HAYMMM CBEJICHMsI OTHOCHO IIperapaTa 3a pacTuTeliHa
3alMTa M aKTMBHOTO BellecTBo. KOrato e Ipuiioxumo, ce M3MOI3BaT napaMeTpuTe, NpeIBUIeHM B 4acT A, pasgen 7 ot
npuiioxenuero kbM Pernament (EC) Ne 283/2013.

Korato 3a ouenkara Ha NpennonaraéMUTe KOHLUEHTpAaLMM B OKOJIHATA Cpela €€ M3IOJI3BAT MOLENHN, Te:

— OocurypsBat Bb3MOXKHO Haﬁ-uo6paTa OLE€HKAa Ha BCUMYKM MPOTUYALLM TUIIMYHU IPOLECH, KAaTO CE€ B3EMAT 101
BHUMAHME PEANINCTUYHM IIApaMETPU U XUIIOTE3N,

— JOKOJIKOTO € BB3MOXKHO, Ca HaIEXKMIHO YIOCTOBEPEHM YpE3 M3MEPBAHMA IIPU CHOTBETHM Ha M3IOJI3BAHETO Ha
Mojena ycroBus,

— CBOTBETCTBAT HA YCNIOBUATA B PajioHa Ha ynorpeba.

Koraro e mpumoxkimo, npeocTaBeHaTa MHGOPMALUIS BKITIOUBA MH(OPMAIMATA, [IOCOYEHA B YacT A, pasmen / oOT
npusiokennero keM Permament (EC) Ne 283/2013.
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9.1.1.2.
9.1.1.2.1.

3a TBBPIM MPOIYKTU 33 PACTUTENHA 3AIIMTA, TPETUPAHM M IPAXKMPAHM CEMeHA Ce M3BpIIBA OLIEHKA HA PHCKA OT
pasHacsiHe Ha Ipax BbPXY HENPMIEIHM BUIOBE [0 BpeMe HA IPUIAraHeTo WIM 3acsiBaHero. [Iokato He Obpe
TOCTUTHATO CBITIACKE OTHOCHO CTENIEHTA HA Pa3HACsSHE HA IPaxa, BEPOSTHUTE PABHMILA HA EKCIO3MIIMS CE ONPEHEIST,
KaTO Ce M3ION3BAT PA3NMYHM TEXHMKM Ha NPWIaraHe, MOIXONSUIM METOAM Ha M3MEpBaHe Ha Npaxa U, KBIETO €
1e7Iech00Pa3HO, MEPKM 3a OTPaHMYaBaHe HA PUCKA.

CbuiecTByBaHe M INOBeeHMe B MOYBATa
Cropocm Ha pasepasdaHe 8 nougama
JTaGopaTopHM M3CIenBaHUS

JlabopatopHuTe M3CIEABAHMS HA PA3IPaxiIaHeTo B I0YBATA Ca INpeNHA3HAYEHM Na NPEIOCTABAT BH3MOXKHO Hail-
mobpuTe MBUNCIEHNS HA BpeMeTo, HeoOXommmo 3a pasrpaxmane Ha 50 % u 90 % (DegT50y,; u DegT90,,) or
aKTMBHOTO BEIIECTBO B JTAOOPAaTOPHM YCIOBMSL.

O6cmostmeﬂcm3a, npu roumo e HeobGxo0umo usnumeane

[lpoyuBar ce YCTOMUMBOCTTA M NOBENEHMETO HA MPOIYKTUTE 3a PACTUTEIHA 3AUIMTA B [OYBATA, OCBEH aKO He €
BB3MOKHO 14 Ce HAIPaB) eKCTPAIONALWS OT [AHHM, [IOJyueHy 33 AKTUBHOTO BELLECTBO, METAGOMMTHUTe U TPOIYKTUTE
OT pasrpaxiiaHe M peakuysi B ChOTBETCTBME C M3UCKBAHMATA OT uyacT A, Touka 7.1.2.1 OT MPUIIOKEHMETO KbM
Pernament (EC) Ne 283/2013.

Korato He e BB3MOXKHO 1 Ce HAIPaBy eKCTPATIONALNS OT NAHHUTE 3a aHaepoOHA MHKYOAIMs HA AKTUBHOTO BEIIECTBO,
MeTa0oNuTHTE U MIPOLYKTUTE OT Pa3rpaxkiaHe i Peakuyis, MOMyUeH! B ChOTBETCTBUE C M3MCKBAHMSTA OT YacT A, TOUKa
7.1.2.1 or npunoxennero koM Pernament (EC) Ne 283/2013, ce npemocTaBsi MscriensaHe 3a aHaepoOHOTO
pasrpaxyaHe, OCBEH aKO 3asBUTENAT JOKaXe, ye EKCIO3MUMATA HAa NPOAYKTa 33 PaCTUTENHA 3alIMTA, ChIbpXKall
aKTMBHOTO BEIIECTBO, HA AHAGPOOHM YCIIOBMS € MATIKO BEpOSITHA MpH MpelBMieHaTa yrorpeda.

Ycnoeud Ha usnumeanemo

OrumTar ce M3CIenBaHUs Ha CKOPOCTTa Ha aepoOHO pasrpaxiaHe Ha aKTUBHOTO BELIECTBO B Haii-MaJIKO YeTMPY TUIA
noua. CBOJCTBATA HA TOYBMTE Ca CBIIOCTABMMM C U3ION3BAHNUTE 33 aePOGHM U3CICBAHNS, M3BBPIICHI B CHOTBETCTBIE
¢ wact A, toukn 7.1.1 u 7.1.2.1 or npunoxeruero koM Permament (EC) Ne 283/2013. Hamuumy ca HamexmHu
croitHocTnt 3a DegT50 n 90 3a Haii-ManKo ueTMpy pasnuyHyM TUIA TOYBML.

Vi3crenBaHMsATa Ha CKOPOCTTA Ha aHAepoOHO pasrpaxiuaHe Ha aKTUBHOTO BEWIECTBO CE M3BBPILIBAT, KATO Ce M3ION3BA
ChllATA IPOLEAYPA M CXOIHA I0YBA, KAKTO 33 aHAEPOOHOTO M3CIENBaHe, M3BBPIIEHO B CBOTBETCTBME C YacT A, TOUKA
7.1.1.2 or mpunoxennero kbM Permament (EC) Ne 283/2013.

Onpefensr ce CbOTHOLICHMETO HAa KMHETMYHO OOpa3yBaHE M CKOPOCTTA HA PA3rpaxiaHe HA NOTCHUMAIIHO ChLIECT-
BEHNUTE MeTabONMTH IV WM3CNCNBAHMs KAKTO B aepoOHM, Taka M B aHAaepoOHM YCIOBMS 4pe3 paslIMpsiBaHe Ha
M3CTIEBAHETO 3a aKTUBHOTO BELIECTBO, KOraTO He € Bb3MOXHO []a Ce HANpaBy EKCTpalomauys OT 4acT A, TOUKM
7.1.2.1.2 u 7.1.2.1.4 ot npunoxennero kpM Permament (EC) Ne 283/2013.

3a 1a ce OUEHM BIMAHMETO HA TeMIepaTypaTa BbPXy PasIpaiIaHeTo, ce M3BbpIIBA IPECMATaHE C MOAXOMAIIA CTOMHOCT
Ha koeduiyenta Q10 M ce mpeanpyeMar MOIXOUSW[ Opoil NOIBIHMTENHM M3CICHBAHUSA NPY PA3IIMYHM TeMIle-

patypu.

Bb3 OCHOBA Ha M3CIENBAHMA B aepOOHM YCIOBMSL Ce IPENOCTABAT HaleXmHu croitHoctu 3a DegT50 u 90 3a
MeTaboINTH, IIPOIYKTH OT PasrpaxiaHe M peakiys 3a Hail-MalKo TPY THIIA NOYBHL.

Monesu uscnenBanus
M3caredeanud na pasnadanemo 8 nougama

Vi3crienBaHusTa Ha PasliagaHeTo B IOYBATA IPENOCTABST BB3MOXKHO HAii-HOOpUTE M3UMCIICHVS HA BpeMeTo, Heol-
xomMo 3a pasnaganero Ha 50 % wmm 90 % (DisT50qeq u DisT904,4), U, aKO € Bb3MOXHO, Ha BpeMeTo, Heol-
xommmo 3a pasrpaxnane Ha 50 % u 90 % (DegT50p.q 1 DegT90pq) OT aKTMBHOTO BEWIECTBO B TOJIEBY YCIIOBMSL.
Korato e mpuioXuMo, NpegocTabs ce MHGOPMAUMs 3a MeTaOONMTHMTE M MPOIYKTUTE OT PAsrpaxiaHe M PeaKuys.

06CTOHT€HCTB&, npn KOUTO € H€06X0]1MMO M3IUTBAHE

Pa3smagaHeTo 1 MOBENEHNETO Ha MPORYKTUTE 3a PACTUTEIHA 3ALMTA B TIOYBATA CE MIPOYUBAT, OCBEH aKO HE € BH3MOXKHO
[a ce HAIPABM EKCTPANONALWs OT HAHHW, NOJTyYeHN 3a AKTMBHOTO BEIIECTBO, MeTAOONMMTHTE M NPOLYKTMTE OT
pasrpaXiaHe M peakiuus B CHOTBETCTBME C M3MCKBAHMSTAa OT 4yacT A, Touka 7.1.2.2.1 OT NPWIOXKCHMETO KbM
Pernmament (EC) Ne 283/2013.
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YcnoBus Ha M3MUTBAHETO

VI3BbpLIBAT Ce OTHENHM M3CTIENBAHMS 33 HAOOP OT MPENCTABUTEHY NMOYBM (0OMYAHO HAll-MaKO YeTUPM PasiMyuHK
TUIA B PA3INYHN TeOrpad)cKy MECTONOIOKEHNMS), KOUTO MPOIBILKABAT, T0KaTO 90 % OT MPUIIOKEHOTO KOMMYECTBO He
ce pasnajHe B Iousara win Obe mpeoOpasyBaHO BbB BELIECTBA, KOMTO HE Ca MPEAMET Ha M3CIEIBAHETO.

Mscnedeatus Ha Hampyneanemo 6 nougama

C m3nuTBaHMsTa Ce NPENOCTaBAT NOCTATPYHO HAHHU 3a M3BBPIIBAHE Ha OLCHKA Ha Bb3MOXKHOCTTA 3a HATPYIIBAHE Ha
OCTaThbYHM BE€HIECTBA OT AKTMBHOTO BECLICCTBO M HA M€T3.6OJ'II/ITV[, NPOHOYKTN OT pasrpaxiaHe M peakums.

OGcTosITeNncTBa, NP KOUTO € HeoOXOHMMO M3IUTBaHE

V3crenBaHusTa Ha HaTpyIBaHETO B IOYBAaTa Ce IOK/IA[BAT, OCBEH KO HE € Bb3MOXKHO JIa Ce HalpaBy eKCTpanonaums
OT [IAHHY, TIOJIyYeH 3a aKTMBHOTO BELIECTBO, METAOOIMTHUTE ¥ TIPOLYKTUTE OT PasrpakiiaHe M Peakiysi B CbOTBETCTBIE
C MBMCKBAHMATA OT YacT A, Touka 7.1.2.2.2 or npuioxenuero kbM Permament (EC) Ne 283/2013.

YcroBus Ha M3MUTBAHETO

HT:HFOCPO‘{HI/[TC TI07IEBY M3CIIENBaHUsA C€ V3BbPIIBAT BbPXY Hai-MaJKO MBa TUNA MOMOXOMNSIIM IIOYBM B pasmmnuHn
reorpad)cm/[ MECTOIIOJIOKEHMS, KaTO €€ M3BbpUIBAT HAKOJIKOKPATHM IpUJIaraHus.

Hp]/l JIMIICA Ha HACOKM, BKJIFOUCHM B CIIMCBHKA, IIOCOYEH B TOUYKA 6 OT BbBEICHMETO, BUIBT U ycioBuATa Ha M3CIEH-
BaHETO, KOETO TpH6Ba l1a ce M3Bbpuy, ce O6C'b}K]1&T C HalMOHAJIHMTE KOMIETCHTHM OpraHu.

Mobuawnocm & nousama

CLépaHaTa I/IHd)OpMaIII/Iﬂ € lipejHasHaueHa Oa IPpefocTaBy JOCTaTbUHO JaHHM 3a OLCHKA Ha IIOTCHUMAJIA 3a MOOUITHOCT
M U3BJIMYAHE HA AKTUBHOTO BEIIECCTBO UM Ha MeTabonmuTUTe 1 MPOOYKTUTE OT pasrpakiaHe M peaxkiums.

JTaGopaTOpHU M3CIIeNBAHUS
O6cmoamencmea, npu rRoumo e Heo6x00umo usnumeaue

MoOuiTHOCTTa Ha MPOIYKTHUTE 33 PACTUTENHA 3alIMTA B TIOYBATA CE NPOYUBA, OCBEH KO HE € BB3MOXKHO J1a Ce HAIpaBy
€KCTpanonaums oT JaHHM, TOTy4eHN B ChOTBETCTBUE C M3MCKBAHMATA OT yact A, Touku 7.1.2. 1 7.1.3.1 or npuno-
KeHnero koM Permament (EC) Ne 283/2013.

Ycnoeud Ha usnumeanemo

Ipurarar ce pasnopen6ute, npeaBuuenn B yact A, toukn 7.1.2 u 7.1.3.1 or npunoxennero kbm Permament (EC) Ne
283/2013.

HMBI/IMCTP]A‘{HI/I n3ciaenBanmsa

Koraro e Heo0XOIMMO Ce M3BBPIIBAT JIMMMETPUYHM M3CTENBAHMS, 33 A Ce OCUIYpM MHOpMAIMS 3a:
— MOOMITHOCTTA B IIOYBATA,

— IOTeHUMAIa Ha U3B/MYaHEe B IOAIOYBEHUTE BOMM,

— BB3MOXKHOTO pasnpefiesieHne B MouBara.

O6cmos{meﬂcmsa, npu rRoumo e HeoOxo0dumo usnumeéane

[lpy B3eMaHeTO Ha pelleHMe famyu Ha ce MpeanpueMaT JIM3MMETPUYHM M3CIIENBAHMS KAaTO eKCIIePMMEHTAHO
u3crefBaHe Ha OTKPUTO B PaMKMTe Ha MHOTOETaIlHa CXeMa 3a OlleHKA Ha M3BIIMYAHETO ce B3eMAT IpPelBUI pe3ysTaTuTe
OT M3CIIE[BAHMSTA HA PA3IPaXIaHETO M MOOWIIHOCTTA, a CblIO M m3uucieHute croiiHoctn Ha PECcy. Bumbr Ha
VM3CTIENIBAHETO, KOETO TPsibBa [1a ce M3BBpLIM, ce 0OCHXKIA C HALMOHATHUTE KOMIECTCHTHN OPraHiL.

V3cnemBanmsaTa ce M3BbPIIBAT, OCBEH aKO He € BB3MOXKHO JId Ce HaNpaByi €KCTPAnonauus OT JaHHW, TONydYeHU 3a
aKTMBHOTO BEILICCTBO, META0ONMTMTE M NPOIYKTUTE OT PAasrpaxiaHe M Peakuus B CbOTBETCTBUE C M3MCKBAHMATA,
nocoueHy B 4acT A, Touka 7.1.4.2 ot mpmoxennero kbM Permament (EC) Ne 283/2013.

Ycnoeud Ha usnumeanemo

Vi3cnenBanmsTa ce M3BBPLIBAT C OV Ha Haji-HEOMArONPUSATHIS PEAsTHO BB3MOXKEH CIyuail, a IPOIBIIKUTEITHOCTTA UM
¢ JOCTaThYHA 33 M3BbPLIBAHETO HA HAOMIONEHNMs] HA MOTEHUMATHO M3BIIMYAHE, KATO Ce B3eMAT IPEIBUI TUITBT HA
OYBATa, KIMMATUUHUTE YCIIOBMS, IIPMUIIAraHUTe KOJIMYECTBA M YeCTOTaTa ¥ NEPUONBT Ha NpuilaraHe.
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Ha nomxopsim VIHTEpBAJIN CE€ aHalIM3Mpa BOJATa, KOATO CE MPOCMYKBa OT IIOUBEHUTE KOJIIOHM, & OCTaTbUHUTE BEIIECTBA
B paCTUTEITHMA MaTepuall C€ OIPEHENAT IIpu HpI/l6I/[paH€ Ha pekoInTara. B Kpasgd Ha €KCIEpUMEHTaJIHaTa pa60'ra ce
OIpENETIAT OCTaTbUHUTE BELIECTBA B ITOYBEHUTE HpO(l)]/lJ'II/I Ha Haii-MaJKo IIeT MOYBeHM clios. V30sarsa ce MEXIMHHO
B3€MaHE Ha HpO6I/I, Thil KaTO NPEMECTBAHETO Ha PACTCHUATA (C M3KITIOUEHME Ha HpI/I6I/[paHeTO Ha peKonTara Cropen
o0uyariara 3EMEIEIICKa HpaKTVIKa) J Ha IoyYBaTa BIIMAE HA TpOLECAa HA M3BIMYAHE.

Ha papHu MHTepBanm Haii-MaJko €IMH IIBT CEIMUYHO Ce 3aIIMCBAT CBENIEHMS 3a BaJleXNTe M TeMIlepaTypaTa Ha I10uBaTa
U Bb3JIyXa.

IpnbounHara Ha nmsuMerpure e Haii-manko 100 cm. BbIpemHOCTTa HA IMOYBEHMTE CIIOEBE OCTaBA HEHAPYLICHA.
Temrepatypute Ha mouBaTa ca OMM3KM O TeMIepaTypute Ha TepeHa. IIpy HeOOXOMMMOCT Ce MPUCTBIBA KbM HOITHII-
HUTEIHO HANOSIBAHE, 3a Ma Ce TapaHTMpa ONTMMAITHO Pa3BUTHE HA PACTEHNATA M MPOCMyKBaHe HA BOTATa B KONU-
4ecTBO, OMU3KO 710 TOBA HA PETMOHMTE, 3a KOMTO Ce WCKa paspelieHye Korato mo BpeMe Ha M3CIEBAHETO I0OYBATA
TpsabBa na nperspryu o6paboTka, TS He TpsOBa ga Obie mo-gbiaboka ot 25 cm.

[TonmeBu m3cneaBaHUS 3a UBBJIUUAHE

Korato e HCO6X0]1MMO, M3BbPUIBAT CE€ IIOJIEBM U3CIICHBAHUSA 3a M3BIIMYAHE, 332 Ha CE€ OCUTYpU I/IH(l)OpMaIII/ISI 3a:

— MOOUIHOCTTA B IouBarta,

— IIOTEHUMAJIa Ha M3BJIMYAHE B ITOOITIOYBEHUTE BOMIM,

— Bb3MOXKHOTO paslpencrieHne B rnoyvsara.

O6cmoamencmea, npu Roumo e Heo6X00uUMmo u3numedate

[lpu B3eMaHeTO Ha peuleHMe Iamy Ja ce NMPENNpyUeMaT NONeBM M3CIeNBAHMs 33 M3BIMYAHE KATO EKCHePUMEHTANTHO
U3cieiBaHe Ha OTKPUTO B PaMKUTE Ha MHOTOETAllHA CXeMa 33 OLEHKA Ha M3BIIMYAHETO Ce B3eMAT MPEABNI M3UUCTICHUTE
croitHocT Ha PECgy UM pesyiTaTute OT M3CICNBAHMATA HA PA3rpaxiIaHeTo M MOOMIHOCTTA. BUIBT Ha M3CIenBaHeTo,
KOeTO TpsiOBa M1a ce M3BbpUIM, e 0OCHXKMIA C HALMOHATIHUTE KOMICTGHTHM OpraHu. VI3cielBaHusTa ce M3BBPLIBAT,
OCBEH aKO He € Bh3MOXKHO J1a C¢ HANpaBy eKCTPAMONALMsl OT JaHHH, [IOJyueH! 32 aKTUBHOTO BEWIECTBO, MeTaOOMMTHUTe
U HPONYKTUTe OT pasrpakiaHe M Peakuus B CHOTBETCTBME C M3MCKBAHMATA, NOCOYEHM B uyacT A, Touka 7.1.4.3 or
npuiokennero keM Permament (EC) Ne 283/2013.

Ycnoeudq Ha u3numeanemo

M3cnemBanmsiTa ce M3BBPIIBAT C OINER HA HAji-HEONATONIPHSTHIS PEalTHO Bb3MOKEH CIyuaif, KaTo ce B3eMAT IPEIBHUT
TUIIBT HA II0YBATa, KIIMMATHYHMTE YCIIOBYS, NPUIIATaHUTE KOJNMYECTBA U YECTOTATa ¥ IEPUOAA Ha IIpuilarase.

Bomata ce aHanmmaupa Ha MOAXOMAIM MHTEpBANmM. B Kpas Ha M3MMTBAHETO ce OMPERENAT OCTaThUHMTE BEWIECTBA B
TOYBEHNTE TPOPUIM HA HAiI-MAIKO IeT MOYBeHM CIos. M30srsa ce MeXIMHHO B3eMaHe Ha Npobu OT IouBata M
pacTeHmaTa (C M3KIIOYEHME Ha NPUOMPAHETO Ha PeKONTaTa Croped obuyaiiHata 3eMelenicKa MPAKTHKA), Thil Kato
TIPEMECTBAHETO Ha PaCTeHMsITa M Ha TouBaTa Biyse Ha MpOleca Ha M3BIMUYAHE.

Ha paBum mHTepBamy (Haif-Manko eOMH I'BT CEIMUYHO) Ce 3aNMCBAT CBENEHMs 3a BalleXKNUTe M TeMIEpaTypata Ha
ToyBaTa 1 Bb3IyXa.

TIpenocTaaT ce MaHHM 33 HUBOTO HA MOMIIOYBEHUTE BOIM B ONMTHUTE MOIETA. B 3aBMCHMOCT OT MpOeKTa Ha M3MAT-
BaHeTo, 13paboTBa ce MoIpOOHa XMIPOTIOKKA XaPAKTEPUCTUKA HA ONUTHOTO MOJIE. AKO T10 BpeMe Ha M3CIIEABAHETO Ce
HaO/IIoNaBaT MyKHATVHM HA [OYBATa, Te MOXPOOHO Ce OMMCBAT

Ocobeno BHUMaHMe ce 0OpbIIA Ha GPOS 1 MSCTOTO HA CHOPBKEHMATA 3 ChOMpaHe HA BOJATA. MOHTAXBT Ha Te3u
ChOPBKEHMS B NOYBATA HE J1aBa BB3MOXKHOCT 3a I0SBA HA KAHAIIHYM ITBTMIIA HA IPOCMYKBAHE.

OueHra HA ROHUERMpAyUUME 6 nousama

Ouenkure Ha PECg ce OTHACAT KaKTO 3a €IMHNYHO MPUIIaraHe IIPY HAJ-TOTIAMOTO IIPMIIATaHO KOIIMYECTBO, 33 KOETO Ce
VICKa paspelleHe, TaKa M 33 MAKCUMAIHUs Opoil NpUIIaraHus NPy HAii-KPaThK MHTEPBAl M HAii-rONIeMM NpPUIIAraHy
KOIIMYECTBA, 33 KOWTO Ce MCKA paspellieHye, M ce U3pa3siBa Karo Mg OT aKTUBHOTO BellecTBO Ha kg cyxa mousa.

(Dakropute, KoUTO Ce B3eMaT MOI BHMMAHME NPU U3TOTBSHETO Ha oueHkute Ha PEC, ce OTHAacAT O MPSKOTO Wi
HENPSKOTO NpWIaraHe BbPXy IOYBATA, OTKIOHEHMETO NPY NPWIIATaHe, NOBbPXHOCTHMS OTTOK ¥ M3BIMYAHETO M
BKITIOYBAT TPOLIECH KATO V3MapsiBaHe, amcopOuusi, XMApoimsa, GoTonmsa, aepobHO 1 aHaepoGHO pasrpaxkmaHe. B
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3aBMCUMOCT OT ME€TOHA Ha IpuilaraHe u 06pa60TKaTa Ha TOYBaTa Ce WM3MOJN3Ba MOMXONAII CJI0i 1MovBa. KoraTto KbM
MOMEHTA Ha IIpUJIaraHE I104YBaTa MMa IIOKpUTHE, IIPM M3rOTBSAHE Ha OLEHKAaTa MOXKE Ha CE€ B3EME IIPEOBULL Bb3MIeli-
CTBMETO Ha KYJITypaTa KaTO IIperpajga, KOATO HaMallfiBa €KCIIO3ULMATa Ha I0YBaTa.

Tpenocrasst ce croitHocTTa Ha PECg 32 aKTMBHOTO BELIECTBO, METAOOIMTUTE ¥ MPOMLYKTHUTE OT PasrpaxKiaHe M peakuus
HEMOCPENICTBEHO CJlefl MpUITaraHeTo. Bb3 OCHOBA Ha HaHHM OT M3CIIEABAHMATA 3a EKOTOKCUYHOCT Ce IPElOCTaBsT
U3UMCTIeHUTe CTOMHOCTM (ycpenHeHu BbB BpeMero) Ha PECg B KpaTKOCpPOUeH M HBATOCPOUEH INIaH 33 aKTUBHOTO
BELIECTBO, MeTabONNTHTE, MPOIYKTUTE OT PasrpaxkiaHe M peakis.

Hpe]lOCTaB}IT ce M3YNMCIIEHUTE CTOVMHOCTM Ha MOCTOSIHHATA KOHIEHTpauuATa B I10YBaTa, KOraTo Bb3 OCHOBA Ha M3CIIEN-
BaHMATA Ha paslaJaHETO B IIOYBAaTa C€ YCTaHOBY, Y€ DisT90 > emnHa TrooMHa, M KOraro ce€ MpeaBrXpna IIOBTOPHO
NpuiiaraHe npe3 ChIIMA BET€TALVIOHEH IEPUON VI IPeE3 CIIENBALINTE TOOMHMN.

CbuiecTByBaHe M NOBeJieHMe BB BOJATa M OTJIAraHMATA
AepoBHa MUHepanu3ayus 8 nossPXHOCMHL 800U
O6GcrosiTencTBa, IPU KOMTO € HEOOXOOMMO M3NUTBAHE

[Ipoyusar ce ycToiuMBOCTTa U IOBEIEHVETO HA MPOIYKTUTE 33 PACTUTEIIHA 3alIMTA B OTKPUTM BOIHM IPOCTPAHCTBA (B
CITAIKOBOIHM OaceilHu, ecTyapu M MOPeTa), OCBEH aKO He € Bb3MOXKHO Jia Ce HAlpaBy eKCTPAIONalys OT JaHHM,
IOJIyYeH! 3a AKTUBHOTO BELIECTBO, MeTabONMTUTE UM MPOLYKTUTE OT pasrpaxiaHe M peakuus B CHOTBETCTBUE C
M3UCKBAHUSTA OT YacT A, Touka 7.2.2.2 or mpwioxenuero kbM Permament (EC) Ne 283/2013.

V3nuTBaHeTo Ce M3BLPIIBA BUHATY, OCBEH aKO 3asBUTENIAT HE JOKAXe, Ye He € Bb3MOXKHO 3aMbpCsiBaHE HA OTKPUTH
BOJIHM NPOCTPAHCTBA.
YcnoBus Ha MBNUTBAHETO

Oruutar ce CTeNeHTa M IBTAT WIIM ITBTUIIATA HA PA3rpaxkiIaHe 3a ,IeflarMyHa” CHCTeMa 3a M3IUTBAHE I 3a CUCTeMa C
,OTNATaHus B CycreH3us“. Koraro e mpuioxuMo, M3MON3BAT Ce MOINBIHUTENIHM CUCTEMM 33 M3IUTBAHE, KOUTO Ce
PasnMyaBaT 1o OTHOLIEHME HA CHIBPKAHMETO HA OPTaHMYeH BBINEPON, CTPYKTypa mimm pH.

ToryueHNTe pesynTaTi ce NMPeICTaBAT MOJ (OPMATA HA CXEMH, B KOMTO Ce II0COUBAT CHOTBETHMTE IBTUII, KAKTO U
oy, popMara Ha GaraHCOBYM TaONMLM, OTPA3siBALM PasNpeNelieHNeTo Kato QYHKLMS Ha BPEMETO Ha PAILMOAKTUBHMS
MapKep MexXIly BOIATA, M — KOIATO € NPWIOXUMO — MEXIY OTIAraHMATa M:

a) aKTMBHOTO BEIIECTBO;

6) CO,;

B) JeTimBute cheanHenus, pasmuunn ot CO,;

I) OTHENHM MICHTUPUUMPAHY MPOIYKTH OT TPAHCHOPMALIMSTA;

]1) Hemueﬂmd)uumpaﬂm BELIECTBA, INOMJIEXKAUINM HAa E€KCTPAXUPAHE; KAKTO U

€) OCTaTHUHM BEWIECTBA B OT/IATaHMATA, KOUTO He IOMJIEXKAT HA eKCTPaXUpaHe.

[IpobIKNTeNnHOCTTa Ha M3CIeBaHeTo He Hampyuumasa 60 OHM, OCBEH aKo ce Hpulara MojyHenpeKbcHaTa Hpowuenypa ¢
[IePUOIINYHO TOJHOBSIBAHE HA M3IATBATENHATA CycrieHsust. [lepuopbT Ha cepuitHO m3nmuTBaHe obaue Moxe fa Obie
YOBIIKEH 10 MakcuMyM 90 [IHM, aKO Pasrpak[IaHeToO Ha M3MMTBAHOTO BEWIECTBO € 3allOYHAJIO B PAMKUTE HA ITbpBUTE
60 nHu.

W3cnedsane Ha cucmemama 600a/omadeanus
O6crosTencrBa, IpyM KOUTO ¢ HEOOXOAMMO M3NMUTBAHE

[IpoyuBar ce yCTOMUMBOCTTA 1 TOBENEHUETO HA MPOIYKTUTE 33 PACTUTENHA 3AILMTA BbB BOIHM CUCTEMM, OCBEH aKO He
€ BB3MOXHO [1d CC HANPaBM eKCTPANIONALMS OT MNAHHM, HONYYeHU 3a AKTUBHOTO BELIECTBO, MeTaboymTuTe I
TPOILyKTHTE OT PasrpakiaHe M Peaklysi B ChOTBETCTBUE C M3UCKBAHMATA OT YacT A, Touka 7.2.2.3 OT [PUIIOKEHUETO
koM Pernament (EC) Ne 283/2013.

M3nuTBaHeTo ce OTYMTA BUHAIM, OCBEH aKO 3asBUTENSAT HE JIOKaXe, Ye He € BH3MOXKHO HUKAKBO 3aMbpCsABaHE Ha
NOBbPXHOCTHUTE BOIM.

YcnoBus Ha UBNUTBAHETO

[T6TAT MM MBTUIIATA HA PA3rpaxiaHe ce OTUMTA(AT) 3a [BE CHCTeMI BOAA[OTaraHus. [Ipata u3bpaHu TUNa oTaraHus
e pa3NNyaBaT 1o ChIBPKAHME HA OPTAaHMYEH BBITIEPOI M MO CTPYKTYpa, M, KOTaTo € Npuiioxmumo — 1o pH.

[lomyuernTe pe3ynTati ce MPENCTABST MOT (opMaTa Ha CXEMH, B KOUTO Ce MOCOYBAT CBOTBETHMTE IBTHINA, KAKTO I
nox dopmara Ha GaTaHCOBM TAGIILY, OTPA3SIBAIIM PASIPETENCHMETO HA PAIMOAKTMBHIS MapKep KAaTo QHKIWS OT
BPEMETO MeXIy BOMATA, M, KBIETO € MOIXOMNAIIO, MEXIy OT/IaraHMATa U:



3.4.2013r.

OduimaneH BecTHNK Ha EBponeiickns cpro3

L 93/119

9.2.3.

9.2.4.1.

9.2.4.2.

a) AKTUMBHOTO BELIECTBO;
6) CO,;

B) nemBuTe ChemHeHus, pasmunu ot CO,;

=

OTICIIHM MHCHTUPUUMUPAHH TPOIYKTU OT TPAHCHOPMALMSATA;

=

nomIexKalmn Ha €KCTpaKums HCI/IIIGHTI/I(])I/[HI/IpaHI/I BEIIECTBA; U
e) HEMOMIEXKaAlM Ha €KCTPAKUMA OCTaThYHM BEUIECTBA B OTJIaraHMATA.

TpoxbikuTeNHOCTTa Ha u3creaateto e noHe 100 auu. To e mo-Irbiro, Korato e HeoHXOMMO J1a ce YCTaHOBM ITBTAT
Ha pasrpaxiaHe Ha aKTMBHOTO BEWIECTBO M CXeMaTa Ha pasmpefieieHye MeXIy BOHaTa M OTJIaraHusaTa Ha aKTUBHOTO
BELECTBO 1M HA HErouTe MeTabONMTH, NPOMLYKTH OT PasrpaxiuaHe M peakuus. Ako mosede or 90 % OT aKTUBHOTO
BELIECTBO Ce Pasrpakia Ipeny Kpas Ha mepuoga or 100 [1HM, M3CIENBAHETO MOXKe l1a Ce ChKPATHL.

CxeMaTa Ha pasrpaxlIaHe Ha CpELIalMTe ce NOTCHUMAIHO CHLICCTBEHNM MeTAOONUTH B M3CIEIBAHETO HA BOJATA/OT-
naraHusTa ce ONpeferis upe3 paslMpsiBaHe Ha M3CIE[BAHETO 33 aKTUBHOTO BEWIECTBO, KOTaTO He € Bb3MOXKHO Iia ce
HAIPaBM EKCTPANoNaus OT 4acT A, Touka 7.2.2.3 or mpunoxeHuero kbM Permament (EC) Ne 283/2013.

W3cnedsane na cucmemama o0asueHa 600a/omaazanus

Ako (])OTOXI/IM]/I‘IHOTO pasrpaxpnaHe € OT 3Hau€HMe, MOXKE Ha CE€ IIPOBENE HOITBIHMTEIIHO M3CIIEIBAHE Ha CUCTEMATa
BO]Ia/OTJ'[al"aHI/I}I B yCIIOBMATA Ha pelyBaHE HAa CBETIIMHA UM TbMHMHA.

YcnoBus Ha UBNUTBAHETO

BumsT 1 ycnoBusiTa Ha M3CIENBAHETO, KOETO TPsiGBa [a ce M3BBPUIM, Ce OOCHXKIAT C HAUMOHAIHUTE KOMICTCHTHM
OpraHu.

Ouenra Ha ROHYEHMpayuume 8 noonougeHume 00U

Haunuure Ha 3aMbpCsABaHE Ha ITOANOYBEHNUTE BOOY CE€ OIPENETIAT, KaTo C€ B3eMaT NPENBUI CHOTBETHUTE 3EMEMIEIICKU U
fl)I/ITOCélHI/ITapHI/I yCI1oBus, KaKTO M yCJIOBMATA Ha OKOJIHATa Cpela (BKII. KIII/IM&TI/["IH]/ITC).

N3unucnsiBane Ha KOHUCHTpAaUMUTE B NOONOYBEHUTE BOIN

Ouenkure Ha PECqyy CHOTBETCTBAT Ha MaKCUMAsIHMs OpOit MpWiaraHus M Ha Haii-BUCOKWTE MPUIIAraHM KOJNYCCTBA
IpY Haji-KpaTKysl MHTepBaJl, a ChIIO Ha BPEMETO 3a IpujlaraHe, 3a KOMTO Ce MCKA paspelieHue.

Vanonsar ce nonxomsuy 3a EC Moner Ha nopnousenute Bomu. [Ipy nmopxomsiuy crietmduuHu Kynrypu u o0cros-
TEJICTBA Ce V3MOM3BAT CHCLMQUUHM CLCHAPUY 33 TUINYHM CUTYalMu Ha yrotpeOa 3a permoHute Ha ymorpeba, 3a
CHOTBETHATA KyNITypa WM 33 IPYrM CUTyaumu Ha ynorpe6a. Korato noBemeHMeTo B IOYBAaTA 3aBUCH OT HEJTHWMTE
napameTpyu, ce M3MO3BAT CHOTBETHNMTE MAPAMETPU MO OTHOLICHME HA PA3IPaxiuaHeTo M ajcopOuusiTa B MOYBATa
(croitocure DegTs n Koc), Kouto OTpassisar Tasy 3aBUCMMOCT. AKO MueHTU(ULMpaHUTe METaOONNTH, IPOIYKTH
OT pasrpaxiaHe WM Peakuus ce Cpelar B KOHueHTpauws, mo-ronsma ot 0,1 pg/L B oTueneHaTa Boma, ce M3BbPLIBA
OLICHKA HA TSAXHATa 3HAYMMOCT.

HPCHOCTHBHT C€ IOoOXOIslIM OLUEHKU (MS‘{VICHCHMS{) Ha TIpEOIonaraéMuTe KOHUCHTPAalMM Ha aKTMBHOTO BCLIECTBO B
OKOJIHATa Cpefa B MOMAIOYBEHNUTE BOIN PECGW! OCBEH aKO OT HAaHHUTE 3a Pa3rpazmaHeTo MIm aHCOp6HVI}ITa, KaTo ce
nmMmat npenBuI Haﬁ—He6Har0HpMﬂTHMT€ BB3MOXKHU CTOi[HOCTI/[, He CTaBa fACHO, Y€ B IpedBuacHaTa obnacr Ha yHOTp€6a
M3BJIMYAHETO 1€ 61)]16 HpeHe6p€)KI/[M0 MaJIKO.

3a ma Oble OLEHEHAa 3HAYMMOCTTA HA BCUYKM METAaOOMMTH, MPOIYKTH OT pasrpaxiaHe WM Peakuus, KOMTO ce
VIEHTUQUUMPAHYM KAaTO YacT OT ONpeelleHMeTO 3a OCTAThYHM BEWIECTBA 33 LENMTE HA OLEHKAaTa Ha pUCKa [0
OTHOILICHNE HA TOMIIOYBEHNTE BOIM (BX. YacT A, Touka 7.4.1 or mpunoxennero kbM Permament (EC) Ne 283/2013),
ce m3ucksa maumcnsasane Ha PECqy.

Ako I/I]IeHTI/I(])MIlMpaHMTe MeTaGOJ'H/IT]/I, NpoOyKTM OT pasrpaxiaHe Wiy peakuys ce Cpelat B KOHUEHTpauusd, Io-
roisiMa ot 0,1 pg/L B OTLECHATa BOHA, C€ M3BbpIIBA OLICHKA HAa TAXHATA 3HAYMMOCT.

HOH'LHHI/ITCHHI/I NOJIeBUM M3NUTBAHUIAI

HEO6X0]II/IMOCTI‘21 OT M3BBPIIBAHE HA [OI'BJIHUTEIIHM IOJIEBYM M3IUTBAHMA M BUOBT U YCIIOBMATA Ha M3NUTBAHMATA,
KONUTO Tpﬂ6Ba J1a c€ M3BbpIIAT, C€ O6C'b}K]IaT C HalUMOHAJTHUTE KOMIIETEHTHM OpPraHU.
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Oqerma HA ROHUeHMpayuume 8 nosspXHOCMHUME 600U U 8 OmAdzaHUAMA

Hauynute Ha 3aMbpcsiBaHe Ha NOBLPXHOCTHMTE BOIM M HA OTIAraHMATA Ce ONpEMENAT, Karo ce B3eMaT NpemBuiL
CHOTBETHUTE 3eMEIETICKM M QUTOCAHMTAPHM YCIIOBHSL, KAKTO M YCIOBMSTA HAa OKOJHATA Cpema (BKII. KIIMMATUYHUTE).
[IpenocTaBAT ce MOAXONSIIM OLEHKM (M3uMCIeHMs) Ha mnpefnornaraemurte KoHueHntpauuu PECgpp Ha akTuBHOTO
BELICCTBO B OKONIHATA Cpefjla B TMOBBPXHOCTHMTE BOOM M B OTJIATaHMATA, OCBEH aKO 3asgBUTENAT He HOKaxe, ue
3aMbpCsBaHeTo ¢ HebaMOXKHO. OueHkure Ha PECgy M PECgpp CbOTBETCTBAT Ha MakcMManHusi Opoit M Ha Hail-
BUMCOKMUTE MpPMUIIAraHM KONMYECTBA NPM HAJM-KPAaTKMs MHTEpBAll, 33 KOMTO Ce MCKA paspelleHye, M ce OTHACAT 10
KaHaJIuTe, BOIOEMUTE ¥ TOBBLPXHOCTHUTE Teualy BOMIM.

Usnonsgar ce nopxopsuu 3a EC MHCTpyMeHTH 3a MoelmpaHe Ha nopbpxHocTHute Bopu. (Dakropure, kouto ce Bsemar
nof BHmmanue npu msuncisasanero Ha PEC, u PECgpp, ce oTHacaT 1o HpAKOTO Ipuiiarane BbpXy BONA, OTKIIO-
HEHUETO NPV NpUIIaraHe, NOBLPXHOCTHMUS OTTOK, M3TMYAHETO Mpe3 APEHAXKHMTE YCTPONCTBA, yTasBaHETO OT aTMOC-
depara u BKITIOYBAT IIPOLIECH KATO M3MApsiBaHe, ancopOLuts, alBeKIMs, XMIPoNu3a, 6MopasrpaxkiiaHe, celMMeHTals 1
IIOBTOPHO IIPEMMHABAHE B CYCIIEH3Ms, KAKTO M IIPEHOC MexXIy BoHa M omaranus. Ilpegocraar ce HayanHata
MaKCHMallHA KOHLEHTpauus Ciell npuiaraHe (o6ur makcumym) u uumciienusita 3a PECgy B KPaTKOCpOUEH U
ITBIITOCPOYEH IUIAH 3a CHOTBETHMTE BOUHM GaceitHyu (yCpeIHEHM BbB BPeMETO CTOIHOCTHM). IIpemocTaBsT ce ChlIO U
CHOTBETHATA HAYAIIHA MAKCUMAIHA KOHUEHTpAlMsi Cliell mpunarade (oOui Makcumym) u maumcnenmsra 3a PECgpp B
KPAaTKOCPOUCH ¥ IBJITOCPOYCH IUIAH 3a CHOTBETHUTE BOIHM OaceiiHu (ycpemHeHM BbB BpemeTo croitHoctn). Croii-
Hoctute Ha PEC ce MpemocTaBsT 3a aKTUBHOTO BEWECTBO M BCUUKM METa0OIMTM M NPONYKTH OT pasrpaxiuaHe i
peaxiiys, KOUTO ca MICHTU(MLMPAHM KaTO YacT OT OINpEe/IeHUeTO 33 OCTATBYHO BEWIECTBO 33 LiEIMTE HA OLICHKATA Ha
PUCKa 10 OTHOLIEHNE Ha MOBbPXHOCTHUTE BOIM M OTNIAraHuATa. Te ce M3MON3BAT 3a IOMbIBaHE HA OLEHKUTE HA PUCKA,
KaTo ce CpaBHABAT C KPaifHMTe TOUKM, M3BEHEHNU OT JAHHMUTE OT M3CIEABAHMATA 3a €KOTOKCHUHOCT.

M3uncnennsara B kpaTkocpoueH u abiarocpoueH miadn Ha PECgy, M CHOTBETCTBAIMTE MBUMCIIEHNMS B KPATKOCPOUEH U
mbiarocpoueH maH Ha PECgpp 3a ChOTBETHMTE HENPOTOYHM BOIHM OaceiiHy (BOTOEMMTE YCPEIHEHU BbB BPEMETO
CTOIHOCTH) ¥ 3a CHOTBETHMTE BOIHM C OaceiiHy ¢ 0aBHO TeueHye (KaHaayu M MOBbPXHOCTHY TEYALLV BOIM; YCPEIHEHN
BbB BPEMETO CTOMHOCTH) Ce M3UMCIIABAT 1M NOMOIITA Ha MOMNBUKeH MHTepBai. [Ipusarar ce MOAXOAAUIM MHTEPBAIN 1O
OTHOUIEHME Ha JAHHUTE OT eKOTOKCHKOJIOTMYHUTE M3CIIeHBAHISL.

HeOéXOHMMOCTTa OT M3BbPIIBAHE HAa HOITBJIHMTEIIHM M3NUTBAHMS Ha CIICHOBALl €Tall, KakTO UM BUOBT U YCIIOBMATA Ha
M3NUTBAHMATA, KOUTO TpH6Ba Jla ce M3BbpLIAT, CE O6C'b)K]IaT C HalMOHAJIHUTE KOMIETEHTHM OpraHu.

ChblrecTByBaHe U NOBeJeHNE BbB Bb3IyXa
Hauun u cropocm Ha paszpasgiane 666 6630yxa U npeHacaHe no 6s30yxa

AKO mparsT Ha mnapspane Vp = 107> Pa (3a msnapenme ot pactenvero) wim Vp = 10™* Pa (3a usnapenme ot
nousata) npu Temnepatypa or 20 °C e HaJBMIIEH M aKO Ce M3MCKBAT MepKM 3a OTpaHMYaBaHe HA PUCKA C IeI
HaMajisBaHe Ha eKCIIO3MUMATA HA HeNpUUETHUTE BUIOBE, Ce MPEIOCTaBAT M3UMCIEHMS Bb3 OCHOBA Ha MONEIM Ha
IIBJIXALIOTO CE Ha M3NAPEHMETO OT/araHe M3BbH MsctoTo Ha mpunarae (PEC). IMosuuusra 3a usnaperuero (PEC) ce
100aBst B CHOTBETHMTE IPOLEIypy 3a oueHka Ha prcka 3a PECg u PECgy. V3uncrsiBaHero Moxe fa ce Harlpasy Io-
TOYHO, KAaTO Ce M3IION3BAT JAHHU OT OMUTH B 3aTBOPEHO IPOCTPAHCTBO. KoraTo e MOIXOISILO, ce MpeacTassT abo-
PATOPHM ONUTH, ONMTHM B ACPOIMHAMMYHA TPBOA WM NONEBY MBIMTBAHMS, MMAlM 3a uen fa ce ompenenst PECg,
HOIlyYeH B PE3yNITaT Ha OTJaraHe Ciled M3NapeHue M NPy IpUilaraHe Ha MepKy 3a OrpaHMyaBaHe Ha pUCKa.

OieHKa Ha KOHUEHTpaUuuTe npu Jpyru HaUMHU Ha €KCo3nuus

Hpe]IOCTaBHT C€ MOOXOHALIM OLECHKU (M3‘JMCH€HI/IH) Ha IpelnonaraéMara KOHUEHTpalus B OKOJIHaTa cpeda Ha
AKTUBHOTO BELIECTBO M Ha MeT3.60]'H/ITI/IT€, NpOOyKTUTE OT pasrpazxkpaHe M peakuyusd, OCBEH aKO 3asABUTEIIAT NOKaxKe,
Ue HE MOXKE [1a €€ CTUTHE HO 3aMbpCABAHE IIPU €KCIIO3ULMA IO OPYIM ITbTUILA, HAIPUMED:

— OTjaraHe Ha Iipax, KOITO ChIbpXKa IPOHOYKTV 3a pPACTUTENIHA 3alllATa, NPV paslpbCKBaHE Ha IIpax IpuU CCI/IT6a,

— HENpAKa €KCno3ynys Ha IOBbPXHOCTHUTE BOOM 4YPE3 IPEUNUCTBATENIHA CTAaHIMA 3a OTHAIBYHM BOIOM  CIIEN
npuraraHe Ha NPOIYKT 3a PaCTUTEIIHA 3allNUTa B IOMEIIEHUA 32 CbXPaHEHME, KAKTO U

— ynotpe0a BbPXy PACTUTEIHOCT B MECTa 3d OTHMX.

Ouenknte Ha PEC cbOTBETCTBAT HA MaKCUMAITHMS 6pOI7[ M Ha Hall-BUCOKUTE npuiiaraHu Kojan4ecTsa npu Haﬁ-KpaTKMﬂ
VIHTEpBAJI, 33 KOUTO C€ JICKa pa3pelleHye, KakKTo M [a OTroBapAT Ha CHOTBETHUTE KOMIIOHEHTM Ha OKOIIHaTa Cpena.

Bumbr Ha mHQOpMAIMSTA, KOSITO TPsiGBA A Ce MPENCTaBi, ce OOCHXKNA ¢ HALMOHATHUTE KOMIETCHTHI OPTaHI.
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Eromorcuronozuuny u3cnedeanud

BbBenenue

M3nuteanero Ha NpoaykKTa 3a pacTUTENIHA 3alura € H€O6XOHI/IMO, KOrato HEroata TOKCMYHOCT HE€ MOXKE [a 61)]16
NMPENBAPUTEITHO OIIPENEIIEHa Bb3 OCHOBA Ha HaHHUTE 32 aKTMBHOTO BELIECTBO. Koraro e H€06X0]1VIMO J1a ce€ M3BbPLIN
M3NUTBAHE, LEJITA € 1a C€ OIpEHesy, KaTo ce MMa NMpeaBui CbIbpP2KAaHUETO Ha aKTUBHO BELIECTBO, OajiM MPOOYKTHT 3a
pacTuteiiHa 3amuTa € MO-TOKCMYEH OT aKTMBHOTO BELIECTBO. Hopanm TOBa CBbP3BALIN M3CIIEABAHUA WIN OrpaHNYEHO
MBNUTBAHE MOTAT JId €€ OKaXaT JOCTaThYHU. AKO obaue JalleH IPOOYKT 3a pacTUTEIIHA 3aliuTa € IO-TOKCUYEH OT
AKTUBHOTO BEILICCTBO (l/l3pa3€HO B CbIIOCTaBUMMU CHI/IHI/ILU/I), C€ M3MCKBA M3BBPUIBAHE HA USJIOCTHO MBINUTBAHE. l'[pqusa
ce Bb3MOKHOTO BB3JIEHCTBIE BbpXY OpFaHI/l3MMT€/€KOCI/ICT€MI/IT€, OCBCH aKO 3agABUTEJIAT HE TOKaXe, Y€ HE € Bb3MOXKHO
Ja HaCTbIIM €KCIO3ULIMS Ha Opl"aH]/l3MI/IT€/eKOCI/ICT€M]ATe,

M3nutBaHMATA M U3CIIEOBAHMSATA, M3BbPIIBAHM C M3IOJI3BAHE Ha IIPOIAYKTa 3a PACTUTEIIHA 3alUMTa KATO MaTepuall 3a
M3INUTBAHETO, KOUTO Ca H€06XOJII/IMI/I 33 OLICHKA HAa TOKCMYHOCTTA Ha AKTMBHOTO BEIICCTBO, CC MOKJIAIBAT B KOHTCKCTA
Ha CbOTBETHUTEC M3UCKBAHUA 33 NAHHU, OTHACALIM CE€ 3a AKTMBHOTO BELLECTBO.

HOKJ'[&JIB&T C€ BCUMYKHM BUOOBE IIOTCHUMAJIHO He6naronpmmo Bb3MENCTBIE, perucrpupanm npu o0uyaiiHuTe eKOTOK-
CUKOJIOTMYHN TpOyuBaHMs, M C€ IpeanpueMar M JOKYMEHTMPAT BCMYKM HOITBJIHUTEIIHM M3CIICIBaHNMA, €BEHTYaJIHO
H€O6XOJI[]AMI/1 3a Ipoy4YBaHE Ha CbOTBETHUTE MEXaHM3MM UM 3a OLCHKA Ha 3HAYCHMETO Ha Bb3IENCTBIETO.

Bunaru, korato nameHo u3cienBaHe lpennosara yl'lOTp€63.T3. Ha pas3in4Hy 103K, €€ NOKJIaBa Bpb3KaTa MEXIY HN03a U
He6]'[al"01'[p]/l§[THO Bb3IEICTBIE.

Korato 3a B3emaHe Ha pemieHne pany na ce M3BbpLIBA M3CIIENBaHE ca H€06XOJII/IMI/I OaHHM 3a eKcro3uausAara, ce
MBIOoN3BaT NAHHUTE, IOIIYUYEHU B CbOTBETCTBUE C Pa3leil 9.

3a OlLleHKa Ha eKCMo3uIysTa Ha OpraHMsMmUTE CE€ B3€Ma IPEOBUI ULsilaTa I/IH(I)OpMaH]/UI 3a MpoHykKTa 3a pacTUTEIIHA
3alMTa M 32 aKTMBHOTO BemiecTBO. (CrieiBa ce MHOTOETAlleH MOIXOJI, KaTo ce 3arouBa C Ha]?l—]—[e6nar0npm[’rﬂme
napameTrpn 1o nonpa36mpaﬂe 3a ekcrosyuyAra M ce IpodbiikKaBa € YTOUHABAHE Ha IIapaMETpUTEe BB3 OCHOBA Ha
M[IeHTM(l)MIII/IpaHeTO Ha MPEenCcTaBUTEIIHUTE OpraHu3MM. Korato e NPUIIOKUMO, C€ M3IOJI3BAT OIPEHEIICHUTE B
HacToAlNMs pasfenn IapameTpu. Koraro HammuHuTE JAHHU COvat, ue NpOOyKTBT 3a pacTUTEIHA 3amura € IOo-
TOKCMYEH OT aKTMBHOTO BELIECTBO, 3a HOa C€ M3UYMCIIAT MOOXOMSALINTE KOC(I)I/ILU/[CHTI/[ Ha pUCK, C€ M3IOJN3BAT NAHHUTE
32 TOKCMYHOCTTa Ha IIPOHYKTA 3a pacCTUTEIIHA 3allyTa (B)KA TOYKAa 8 OT HACTOAIIOTO B’I:BC]ICHI/[C).

M3ucKBaHuATa, OCOYECHN B HACTOSALIMSA Pa3[iel], BKIIIOUBAT HAKOM BUIOBE M3CIIEABAHMS, IPEOBUIEHM B YacT A, pase
8 or npunoxennero kuM Permament (EC) Ne 2832013 (hanp. craHmapTHu 51aGOpaTOpHM M3IMTBAHMS C IITHLM,
BOIHJM OpPIAHM3MM, IYEIIM, WICHECTOHOIM, 3€MHM 4epBeM, IOYBCHM MIKPOOPTAHM3MM, IIOYBEHAa Me3odayHa U
HETPULEITHN PacTeHns). BBhpeky de ce OpraHM3NpaT WM3CTENBAHMS MO BCSKA TOYKA, CKCIEPUMEHTATHM HaHHM 3a
MPONYKT 33 PACTMUTENIHA 3ALMTA CE MONIy4yaBaT CaMO KOTaTo TOKCUMYHOCTTA HA NPOIYKTa He MOXe ma Oble mpef-
BapUTENIHO OIpeNiesieHa Bb3 OCHOBA HA IAHHMTE 33 aKTMBHOTO BEIIECTBO. MOXe [1a € [IOCTaThuHO [1a CE M3BbPLIAT
VBNUTBAHMUS C IIPOIYKTA 33 PAcTUTEIHA 3alIMTa C TO3M BUI OT IpymaTa, KOMATO € MOKA3all Hali-BUCOKA UyBCTBUTENTHOCT
KbM aKTMBHOTO BEIECTBO.

HeobxonmMo e ma ce mpefcTasu MOgpo0HO omucaHye (CrelmQuKALys]) Ha M3INON3BAHUS MATepual, KakTo e Ipel-
BUIEHO B CHOTBETCTBME C TOYKa 1.4.

3a ma ce yJeCHM OILIEHKAaTa Ha 3HAUMMOCTTAa Ha PE3YITATUTE OT M3BBPIICHUTE UBIMUTBAHUSA, C€ M3IIOJI3BA, TOKOJIKOTO €
BB3MOXKHO, €IVMH ¥ CBbIIM IaM OT BCEKM BUI B PA3INYHUTE IOCOUEHM MBIMUTBAHMA Ha TOKCMYHOCTTA.

EKOTOKCMKOIIOIMYHATA OLEHKA Ce OCHOBAaBa HA PUCKA, KOWMTO NpEHIOKEHUAT IPOMIYKT 3a PAacTUTENHA 3alluTa Ipefl-
CTaB/IABA 3a HENpUUeIHUTe OpraHu3Mit. [Ipn M3roTBAHETO Ha OLEHKA Ha PUCKA TOKCMYHOCTTA CE CPaBHABA C €KCIIO3M-
mysita. OGUIMAT TepPMIH 3a pe3ynTata OT TOBa CpaBHeHue e ,koeguiuent Ha puck” (KP). KP moxe ma ce m3passisa 1o
Pa3IMYHM HAYMHM, HANp. 4pe3 ChOTHOLIeHMeTo ToKcuuHocT:ekcnoduums (CTE), KakKTo M Karo KoeQuiMeHT Ha
omacHoct (KO).

[Ip1 HACOKM, KOMTO [aBaT BB3MOXKHOCT M3CIENBAHETO Na Gboe pa3pabOTeHO, Taka Ue [a Ce OIpemenyt edeKTHBHATA
koHueHTpamys (EC,), To ce u3pbpiuBa, 3a na ce onpenensit EC; u EC, mpyu cboTBeTHMTE TOBEPUTETHN MHTEPBANN OT
95 % NOEC ce onpenens gopy ako ce M3IOJ3Ba NOAXONbT ¢ onpenensse Ha EC,.

He ce moBTapsiT ChluecTByBalIMTe MPUEMITMBI M3CTIEIBAHILS, TPOEKTUpaHH, 3a na Obae ompepernena NOEC. Vssbpuisa
ce oleHKa Ha cratmcTiueckute nokasatenu Ha NOEC, u3BerieHa B Pe3yNTaT Ha IOCOYEHMTE MPOYUBAHMSA.
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3a dopmynammre B TBbpHA GOpMa e M3MCKBA OLCHKA HA PUCKA OT PAsHACSHE HA MPAX 3a HEIPULETHNTE WieHec-
TOHOIM U 3a pacTeHusTa.. IIpefCTaBAT ce NMOIPOOHOCTM 3a BEPOSITHUTE PAaBHMINA HA CKCIO3MINMSA B CbOTBETCTBHE C
pasen 9 OT HACTOSILIOTO MPWMIIOKEHME. 32 BOIHATA payHa ce Pasryexkna PUCKBT OT MPEHOC Ha LisJ1aTa YaCTUIA, KaKTO
¥ Ha NpPaxoBu yacTuuu. JJ0Kato He Obie NMOCTUTHATO ChITIACHE OTHOCHO CTEMEHTAa Ha Pa3NpbCKBAHE HA NPaxa, Mpy
OlIEHKaTa Ha PUCKA Ce M3MOIN3BAT BEPOATHUTE PABHMILNA HA EKCIIO3MIIMSL.

Paspa60TBaT Ce M3NUTBAHMATA OT CIIEIBALIVA €Tall, IIPM KOUTO C€ M3MOJI3Ba IIPONYKT 3a PACTUTEIIHA 3alUNTa, Y TaHHUTE
CE aHaIM3MpaT IOCPEHCTBOM IOAXOAAIN CTATUCTUYECKIN METOIMN. HaBa Ce M3uepnarenHa VIH(l)OpMaIH/Iﬂ 3a M3IIOII3BAHNUTE
cTatucTuuecku Metomu. Korato e momxopsmo un H€O6XOHI/[MO, NO-HaTaThIIHUTE M3CIICABAaHNSA CE€ NMOTKPENAT ¢ XUMUYHUI
aHanmM3y, 3a Ha Ce MpoBEpU Oy €KCIo3nuysiaTa € 6una ¢ HCO6XOHI/IMOTO paBHMILE.

HO 0HO6pﬂBaHCTO VI NIPUEMAHETO Ha HOBYU M3CIIEIBAHMA M HOBa CXEMa 3a OLIEHKa Ha pUCKa ce M3IOJ3BAT CBIIECT-
ByBallUTE IPOTOKOIIM, 3a J1a C€ OLIEHM PUCKBT OT OCTpa M XPOHMUYHA VHTOKCMKAUMA IPY ITYEIV, B TOBA UUCIIO IO
OTHOILEHNE Ha NMPEXKMBABAHETO M Pa3BUTHETO HA PO, KAaKTO VM JIa CE ONPENEIIAT M M3MEPAT B paMKUTE Ha OLIEHKaTa Ha
pucka Cy6]’[eTa]’[HOTO Bb3MECTBIE.

Bb3pelicTBue BbPXy NTHIM U IPYTH CyXO3eMHU IPbOHAUHNM KMBOTHU
Be3sdeiicmaue espxy nmuuyu

AKO TOKCMYHOCTTa Ha IpoHykKTa 33 pacTUTE/IHA 3aliyuTa HE MOXKE [1a €€ ONpeneiy IpeaBapuTEIIHO Bb3 OCHOBA Ha
JaHHUTE 33 aKTMBHOTO BELIECTBO, C€ IIPOYUBAT BBH3MOKHMTE PUCKOBE 3a MNTULIM, OCBEH KOrato ce n30ArBa  KakTo
IpsKaTa, Taka M BTOpMUYHATA EKCIIO3MLIMS Ha ITUUUTE, HAIp. KOraTo € Halule yn0Tpe6a B 3aTBOPEHM INPOCTPAHCTBA
Wi Ipy TpeTMpaHe Ha HapaHEHU [IbpBETa.

l'[pu Ta6J'IeTI/ITe, TpaHyiTe M TPETUPAHUTE CEMEHA CE€ JIOKJIa[iBa KOJIMYECTBOTO AKTMBHO BEUIECTBO BbB BCAKA Ta6J'I€Ta,
rpaHysa mim ceMe, KakTo U rorleMmnHara, TerioTo u c])opmaTa Ha Tabnernre unm I'paHyJInTe. Bb3 OCHOBa Ha Te3u HaHHU
Ce MBYMCIIABAT M TOKJIAOBaT U 6pOﬂT U TETJIIOTO Ha T&6J’leTI/lT€, IpaHyJMTe Wi CEMEHATa, H606X0]11/IMI/I 3a IOCTUIaHE Ha
LDsq (')

50 \ /-

[lpu mpuMaMKuTE € HEOOXOMMMO f1a Ce JIOKIIaliBa KOHLEHTPALMATA HA aKTUBHO BELIECTBO B MPUMaMKaTa (Mg akKTUBHO
BELLECTBO Ha kg).

I/Iam,mea C€ OLUEHKA Ha puCKa 3a NTULM CHINIACHO CBOTBETHMS aHAJIM3 Ha Koe(l)l/lLll/leHTa Ha pUCK.

OcTpa TOKCUYHOCT NpM NpUeMaHe NMpe3 ycTaTa Npu NTULH
O6cmoamencmea, npu rRoumo e Heo6x00umo usnumeaue

[IpoyuBa ce ocTpaTa TOKCMYHOCT NPy IIPUEMaHe IIPe3 ycTaTa Ha IPOIYKTA 3a PACTUTEIIHA 3aUIMTA, aKO TOKCMYHOCTTA
My He MOXe [1a Oble NpeIBapuTeIIHO ONpeNeNieHa Bb3 OCHOBA Ha JaHHMUTE 3a aKTMBHOTO BEIIECTBO MIIM AKO Pe3yll-
TATMTE OT WBMMTBAHMATA IpM OO3AMHMIM Ca YCTAHOBMIM 3HAUMTENHO MO-BUCOKA TOKCMYHOCT HA MPONYKTa 3a
pacTuTenHa 3amMTa B CPaBHEHME C AKTMBHOTO BEIIECTBO, OCBEH aKO 3asBUTENAT HE JIOKaXe, 4e HAMA BEPOSATHOCT
OT eKCNO3MLMSA Ha NTULYM Ha CaMis MPOAYKT 3a PacTUTeIHA 3alliuTa.

Ycnoeudq Ha usnumeanemo

C u3NUTBAHETO Ce MPEJOCTaBAT, aKO € Bb3MOXKHO, cToiiHOcTMTe Ha LDs5(, mparosara neranHa [103a, pasBUTUETO BbB
BPEMETO Ha PeakLysTa M aHAIMTUYHUAT JOOUB M HA PAaBHMLIETO, IIPU KOeTO He ce Habmronasa b3ueiictene (NOEL),
KaTo M3MUTBAHETO BKIIOYBA CHOTBETHUTE MAKPONATONOTMYHM HAXOIKM. M3crienBaHeTo ce ONTMMM3MPA C OINef Ha
TOYHOTO omnpepensHe Ha LDsg, a He JOTONKOBAa HAa BTOPOCTENEHHMUTE KPAitHU TOUKM.

V3cnenBaneTo ce M3BbpLIBA BHPXY BUIOBETE, M3ION3BAHM 33 M3CIIEABAHETO, MOCOYEHO B uactT A, touka 8.1.1 or
npuiioxenuero kbM Permament (EC) Ne 283/2013.

Haii-Bucokara nosa, usnonssaHa npyu uanuTBaHusATa, He Hauxpbpias 2 000 mg akTMBHO BelIECTBO Ha kg TeNIeCHO
TErno, HO € Bb3MOXKHO Ja Ce HAJIOXM M3MOM3BAHETO Ha MO-BMCOKM J03M B 3aBUCHMOCT OT OYaKBAHOTO PABHMILE Ha
eKCIO3MINS B TOTEBU YCIOBUSL CIIef NpefBUeHaTa ynorpeda Ha ChedMHEHNUETO.

IlaHHM OT cnegBall eTam Ha M3CTHeOBaHUATA BbPXYy NTULU

KbM criemBamms ertan oT MHOTOeTalHy U3CeIBaHus BbpXY NTUUM C€ NPUCTBIIBA, aKO IIPpU IbPBUA €TaIl OT OLIEHKATa
Ha puCKa HE € [10Ka3aHO, Y€ PUCKDT 3a TAX € IIPUEMIIMB.

Ba3oeticmeue 8BpXY CyX03emHu zpzﬁnauuu SRUBOMHU, DA3AUUHU OmM nmuyume

HpquBaT C€ Bb3MOKHUTE PUCKOBE 32 BUIOBETE I‘p’b6Ha‘{HI/I KMBOTHY, pasiUHM OT ITULIY, OCBEH KOraTO M3IUTBAaHOTO
BEUIECTBO € BKIIIOUEHO B IIPOMYKTH 3a PAaCTUTEIIHA 3alllMTa, IIPY YMETO U3IOJI3BAaHE — HaIIP. B 3aTBOPEHU IIPOCTPAHCTBA
1 3a TpETUpaHE Ha HapaHEHU ObpBETa — CE n30ArBa KakTo npsKara, Taka ¥ BTOpMYHATa €KCIO3ULMA Ha BUIOBETE
Fp’b6Ha‘XHI/I 2KMBOTHY, pasiM4HyN OT ITULN.

(") ,LDsg" e cpkpamenue 3a ,Lethal Dose, 50% (meranna nosa, 50 %), T.e., 103aTa, KOSITO € HeoOXOIMMa, 38 f1a Gblle yMbPTBEHA IO/IOBMHATA OT

NomyaunATa, BbpXy KOATO €€ M3BbPLIBA MBMUTBAHETO, CIIEM OIMPEENICHa IMPOMBILKUTETHOCT Ha M3IMUTBAHETO.
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VI3BBpPIIBAT Ce EKCIIEPUMEHTATIHM M3IATBAHMS BbPXY I'PHOHAUHM KMBOTHM CaMO aKO WM3MCKBAHMTE 3a M3TOTBSHE HA
OlLlCHKA HAa PMCKA [AHHM He MOTAaT Ja ObIAT M3BJCYCHM OT JaHHMUTE, IOIYYeHM B CHOTBETCTBME C M3UCKBAHMATA,
TOCOYEHU B YacT A, pasgenmu 5 u 7 oT mpunoxenuero kbM Pernament (EC) Ne 283/2013.

B choTBETCTBME C aHANmM3a ce M3BHPIIBA OLCHKA HA PMCKA OT MPOsiBA HA OCTPA TOKCMYHOCT M HA PUCKA OT Perpo-
IlyKTI/lBH& TOKCUYHOCT l'[p]/l CyXO3€MHI/[ Fp’b6Ha‘{HI/I KMBOTHH, paSHI/l"IHI/l OT NOTULN.

OcTpa TOKCMYHOCT NpyU NpueMaHe npes ycrara npu 6osaiiHuun

O6Gcmoamencmea, npu Roumo e HeoOxodumo u3numeate

AKO ce cMsTa 33 BB3MOXHO [a HACTBIM €KCIO3MUMsS Ha (OPMyNauysTa M TOKCMYHOCTTA 1M HE MOXe Ia Obe
TPeIBAPUTEITHO ONpefieNiecHa Bb3 OCHOBA Ha JaHHNUTE 33 aKTUBHOTO BELIECTBO, CE B3eMaT NMPETBUI JaHHUTE 33 OCTpa
TOKCMYHOCT IIPM NpMUEMaHE Ipe3 yCTaTa HA IpOMIYKTa 3a PACTUTENHA 3AIIUMTA OT OLCHKNUTE 33 TOKCUYHOCTTA 3a
Gosaituuuy (BX. dact A, Touka 5.8 ot mpmioxennero kbM Pernament (EC) Ne 283/2013.

JMaHHM OT CleOBaumMs €Tal Ha M3CNeOBaHMUITAa BbpXy 6o3ailHuUM

K'bM M3CTIEIBAHMS OT CIEMBALMS €Tall BbpXy GO3ailHMLY ce NMPUCTBIIBA, aKO PV IIbPBHUSL €Tall OT OLEHKATa Ha PHCKa
He € JOKa3aHO, Ye PUCKBT 32 TSX € MPUEMIIVB.

Ba3deiicmeue 6spxy Ousu cyXo3eMHu 2peOHAUHU SRUBOMHLL (6A€uy2il U 3¢/HOBOOHL)

PUCKBT 32 3eMHOBOIHMTE M BIIEUYTHTE, KOWMTO Ce MOPAXMa OT MPOIYKTUTE 33 PACTMTEIHA 3aLUTA, CC PA3INEKN, aKO
He MOXKe [1a Oblie NpenBapuTeHO ONpelelieH Bb3 OCHOBA HA NAHHMTE 33 AKTMBHOTO BEWIECTBO, M aKO ¢ HPUIIOKUMO.
BUIBT M YCTIOBMSATA HAa M3CIENBAHMATA, KOUTO TPsiOBA 1a ce M3BBPUIAT, Ce 0OCHXKNAT C HAUMOHAIHUTE KOMIICTCHTHM
OpraHm.

Bb3peiicTBue BbPXy BOTHM OPTaHM3MM

Bb3MOKHOTO Bb3NCNCTBIC BbPXY BOLHMTE BUNOBE (pn0a, BOmHM Oe3rpbOHAuHM, BOZOPAcIM, a MIpU XepOMLMAM 1
perynaropy Ha pacteXa Ha pPaCTEHMSTA — M BOIHM MAKpPOQUTM) ce NPOYuBa, OCBEH KOTaTO BBH3MOKHOCTTA 3a
eKCIIO3MILISL HA BOIHUTE OPTaHM3MM MOXKe 1a Gble M3KIIOUCHA.

]/lam;puma C€ OIICHKAa Ha pUCKa 3a BOIOHM OpPraHM3MM, KaTO CE€ OTUMTA CHOTBETHMAT aHAIINM3 Ha KOC(})V[HVICHT& Ha pUCK.

Ocmpa morcuunocm npu puba u 600Hu Oe3epslHaunu uau 6s30eiicmeue 6pXy 6000pacAl U B0OHU MARPOGUML

O6CTOﬂTeHCTBa, onpu KOUTO € H€06X0]1VIMO U3NUTBAaHE

M3nurBanero ce V3BbpIIBA, KOrarto:

R3

OCTpaTa TOKCMYHOCT Ha IMPOIYKTA 3a PACTUTEIIHA 3alMTa HE MOXKE Ia 6'])]16 NPENBapUTEITHO ONpPENETIEHa Bb3 OCHOBA
Ha JAHHUTE 3a aKTMBHOTO BELIECTBO; MIIN

KS))

npenBueHaTa yrnorpe6a Ha MPOIYKTa MIpedNolnara mpsko MpuilaraHe BbPXY BONa;

s

HE € Bb3MOXKHO [1a €€ M3BBPILIN €KCTPAIONIaLlMA Bb3 OCHOBA Ha HAIIMYHUTE TaHHM 3a CXOIEH IPOMAYKT 3a pacTUTEITHA
3almra.

VI3nuTBaHMs Ce M3BBPUIBAT BbPXY €VMH BUI OT BCSKA OT TPUTe[UeTMPUTE IPYIM BOIHM OPraHM3MM, a UMEHHO puom,
BOIHM Oe3rpbOHAuHM 1 BOOPACIA M, KOTATO € IPUIIOKNUMO, MAKPOQUTH, CHIIACHO [OCOYEHOTO B YacT A, Touka 8.2
ot npusoxenuero kbM Pernament (EC) Ne 283/2013, ako caMusiT IPOIYKT 3a pacTUTENIHA 3aLUMTA MOXKE [1a 3aMbPCH
BOJIATA.

B’preKI/I TOBa, KOraTo HaJIM4YHaTa I/[H(])OpMaL[VI}I TO3BOJIABA [1a CE€ HAIIpaBM 3aKIJIOYEHME, Y€ OPraHM3MUTE OT €IHa OT
TE3U TPyny ca ONPENETICHO MO-YYBCTBUTEIIHM OT OCTAHAJINTE, MBIMUTBAaHMATA CE€ M3BBbPLIBAT CAMO BBPXY CHOTBETHATA

rpyma.

AKO TPOIYKTHT 3a PAacTMTENHA 3aMTA CHIbPKA MHBE WM [OBeYe AKTMBHM BELIECTBA M HAji-UyBCTBUTENHATE 33
OTIIC/IHNTE AKTUBHJ BCIICCTBA TAKCOHOMMYHM IPYIM HE CHBIAJAT, CC VM3MCKBA M3BBPIIBAHE HA MBIUTBAHUS BbPXY
TpWTE[4eTUpPUTe TPyIM BOJGHM OPrAHM3MM, a MMEHHO — puOM, BOmHM Oe3rphOHAuHM, BOXOPACTIM M, KOIATO €
IPUIIOKIMO, MaKpOPUTH.

YcnoBus Ha UBNUTBAHETO

[Ipyrarar ce ChOTBETHNMTe Pa3nopendy, mpemsuieHn B uacT A, Toukn 8.2.1, 8.2.4, 8.2.6 u 8.2.7 OT MPUIOKEHNETO
kbM Permament (EC) Ne 283/2013. 3a ma ce cBeme 0 MUHMMYM M3IMTBAHETO BHPXY pu0a, pasmiexia ce Bh3MOXK-
HOCTTA 3a MPUJIATaHe Ha MOIXOM C M3II0JI3BAHE HA MPAroBa CTOMHOCT NPU MBIMTBAHETO 33 OCTPA TOKCUYHOCT NPy puba
(x. wact A, Touka 8.2.1 or mpuioxeHuero kbm Pernament (EC) Ne 283/2013.
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Honsuumennu uscnedganus 6epxy 06120CpOUHAMA U XPOHUUHAMA MORCUUHOCTL hpu pubad, 600HU Oe3zpsbHaunu u
SRUGECUU 6 OMAA2AHUIMA 0P2aHU3MUL

V3cnensanmsta, nocoueHn B yact A, Touku 8.2.2 u 8.2.5 or npunoxennero koM Permament (EC) Ne 28 3/2013, ce
U3BBPIIBAT 33 OTHEIHM NMPOIYKTHM 3a PACTUTENIHA 3alIMTA, KOTATO HE € BH3MOXHO Ja CE eKCTPANONMpaT JaHHNTE,
TNOJTy4eHN B ChOTBETHMUTE M3CIEABAHMSA HA aKTMBHOTO BElIECTBO (HAMp. MPONYKTBT 3a PacTUTENHA 3alMTA € C OCTpa
TOKCUYHOCT, KOSITO € [IeceT ITbTY IO0-BUCOKA OT Ta3M Ha aKTMBHOTO BEIIECTBO, TAKOBA, KAKBOTO Ce IPOU3BEXKMA), OCBEH
ako He Oble HOKA3aHO, Ye ¢ HEeBb3MOXKHA eKCIO3MLML

AKO ce M3MCKBAT M3CIIEBAHMS 3 XpOHMYHA TOKCMYHOCT Ha ITPOHYKTa 3a PACTUTENIHA 3allUTa, BUOBT U YCIIOBMATA HA
U3CIIeOBaHMATA, KOUTO Tp9I6Ba l1a c€ M3BbpLaT, ce OéC'b)KIlaT C HaUMOHAJTHUTE KOMIIETEHTHM OpIraHu.

[oneaHumennu usnumeanud 8BpXy 600HL opearusmu

M3BbpIIBaHETO Ha M3CIEABAHMATA, MOCOYEHM B 4acT A, Touka 8.2.2 OT HpwiloXeHMero KbM PernameHt (EC) Ne
283/2013, moxe na Oblle M3MCKAHO 3a OTIENHM NPOIYKTM 3a PACTUTENHA 3ALIMTA, KOTATO HE € BB3MOXHO Iia e
€KCTPAIIONMPAT IaHHUTE, NOJTy4YeHy NPU CHOTBETHUTE M3CIIENBAHMSA HA aKTMBHOTO BEIIECTBO MM Ha JAPYT MPOIYKT 3a
pacTuTeNnHa 3almTa.

Bb3nmeiicTBue BbpPXY UJI€HECTOHOIU

Ba3deticmesue espxy nueau

WM3crensa ce Bb3MOXHOTO Bb3HEICTBIE BbpXY IYEIINTE, OCBEH aKO IPOHYKTHT 3a PACTUTEIIHA 3allNTa € IpeHHaZHAYCH
Hoa ce M3MOJI3Ba CaMO MO HAuMH, KOWTO He npenrnosara eKCro3nuus Ha IMYEINUTE, KaTo HaIlpuMep:

él) CbXpaHCHME Ha XpaHU B 3aTBOPEHU IIPOCTPAHCTBA;

(=)
=

NPOOYKTU 3a paCTUTEIIHA 3alyTa ¢ HECUCTEMHO HeicTBue 3a lpuilarane BbpXy IOYBAaTa, C M3KIIIOUEHNE Ha IpaHyIn;

B) npenapat ¢ HECUCTEMHO HeicTBIe 3a 06pa60TBaHC Upe3 IOTalsAHe Ha pacTCHMs M JIYKOBMLIM MPU MpeCazKIaHe;

1') npenapaTi 3a 3aTBapsAHE U JIEUEHUE Ha PaHM;

=

HECUCTEMHM POOCHTULIMIHU ITPUMaMKIL,

Ko

ynorpe0a B opaHxepuy 0e3 MUey Karo ONpaLIUTesI.

VisnuTBaHuATa ca HEOOXOIMMM, aKoO:

— ITPOOYKTBT 3a PACTUTEIIHA 3alMTa CbIbpPKa MOBEUE OT €IHO aKTMBHO BELIECTBO,

— He e Bb3MOXKHO NpEBAPUTESIHO HAJIeXIHO N1a Ce OMNpeleNy Namu TOKCMYHOCTTA HA MPOIYKTa 3a PacTUTETHa
3alMTa € ChIATA WM IO-HUCKA OT Ta3W Ha M3IUTAHOTO aKTUBHO BELIECTBO, B CHOTBETCTBME C M3MCKBAHMATA
Ha yact A, toukn 8.3.1 u 8.3.2 or mpuioxenuero kbM Permament (EC) Ne 283/2013.

le/l 06pa60TKaTa Ha CeM€Ha C€ B3eMa MPENBUI PUCKDT OT pa3lPbCKBaHE Ha Ipax INpu centba Ha 06p360T€HI/lT€
cemeHa. [lo oTHOuIeHMe Ha IpaHyJIIMTE M Ha IrpaHyJIMpaHUTE ITPOLYKTU MPOTUB OXJIIOBU C€ B3eMa IpEOBUI PUCKDBT OT
pasHacsHe Ha IIpax Npyu IpuilaraHe. Ako MPOOYKTHT 3a pacTUTEIHA 3alUUTa MMa CUCTEMHO HeiCTBYE U € NpenBUIECHO
fa ce M3I0JI3Ba BbPXY CEMEHa, JIYKOBMIIY, KOPEHM, a C€ Ipuiiara OMPEeKTHO BBPXY I[104BaTa, HAIp. Ype3 paslpbCKBaHE
BbpXY IOYBaTa BbB BUI Ha l'paHyJII/I/Ta6HeTI/I 3a IpujlaraHe BbpXy IOYBATa, BbB BOHATA 3a IOJIMBAHE UIIN IIPSKO BbPXY
pacTeHUET0 MM B HEro, Hallp. 4pe3 IMPbCKaHE WM MHKEKTUPAHE B (Z'I'I)6]'[0T0y C€ OLEHsABA PUCKBT 3a ITYEINTE,
noj3Baly TE3M pacTeHusd, B TOBAa HYUCIO PUCKDT, KOITO npoustu4ya OT OCTaTbUHUTE BELIECTBA OT aKTMBHOTO
BELIECTBO B HEKTAapa, IIOJICHA M BOHOAT4, B TOBA 4MCIIO B OTHEIICHUTE COKOBE.

Ako e BEPOATHO [1a HACTBIM EKCIIO3MUMSA Ha IYEIUTE, C€ M3MUTBAT KaKTO OCTpaTa (l'lpI/I npueMane Ipes3 ycrata u
KOHTaKTHa), Taka M XpOHMYHaTa TOKCMYHOCT, B TOBa 4MUCIIO Cy6HCTaHHOTO Bb3IEICTBIE.

Korato mopamy cucreMHMTe CBOJCTBA Ha aKTMBHOTO BEWIECTBO € Bb3MOXHA €KCHO3MLMA HA IMUETM Ha OCTaThbuHM
BEIIECTBA B HEKTAp, MOJIEH VIV BOMA, I KOTATO OCTpaTa TOKCUYHOCT IpY IpHeMaHe mpe3 ycrata e <100 pg/muena
¢ Haluie 3HAUMTETHA TOKCMYHOCT 3a JIapBUTe, Ce ChOOWIABAT KOHLEHTPALMMTE HA OCTATHYHMTE BELIECTBA B TE3M
MAaTPULM ¥ OLIEHKATa Ha PUCKA Ce TPaBy Bb3 OCHOBA HA CPaBHEHNE HA CHOTBETHMTE PE3YNITaTy C Te3M KOHUEHTPALMMU.
AKO CpaBHEHMETO MOKaxXe, ue He MOXe [la Ce M3KIIOUM eKCHO3MLMA IPM PaBHMILNA, MPEIM3BUKBAULM TOKCUYHO
BB3IEACTBME, TO Ce M3CIENBA C MOMOIITA HA M3IMTBAHMSA OT CIIe[BaIls €Tl
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OCTpa TOKCUYHOCT NpU nueinn

Korato ce m3uckBa u3nuTBaHe Ha NMpoOyKTa 3a PacTUTEIHA 3alllUTa 3a OCTPa TOKCMYHOCT MPU IUEIN, C€ U3BbpUIBAT
VBIUTBAHMS 332 OCTPa TOKCMYHOCT NPU INPUEMAHE IPE3 YCTaTa, Taka 3a OCTPa KOHTAKTHA TOKCUYHOCT.

Ocmpa moRcUUHOCM Npu npuemane npe3 ycmama

MspbpiuBa ce MBNMTBAHE 32 YCTAHOBABAHE HA OCTpaTa TOKCMYHOCT IIPU IIPUEMAHE IIPe3 YCTaTa, IpU KOETo ce
onpepenar croitHoctute LDs, BB Bpb3Ka € OCTpaTa TOKCMYHOCT, KakTo M croitHoctute Ha NOEC. Ako nma
cyOrneTanHo Bb3AENCTBIE, TO Ce ChOOLIABA.

YcrioBusi Ha UBMUTBAHETO

PegynraTute ce npencTaBsT Kato g NMPOIYKT 33 PACTMTEIIHA 3alllUTa/myerna.

Ocmpa ROHMARMHA MORCUUHOCM

V3BbpuiBa ce M3MMTBAHE 3a YCTAHOBSIBAHE HA OCTPaTa KOHTAKTHA TOKCUYHOCT, MPU KOETO Ce ONPENENAT CTOMHOCTUTE
LDs BbB Bpb3Ka C KOHTAKTHATA TOKCUYHOCT, KakTo 1 croiiHoctute Ha NOEC. Ako 1Ma cyOreTanHo Bb3eicTBie, T0
ce cbobmaBa.

YcnoBust Ha MBMUTBAHETO

PeSyJ'lTaTI/ITe C€ MNPEOCTaBAT KaTo pg MPOHYKT 3a pacTUTEIIHA SQUIMTQ/H‘{CH&

XpOHMUHA TOKCMYHOCT NPYU NUENU

M3pbpuiBa ce M3NMTBAHE 33 YCTAHOBABAHE HA XPOHMYHATA TOKCMYHOCT 3a IYEIIM, TIPU KOETO Ce ONpPEHENAT CTOHOCTUTE
Ha EC;, EC,y n EC5( npy XpoHndHa TOKCMYHOCT Npyu npuemane 1pes ycrara, kakro u Tesu Ha NOEC. Koraro ECy,
ECyq u ECs5y npu XpoHMyHa eKCHO3uLMs IpM NpyeMaHe Mpe3 YCTaTa He MOIAT [Ia Ce YCTAaHOBSAT, Ce IIPENOCTaBs
obsicHeHye. AKO MMa CyOIeTaHO Bb3HEICTBIE, TO Ce ChoOLIaBa.

O6cmoamencmea, npu Roumo e Heo0x00uMmo u3numedaHe

M3nurBanero ce M3BBPIIBA, aKO MMa BEPOATHOCT 3a €KCIIO3MLMA Ha ITYEIN.

Ycnoeusq Ha usnumeanemo

Pesynatite ce mpemcTaBAT KAaTO Pg MPOTYKT 33 PACTHTENHA 3ALIMTA/MUeNa.

BpsmedicTBue BHPXY Pa3BMTMETO Ha NMUENNTEe M BbPXYy NPYyTruTe KU3HEHM CTAlUM Ha
nuenunTe

MSB'prIIBa C€ M3CJIe[IBaHE Ha IMIIOTO Ha MUEINTE C OINICIl Ha OIpElessIHe Ha Bb3IENCTBUETO BbpXY pasBUTUETO Ha
IMYEJIIMTE M aKTUBHOCTTA HAa ITMJIOTO.

M3crnenBaHeTo Ha MUIOTO MO3BOJISIBA IOJTy4aBaHETO Ha NOCTATBYHO MH(l)OpMaIlI/IF[, Bb3 OCHOBA Ha KOATO Ha C€ M3BbPIIN
OLICHKAa Ha Bb3MOZKHUTE PUCKOBE, KOUTO IIPOOYKTHT 3a PACTUTEIIHA 3alluTa IIPEOCTAaBIIsIBA 3a JIapBUTE Ha IIUYeIaTa.

C wmanutsanero ce ompemernst croittoctute Ha ECqg, ECyq u ECso 3a Bb3pacTHu muenm/mapsu (Wi ce IpenocTasst
obsiCHEHMe, aKO He € Bb3MOXKHO Jia ce onpefensr), Kakro u croitoctute Ha NOEC. Ako nma cy6neTanH0 Bb31IEN-
CTBUE, TO ce CHhoOUIaBa.

Cy6neranHo Bb3aeitcTBue

Moxe ma 61)]16 M3UCKAHO M3BBbPLIBAHETO HAa M3MUTBAHMSA 3a IPOYyUYBaHE Ha BUIIOBETE Cy6H€TaJ’IHO Bb3IENCTBIE, Hamp.
Bb3IENCTBIE BbpXYy IOBEICHMETO U PENpOHyKLMATa BbpPXY IUEIM U, KbICTO € IPUIIOKUMO, BbPXY ITYEIIHM POEBE.

M3nutBaHus B KJIeTKa u TyHEI

Ype3 M3MMTBAHETO Ce OCUIYPSBA TOCTATHYHO MHPOPMALULS, 33 MIA CE OLCHAT:

— Bb3MOXHUTE PUCKOBE, NPOU3TUUAIIN OT IPOHYKTa 3a PACTUTEIIHA 3allMTa 3a OLEJIBAHETO Ha IMYEIMTe U 3a
TAXHOTO IIOBEOEHME, KAKTO U

— BB3MENCTBUETO BBPXY ITYEINTE, IPOUSTUYAILIO OT XPaHEHE CbC 3aMbPCEH MAHOB M€ WM LIBETOBE.

Cy6H€TaHHOTO Bb3IEICTBME CE B3eMa npensut, ako € HeO6XOIII/[M0, upes3 M3BbPILIBAHE Ha CHEL[I/I(])I/I‘{H]/[ M3IUTBAHUS
(Hanp. 3a IIOBEICHMETO Ha IUEIINUTE IIpn xpaHeHe).

O6cmoamencmea, npu rRoumo e Heo6x00umo usnumeaue

Korato He MoXe I1a M3KITIOYM OCTPO WM XPOHMYHO BB3[CNCTBIE BbPXY OLENSBAHETO M PA3BUTUETO HA pOsi, Ce
VM3ICKBA [OIBITHUTEIHO M3IIMTBAHE, OCOOCHO aKO BB3IENCTBMETO € HAOTIOIaBaHO MpH M3CIENBaHE Ha XPAHEHETO Ha
nuesHNTe JIOMmANA (BX. uact A, Touka 8.3.1.3 or npunoxenuero kbM Permament (EC) Ne 283/2013) wmm ako ca
Hale TPU3HALM 33 HEMPSIKO BB3IEHCTBME, HAmp. 3a0aBeHO MNCTBHeE, BB3[ENCTBME BbPXy HAYalHMTE CTaIMu HA
pasBuTHe HA IYENMTE WM KM3MEHEHMe Ha [OBENEHMeTO Ha IYeNuTe, WIM [IPYTM BIIOBE BDL3ICHCTBNE, HAIP.
YHBIIKEHO OCTATBYHO BB3NEICTBME. B Teaum ciyuay ce M3BBPIIBAT M3MMTBAHMS B KIIETKA[TYHEN UM Pe3ylTaTute ce
JIOKITATIBAT.
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Ycnoeud Ha usnumeanemo

M3nutBaHmsTa ce M3BBPIUBAT, KaTO CE€ MBIOJI3BAT 3[paBy IMUEIIHU POEBE C IUe€ia Lapulia, B KOUTO PABHUILETO Ha
MaTOr€HM € HUCKO u Ce Ha6m011aBa penoBHO.

[Tonesu M3nMUTBAaHUS C NUENHU

M3nutBaHeTo MMa MOOXOMsIIA CTATUCTUUECKA 3HAUMMOCT U € NpenHasHAYEHO [1a OCUTYPU TOCTATbUHO ]/lH(l)OpMalIM}I 3a
OLICHKA Ha BB3MOXKHUTE PUCKOBE OT IPOMYKTA 3a PACTUTEIIHA 3alllMTa 3a [TOBEIECHMETO Ha MMYEIINTE U 3a OLEIIABAHETO U
pasBUTMETO Ha pPOA.

Cy0eTaHOTO BB3IE/CTBUE Ce B3eMa MPEIBMI, aKO ¢ HeOOXOMMMO, upe3 M3BbPLIBAHE HA CHCLMGUYHM WBIUTBAHMS
(Hamp. 3a mosera Ha muerMTe OOPaTHO KbM KOLIEPa).

O6cmoamencmea, npu Roumo e Heo0Xx00uUMo u3numeane

Koraro He Moxe ma U3KITIOUM OCTpPO MJI XPOHNYHO BB3IIEICTBIE BBPXY OLEIABAHETO U PA3BUTHUETO HA PO CE M3MCKBA
JOITBIIHUTEIIHO M3IINTBAHE, aKO:

— BDB3EICTBIETO ¢ HAOTIONABAHO NPY M3CIIENBAHE HA XPAHEHETO HA IUeNHUTE IwIa (BX. 4acT A, Touka 8.3.1.3 ot
npunoxkennero kbM Permament (EC) Ne 283/2013, win

— Hajmue ca npu3Hany 3a HENpsKo B%SHCﬁICTBMC, Harp. 3a0aBeHO HeﬁCTBMC, Bb3MEICTBIE BBPXY HayaJIHUTE CTauy
Ha pasBUTHE Ha IUENNTE, M3MEHEHME Ha IIOBEIECHMETO Ha IUEINTEe WM [pyr¥ BUIOBE BBBHCﬁCTBMe, Harp.
YOBIZKEHO OCTaTbUHO BB3IIEICTBIE.

B mocouennre CIIy4y Ce€ M3BBLPIIBAT IIOJIEBM M3IVTBAHMUA.

Ycnoeud Ha usnumeanemo

M3nurBanmsTa ce VI3BbPIIBAT, KaTO C€ MBIIONI3BAT 3[paByU ITUEITHM POEBE C IUeNa Lapyuia, B KOUTO PAaBHUULIETO Ha
NaTOreHM € HUCKO U Ce Ha6n}011aBa PpenoBHO.

Hacoru 3a usnumeanemo

BumbT Ha m3crenBaHMSITa OT  ClIEMIBALUIMS €Tar, KOUTO Tpﬂ6Ba Ha ce€ M3MoJ3BaT, ce 06C'b)KJIa CbC CHOTBETHUTE

KOMIIETEHTHM OpraHu.

Bauanue 86pXY HENpuueaHu UAeHECMOH0ZU, pa3AuUUHL Om nueaume

O6crosTencrBa, Npu KOUTO € HEOOXOAMMO M3NUTBAHE

Hpoyl{Ba ce BB3IEICTBIETO BBPXY HENPULEITHNUTE CYXO3€MHM UIEHECTOHOIM Ha BCHUYKM IPOOYKTU 3a pacTUTEIIHA
3alyTa, OCBEH aKO CbIbpKalIUTE aKTUBHOTO BELIECTBO IPOLYKTM 3a PACTUTEIIHA 3allliTa Ca IpEeIHa3HAYeHM 3a
MBIOJI3BaHE CaMO B CUTyalMy, KOUTO HE Ipedrnosiarar €KCrosnuusas Ha HENPULEIHU YJIEHECTOHOIM, KaTO HallpuMeEp:

a) ChXpaHEHMe Ha XPaH!U B 3aTBOPEHM IPOCTPAHCTBA, KOETO BB3IPEINATCTBA eKCIO3ULMATA;
0) mperaparyt 3a 3aTBApsiHE U JICYEHME HA PaHI;

B) 3aTBOPEHM MPOCTPAHCTBA C PONEHTULIMIHM NPUMAMKML.

VanuTBaHusTa Ca HEOOXOMMMH, aKO:

— NPpOIYKTHT 33 PAaCTUTESIHA 3allMTa ChIbPKA IOBeue OT €AHO aKTMBHO BELIECTBO,

— He e Bb3MOXKHO Ipe[IBAPUTENIHO HANEXKIHO A Ce ONpeleny HamM TOKCUYHOCTTA HA IPOIYKTa 3a PacTMUTENHa
3alIMTA € ChIIATA MM MO-HMCKA OT Ta3y HA M3IMTAHOTO AKTMBHO BEWIECTBO, B CHOTBETCTBME C M3MCKBAHMSTA
Ha vact A, Touka 8.3.2 or npuioxenuero kbM Permament (EC) Ne 283/2013.

[lo OTHOLIEHNME HA NIPOLYKTUTE 33 PACTUTENIHA 3ALUMTA Ce M3BbPLIBAT M3MMTBAHNMSA C [BA MHIMKATOPHM BUNA Iapas-
VTOMIY HA JIMCTHUTE BBUIKYM MO 3bpHEHMUTE Kynrypu Aphidius rhopalosiphi (Hymenoptera: Braconidae) u xuuroro
nasikoobpasto Typhlodromus pyri (Acari: Phytoseiidae). ITbpBoHauanHOTO M3MMTBAHE Ce M3BBPIIBA ChC CTHKIICHN
MAHNYKY, KATO Ce CbOOLIABAT JAHHNMTE 33 CMBPTHOCTTA, KAKTO M BB3ACHCTBUETO BbPXY PENPOLYKLMATA (aKO €
ouereHo). [lpy M3IMTBAHMATA Ce ONpeNeNsl BPb3KATA MEXKIY KOMUUECTBOTO M PEAKLMATA, KATO Ce ChoOuW@aBaT u
kpaiinure Toukn 3a LRs (1), ERsq (%) u NOEC 3a nenute Ha OLEHKATa Ha PUCKa 3a TOCOYEHNUTE BMIOBE ChITIACHO
CHOTBETHUTE AHAIM3M HA KOeQULMEHTA Ha PUCK.

,LR50“ e cokpamere 3a ,Lethal Rate, 50 %", T.e. IpIIaraHOTO KOMMUECTBO, HEOOXOMIMO, 3a [a Oblle yMbPTBEHA IMONOBIHATA OT MOMYIALIIATA,
BbPXY KOSITO Ce M3BbPLIBA M3IMUTBAHETO, CIIE[ ONpelelieHa MPOIBIKUTENHOCT Ha M3IUTBAHETO.
JER50“ e cpkpauenne ot ,Effect Rate, 50 %, T.e. KONMuecTBOTO, KOETO € HEOOXOMMMO, 3a J1a Oblie NIPEIU3BMKAHO BB3IEHCTBIE BbPXY MOJIOBUHATA
OT TOMyNaMmMsATa, BPXY KOSITO Ce M3BBPIIBA U3MMTBAHETO, CIIE[ ONMpefieNieHa MPOIBIKUTETHOCT Ha M3MUTBAHETO.
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3a TNPOOYKTM 33 PACTUTEITHA 3alUUTA, KOUTO CHObPKAT AKTMBHO BEILECTBO, 3a KOETO CE€ IOO3Mpa, 4e MMa 0cobeH
HauMH MeCTBIE (Hanp. perynaTopu Ha pacTeXa Ha HaCEKOMUTE, ]/IHXI/[6I/ITOPI/I Ha XpaHEHETO Ha HaCCKOMI/ITC) MOXK€ Ia
CE€ M3MCKAT JOITBJIHMTEITHM M3INTBAHMA 0 OTHOIICHME HA CTaguy OT KMBOTA HAa HACEKOMMUTE, KOrato Te ca 0c00eH0
TOJATIIVBY, CIEIMAlIHY IbTUIIA Ha NPpUEMaHE MM OPYyTU U3MEHEHUS. IMocousa ce npuYMHaTA 3a M36opa Ha u3moj-
3BAHNUTE NPU VBIMUTBAHETO BUIOBE.

C m3nmMTBaHETO Ce penocTaBss DOCTaTbYHA I/IH(I)OpMaH]/UI 3a OLEHKAa Ha TOKCUYHOCTTA (C orjien Ha CM'prHOCTTa) Ha
NponykTa 3a pacTUTEIHA 3allNTa 3a YWIEHECTOHOIM — KaKTO B TPETMPAHUA YUYACTbK, TaKa M M3BBH HErO.

CraHmapTHM nMabOpPaTOPHYM MBMUTBAHMS MO OTHOWEHME Ha HENPMIENHMTE UITEHEC-
TOHOT U

Ype3 M3MUTBAHMSATA Ce IPEHOCTABS [OCTATBUHO MHQOPMALMS 3a OLEHKA HA TOKCMYHOCTTA Ha NPOLYKTHUTE 33
pacTuTenHa 3aummrTa 3a 1Ba uHmMKatophyu suma (Aphidius rhopalosiphi (Hymenoptera: Braconidae) u Typhlodromus
pyri (Acari: Phytoseiidae) cbriacHo ChOTBeTHMS aHANM3 Ha KOeQUMUMEHTA HA PUCK.

Korato mMa mpusHauy Ha HeONArONMpHMSTHO BB3MENCTBHE, Ce VM3UCKBA M3BHPIIBAHETO HA CIEHBAIINS €TAIl OT M3CIIed-
BaHuaTa (BX. Touku 10.3.2.2 — 10.3.2.5), 3a na Obmar nomyuenn nosede nogpobHocTn. I1pu m3cienBaHusTa Ot
CrIeBALIMSL €TAIl AHATM3BT HA KOCQUIMEHTA HA PUCK, KOITO Ce M3MOM3BA MPH CTAHIAPTHUTE Ta60PATOPHY MBMUTBAHS
3a Bb3EHCTBME BbPXY HENMPUUENHN BUIOBE WIEHECTOHOTM, HE € MOMIXOISIL,

PaBIHI/IpCH]/[ na60paT0pHM U3NUTBAHNUA, n3cnegBaHmsa ChC cTapu OCTAaTBPUYHMU
BeWECTBAa NO OTHOWEHMNE HAa HCINPUULEITHUTE YJIEHECTOHOTIM

C m3nuTBaHMsTA Ce NpeocTaBs NOCTaTbUHO V[H(l)OpMaL[I/IH 3a M3BbpIIBAHE Ha OLEHKA Ha pUCKa OT M3IOJI3BAHETO Ha
NPOOYKTUTE 33 PACTUTEIIHA 3alUNTA 3d YICHECTOHOIUTE, KAaTO CEC U3IMONI3BAT Cy6CTpaT 3a VIBIIUTBAHETO MIIM PEXUM Ha
CKCIIO3UIIMSA, KOUTO Ca 110-01M3KN 10 peasTHuTe yCIIOBUS.

O6cmoamencmea, npu rRoumo e Heobxo00umo ushumeanue

TOIb/IHUTENIHO M3IUTBAHE Ce M3MCKBA, KOTATO Bb3UEHCTBUETO € OTYETEHO Cilef] TabOpaTopHO M3NMUTBAHE, M3BbPLIEHO B
CHOTBETCTBME C M3MCKBAHMATA, MOCOYeHN B Touka 10.3.2.1, M KOraTO CHOTBETHMSAT aHAIM3 HAa KOCQUIMEHTA HA PUCK
COUM HalM4METO Ha PUCK 3a CTAHIAPTHUTE MHAMKATOPHM BMIOBE HEMPUIENTHY 4IEHECTOHOTNL.

[TbPBOHAYAIIHO Ce M3BbPIUBAT M3MMTBAHMS C MHIMKATOPHMTE BUIOBE, KOWTO Ca OMIIM 3aCErHATM IpPU CTAHIAPTHHTE
nabopatopHu uanuTBaHus ot etan 1 (rouka 10.3.2.1). OcBeH TOBA, KOTaTO MMa NPYM3HALM 3a HAIM4Me HA PUCK B
TPeTUPaHMs YUacThK 33 eAMHISA WM 3a [1BaTa CTAHIAPTHU MHAMKATOPHM BUIA, CE M3MCKBA U3MMTBAHE C OLIE CIUH BUML.
OcBen TOBa, KOraTo MMa NMPU3HALY 3a HalMuie HA PUCK U3BBH TPETMPAHMs yYaCTBK 33 CTAaHIAPTHUTE MHIMKATOPHM
BUIOBE, CE M3MCKBA M3MUTBAHE C OLIE eMH MONbIHMTENCH BUIL.

M3nurtBaHe cbe CTapy OCTaTbYHU BELIECTBA C€ M3BbpLIBA C Ha]‘;[—l{yBCTB]/[TeJ'IHI/ITe BUIIOBE, 3a a C€ IOJIy4n I/[H(])OpMalI]/[ﬂ
3a BpPEMETO, HCO6X0]1MMO 3a IOTEHUMAIHaTa PEKOJIOHM3aLMsl Ha TPETUPAHUTE ydacCTbUU.

Ycnosua na usnumeanemo
a) Pazumpenn 11a00paTOPHM M3CIICIBAHMS

PaSHH/IpCHI/ITC na6opaT0pHM V3CTIeIBaHNA C€ VM3BbPUIBAT IIPY KOHTPOIMpPAHM YCIIOBVA Ha OKOJIHAaTa Cpena, KaTro
OTIJIEJAHMN B na60paT0pm1 OpraHu3Mi 3a M3NUTBAHE MIIM YIIOBEHM B €CTECTBEHA Cpela €K3EMIULIpU C€ M3JlaraT Ha
NpecHN ¥ M3CYIIEHM OTIaraHysd OT IECTULUMON BBPXY €CTECTBEHU Cy6CTpaTI/l, Hanp. JMCTa, pacTeHud MiIn
€CTECTBEHA I10YBa IIpU na6opaTopHM VI TIOJIEBU YCITOBMAL.

6) WM3cnenBanusi ¢be CTapy OCTaTbYHU BELIECTBA

C uscreaBaHysaTa ChC CTapy OCTATHUHM BEUIECTBA CE M3BbPUIBA OLEHKA Ha IIPOIBLIDKMTENIHOCTTA Ha Bb3HEACTBUETO
BbPXY HEIPULEIHUTE WIEHECTOHOTH, HAIIMUHY B TPETUPAHMs yyacTbK. Te BKIIOUBAT CTapeeHe HA OT/IaraHmsATa OT
TNPOAYKTA 3a PacTUTENIHA 3alMTa TPV TONEBN YCIOBMA (MOXKe Ma € MPernopbuMTeNTHO M3MON3BAHE Ha 3alINTa OT
ITbKI) M eKCTO3NUMS HA TOMIOKEHMTE HA M3IMTBAHE OPraHM3MM HA TPETMPAHM JIMCTA WM PacTeHus B Jabo-
PaTOpHM YCIIOBILSL, PV TOTYTIOTEBH YCIOBUS MIIA NP KOMOVHALILS OT [BeTe (HAIp. OLieHKA Ha CMBPTHOCTTA TPU
TOJTYTIONEBY YCTIOBMS M OLCHKA HA TOKCMYHOCTTA 3a PENpPONYKLMATA IPU JTAOOPATOPHM YCIOBMS).

HOHYHOJ'IeBI/I M3CIHEeONBaHMA IO OTHOWEHNE HAa HEINPULEITHUTE UIEHECTOHOTI' N
C w3nuTBaHMATA Ce NpenocTaBs NOCTaTbUHO I/[H(l)OpMa[II/I}I 3a M3BbpIIBAHE Ha OLEHKA Ha pUCKAa OT MBIOJI3BAHETO Ha
NPOIYKTUTE 3a PACTUTEIIHA 3alINTa 33 YWICHECTOHOIUTE, KaTO CE B3EMAT IPEIBUIL IOJIEBUTE YCIIOBUA.

O6cmoamencmea, npu rRoumo e Heo6x00umo usnumeaue

Korato Bb3{eficTBMETO € KOHCTATMPAHO CIIel M3MUTBAHE B 1AOOPaTOpMsl B CHOTBETCTBME C M3MCKBAHMSATA, TMOCOYCHN B
yact A, Touka 8.3.2 or npmnoxennero kbM Pernament (EC) Ne 283/2013, umn Touka 10.3.2 OT HACTOAIIOTO
NpUIOKeHNE (Hampumep, HapylleHM ca ChOTBETHMTE INIParoBM CTOMHOCTH), Ce M3MCKBA U3MMTBAHE B IONIYIOJIEBM
YCIIOBMSL
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Ycnoeud Ha usnumeanemo

M3nuTBaHuATa ce M3BBPIIBAT B MPEICTABUTEIIHM 3eMEMIEIICKM YCTIOBUSL M B ChOTBETCTBYE C TpEMIaraHuTe MPEnopbKy 3a
yrotpe6a, Taka ye [a Ce HAampaBy W3CIIETBAHE, B3EMAIIO NPEBMI Haii-HeOTAroMpusTHUS PeaiHo BH3MOXeH CITyuail.

le/l NOJIYTIOJIEBATE M3CIIEABaHUA €€ B3EMaT IPEOBUIL PE3YIITATUTE OT M3CIIEABAHMATA OT NPENMIIHMS €Tall, KaKTO U
KOHKPETHU BBIIPOCH, YMETO PASITIEAKIAHE € HATIOKUTEIIHO. l'[pM M36opa Ha BMIOBE 32 IIOJIYIOJIEBUTE UBCIIEBAHMA CE
B3EMaT IIpEOBU PESYINTATUTE OT M3CIIEOBAHMATA OT IMPEOMIIHNMSA €Tall, KAaKTO M KOHKPETHM BBIPOCH, UUETO
pasriexpnaHe € HalloKUTEITHO.

V3nuTBaHeTO BKIIIOYBA JIETAJIHUTE U Cy6]’I€TaJ’IHI/ITe Kpa]?u—m TOYKM (Hanp, MHTErpyupaHu napameTpyu 1pu IoJeBuTe
MSCHCHBaH]M[), HO Te3n KpaﬁHM TOUKM C€ TBHIIKYBAT BHMMATEIIHO, TbIi KaTo Te ca M3BBHPEIHO M3MEHUMBU.

lToneBu m3cnenBaHuUs MO OTHOIMEHMUE Ha HENPpULECITHUTE YICHECTOHOTI U

C u3nuTBaHMSATA Ce NPENoCTaBs NOCTaThYHO VIH(I)OPM&].[I/I?[ 3a VM3BbpIIBAHE Ha OLIEHKA Ha pPUCKa OT MBIIOJI3BAHETO Ha
NpOAyKTa 3a pacTUTEIIHA 3alllATa 3a WICHECTOHOIUTE, KaTO C€ B3EMAT INPENBUI IOJIEBUTE YCIIOBUSA.

O6cmoamencmea, npu Roumo e Heo0Xx00uUMo u3numeane

Korato Bb3[IeficTBMETO € KOHCTATMPAHO CJIEl M3MMTBAHE B CHOTBETCTBME C M3MCKBAHMATA, IOCOUEHM B YacT A, TOUKa
8.3.2 or npuioxennero kpM Perament (EC) Ne 283/2013, i B chorsercrsue ¢ touku 10.3.2.2 wm 10.3.2.3 or
HACTOSILOTO NPUIIOKEHME, U aKO ChOTBETHMSAT aHAIM3 HA KOeQUUMEHTa HA PUCK COUM, Ye ¥Ma PUCK 3a HENpULETHNTE
4JICHEHCTOHOIY, Ce M3MCKBA U3IUTBAHE B IOJIEBU YCIIOBUSL.

Ycnoeud Ha usnumeanemo

M3nutBanmsTa ce V3BBPIIBAT B NPEICTABUTEITHN 3EMETIEIICKIM YCIIOBUA M B CHOTBETCTBME C TPEIJIAraHUTE MPENIOPBKIU 3a
yHOTp€6a, TaKa u€ fa Ce HampaBy M3CIIEIBAHE, B3EMAIIO ITPENBUIL Haﬁ—ﬂe6naronpmm1/m pealtHO BB3MOXKEH CHY‘{&VI.

Onurute B MONEBM YCIOBMSA JIaBaT Bb3MOXHOCT [ld CE ONPEIeNM BB3[EACTBMETO Ha HajieH NMPOIYKT 33 PacTUTENHA
3alMTa B KPaTKO- M ABIATOCPOUEH IIaH BbPXY CPEWIALIMTe Ce B eCTECTBEHO ChCTOAHME NOMYyIalMi Ha YIEHECTOHOIN
C7lell MPWUIIATaHETO My B CHOTBETCTBME C NPEITOXEHATA CXeMa Ha ymOTpeba MNPy HOPMATHM 3eMEIeIICKM YCITOBMSL.

prFV[ HauMHIM HAa €KCHNO3UUMA HAa HENPULUECITHNUTE YIEHECTOHOTHU

Koraro msnursanusra, usbpiieny B chotserctue ¢ Touku 10.3.1 m 10.3.2.1—10.3.2.4, He ca nouxonsumu 3a
KOHKPETHM WICHECTOHOIM (HAIp. ONMPAIIMTENIM WM PACTUTENTHOSIHY), M KOTaTO Ca Hajuie IPU3HALM, 4Ye e HallMyHa
eKCIO3MLMS, Pa3MyHa OT KOHTAKTHATA (HAIp. NMPOIYKTM 33 PACTUTENHA 3alUNUTA, KOUTO ChIbPKAT aKTUBHM BEIIECTBA
ChC CHCTEMHO JIEHCTBUE), Ce M3VMCKBAT JIONBIHUTEIHN ClelmMPUUHN M3nuTBanus. [Ipenyt M3BbPIIBAHETO HA TaKMBa
VBIUTBAHMS TIPeUIOKeHaTa pa3paboTka HA M3IMTBAHMATA, KOSTO IUE Ce M3NON3Ba, ce OOCHKMIA ChC CHOTBETHMTE
KOMIICTEHTHY OpTaHM.

BrusiHue BbpPXy MOUBEHATa HeNPUIETHAa Me30- M MakpodayHa
3emnu uepeeu

HOKﬂa]lBa ce Bb3MOKHOTO Bb3[ENCTBIE BbpXY 3€MHUTE YEPBEM, OCBEH aKO 3asBUTEIIAT HE NOKaAXKeE, Y€ HAMA BEPOATHOCT
TE Oa 61)]1&'1" IpSKO MIIM HENPAKO M3IIOKEHM Ha Bb3IENCTBIE.

MSB’I)pIIIBa CE OLEHKA Ha pucKa 3a 3€MHM YE€PBEM CBITIACHO CbOTBETHMA aHAIMU3 Ha KO@(I)I/IHM@HT& Ha pUCK.

CyGneranHo Bb3geilCTBME BHPXY 3E€MHU YepBen

Ypes M3MUTBAHETO Ce MPETOCTABS MHQOPMALIS 32 BB3MENCTBUETO BHPXY PACTEXA M BB3MPOM3BOICTBOTO HA 3eMHMTE
yepBen.

O6Gcmoamencmea, npu rRoumo e Heo6x0dumo usnumeane

IIpoyusa ce cyOneraiHata TOKCMYHOCT Ha [afieH MPOIYKT 33 PACTUTENHA 3aLIMTA 33 3eMHUTE YepBel, aKO ChOTBETHUTE
KPUTEpHH, ONPENIeNieHN B yacT A, Touka 8.4.1 or npunoxenuero koM Permament (EC) Ne 283/2013, ca u3mbiHenn u
TOKCMYHOCTTA Ha TPONyKTa 3 PAacTUTENIHA 3allUTa He MOXKe [Ia e OIpeNeNy IpeaBapuTenHo Bb3 OCHOBA Ha JaHHMUTE
3a aKTMBHOTO BEUIECTBO, OCBEH aKO 3asBUTEIIAT He JIOKaXe, ye HE € Bb3MOXKHA eKCIO3MLMSL.

Ycnoeudq Ha usnumeanemo

[Ipn m3nuTBaHMsATA Ce Ompenesnis Bpb3KaTa MexKIy [103aTa M peakumsra u croiinoctute Ha ECyq, EC,o u NOEC n ce
[1dBa BB3MOXKHOCT [Id Ce M3BbPIIM OLEHKA HA PUCKA B CHOTBETCTBME C MONXOMSIUI AHAM3 HA KOeQMUNEHTA HA PHCK,
KAaTo Ce B3eMa IPEIBII BEPOSTHATA KCIOBMIILS, CHIBPRKAHNMETO HA opraHndeH Boraepon (f,) B M3mmTBaHaTa cpema u
munoduiHute cBoiicTsa (K,,) Ha M3IMTBAHOTO BeEIIECTBO. VI3MMTBAHOTO BEWIECTBO Ce CMECBA C TOYBATA, 3a Il Ce
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ONyu) PaBHOMEPHA KOHUEHTPALS B TOYBATA. VI3BbPIIBAHETO HA M3MMTBAHMA C TIOYBEHM METAOOIMTM MOXE Ha ce
u30€rHe, aKO 1MMa AHAIIMTUYHO JIOKA3ATENCTBO, Ye METAGONMTHT € HalMueH C MOIXONSWA KOHUEHTPAUMS U TPOIbI-
KUTENHOCT B M3CIIEABAHETO, M3BbPIIBAHO C AKTMBHOTO BEWIECTBO, OT KOETO NPOM3IIM3A.

[MoneBu m3cnenBaHmusa Mo OTHOWEHNE HA 3EMHU YEPBEN

Ypes M3NMTBAHETO Ce MPENOCTABAT JIOCTATHUHO [AHHM 3a M3BbPIIBAHE HA OLEHKA HA BH3TEHCTBUETO BbPXY 3EMHMTE
yepBeu Ipy TONEBU YCIIOBUSL.

O6cmoamencmea, npu Roumo e Heo6xodumo usnumeane

Korato chOTBeTHMAT aHammM3 Ha KOC(])I/[IH/ICHT& Ha pUCK II0Ka3Ba HAJIMYMETO Ha XPOHMUYEH PUCK 33 3EMHUTE YEPBEU,
KaTO Bb3MOZKHOCT 3a IO-IIpELM3Ha OLUEHKA Ha pUCKa €€ M3BbpUIBa 1 [IOKJIa[iBa M3NMTBAHE B IIOJIEBM YCIIOBMA, 3a [I€ C€
omnpenenn Bb3IENCTBIETO py NPAKTUYECKN II0JIEBY YCIIOBUSA.

Ycnoeud Ha usnumeanemo
PaspaGoTkara Ha M3CIEBAHETO OTpa3siBa NPEIOKEHATA YNOTpeOa Ha MPOIYKTA 3a PACTUTEIHA 3AILNTA, BEPOSTHUTE

YyCIIoBMA Ha OKOJIHAaTa Cpefa M BUIOBETE, KOUTO LIE 61)]13.T M3JIOKEHN Ha BB3NIENCTBHE.

AKO M3CIIeIBaHeTO € MpeOHa3HAYeHO [1a C€ M3II0JI3Ba 3a OLEHKAa Ha pUCKa BbB BpPb3Ka C MeTa60HI/lTI/I, TEXHUTE
KOHIEHTpauuy ce MOTBbPXKNaBaT aHaIUTUYHO.

Baugnue espxy nougenama HenpuuenHa me3o- u MarpopayHa (pasauuHa om 3emHu uepeeu)

O6crosTencrBa, Npu KOUTO € HEOOXOAMMO M3NUTBAHE

[IpoyuBa ce BB3UEICTBUETO HA BCUYKM IPOLYKTYM 3a PACTMTENIHA 3aLMTA BBPXY XKMBECWMTe B [OYBATA OPraHM3MU
(pa3iuuHM OT 3eMHMTE YepBen), OCBEH B CIIyuaure, KOTaTo HSIMA €KCIIO3MLMS HA XKMBEELTe B [0YBATA OPraHU3MI,
Hamp.:

a) CbXpaHeHMe Ha XPaHV B 3aTBOPEHM NPOCTPAHCTBA, KOETO BB3MPEIATCTBA €KCIIO3MLMATA;
0) mpemapati 3a 3aTBapsHE U JIeYEHMe Ha PaHM;

B) 3aTBOPEH) NPOCTPAHCTBA C PONEHTULMIHM MPUMAMKH.

ManuTBaHMsITa ca HEOOXOMMMY, aKO:

— MPOAYKTHT 33 PACTUTENHA 3alUMTA CHABPKA MOBEYE OT €HO AKTUBHO BELIECTBO,

— He ¢ BB3MOXHO IPEIBAPUTEIIHO HANEKIHO JIa CC ONpeHeNy [ TOKCMYHOCTTA Ha MPOIYKTA 3a PacTUTENHA
3aWMTa € ChIIATA JUIM TO-HUCKA OT Ta3M HA AKTMBHOTO BEIIECTBO, M3NMTAHO B CHOTBETCTBME C M3UCKBAHMATA
Ha yacT A, Touka 8.4.2 or npunoxenuero kbM Pernament (EC) Ne 283/2013.

3a mpenBapuTeNHaTA OLEHKA HA PUCKA HA MPOIYKTH 33 PACTUTENHA 3alMTA, KOUTO CE NPUIIATaT KaTo CIpeil BbpXy
JIMCTA, MOTAT J1a Ce B3eMAT IPEBUI JAHHUTE 3 ChOTBETHMTE [1BA MHIMKATOPHU BUIA HEIPULIETHN UIIEHECTOHOTH. AKO
ce HaOiogaBa BB3[CICTBIE U NPV [IBATa BUMIA, ce M3nCKBa mamuteae ¢ Folsomia candida u Hypoaspis aculeifer (Bx.
touka 10.4.2.1).

AKo He ca HanmuHy nanHu 3a Aphidius rhopalosiphi u Typhlodromus pyri, ce M3MCKBAaT JaHHUTE, NIOCOYEHN B TOUKA
10.4.2.1.

Tlpy MpOIYKTH 3a PACTUTENHA 3AlUMTA, KOUTO Ce NpMiarar nof gopMara Ha Iperapar 3a IupeKTHa o6paGoTka Ha
IOYBATA Ype3 IPBCKAHe WM KaTo GOpMyNIauys B TBbpIA GOpMa, M3IUTBAHMSTA e u3BbpLBat ¢ Folsomia candida u ¢
Hypoaspis aculeifer (8x. Touka 10.4.2.1).

N3nutBaHus Ha paBHMIIETO HAa BUOOBETE

Upe3 M3MUTBAHETO Ce NMPENOCTABs NOCTATHYHO MHQOPMALIS, 3 []d C& M3TOTBM OLEHKA HA TOKCMYHOCTTA HA NPOIYKTA
32 PAaCTUTE/HA 3allNTA 33 KMBECLIMTE B [0YBATA MHAMKATOPHM BuoBe GesrpbOHaunu Folsomia candida u Hypoaspis
aculeifer.

Ycnoeudq Ha usnumeanemo

[Ipy M3nuTBaHMSATa Ce ONpenesnis Bpb3KaTa MeXIy [03aTa M peakumara u croiinocture Ha EC;o, ECyo u NOEC n ce
I1aBa BB3MOXKHOCT [Id Ce M3BbPIINM OLEHKA HA PUCKA B CHOTBETCTBME C MOMXOISIII aHAMM3 HA KOQUMINIEHTA HA PUCK,
KATO Ce B3eMa MPEIBII BEPOSTHATA eKCIO3MIIS, CHIbPKAHNMETO HA opraHydeH Borneporn (f,) B M3mursaHata cpema u
munoduante cotictsa (K,,,) Ha aKTMBHOTO BEWIECTBO B IPOIYKTa 3a PACTUTENHA 3ammmTa. [IPONYKTHT 3a pacTuTenHa
3alIMTa Ce CMecBa C TOYBATa, 3 A Ce TOMy4yM PaBHOMEpPHA KOHLEHTPAauus B MOYBATA.
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M3nutBaHus Ha cledgBall eTarn

C u3nuTBaHuMsTa Ce NpenocTaBs 10CTaTbYHO I/lel)OpMaIII/lﬂ 3a M3BbPLIBAHE Ha OLIEHKA Ha pUCKa OT MBIOJI3BAHETO Ha
NPOIOYKTUTE 3a PACTUTENIHA 3alllMTa 3a IOUBEHUTE OPraHM3Mu (pasnwmm OT 3E€MHUTE qepBeM), KaTo C€ M3MOJI3BaT
Cy6CTpaT 3d MBNUTBAHETO MIIM PEXMM Ha €KCIO3ULIMs, KOUTO Ca 110-0ru3KN 0 peaTHUTE yCIIOBUS.

O6cmoamencmea, npu Roumo e Heo6Xx00uMo uU3numeane

TOIbIHUTENHN M3IMTBAHMS Ce M3MCKBAT, KOTATO ¢ KOHCTATMPAHO 3HAYMTETTHO BB3UENCTBUE CIIeN M3MUTBAHE B J1abo-
PATOpHM YCIOBMSI B CHOTBETCTBME C M3MCKBAHNMATA, MOCOUYEHM B 4acT A, Touka 8.4.2.1 OT MPUIOXKEHMETO KbM
Permament (EC) Ne 283/2013, win B cporBercrBue ¢ Touka 10.4.2.1 OT HACTOSIIOTO NMPWIOXEHME M KOraTo B
Pe3yNTaT Ha CHOTBETHWS AHANM3 HA KOeQMIMEHTA Ha PUCK Ce OTKPMBAT MPM3HAIM HA TAKbB.

HeOéXO]IMMOCTTa OT M3BbPIIBAHE HA H0]106HI/I nacnenBanms, KakTo M BUOBT U YCIIOBUATA HA M3CIIEOBAHMATA, KOUTO
Tpﬂ6Ba lla ce M3BbpLIAT, Ce 06CT>)KJ13T C HalMOHAJIHUTE KOMIIETEHTHM OpIraHu.

Ycnoeuga Ha usnumeanemo

B paMKkuTe Ha CIIe[BALIMTE €TAIN M3MMTBAHMATA MOTAT Ja Ce M3BBPLIBAT MO GopMaTa Ha M3CIIENBAHMS Ha ChOOLIECT-
BOTO[MOMY/NALMSATA (HAID. EKOCUCTEMH, OTTOBAPSLIM HA CYXO3eMEH MOJIEN, NOYBCHM Me30Cpemy) WM Ha IOJeBH
u3ceBanus. [paQuKbT, paBHMINATA M HAUMHUTE HA CKCIO3MLMS OTpa3sBAT Te3y IApaMeTpy Ha IpeIyIoXeHaTa
ynotpe0a Ha NpONyKTa 3a pacTurenHa 3ammta. OCHOBHMTE KpailHM TOUKM IO OTHOLICHME HA BB3IEHCTBUETO
BK/IIOYBAT: [POMEHM B CTPYKTypaTa Ha CHOOLIECTBOTO M IOMYITALMATA KAKTO HA MMKpPO-, TAKAa M Ha MAaKpOOpra-
HU3MUTE; Pa3HOOOpasueTo Ha BuioBere; OposiT 1 GyMoMacata Ha OCHOBHWTE BUIIOBE/TPYIIN.

BbapeiicTBue BbPXy Ipeo0pasyBaHeTo Ha a30Ta B IOYBATA

Ypes M3MMTBAHETO Ce MPEIOCTABAT NOCTATHYHO [AHHM 3a OLEHKA HA Bb3IEHCTBMETO HA MPOMNYKTA 3a PACTUTENHA
3alMTa BHPXY MUKpOOHATA aKTMBHOCT B I0YBATa C OINIEH Ha NPeo0pasyBaHETO Ha a30Ta.

O6cmodamencmea, npu Roumo e Heo0Xooumo usnumeate

Bb3[1eliCTBIETO Ha NPOLKTHUTE 34 PACTMTEIIHA 3AIIMTA BHPXY QYHKLMATA HA MUKPOOPTaHM3MUTE B I0YBATA CC IIPOYYBA,
aKO TOKCMYHOCTTA Ha MPOMIYKTa 33 PACTUTEIIHA 3aIUMTA HE MOXE [1a Ce ONpENeNy MPeIBAPUTENHO Bb3 OCHOBA Ha JaHHU
3a aKTUBHOTO BEWIECTBO, OCBEH aKO 3asIBUTENIAT He [IOKaXe, 4e eKCHO3MLMATA € HeBb3MOXKHA.

Bb3meiicTBUe BBPXY CyXO3eMHMTE HENPULETHU BUCIIM PacTeHUs
OG6o6uwjenu daHHU OM CRPUHUHZO8UME U3CAE0BAHUA

Bw3neiicTuero Ha NPOOYKTUTE 32 PACTUTEIIHA 3alINTa BbPXY HENPULETIHUTE PACTEHMUS CE€ INOKIIAlIBa, aKO TOKCMYHOCTTA
Ha IIpOOyKTa 3a pacTUTEIHA 3allyTa HE MOXKE J1a CE€ OIpeneiy INpeaBapuTEsIHO Bb3 OCHOBA Ha HAHHM 3a AKTMBHOTO
BELICCTBO, OCBEH AKO 3adABUTECIIAT HE [OKAXKeE, 4€ C€KCIOo3nMuMATa € HEBb3MOXKHA.

O6CTO}IT€]’[CTB3, opun KOUTO € H€06XOHI/IMO U3NUTBAHE

M3uckBaT ce CKPMHMHIOBM HAHHM 3a TNPOAYKTMTE 3a PACTUTETIHA 3alIMTA, PA3MUHM OT OHe3M, KOMTO MMaT
XepOMLMIHO IIeMCTBYE WM JE/CTBUEC KaTO PEryNaTop Ha PacTexa Ha PAacTeHMATA, KaKTO M aKO He ¢ BB3MOXKHO Ja
ce ompefeNny TOKCMYHOCTTA Ha MPOIYKTa 33 PacTUTENHA 3allMTa Bb3 OCHOBA HA [JAHHUTE 3a aKTMBHOTO BELIECTBO (YacT
A, Touka 8.6.1 or npunoxenuero koM Pernament (EC) Ne 28 3/2013. JlaHHMTE BKITIOYBAT M3MUTBAHE C Haii-MaJIKO
LIECT PACTUTENTHM BUIA OT LIECT PasiMyHy CEMEIICTBa, CPell KOUTO MMa eHO- M JByceMeNlelHn pacTenus. Ilpunaranure
Hle UBNUTBAHETO KOHLleHTpaLU/lV[/KOJ'[I/I‘{eCTBa ca paBHI/l MM IO-BUCOKU OT l'lpel'lOp’b‘{aHl/lTe MakCuUMaJIHn l'[leJ'[al'aHI/l
KOJMYECTBA. AKO CKPMHMHIOBMTE WM3CIIE[BAHMsI He OOXBAIIAT M3MCKBaHMs OOXBAT OT BMIOBE WM HEOOXOIMMMUTE
KOHLIEHTPALIVIN/KOJIMYECTBA, M3BbPIIBAT Ce M3MMTBAHMSTA B CHOTBETCTBHE ¢ Touka 10.6.2.

He ce m3mckBaT maHHM, KOTaTO €KCMO3ULIMSATA € HpCH€6p€)KI/[MO MaJika, Hallp. npy poOeHTMUMIN, aKTMBHM BELICCTBA,
VI3IIOJI3BaHM B IIPOHOYKTY 32 HApaHEHM IbpBETa WM 3a 06pa60TKa Ha CeMEHa, MIIM 32 aKTMBHM BEILIECTBA, M3IIOII3BAHU
BbpXYy NPOOYKTM Ha CKIIall WIN B OpaHXKEpUM, KbIETO CKCIIO3NIUATA € HEBb3MOXKHA.

YcnoBuss Ha UBHUTBAHETO

HpCHCTaBH ce 0606IH€HI/I€ Ha HallMYHUTE OAHHM — HE3aBUCUMO [ajlM Ca IOJIOKUTEIIHM UM OTpULATENIHN — OT
UBIUTBAHMATA 32 OLECHKA Ha OMONIOrMYHaTa AKTUBHOCT U OT M3CIeIBaHuATa 32 YCTAaHOBABAaHE Ha o0xBaTa Ha o03u-
paHeTo, KOMUTO MOIAT [a IIPEHOCTaBAT CBEOCHMS 32 Bb3MOZKHOTO Bb3MENCTBIE BbpXY [pyra HEIpuuEIHa pacTUTEIIHOCT,
IpuapyKEHM OT OLEHKA Ha IOTEHLMAIIHOTO BB3IIECTBIE BbpXY HENPULECITHNUTE BMOOBE PACTCHUS.

TaHHHTe ce JOIBIBAT OT Ipyru 060OLIEHM CBENeHNs 3a HaOMIONABAHOTO Bb3NUENCTBME BBPXY PACTEHMSATA IO BpeMe Ha
TMOTIEBHTE M3CTIENBAHNS, TO-CIEUMATTHO 10 OTHOLICHNE HA eQUKACHOCTTA, OCTATHYHUTE BELIECTBA M CHIIECTBYBAHETO B
OKOJTHATA CpPed, KATo ce ChOOLIABAT M JTAHHWUTE OT €KOTOKCHKOTIOTMYHUTE TOTIEBM M3CTENBAHMSL

V3numeane 6BpXY HENpUUCAHU pacmeHud

Upes M3NMTBAHETO Ce YCTaHOBABAT CTOiHOCTMTe Ha ERg5y Ha MNpOMyKTa 3a pacTuTeNHa 3allMTa 33 HENPUIENTHUTE
pacreHusL.
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O6CTO${TCHCTB&1, npm KOUTO € HCO6XOHI/[M0 M3NUTBAHE

V3pbpiuBaHe Ha WM3CIIENBAHMS HA BB3UENCTBMETO BHPXY HENPUIEIHUTE PACTeHMs! Ce M3NUCKBA IO OTHOLIEHME Ha
XepOMLMIMTE M PEryiaTopuTe Ha pacTexa Ha PACTEHMSTA, KOraTo He € BB3MOXKHO PUCKBT [a Obe ompesereH
IPEAIBAPUTEIIHO Bb3 OCHOBA HAa CKPUHMHIOBUTE JaHHM (BK. Touka 10.6.1), MM KOrato puckbr He Moxe [a Gbe
HaJIeK[IHO OMpefieNieH MpefBAPUTEIIHO Bb3 OCHOBA HA aHHMTE 3a aKTMBHOTO BEIIECTBO, MOJIyYeHM B CHOTBETCTBME C
yacT A, Touka 8.6.2 or npwioxennero koM Pernament (EC) Ne 283/2013.

3a BCUUKM BUIOBE I'paHyiM ce B3€Ma IpenBui pUCKBT OT pasHACAHE Ha IMpax IpU IpuilaraHe.

He ce m3ucksar maHHHM, KOTaTo BEPOATHOCTTA OT €KCIO3MUMA € MaJlka (Hal’[p4 Ipn poOCHTNIMON, aKTUBHU BEHIECTBA,
V3IOJI3BaHM B IIPOHMYKTV 32 HapaHEHU IBPBETA WM 3a 06pa60TKa Ha CEMEHa, MM 33 aKTVBHM BELIECTBA, M3IIOJI3BAHM
BBPXY IPOHOYKTM Ha CKJlal WM B OPaHZKEpUM, KbIETO €KCIO3NLINATA € HeB’bSMO)KHa).

YcnoBus Ha UBNUTBAHETO

U3nomn3saHoto Npn U3NUTBAHETO BELIECTBO € CHOTBETHMAT IPOHYKT 3a PACTUTEIIHA 3alluTa MM Ipyra Ioaxopsina
(I)opMynauml, KOATO CbIbpxKa AKTMBHOTO BELIECTBO, KAKTO U [OPYyru MOOXOIALIN Kod)opmynaﬂm.

3a npomyKTM 3a PACTMTEIIHA 3AlINTA, KOMTO MMAT XepOMLMIHO HeNCTBME MM Ca PEryliaTopy Ha pactexa Ha pacre-
HMATA, CC M3WCKBAT M3IMTBAHMS 33 BPb3KATa KOHLEHTPALMs[/peakiys IO OTHOLICHME HA BETeTalMOHHATA CHIIA U
NOKBIBAHETO IPM HAii-ManKo 6 Buua, KOMTO Ca IIPECTABUTENM HA CEMEACTBA, BLPXy KOMTO BELIECTBOTO UMA
JI0KA3aHO XePOMIMIHO Je/CTBUE/IelCTBIE HA perynatop Ha pacTexa. Koraro BbB Bpb3Ka C HauMHA Ha MeVCTBUE
MOXe [Ia Ce YCTAaHOBM ChC CUTYPHOCT, Y€ € 3aCerHaTo MM CaMO MOKBIBAHETO, WIIM CaMO BereTalMOHHATa CUNIa, Ce
U3BBPIUBAT EAMHCTBEHO MOIXONAIMTE U3CTICHBAHM.

M3ickBaT ce M3MMTBAHMS 3 BPB3KATA [03a-PeaKiysi BbPXy 6—10 MOTOpaHM €NHO- ¥ IBYCEMENENHM PACTHTEITHN
BUJIOBE, TPEJICTABIIABALIM BH3MOKHO HAil-MHOTO TAKCOHOMMYHM TPYTIN.

Korato Bb3 OCHOBA Ha CKPMHMHIOBMTE IaHHM WIM Ha [pyra HajauuHa MHQOPMALMs ce MPaBy M3BOM 3a CHELMUUEH
HAauMH Ha JeViCTBUE, WIIM KOraTo Ca OTKPUTM 3HAUMTEIHYM PA3NIMKM B YYBCTBUTEIHOCTTA HA OTHENTHMTE BUIIOBE, Tasu
MHGOPMALIMS Ce M3MON3BA MPY U3060pa HA TMOIXOMSIIM BIMIOBE 3 BKIIOUBAHE B M3MUTBAHMSATA,

Paswiupenu 1ab0pamopru u3cned6anus 6spXy HENPUUeAHU Pacrmenus

AKO B pe3ynTaT OT M3BbPIUBAHETO Ha M3cnenBanns B chotsercTsye ¢ Touky 10.6.1 u 10.6.2 1 Ha olleHKaTa Ha pucKa
e O OTKPUT BMCOK PWCK, HALMOHATHMTE KOMIETGHTHM OPTaHM MOTAT [ M3MCKAT Ja Ce M3BBPUIAT Pa3IIMPEH
11a60PATOPHN M3CIEABAHNS 33 M3SICHSABAHE HA BBHIPOCHTE OT MPEAMIIHMS eTall Ha M3CTeNBAHMATA, KOWTO Ca Ipef-
VM3BMKAIIM 3arpyzkeHOCT. C M3CIENBAHETO Ce MPeNoCTaBs MHPOPMALMS 10 OTHOIIEHNME HA Bb3MOXKHOTO BB3NENCTBME Ha
TMPOIIYKTa 33 PACTUTENHA 3aLIMTA BBPXY HEMPULETHN PACTEHIS CTIell CUTYaltsl Ha eKCIO3MINAS, KOATO e Mo-Omi3Ka 10
TIEACTBUTENHOCTTA.

BuibT 1 yCIoBUMSITA Ha M3CIICHBAHETO, KOETO TPsibBa [a ce VM3BBPLIM, Ce OOCHXKIAT C HALMOHAIHUTE KOMICTCHTHI
OpraHu.
Tlonynonesu u noesu UNUMEAHUS 6BPXY HENPULEAHU PACMEHU

[lonynonesute 1 1oOneBUTe M3NMTBAHMA 3a M3y4yaBaHe Ha BDL3IEHCTBUETO BbPXY HEINPULEIHUTE PACTEHMS Crel I0-
0r13Ka 110 NeNCTBUTEIIHOCTTA CUTYalMsl Ha eKCTIO3MLMS MOTAT 14 Ce IPEICTaBAT KATO OCHOBA 3a MO-NIPELM3HA OLEHKA
Ha pucka. [lpm m3nuTBaHMATa Ce MPOyuBa Bb3OEACTBMETO BbPXY pacTexa Ha PacTeHMATa U TNPOUBEKIAHETO HA
Onomaca Ha PasIMYHO PAa3CTOSIHME OT TPETMPAaHATa KyNTypa MIIM NPV PABHMIIA HA EKCIOINMLMS, KOMTO OTIOBApAT
Ha Pa3IMYHO Pa3CTOSHME OT TPETMPAHATa KyITypa.

TUILT ¥ YCTIOBMSATA HA M3CIEIBAHETO, KOETO TPsiOBa A ce M3BBPLNA, ce OOCHKIAT ¢ HALMOHAIHNMTE KOMIETEHTHN
OpraHu.

Bb3pelicTBue BbPXy ApYru cyxo3eMHM opraHusmu (¢mopa u ¢ayma)

[penocraBaT ce BCAKAKBM HaNMUHM JaHHM 3a BB3JEACTBMETO HA IIPOIYKTA 33 PAacTUTENIHA 3allMTa BbPXy MPYTM
CYXO3MHM OPIaHM3MMU.

Hanam ot HabmromeHue

l'lpenocmssrr C€ HAJIMYHUTE OAHHU OT H36HIOH€HI/I€ [0 OTHOLIEHME Ha BB3MENCTBUETO HA nponykTa 3a pacTUTENIHA
3amyra BbpXYy HENPULETHUTE OpraHM3MMI.

PA3[EIT 11

annu om aumepamypama

Tpenocrasst ce 0600LIeHNEe Ha BCHUKY 3HAYMMM IAHHM OT €KCIEPTHO MPOBEPEHATA aKTyalHa HayyHa JIMTEPaTypa 10 OTHOLICHME Ha

aKTMBHOTO BEIECTBO, MeTabONMTHTE, MPOAYKTHTE OT PAsTpaxiuaHe MIM Peakuus M IPOLYKTUTE 3a PACTUTENIHA 3aLIMTA, KOUTO
CBIIPXKAT aKTMBHOTO BEUIECTBO.
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PA3[IE]T 12

Knacudurayua u emuremupane

Iomasar ce n ce 060CHOBABAT MPEINOXKEHIS 34 KIACH(MKALIATA U ETHKETMPAHETO HA MPOIYKTA 3a PACTUTENHA 3AIIMTA B CHOT-
BeTCTBME C pasnopen6bute Ha Permament (EO) Ne 1272/2008, korato e NpPMIIOKMMO, KaTO Ce BKIIOYBAT:

— IMKTOrpamy,
— CHUTHaJlIHM [yMU,
— MpenynpexneHus 3a ONacHOCT, KaKTO 1

— IpenopbKy 3a 0e30MacHOCT.

YACT B
MPENAPATU OT MUKPOOPTAHU3MMU, BKITFOUMUTEITHO BUPYCU

CbIbPKAHME

BBBEJEHVE
1. MIEHTUYHOCT HA TIPOIYKTA 3A PACTUTEIHA 3ALLIUTA
1.1.  3assuren
1.2.  Tlpom3BommTen Ha Hpemapara ¥ MUKPOOPraHM3Ma (MMKPOOPTaHM3MMUTE)

1.3.  TbproBcko HaMMEHOBAHME VTN MPEIOKEHO THPrOBCKO HAMMEHOBAHME M M0 Leecb0OPa3HOCT HOMEP Ha KOIa Ha IPOU3BO-
TNl 33 paspaboTKaTa Ha Iperapara

1.4.  TlompoGHa mHpOpPMALIMS 33 KOMMUECTBEHMsI U KAUeCTBEHMS ChCTAB Ha Mperapara

1.5.  ArperaTHO CBCTOSIHME M €CTECTBO Ha Ipemapata

1.6.  Oynkunsa

2. OV3NYHK, XUMUYHM U TEXHUYECKM CBOMICTBA HA TPOIIYKTA 3A PACTUTEITHA 3AILIMTA
2.1. BuHueH Bum (UBST M MUPUC)

2.2.  CrabuiHOCT IpU CbXpaHeHMe M CPOK Ha TOTHOCT

2.2.1. Bw3pelicTBMe Ha CBET/IMHATa, TeMIEpaTypaTa ¥ BJIaXKHOCTTA BHPXY TEXHMUECKUTE XapaKTePUCTMKM Ha IIPOIYKTa
2.2.2. Tpyru QakTopy, KOUTO OKa3BaT BIMSHNME BbPXy CTAOMIIHOCTTA

2.3.  B3puBOONAacHOCT ¥ OKVCIUTEIIHM CBOJICTBA

2.4,  Temmeparypa Ha Bb3IUIAMEHsBaHE ¥ [IPYIW IOKA3aTe/M 3a 3alaIMMOCT UIIM CaMoO3allajiBaHe

2.5.  KucenmMHHOCT, alKalmHOCT M, KOTaTo € HeoOXOOMMO, CTOMHOCT Ha pH

2.6.  Buckosurer u IOBLPXHOCTHO HaIpexKeHMe

2.7.  TexHMYeCKM XapaKTEPUCTUKM HA IPOIYKTA 3a PacTUTeNHA 3alluTa

2.7.1. YMokpseMocT

2.7.2. OG6pasysaHe Ha TpaiiHa ISiHa

2.7.3. TloteHuman 3a o0pasyBaHe Ha CyCICH3Ms M CTAOMIHOCT HA CYCIICH3MSTA

2.7.4. MsnntBaHe ChC CyXO U C MOKPO CHUTO

2.7.5. 3bpHOMETpPUYEH ChCTaB (IIPax 3a MOCUIIBAHE M YMOKpSIEM Ipax, IPaHyIM), ChIbpKAHME Ha Mpax/QuHM yacTuLy (rpaHyIm),
VBHOCBAHE 1 POHIMBOCT (TpaHyIm)

2.7.6. CrocoGHOCT 3a eMynrupare, CIOCOOHOCT 33 peeMyINIipane, CTAOMITHOCT Ha eMyJICUSTA.

2.7.7. TeunuBoCT, CMINTMBOCT (MOJATAMBOCT HA M3MITAKBaHE) M MPUTOMHOCT 33 M3MON3BAHE KATO Mpax
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2.8.  (usuuna, xumuuHa u GMOIOrMUHA CHBMECTMMOCT C JPYTM NPOIYKTH, BKIFOUMTETHO IPOLYKTH 3a PAacTUTENHA 3aLUMT, C
KOMTO ynoTpebaTa My NOMIEKM HA paspelieHue

2.8.1. (DuanuHa CHBMECTMMOCT

2.8.2. XuMMYHA CHBMECTMMOCT

2.8.3. buonormuHa chbBMeCTUMOCT

2.9. Ilpunensane u pasnpeneseHne no ceMeHara

2.10. O6o00wmeHne 1 OLEHKAa Ha JaHHMUTE, HpeacTaBeHy ChINIaCHO Toukn 2.1 — 2.9
3. HOAHHU 3A TIPUITATAHETO

3.1. TlpemBumena obmnact Ha ymorpeba

3.2.  Haumn Ha peiicTBue

3.3, TlompoGHOCTM 3a NpenByKIaHATa yroTpeda

3.4. [losa Ha npuarane

3.5.  CwIppxKaHue Ha MUKPOOPraHM3Ma B M3MON3BAHMS MaTepyan (Hamp. B pa3TBOpa 3a NMPbCKaHe, PUMAMKUTE MU TPETUPaHUTE
CeMeHa)

3.6.  Meron Ha npuiaraHe
3.7.  Bpoit u rpaduk Ha NpWIATAHMATA U IPOTBIKUTENHOCT HA 3aIUMTATA

3.8.  HeoOxommmy nepyuoiy Ha M34aKBaHe VIIM IPYIV IPEINasHM MEPKH, 33 [Ia ce u30erHar QMUTONAaTOreHHO BB3NEHCTBIE BHPXY
CTeBalyM KynTypu

3.9.  IlpennoxeHu yKasaHusi 3a ynorpe6a

4. HOIBJIHUTENTHA MHQOPMALIMA 3A TTPOIYKTA 3A PACTUTEITHA 3ALLIUTA
4.1.  OnakoBKa M CbBMECTUMOCT Ha IpenapaTa C IpPeINIOKEHUTe MaTepuay 3a ONaKOBKA
4.2, Tlpouemypu 3a MOYMCTBAHE HA OOOPYIBAHETO 3a MpHUIIATaHe

4.3.  Ilepuomn Ha MOBTOPHO BIM3aHe, HEOOXOMMMM TEPHMOMM HA V34AKBAHE ¥ NPYIM MPEAMa3Hy MEPKH, 33 3alIMTA HA XOpaTa,
CENICKOCTONAHCKUTE KMBOTHM M OKOJIHATa Cpeia

4.4.  TlpenopbuMTEIIHM METOIM U NPEINA3HN MepPKM 3a: OOpaBeHe, CbXPAHEHME, TPAHCIOPT WM MPY TOKApP
4.5, Mepku B ciyuaii Ha 3/0MONTyKa

4.6.  Tlpouenypyu 3a yHuuoxapaHe ¥ o0e3BpexaaHe Ha NMPOIYKTA 3a PACTMTEIHA 3AIUMTA M ONAKOBKMTE, M3MOI3BAHM 33 HETO
4.6.1. Kourponmpano usrapsse

4.6.2. Ipym

5. AHAJIUTUYHN METOION

5.1.  Meromm 3a aHanM3 Ha mpernapara

5.2. Meromm 3a onpepensHe M M3MePBaHE HA OCTAThUHM BELIECTBA

6. IOAHHU 3A EQUKACHOCTTA

6.1.  IlpemBaputenHy M3NMTBAHMSA

6.2.  V3nuTBaHe Ha eMKACHOCTTA

6.3. MH(l)OpM&LlMH 3a I0sBaTa MM Bb3MOXKHATa I10SABA Ha PE3UCTEHTHOCT
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6.4.

6.4.1.

6.4.2.

6.4.3.

6.5.

6.6.

7.2.

7.2.1.

7.2.2.

7.2.3.

7.3.

7.4.

7.5.

7.6.

10.

10.1.

10.2.

10.3.

10.4.

Bw3meiicTBue BBPXY ]IO6]/[BI/[T€ Ha TpETMpaHU pacTeHM MIIM PACTUTEIIHM IPOAYKTU IO OTHOHICHME Ha KOJINMYECTBOTO I/I/I/IHI/I
Ka4yeCcTBOTO

Bb3pericTBue BbpXy KaueCTBOTO HA PAacTEHNATA VIIM PACTUTEIHNTE MPOLYKTI
Bu3jieiicTBie BbpXy IpoLiecuTe Ha TpaHCcpopMaums
BuajieficTBye BbpXy HOOMBUTE OT TPETMPAHM PACTEHMsI WIM PACTUTETHUM MPOLYKTH

(DI/ITOTOKCI/I‘{HOCT CIIpAMO  NIPULEITHU  pacTeHNs (BKHIO‘JMTEHHO pasimyHn COpTOBe) Wi ClIpSAMO  IIPULEITHNA  pacTUTENTHN
IpomyKTU

HabrioneHus BbpXy IpOSIBY HA HEXENAHO WIM HENpEOBMICHO CTPAHMYHO Bb3HEICTBHE, HANP. BHPXY NOIE3HM M IPYTM
HENPULENTHM OPraHM3MM, BBPXY CIIe[BAI KyNTypy, BbPXy HPYIM pPacTeHMs MIIM YacT OT TPETUPAHM pPacTeHus,
V3IIOTI3BAHM 33 LIENUTE HA PA3NpOCTPAHEHMETO (HANp. CeMeHa, KaremH, Jactaph)

. Brmsnme BbpXy cremBaim Kyntypu
. Brmsinme BBpXy Apyrm pacTenms, BKIIHOUMTENIHO ChCEAHM KYINTYpy
. Brmsnme BbpXy TpeTMpaHM pacteHus WM PACTUTEHM NPOIYKTH, INpPelHa3HAuYeHM 3a pa3sMHOXaBaHe

. Bw3mericteue BbpXY IIOJIE3HN U HOPYIM HENPULIETIHM OpraHu3Mm

O6o6uieHne 1 OLeHKa Ha [JAHHWTE, IPEICTAaBEHU CbIJIACHO TOUkM 6.1 — 6.6
TOCTIEOMIN 3A 3OPABETO HA YOBEKA

OCHOBHM U3CTIEIBAHNUS 3a 0oCTpa TOKCMYHOCT

. OcTpa TOKCMYHOCT IpM NpueMaHe IIpe3 ycTaTa
. Ocrpa TOKCMYHOCT IIpM BAMIUIBAHE

. OCTpa TOKCMYHOCT IPU IPOHMKBAHE IPE3 KOXKaTa

IOIbIIHMTEIIHY U3CTIeBAHMSI 33 OCTPA TOKCUYHOCT

IpasHeHe Ha Koxara

IlpasHeHe Ha ouute

CeHanOnm3aunst Ha KOXara

IlaHHN 32 ekcrmo3uumsTa

Hanmmuuy TOKCMKONOTMYHM NaHHM 33 HEaKTMBHUTE BELIECTBA

TIONbIHUTENHY M3CTENBAHMS 32 KOMOMHALMM OT IPOIYKTM 3a PAcTUTENIHA 3allyTa
O6o61eHne 1 OLEHKA Ha OTPAKEHMETO BbPXY 3[PABETO

OCTATbYHM BELIECTBA B TPETMPAHU TMPOOYKTU, XPAHA U QYPAXM UITN BbPXY TAX
CbIIECTBYBAHE M TTOBEOEHME B OKOJIHATA CPELA

BB3MECTBUE BLPXY HEMPULIEITHM OPTAHU3MMA

BoapeiicTeue BbpXy HTUIN

BoapeiicTeue BHPXY BOIHM OpPraHM3MM

BwapeiicTue BbpXy muenn

BoanericTeue BbpXY WICHECTOHOIM, pasiMUHM OT ITYEIINTE
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10.5. BrnusHMe BbPXy 3eMHM uYepBey
10.6. Bu3peiicTbue BbPXY MOYBEHM MUKPOOPraHMU3MM
10.7. JIOIbIIHUTENTHY U3CTIENBAHMS

11.  OBOBILEHME M OLUEHKA HA BB3IEMCTBMETO BBHPXY OKOITHATA CPEIA

BbBEEHUE

i) B HacroslaTa yacT ca TpEIBMIEHM M3MCKBAHMATA 33 JAHHM 33 Pa3pelICHMETO 3a MPOIYKT 3a PACTUTENHA 3aluTa Ha
OCHOBATa Ha TMpENapaTyi OT MUKPOOPIAHM3MM, BKITFOUMTETTHO BUPYCHL.

TepMUHBT ,MUKPOOPraHM3bM* IO CMIUCHIIAa Ha BbBEIeHMETO KbM 4acT b or npunoxenmero kbM Permament (EC) Ne
283/2013 ce npuara ¥ KbM 4acT b OT HACTOSWIOTO MPUIIOKEHME.

11) Koraro e TNPUIIOKMUMO, TaHHUTE CE€ aHaIIU3MPAT MOCPENCTBOM CBOTBETHUTE CTATUCTUUECKM METOIMN. CTaTUCTUYECKUTE aHATIU3N
C€ TOKJIaBAT B ITBIIHU HOHp06HOCTI/I (Hanp. BCMYKM TOYKOBM OLEHKM CII€TIBa [1a CE€ IIPEICTaBAT C OOBEPUTEIIHM MHTEPBAIN,
BEpOATHUTE CTOHOCTHM JIa Ce MOCOYBaT TOYHO, 4 HE CaMO Ia ce oT0enaspa ,,3Ha‘H/[M0/6€3 SHQHCHMCH).

i) ~ [lo mpuemaHeTO Ha KOHKPETHM HACOKM HA MEXKIYHapOIHO HUBO, M3MCKBAHATA MHQOPMALIMS Le Ce NOJTYYaBa B UIbIHEHNE
Ha TpUETUTE OT KOMIETEHTHNs OPraH M3MMTBATEITHN MPOLEYpM (HAampyUMep, MHCTPYKUMSITA Ha ATeHUMSTA 33 ONa3BaHe Ha
okonHara cpega Ha CAILl (USEPA) (1)); xorato e MOIXOAALIO, HACOKMTE 33 M3MMTBAHE, MOCOUEHM B 4acT A OT MPWMIIO-
kennero kbM Permament (EC) Ne 283/2013 ce apantupar, Taka ye j1a ObIaT MOIXOMAWM 32 MUKPOOPraHU3MMU. B m3nut-
BAHMATA Ce BKILIOYBAT XM3HECHIOCOOHM M, aKO € LeNechboOPasHO, HEXM3HECTIOCOOHN MMKPOOPIaHM3MM, KAKTO M IpasHa
1poba.

iV) BuHaru, KoraTo fameHo u3CrefBaHe npenrnornara yHOTpe6aTa Ha pasiMyHy [1034, Cé OTuMTa Bpb3KaTa MEXMOY [03a U
HC6Ha1‘01’[p]/[}ITHO Bb3MEICTBIE.

V) Koraro ce nmpaBsiT M3MUTBAHMS, Ce TPENOCTaBs MOIPOOHO ONMMCaHMe (CIeUMPUKALINS) HA MBION3BAHMS MATEPHAI M HETOBUTE
OHEUVCTBAHMS B CHOTBETCTBME C pasmopenburte Ha Touka 1.4.

vi) B cayyaure, KOrato ce paGoTH C HOB Mpemapar, Moxe 1a Gble MPUEMINBO eKCTPALIONMPAHE OT YacT b OT mpuoxeHuero
kbM Pernament (EC) Ne 283/2013, npu ycrioBue ue BCUUKM Bb3MOXKHY BULOBE BB3IEHCTBUE HAa KOQOPMYIAHTHUTE I IPYTH
CBCTaBKH, MO-CIELMATHO BHPXY MAaTOTEHHOCTTA M MH(EKLMOBHOCTTA, ChILO CE OLCHSIBAT.

1. MIEHTUYHOCT HA TPOOYKTA 3A PACTUTEITHA 3ALIUTA

[penocraBenara uHQOPMALIS, B3eTa 3a¢MHO ¢ MHGOPMALIMSTA 33 MMKDPOOPTAHNM3MA (MMKPOOPTAHM3MMUTE), € HOCTATHYHA 34
TOYHA MICHTMOUKALMS U ONpedessiHe Ha mpemaparure. OCBeH KOrato He € MOCOYEHO JPYTO, CIOMEHATa MHQOPMALs i
IIAHHN Ce M3MCKBAT 32 BCHYKM MPOIYKTI 3 PACTUTeNHA 3ammra. ToBa ce IPaBit C OITIEM [1a Ce YCTAHOBY AN HSKOIL $akTOp
MOXe [a MPOMEHN CBOJICTBaTa HA MUKPOOPTaHM3Ma KaTo MPOMYKT 3a PACTMUTENHA 3alMTA, B CPABHEHME C MUKPOOPTaHM3MA
KaTO TaKbB, KAKBBTO Ce pasmiexkna B yacT b or npuoxenuero kbm Pernament (EC) Ne 283/2013.

1.1. 3assuten

[Tocousat ce umero u aIpechbT Ha 3asABUTENIA, KaKTO VM MIMETO, MITbXKHOCTTA, TCHC(I)OHHI/IHT HOMEpP ¥ HOMEPBHT Ha (])aKca Ha
ChOTBETHOTO JIMIE 3a KOHTAKT.

OcCBeH TOBa, KOTaTo 3asBUTETAT MMa OQUC, areHT MIM NPENCTABUTEN B AbpXKABATA-U/IEHKA, B KOSTO Ce VCKA paspeLi-
TEJIHOTO, CE MOCOYBAT MMETO M ANPECT Ha MECTHMS OQUC, areHT WIM MPEICTABUTEN, KAKTO M MMETO, IUTbKHOCTTA,
TesleQOHHMAT HOMEP M HOMEPBT Ha (aKca Ha ChOTBETHOTO JIMIE 33 KOHTAKT.

1.2. TIpou3BommTen Ha mpemapaTa M MMKPOOPraHM3Ma (MMKPOOPIaHM3MMTE)

Iocousat ce mmero u AIpechT Ha INMPOM3BOOUTEINIA Ha IIpernaparta M Ha BCEKM MUKPOOPraHM3bM, BKIIIOUEH B CbCTaBa Ha
npenapara, KakKTo M VIMETO M aIpechT Ha BCAKO ITPOM3BOICTBCHO IPENNPUATUE, B KOETO CE€ IPOM3BEXKHAT IpEnapaTrbpT U
MUKPOOPraHMU3MBT.

3a BCEKM NPOM3BOIMTEN Ce MOCOYBA MSICTO 33 KOHTAaKT (3 IPENNOYMTAaHE LIEHTPATIHO, KOETO 14 BKIIOUBA MME, TeledoHeH
HOMeEp U HOMep Ha (aKc).

AKO MUKPOOPTaHM3MBT MPOM3XOXKIA OT IPOU3BOAMTEIL, OT KOTOTO Hpey TOBA He Ca MPeJoCTaBeHU IaHHM B ChOTBETCTBYE C
vact b or npunoxenuero kpM Pernament (EC) Ne 283/2013 ce mpercrasst nonpo6Ha MHYOpMALMsi OTHOCHO HAMMEHO-
BaHNETO JI OICaHNe HA BUNA, KAKTO ce M3UCKBAa B Touka 1.3 or uyactT b or mpunoxenmero koM Permament (EC) Ne
28 3/ 2013, n OTHOCHO OHEUMCTBAHMATA, KAKTO Ce M3MCKBA B Touka 1.4 oT yact b oT mpunoxenuero kbM Permament (EC)
Ne 283/2013.

(") USEPA Microbial Pesticide Test Guidelines, OPPTS Series 885, February 1996(http:/[www.epa.gov/oppbppd1 biopesticides/guidelines/
series885.htm).
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1.3.

1.4.

T'pr'OBCKO HallME€HOBaHME MIIN NMPENI0OKEHO ThProBCKO HallMe€HOBaHME U MO uenecboﬁpamom HOMEp Ha Kofa
Ha IpoOU3BOOUTEINA 3a paspa60TxaTa Ha npemnapara

[IpenocTaBAT ce BCUUKM NPEIMIUHM M TEKYLM THPTOBCKM HAMMEHOBAHMS M NpEITIOXKEHM THPIOBCKM HAMMEHOBAHUS U
HOMEpBT Ha KOfa 3a pa3pa0OTKaTa Ha Npenapata, KakTO M TeKyLUMTe HAMMCHOBAHMsS M HOMepa. [IpeocTaBsr ce MbiHM
noxpoOHocT 3a pasiukute. (IIPeIOKEHOTO THPrOBCKO HAMMEHOBAHME € TAKOBA, Ye HE MPEM3BUKBA OObPKBaHE C
THPrOBCKOTO HAaVMEHOBAHME HA Beue pa3pelleHy MPOIYKTH 3a PacTUTENHA 3allMTA.)

Monpo6ua mHQoOpMaLMst 32 KONMYECTBEHMSI M KaueCTBEHMs ChCTAB Ha Npenapara

l) Bceku mocouyeH B 3asiBIEHMETO MUKPOOPIaHu3bpM ce I/[HCHTI/[(I)I/ILH/IPH u 0003HauaBa C MMETO Ha BUOA, KBbM KOITO

iii

iv

IpUHAIIeXK). MUKPOOPTaHM3MBT Ce ChXpaHsABA B MEXIYHAPOIHO M3BECTHA KONEKUMS Ha KYNTypu M IOJIydapa

HOMep 3a JOCThIL [locouBa ce HAYYHOTO HAMMEHOBAHME, KAKTO M IpPyNaTa KbM KOSTO ce OTHacs (GakTepus, BUpYC

¥ T.H.), ¥ BCAKAKBO APYTO HaMMEHOBAHME CBBP3AHO C MMKPOOPTaHM3Ma (Hamp. mam, cepotu). OcBeH TOBa ce MOCOUBa

dasata Ha pasBuTHE HA MMKPOOPraHM3MA (HAlp. CIOPM, MULEN) B MyCHATHS Ha [a3apa IPOMYKT.

3a mpemaparuTe ce MPEICTABs CIENHATA MHQOPMAIIMS:

— ChIbPXaHME HA MMKPOOPraHM3Ma(1Te) B MPOMIYKTa 33 PAacTMUTENHA 3alIMTa M ChIbPXKaHME HA MUKPOOPTaHM3MA B
MaTepuaa, M3MNONI3BaH 3a MPOM3BONCTBO HA MPONYKTHM 33 PACTUTENHA 3alMTa. B MHOpMaumsra ce BKITIOYBAT
MaKCHMATHOTO, MUHMMAJTHOTO M HOMMHAJIHOTO ChIbPXKAHME HA KVM3HECTIOCOOHMS M HEKM3HECTIOCOOHNS! MaTepuarl,

— CBIIbPXAHNMETO HAa KOYOPMYIIaHTH,

— CBIbPXAHMETO HA APYTUTE ChCTABKM (KaTO HAIpUMep CTPAHMYHM IPOMYKTH, KOHIEH3ATH, KY/ITypHA Cpefa U T.H.) 1
3aMbPCSBallM MUKPOOPraHM3MH, NOIYYEH B IPOM3BOICTBEHMS MPOLIEC.

ChbIrbpKaHMETO CIIEABA [Id Ce M3PA3M C TePMUHONOIMsTA, mpemsuiueHa B [upektusa 1999/45/EO Ha Espomeitckus
naprmaMeHtT u Ha CbBera (') OTHOCHO XMMMKAMTe, M C MONXOISIIMTE TEPMUHM 3a MUKpOOpranmamure (Opoii Ha
aKTVMBHNTE CIMHNMLM HAa 00EM WM TErIO WA 1O BCAKAKbB APYT MONXOMSLI 33 MMKPOOPIaHM3MA HAUVH).

Korato e Bb3MOXKHO, KOQOPMyJTAHTUTE Ce MICHTUPULMPAT C MEKIyHAPOIHATA MM XVMMIYHA MICHTUQUKALYS, [ajieHa B
npuioxenne VI kpM Pernament (EO) Ne 1272/2008, wim, Korato He ca BKIIIOYEHM B IOCOUEHMs pEITIAMEHT, B
corBercrue ¢ HoMenkiarypata mo IUPAC u CA. Tlocousar ce TSXHATa CTPYKTypa MIM CTpYKTypHa ¢opmyrna. 3a
BCSIKA ChCTaBKA Ha KOQOpMyJaHTuTe e mocousa cbotBerHusT Homep Ha EC (EINECS mimn ELINCS) u HoMep no CAS,
KOTaTo ChIICCTBYBAT TakMBa. KOraro mpegocTabeHata MHGOpPMALMS He IO3BOJISIBA HaneH KOQOPMYJIAHT [d Ce MIEHTH-
duumpa HambIIHO, ce MPEIOCTaBst CHOTBETHATA crielyKatyst. [1ocouBaT ce 1 THPrOBCKUTE HAMMEHOBAHMS Ha KOGop-
MyJIaHTHUTE, KOTaTo TaKMBa Ca Hanuie.

TMocousa ce ¢yHKuMsATA Ha KOOPMYIAHTHTE:

— IpuIIeNnTeN,

— aHTUIEHOOOPA3yBallO BEILIeCTBO,

— aHTndpus,

— CBBP3BAILO CPETICTBO,

— Gygep,

— HOCHTeI,

— obe3mupucuren

— [MCIEPIMPALIO BEIIECTBO,

— ouserurer,

— eMeTUK,

— eMyJraTop,

— TOp,

— apoMaTU3aTop,

— apPOMATHO BELIECTBO,

— KOHCEPBAHT,

() OB L 200, 30.7.1999 r., ctp. 1.
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1.5.

1.6.

2.1.

— IIpOIIENaHT,
— pelleieHT,

— obe3onacurern,

— pastBopuTel,

— CTaOMITM3MPALIO BEIIECTBO,
— CHMHEpIHCT,

— CrpCTMTE,

— HaMOKpHTel,

— pasHu (ma ce yTOUHM).

=

MIICHT]/I(l)I/IKaIH/ISI Ha 3aMbpCABalINTE MUKPOOPraHM3MM ¥ IOPYIUTE CbCTaBKM, IIOIIyYEHM B IIPOM3BOMACTBEHMA IIpoLEC.

3ambpcsBalMTe MUKPOOPTaHM3MM CE OIPEHeNIsT, KaKTO € MOCoYeHO B YacT b, Touka 1.3 OT mpuioxKeHMETo KbM
Pernament (EC) Ne 283/2013.

XuMukanure (MHEpTHM CbCTABKM, CTPAHMYHM NPOIYKTH) Ce ONPENENST, KaKTo € MOCOYeHO B yact A, Touka 1.10 or
npunoxennero kuM Pernament (EC) Ne 283/2013.

Korato npegocraseHata nHpopMaLmst He MACHTUGUIMPA HAIBIHO CHCTABKATA, HALIPUMEpP KAaTO KOHICH3AT, KyNTYpHa
cpema ¥ fp., ce IpeCTaBs MOAPoOHa MHPOPMALMSTA 32 CTPYKTypaTa Ha BCSKA TaKaBa ChCTABKA.

ArperaTHo CbCTOSIHME M €CTECTBO Ha Mpenapara

BuisT u KOmBT Ha mpemapata ce 06O3HAUABAT B CHOTBETCTBME C ,Kararmora 3a BMIOBETe pelieNTypa Ha NMECTULMIATE U
MEXKIIyHapofHa cycreMa 3a kopmpane (Texuuuecka MOHorpagust Ne 2 Ha GIFAP, 1989 r)“.

Koraro pmanmen npenapar HE € TOYHO OIIPENeIeH B II0COYEHATa Hy6HI/[KaIII/UI, Ce MPEOCTaBsA IBIIHO OIMCAaHUE Ha HETOBOTO
(])I/[BM‘{HO €CTECTBO M arperaTHO CHCTOSHME 3a€HO C IIPEIJIOKEHME 3a IOOXOIMUIO ONMCaHME Ha BMOA Ha IIpernapara u
TPENJIOKEHNE 3a HETOBOTO OIIpENENEHNE.

Qynkuus

Buonornunara QyHKLMS Ce YTOYHSBA, KATO Ce NOCOYBA MEXKILY:
— KOHTpOI Ha Gakrepuu,

— KOHTpOII Ha rbby,

— KOHTPOJI Ha HACEKOMH,

— KOHTpOII Ha aKapi,

— KOHTPOJI Ha MEKOTEJIH,

— KOHTPOJI Ha HeMaToy,

— KOHTPOJI Ha IIIeBeIy,

— 7Apyro (ma ce yTouHm).

OUBMYHM, XMMUYHU U TEXHUYECKM CBOVICTBA HA IPOIYKTA 3A PACTUTEITHA 3ALLMUTA

[ocouBa ce cTeneHTa, 10 KOATO MPOMYKTMUTE 3 PACTUTENIHA 3allTA, 3a KOMTO Ce MCKA paspelleHue, OTIOBApAT Ha CHOT-
serHute crietndukamym Ha PAO, onoGpern or Tpynata ekcreprit 1o creuuduKaLMs Ha necTuuyuTe ot EKcrieprHus exum
Ha (DAO 3a crewndukauys, perucTpaiys, M3UCKBAHUS M CTAHIAPTU 33 NpUIIAraHe Ha NECTULMIM. BCSAKO OTKIIOHEHMe OT
cnetndukammmre Ha PAO ce omvcea nompobHO 1 ce 000CHOBaBA.

BbHIIeH Bup (LBAT M MMpUC)

Hpeuocmm Ce OmucaHye Ha 1BETa M Ha MMPUCA, KOTaTO MMa TaKbB, ¥ Ha arperaTHOTO CbCTOSHME Ha Ipenaparta.
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CrabunHoct npu CbXpaHeHUe U CPOK Ha rOJHOCT
Be3deiicmeue Ha ceemaunama, memnepamypama u 614sRHOCMMaA 68s6pXy MEXHUUECRUME XAPARMEPUCMURU HA npodykma

i) Ompenensr ce u ce HOK/IANBAT U3NYHATA M OMONOrMYHATA CTAOMITHOCT Ha Mpenapata Ipy MpernopbyaHaTa TeMIeparypa
HA CbXpaHeHNe, BKIIOYMTEIIHO MHQOpPMALMs 33 pacTexka Ha 3aMbpcsBaliuTe MMKpoopraHmamu. OGOCHOBAT ce yCio-
BUATA, IIPM KOMTO € HANPaBEeHO U3IMUTBAHETO.

ii) B pmombiHeHMe 3a TeUHMTe IIperiapaTyt ce OIpemeNst M ce JOK/IafBa Bb3IECTBMETO HA HUCKUTE TEMIIEPaTypu BbPXY
(I)MsquaTa crabunHocT B chotBercTBye ¢ Meromute MT 39, MT 48, MT 51 win MT 54 Ha CIPAC, B 3aBMCMMOCT OT
cITyyast.

iii

Hoxnansa ce CpOKBT Ha TOIHOCT Ha MperapaTa Npy IpelHopbyaHaTa TemrepaTypa Ha ChXpaHeHue. Korato cpokbT Ha
TOHOCT € MO-MAITBK OT [IBe TOMMHI, TOJ Ce [I0COYBA B MeCELM ChC CHOTBETHHTE CIeLMMKALI 33 TeMiepaTypara. B
momorpadust Ne 17 ma GIFAP e mamena monessa MHGOpMALLsL.

Hpyzu ¢armopu, Roumo orazeam eaugHue 6epxy cmabuaHocmma

U3cnenBa ce BB3MENCTBUETO OT M3JlaraHe Ha Bb3JlyXa, OIIAKOBAHE M [P. BbPXY CTaOMITHOCTTa Ha MpOIyKTa.

B3puBOONacHOCT M OKMCTIMTEIHYN CBOVICTBA

BSpMBOOHaCHOCTTa M OKMCITUTEJTHUTE CBOVICTBA Ce OINPEHETIAT, KaKTO € OINpedesieHO 4acT A, TOYKa 2.2 OT HACTOSILIOTO
NpWIOKEHNE, OCBEH aKO HE C€ MOXKE Ha HOKaxe, Y€ OT TCXHMYECKa MM Hay4dHa ITIe[JHa TOYKa HE € H€06XOHI/IMO aa ce
NpaBAT TE3U M3CIIEIBAHMAL.

TeMnepaTypa Ha BBb3IUIaMeHsIBaHE M JPYTM IOKa3aTelM 3a 3anmalIMMOCT MJIM caMoO3amnajiBaHe

TeMnepaTypa Ha Bb3IUIAMEHABAHE M 3aIIAJIMMOCTTA CE OIPENEIIAT, KAKTO € ONPENENIEHO B 4acT A, Touka 2.3 OT HACTOSILIOTO
NpWIOXKEHNE, OCBEH aKO HE MOXKE a C€ HNOKaxe, Y€ OT TEXHMUYECKa MM HayuyHa ITIE[JHA TOYkKa HE € H€O6XOJ1MMO a ce
NpaBAT TE3N U3CIIEOBAHNSA.

KucenmHHOCT, alKaTHOCT U, KOraTo e Heo0xoguMo, croiiHoct Ha pH

KucenmHHOCTTA, ajIKaTHOCTTa M CTOMHOCTTA Ha pH C€ OIpEHesIAT, KaKTO € OINPeNesIeHO B 4acT A, TOYKa 2.4 OT HACTOSIIOTO
NpUIoXKEHNE, OCBEH aKO HE MOXKeE Ha C€ HOKaxe, Y€ OT TEXHUUYECKa MM HayuHa ITIe[JHa TOYka HE € H€06XOJ]I/[M0 oa ce
NpaBAT TE€3U M3CIIEIBAHMA.

Bucko3urer ¥ MOBLPXHOCTHO HampexkeHue

BucKO3UTETBT M MOBBPXHOCTHOTO HaIpeKeHMe ce OMPENeNsT, KAKTO € OMpefiesieHo B 4YacT A, Toyka 2.5 OT HAacTOSLIOTO
NPUIIOKEHNME, OCBEH aKO HEe MOXE [1d Ce JIOKaXe, Ye OT TeXHMYeCKa Wi HaydyHa DIe[HA TOYKA He ¢ HeoOXOMMMO Iia ce
TIPaBAT Te3M U3CIIeBAHMS.

Texnmueckn XapakTepuCTMKM Ha MPONYKTa 3a pacTMTENIHA 3aIIUTa

Onpenienar ce TeXHMYECKMUTE XapaKTepUCTUKM Ha Iperapara, 3a Ja ce B3eMe pellieHue OTHOCHO HEroBaTa IIPMeMIIMBOCT. AKO
TpsibBa [a ce M3BbPLIBAT MBMMTBAHIS, Te Ce MPOBEXKMIAT IIPU TEMIIEPATYpPa, ChbBMECTMMA C OLEIISBAHETO HA MIUKPOOPTaHM3MA.
Ymorpaemocm

YMOKPSIEMOCTTa Ha TBbPAMTE MPENapaTy, KOUTO Ce PasTBapsT Mpy yrotpeba (Hamp. yMOKpSIeM MPax ¥ MUCIEPIUPAL Ce BbB
BOJA TpaHyIM) ce ompeness M goknamsa B choTsercTsue ¢ Meton MT 53.3 na CIPAC.

OGpasysate Ha mpaiing naHa

TpaitHocTTa Ha MsHATA IIPM IpenapaTiTe, KOMTO Ce PasTBApAT C BOIA, Ce ONpenens 1 IOoKIafBsa B CboTBeTcTBME ¢ MeTon MT
47 Ha CIPAC.

IMomenyuan 3a 06pasyeane Ha Cycnen3us u cmabUAHOCM HA Cycnen3uama

— TloTeHUMAbT HA AVMCIEPIMPALiM Ce BbB BOJA Ipenapaty [a 00pasyBaT CycrieH3us (HAmp. yMOKpsieM Ipax, Aucrep-
TMpAlM Ce BbB BONIA TPAaHYIM, CYCNEH3MOHHYM KOHLEHTpPATH) ce ONpeferis M JOKIIAgBa B CboTBeTCTBME ¢ Merommre MT
15, MT 161 wm MT 168 na CIPAC, B 3aBMCHMOCT OT CITyyas.

— 3a mucreprupaiy ce BbB BOJA IperapaTi (KOHLEHTPUPAHM CYCIEH3UM M [MCIEprupamy ce BbB BOJA IPaHyIM) ce
onpenesns M JOKJIalBa CIIOHTaHHOCTTa Ha mucnepeusta B choTsercTsue ¢ Meromn CIPAC MT 160 wimm CIPAC MT 174,
B 3aBUCUMOCT OT CIIyuas.

M3numeane cac CyX0 U ¢ MORPO cumo

3a ma ce rapaHTHpa, uye MpaxooOpasHuUTe NPENapaTyt 3a MOCUIIBAHE MMAT MOIXOMALI 3bPHOMETPUYCH ChCTaB, Ce MPOBEXIA U
IIOKITalIBa M3MMUTBAHE ChC CyXO cuTO B choTBeTcTBUE ¢ Metom MT 59.1 na CIPAC.
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B cryuali Ha mUcreprupaim ce BbB BOJA MpeMapaTy ce MPOBEXKNA U IOKITANBa M3MMUTBAHE C MOKPO CUTO B CHOTBETCTBHUE C
meron MT 59.3 umu MT 167 na CIPAC, B 3aBMCHMOCT OT CIIyyasl.

. 3spHOMempuueH cacmas (npax 3a NOCUNBAHE U Y/NORPIEM NPAX, 2PAHYL), CBOBPSRAHUE HA Npax/Punu uacmuuu (zpanyau),

U3HOC6AHE U POHAUBOCT (2paHyau)

i) 3bpHOMETPUYHMSAT CBCTAB MPY MPAaxoBeTe Ce OMpedeNst M JOKIagBa B chotBercTye ¢ Meton 110 na OMCP.

HoMyHanmHusT 00XBaT 33 pa3Mep Ha IPaHyNIuTe 33 IMPEKTHO NPWIIATaHe ce ONpeNeNs M JOKIIABa B ChOTBETCTBUE C
meron 58.3 na CIPAC, a 3a mucneprupamm ce BbB Bopa rpanymu — B chotserctsue ¢ meron 170 na CIPAC.

ii) CpobpkaHMeTO HA IPax HA IPaHYIMPAaHNUTE IIPelapaTy ce ONpeferis ¥ JOKIamBa B cboTBercTBye ¢ MeTon MT Ha CIPAC
171. Axo TpsiOBa fa ce ompemeny eKCIO3MLMSTA HAa ONEPAaTOpa, PasMepbT Ha MPAXOBUTE YACTULM Ce OIMpEeNst 1
nokiamea B choTBercTBMe ¢ Meton OMICP 110.

111) XapaKTepI/ICTVIKI/[TC POHIIMBOCT ¥ M3HOCBAHE Ha TPaHYIINUTE CE ONPENEIIAT ¥ [IOKIIalBat, CIIEl KaTo Ca Halmue MEXMIy-
HapooHO NpMETN METOOU. Koraro Beue Mma HamM4HM [TaHHW, Te e MOKJIAMBAT 3aelHO C M3MOJI3BAHMSI METOIL.

. CnocobHocm 3a emynzupaxe, cnocobHocm 3a peemyazupate, cmabuanocm Ha emyacuama.

i) CrocobHOCTTa 3a eMyInrupaHe, CTaGMITHOCTTA HA eMYJICHSITA M CIIOCOOHOCTTA 33 PeeMYNITMpaHe Ha Mpenapatute, KOUTO
06pasyBaT eMyIciy ce OMpeMeNsT 1 HOKIamsar chracHo Merogure MT 36 mwmm MT 173 na CIPAC, B 3aBucumoct ot
cryyast.

ii) CraOwiIHOCTTa Ha Pa3TBOpEHMTE €MYJICMM M Ha IIpenaparurte mOf opMaTa Ha eMyJCHMu ce Ompedenis M JAOKIanBa B
cvorBerctBue ¢ Meron MT 20 wimm meron MT 173 na CIPAC.

Teunusocm, cunaugocm (noc)am/lusocm Ha u3TL/laR8(1H€) u npueodﬂocm 3a U3noA3eaxe ramo npax

i) TeunmmBOCTTAa HA TpaHyNMMpaHM NpemapaTy ce Ompefens M JAOKNamBa B choTBercTBue ¢ Merom MT 172 ma CIPAC.

ii) CurmBocTTa (BKITIOUMTENIHO Ta3y HA M3IUIAKHATMTE OCTATBUM) HA CyCHIeH3WMTe (Hamp. KOHUEHTPATV 3a CYCHIeH3WM,
Cycro-eMyrncuy) ce Ompenens M HOKiamgsa B cpoTBercTBue ¢ Meton MT 148 Ha CIPAC.

iij) Croco6HOCTTA 32 MOCKIIBAHE HA NPaX00OPa3HMTE NMPOIYKTH 3a MOCHIIBAHE Ce ONPENeNs M IOK/IABa B ChOTBETCTBUE C
merog MT 34 na CIPAC mmm gpyr MOOXOMNsil METOM.

Dusnuna, xummuna u GuonormuHa CHEMECTUMOCT C IPYTU MPOIYKTH, BKIIFOUUTETHO MPOIYKTH 32 PACTUTEIIHA
3aIIMTa, C KOUTO YNOTpedaTa My NMOMIIEXRM Ha pa3peLIeHIe

. (Dusulma cesmecmumocm

(DI/ISV['-IH&T& CbBMECTMMOCT Ha IPENOPBUBAHUTE CMECU B CbI CE€ OIPENENA M HOKIIalBa.

. XumuuHa ceemecmumocm

XUMUYHATA CHBMECTMMOCT Ha NpernopbuBaHNUTE CMECUM B CBO C€ OIpeNensd ¥ [OKIanBa, OCBEH KOraTo M3CJIeBaHe Ha
OTJIEJTHUTE CBOJCTBA Ha npenapaTure € yCTaHOBMIIO OTBBI BCAKO OCHOBATEITHO CbMHEHME, € HE CHLIECTBYBA Bb3MOZKHOCT
l1a c€ M3BbpUIM XUMNYHA peakuus. B HOH06H]/[ Clly4yay € IO0CTaTb4HO Ha NMPEHoCTaBy Tasu I/IH(])OpMaIIVIH, 3a a ce 000cHOBe
JIMICaTa Ha HCO6XO[I]/[MOCT Ia ce IpaBy MPAKTUUECKO ONpeENeNeHne Ha XMMNUYHATa CbBMECTUMOCT.

Buonozuuta csemecmumocm

Buonoriynata ChbBMECTMMOCT Ha CMECUTe B CBI ce ompefens M HoKnagsa. OmiCBaT ce pasIMuHUTE BUIOBE BB3[IENCTBUE
(Hanp. aHTaroHu3bM, QyHrMIMAHM edeKTH) BbPXY AKTMBHOCTTA Ha MMKPOOPTAHM3Ma CIell CMeCBAHE C MPYIM MMKPOOp-
TaHM3MI WM XMMUKalm. Bb3MOXHOTO B3aMMOMENCTBME HAa MPONYKTAa 3a PAaCTMTENIHA 3allUTa C JPYTM XUMUYHU
NPONYKTH, KOUTO 1LIe Ce NMPWIATaT BbPXY KYNTYpU NP OYAKBAHMTE YCIOBMS Ha ymoTpebGa Ha Ipenapata, ce Ipoyusa
Bb3 OCHOBA HA JaHHMTE 3a eQMKACHOCT. AKO € Lenecbo6pa3Ho, ce MOCOYBAT MHTEPBAIMTE MEXKIY NPWIATaHETO C
NPONYKT 3a PACTUTENIHA 3AIINTA, KOMTO CHIBPKA MUKPOOPTAHM3MA, M XMMMHYECKMTE NECTUUMIM C uen Ja ce usberse
HAMaJIsBaHeTO Ha HAMAJISBAHETO HA eQUKACHOCTTA.

Mpunensane u pasnpeneneHne N0 ceMeHaTa
B criyuait ye mpenaparute ca IpeHA3HAueHM 33 TPETMPAHE HA CeMEHa, PaslpenesieHNeTo ¥ NPUIIENBAHETO ce MPOyuBaT i

IIOKJIAfIBaT; 10 OTHOLIEHNME Ha pa3mpeliefieHeTo ToBa cTaBa B choTBeTcTBUe ¢ MeToga MT 175 na CIPAC.

006o0uIeHNe ¥ OLleHKa Ha TaHHMTe, NpecTaBeHy ChITIaCHO Touku 2.1 — 2.9
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HAHHM 3A TIPUJIATAHETO

IMpeneunena o6nact Ha ynorpe6a

ChllecTByBalIaTa ¥ MpEIIOXKeHaTa OONMACT() Ha yrnoTpe0a Ha Mpenapaty, ChIbPXKAIIM MUKPOOPrAHM3MA, CE MOCOYBA
MeXIIy:

— IpPUWIOXEHME HA TONIETO, HAIIPUMEpP B 3eMEIENMeTo, TPaMHAPCTBOTO, JIECOBBICTBOTO M JI03aPCTBOTO,
— 3alMTeHy KyNTypy (Hamp. B OpaH:Kepun),

— PACTMTEITHOCT B MECTA 3a OTIUX,

— 06op6a ¢ mesenmTe B HeOOPAGOTBAHM IUIOLLIM,

— TIpajyMHAPCTBO,

— CTAilHU pacTeHus,

— MpOIYKTH B CKIIAT0BE,

— Jpyro (ma ce mocoum).

Hauun Ha nevicTBue

[TocouBa ce HAYMHBT, 1O KOMTO MOXKE [1a e OChLIeCTBY aGCOpOMPAHETO HA NIPOIYKTA (HAIP. Ype3 KOHTAaKT, IIPe3 CTOMAxa,
TPy BIMIIBAHE) JUIM HEHCTBIMETO 3a KOHTPON HA BEIHUTE OPIaHM3MM ((YHIUTOKCUUHO, GYHIMCTATIYHO HeNCTBUE, KOHKY-
PEHIVS 3a XPaHUTENTHNM BEIIECTBA, M MIP.).

Tlocousa ce JamyM aKTMBHOTO BEMIECTBO Ce MpeHacs B pacTeHMsATa M, KOTaTo e MPUIOKMMO, MHamy MPEeHOCHT e Ipe3
anonsacta, npe3 CMMIUIACTA, WM M JIBETe.

MompoGHocTy 3a mpenBuKIaHaTa ymorpeGa

YTOUHSBAT ce MOTPOOHOCTHTE 33 MPENBUXKNAHATA YNMOTpeOa, HAMp. CPElly KAKBU BIMIOBE BPEOHM OPraHM3MM Ce MPIUIIAra

VI[UI KaKBY PACTEHISI IV PACTUTETTHY TMPOIYKTH MPENa3sa.

[Tocousat ce u VHTEPBATINTE MEXKNIY NpuiaraHuATa Ha NMPOAYKTa 3a paCTUTEIIHA 3allunTa, KONTO CbIbpKa MUKpPOOPraHm3ma u
XUMMYECKNTE NECTULMIN, WIIN €€ NPEICTaBd CIUCHK € aKTUBHUTE BEMIECTBA HA XMMUYECKN NPOIYKTU 3d PACTUTEIIHA 3alINUTa,
KOUTO a HE C€ M3IOJI3BAT BbPXY €IHA M CbllA KYJITypa 3a€JHO CbC ChIAbp2KallVsl MUKPOOPraHM3MU MPOLYKT 3a pacTUTEIIHA
3amura.

Ho3a Ha mpuiaraHe
3a BCeKM METOI Ha NpUIIAraHe M 3a BCSKA ymoTpeba ce MOCOYBA KOMMUECTBOTO Ha MpHMIIaraHe 3a Tpetmpana emmimia (ha,

m,, m;) B g, kg wmm | or mpemapara, a 3a MUKpOOPraHM3Ma — B CHOTBETHN CIMHMLIL

[punaranute KomyuecTsa 0OMKHOBEHO ce u3passisat B g i kg/ha mmn B kg/m;, a kbaero e nogxomsio, B g win kg/tox;
33 OpaHXKEPUUTE U [OMALIHNUTE TPAIMHU [PUIIAraHUTe KONnuecTsa ce mocousar B ¢ wm kg/100 m, wm B g win kg/ms.

ChbpKaHue Ha MUKPOOPIaHM3Ma B M3MO3BaHMS MaTepual (Hamp. B pa3TBOpa 3a MPbCKaHe, MPUMAMKUTe MIIU
TPETHUPAHUTE CeMeHa)

CBHIIbpKAHMETO HA MUKPOOPTAHM3MA Ce JOKIAIBA, KAKTO € MOIXOMSIO, B Gpoit akTmBHM emmumim/ml win g, wmi apyra
TIOIXONSIIA eIMHNIIA.

Meron Ha npuiarase

TTpemokeHNIT MeTOI Ha MpUIIaraHe ce OMMCBA M3LIIO, KaTO Ce YKa3Ba BUIBT 00OpyIBaHe, KOETO CIIelBa [a ce M3MON3Ba,
aKO JIMa TAKOBA, KAKTO U BUMIBT ¥ KOJIMUECTBOTO PA3TBOPUTENI, KOWTO CIeBa [a Ce M3MON3BA HA eVMHMIA IUIONL MM O0eM.
Bpoit u rpaduk Ha mpUIAraHMATa M MPOXBIDKUTEHOCT HA 3aIUTATA

HOKH&]]BS. C€ MaKCUMAJIHUAT 6p0]7[ npuinaraHust U TEXHUAT l'pa(l)I/IK. Korato e YMECTHO, €€ II0COUBAT (1)83]/[Te Ha pacTex Ha
3allMTaBaHUTE KYITYpy VM pacTeHUs M CTaIMNUTE Ha Pa3sBUTHE Ha BPEOUTEINTE. Hp]/[ BB3MOXKHOCT 1 H€06XOIII/IMOCT ce
YTOUHABA MHTEPBAIIBT B THM MEXMIY IpWIaraHyATa Ha IIpernapara.

ITocoua ce MPOIBIKUTENHOCTTA Ha 3AlIMTAaTa, OCUTYpeHa OT IpENapara, 3a BCSKO NPWUIIAraHe M 33 MakCHMaHus Opoit
TIPUIIATaHMS.
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HeoGxommmu mepuomy Ha M3YaKBaHe MIM JAPYTM NpeNa3sHM MePKH, 3a Ja ce M30erHatr (UTONATOreHHO
BB3[IEICTBUE BBPXY CIeIBAUIM KyITypu

Korato e ymecTHo, ce NMOCOUBAT MMHMMAJIHUTE NEPMONM HAa M3YaKBaHe MEXMy MOCIIENHOTO IpuUIaraHe M 3acsBaHe WM
pascaxiaHe Ha CIeIBALY KY/ITYpH, KOUTO ca HEOOXOMMMI, 33 Jia ce M30erHe PUTONMATOTEHHO BB3[IEICTBIE BHPXY CIIECHBALLM
KyJITypH, KaTo Te NMPOM3TUMYaT OT JaHHUTE, MPEJOCTaBeHM ChITIACHO pasfien 6, Touka 6.6.

TMocousar ce orpaHMueHMATa B u360pa Ha CICNBALM KYNTypH, KOTATO MMa TaKMBA.

Tpemioxenn ykasaHusi 3a ynorpeba

TlpenocTassT ce NpeIOKEHNTe YKA3aHUA 3a YHOTpeOa HA Ipenapara, KOMTO MOMJIEXAT Ha OTICYATBAHE HA €TUKETH U B
Gpouuypu.

HOOMBITHUTEITHA UHOOPMALIMSA 3A TPOOYKTA 3A PACTUTEITHA 3ALLIUTA

OnakoBKa M CbBMECTUMOCT Ha NpeNapaTa ¢ NMPeIOKeHUTe MaTEPUaIM 32 ONAKOBKa

i) TlompoGHO ce ommcBa MpelBMIEHATA 33 M3IION3BAHE ONAKOBKA, KATO Ce MOCOYBAT CIIEIMOUKALMNATE HA M3MOIM3BAHNUTE
MaTepuany, HauMHBT Ha M3pabOTBaHE (HAmp. eKCTPYNMpaHe, 3aBapsiBaHe M T.H.), pasMep M BMECTUMOCT, neGennHa Ha
CTEHMTE, pasMep Ha OTBOpA, BMA HA 3aTBapsHero M IuloMOure. ONAKOBKAaTa € IPOEKTUPAHA B CHOTBETCTBME C
KpUTEpUMTE M HACOKUTE omucanu B ,Hacoku 3a onakosku Ha mectvmmn® Ha DAO.

—
=

Ompepens ce u ce DOKNafBa ChOTBETCTBUETO HA ONAKOBKATa, BKIIIOUMTEIHO YCTPOJCTBATA 3a 3aTBApAHE, IO OTHOLICHNE
HA 3UPAaBMHATA, HEMPOMYCKIMBOCTTA, YCTOMUYMBOCTTA HPU HOPMATHO TPAHCHIOPTMPaHe M GOpaBeHe B CHOTBETCTBUE C
meromute ADR 3552, 3553, 3560, 3554, 3555, 3556, 3558 wmm cpotserHute Metomm ADR 3a cpemHoronemn
KOHTEiHepY 3a MaTepyany B HACUIIHO ChCTOSHME U, KOTaTO Ce U3MCKBA YCTPOICTBO 3a 3aTBapsHe, KOETO He MOXe fa ce
OTBaps OT fela, B ChOTBETCTBME ChC cTaHmapT ISO 8317.

YCTOIYMBOCTTA HA OMAKOBBYHMS MATepuan CIpsMO CHIBPKAHMETO Ce HOKIIANBa B CHOTBETCTBHE ¢ MOHOrpadust Ne 17
Ha GIFAP.

iii

Mpouenypu 3a mouncrsaHe Ha obGopymBaHeTO 3a MpuIaraHe

[poueaypute 3a mouncrsaHe Ha 00OPYNBAHETO 3a NpUIIaraHe ¥ 3alMTHOTO OOJIEKIIO ce omucBar nompobHo. Ompenens ce
eeKTMBHOCTTA Ha MPOLEypHUTe HA [OYMCTBAHE, KATO HAIPUMEp CE M3ION3BAT OMONOIMYHM VBIMTBAHMS M Ce JOKITABAT
pesyrnrarure.

HBPMOHM Ha MOBTOPHO BIIM3aHe, H€06XOJIMMI/I nepuonu Ha M34YaKBaHe M IPYTM NMpennasHu MEepKH, 3a 3aluTa Ha
Xoparta, CeJICKOCTOIIaHCKUTE 2KMBOTHU M OKOJIHATa cpena

Tpenocrasenara uHpopmaums Tps6Ba a MPOU3TMYA OT NPETOCTABEHNUTE 32 MUKPOOPraHM3Ma (MUKPOOPraHM3MITE) TaHHU U
Ila e MOfKperneHa OT TAX, KAKTO M OT JaHHWUTE, NPEJOCTABEHM CBINIACHO paspenu 7 u 8.

i) Korato e mpmioxmmo, ce mOCOYBAT CPOKOBETE TPy MPUOMpaHe Ha PEKONTATA, MEPHOMMTE MPEy MOBTOPHO BIM3AHE
WIM TIEPUOIMTE HA 3aIbpXKaHe, HEOOXOMMMM 3a HAMAJIsIBAHE 1O MUHMMYM HA OCTATBUHMTE BELIECTBA B KYITYpUTE,
pacTeHysTa M PAacTUTEIHUTE IPOLYKTM MM BHPXY TAX WIM B TPETUPAHMUTE Y4acTBUM WIIM IIPOCTPAHCTBA C OITIEH
TpefinassaHe Ha 4YOBeKa, XKMBOTHUTE, HAMp.:

— Cpok mpemu mpuGMpaHe Ha PeKOMTaTa (B [HM) 3a BCIKA ChOTBETHA KyNTypa,
— IEpUOIbT NPENyt MOBTOPHO BIM3aHe (B IHM) HA JOOMTBKA B MACOMIIHMTE PaiioHM,

— TNepMOTBT Ha TOBTOPHO BIM3aHe (B YacoBe WIM JHM) HAa XOpa MNPy TPETMPAHWTe KyNTypu, CIpamu Iiu
IIPOCTPAHCTBa,

— IIepUOIObT Ha 3aIbpXaHe (B HHI/[) 3a XpaHM 3a KMBOTHY,
— NEepuoIOpT Ha U3YaKBaHE (B [IHI/I) MeXMy NpuiaraHeTo Win 60paBeH€TO C TpeTupaHu NpOHdyKTHU.

Korato e H€06X0]1MMO, KaTo C€ B3€MaT IpeaBud pE3YyITaTUTE OT MBIUTBAHMA, C€ IPENOCTaBs ]/[H(])OpMaLII/[H 3a BCUYKN
KOHKPETHU 3E€MEIENCKN U (l)I/ITOC&HI/ITapHVI ycnosus MM yCIIOBMA Ha OKOIIHAaTa Cpela, TP KOWUTO IpernapaTrpT MOXKe
M HEe MOXKe [Ja 61)}16 JU3IIOJI3BAH.

—
=

l'lpenopmlwrenﬂu METOOU U IpennasHu MEpKu 3a: 6opaBeHe, CbXpaHEHUE, TPAHCIOPT MIIM NpPU MoXKap

TlpenoctaBsaT ce MpEMOPHUMTENIHUTE METOMM ¥ MpENNa3HuTe MepKM 3a Mpolemypy 3a OopaseHe (B mompoOHOCTH), 3a
CHXPaHEHMETO Ha MPOIYKTH 33 PACTUTEIHA 3AIINTA B CKIANOBE VIV OT OTHENTHIS MOTPEONTEN, 3a TSXHOTO TPAHCIOPTUPAHE
M B Clydail Ha moxap. [IpemocTassi ce, KOTaTo € yMECTHO, M MHQOPMALULS 33 NMPOMYKTHTE, OTHENSLIM Ce TPU M3rapsike.
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YTOuHsIBaT ce Bb3MOXKHUTE pucKOBE ¥ METOOUTE M MPOLEHYPUTE 38 HaMalIIBaHE OO MMHVMYM Ha Bb3MOZKHOCTTA 3a IIOSIBA Ha
OITIACHOCT. Hpe]]OCTaB}IT Ce Ipouenypu 3a NnpenoTBpaTABaHe MM CBEXKMAaHE 10 MVHVMMYM Ha T€HEPUPAHETO Ha OTIIAIBLIV VN
OCTaThL.

Korato e ymectHo, ce npasyu oueHka B cporerctsue ¢ ISO TR 9122.

[TocouBar ce eCTeCTBOTO 1 XapaKTepUCTUKUTE HA MPEITIOKEHUTE 3ALMTHO 06NeKio 1 obopyasaHe. [IpencraeHnTe TaHHM ca
JIOCTAThYHM, 34 [a CC HAIPABU OLCHKA Ha CTAOMIHOCTTA U epUKACHOCTTA NPV IPAKTHYECKU YCIOBMS Ha ynorpeba (Hamp. B
TIOJIETO WIIM B OpaHXKepusi).

Mepku B ciryvaii Ha 370I0TyKa

B cryuait Ha 3momonyka Mo BpeMe Ha TPAHCIIOPT, CBXPAHEHME MIM YIOTPeba ce MOCOYBAT MOMPOOHO NMPOLETypPHUTE, KOUTO
TpsibBa [1a ObIAT CMa3BaHM, KOMTO OOXBALLAT:

— OBJa/sBAHE HA Pa3IMBHY,

— o0e33apassBaHe HA OTKPUTM IJIOLIM, TPAHCIIOPTHU CPEICTBA M CTPAfH,

— YHUIIOXABaHe HA TMOBPEIECHM ONAKOBKM, ajicOPOEHTU M IPYTM MaTepuaii,

— TpeAna3BaHe Ha aBapMITHNTE eKMIN ¥ CITyYaiiHUTe JINIA,

— MepKM 3a ITbpBa TOMOILL,

IMpowuenypu 3a yHuiroxapane 1 00e3BpexIaHe Ha MPOAYKTA 33 PACTUTEITHA 3ALINTA M ONAKOBKNTE, U3MOI3BAHU
3a Hero

PaspabotBar ce mpoueoypu 3a yHMIIOXABAHe ¥ 0Oe3BpexIaHe, KAKTO HA MANKy KOMMYeCTBA (32 OTHENHMs mOTpebuTer),
Taka ¥ Ha royemu Komrdectsa (B ckiap). Ilpouemypure Tps6pa ga ObaT ChbBMECTHMM C [EJICTBAINNMTE Pa3nopendy BB
BPB3KA C YHMIIOKABAHETO HA OTHATBLM M TOKCUYHM OTHATbUM. [IPEIoKeHnTe HAUMHM 33 YHUMINOKaBaHe TPsOBa a Obuar
0e3 HENPUEMIMBO BbB3IEHCTBME BbPXY OKONHATA Cpeda M N4 Ca BbB BB3MOXKHO HAll-BMCOKA CTelleH MKOHOMMYECKM
e(QeKTMBHM ¥ MPAKTHYECKN OCBIUIECTBIMIL

Konmponuparno uszapane

B MHOrO Ciyyau NpEQNOYMTAHMST WIM CIMHCTBEHMST HAuMH 3a GE30IACHO YHMIIOXABAHE HA NPOIYKTM 3a PACTMTEIHA
3aLINTA, Y NO-CIELUATHO Ha KOGOPMYITAHTHTE, KOUTO Ce ChIbPKAT B TSX, HA 3paseHN MaTepuaiy MM 3apaseHy ONAaKOBKU
€ upe3 KOHTPOIMPAHO M3rapsHe B OIOOPEH MHCHHEPATOP.

3asBUTEIAT € IUThXKeH Ja NPECTaBy NMOAPOOHM yKa3aHus 3a 0€30NaCHO YHMINOXKABAHE.

Tpyeu

Korato mma IMpeuioxeHy OPYrM METOMM 34 YHUIIOXKABAHE HA MPOIYKTM 34 PAcCTUTENHA 3alUMTA, ONAKOBKM M 3aMbpCEHU
Matepuany, Te ce OMMCBAT NONPOOHO. 3a Te3u METONM Ce IPENCTABST [AHHN, 3a [1a Ce YCTAHOBM TSXHATA e)eKTUBHOCT 1
6e30MacHOCT.

AHAJINTUYHU METOOU
BobBenenne

PaBHOp€H6MT€ Ha HaCTOALIMAT pasienn 06XBallIaT €OMHCTBEHO aHAJIMTUYHUTE METOOMN, H€O6XOHI/IMI/[ 3a LENNTE Ha KOHTPOJIA 1
Ha6HlO]1€HI/I€T0 Cller perncrpanms.

HOKOHKOTO € Bb3MOXKHO, € 2K€IIaTeJIHO MPOOYKTUTE 3a PAaCTUTEIIHA 3alllUTa da 6’[)]13.T Ge3 3aMBPCUTEITIN. Hwusoto Ha pjomyc-
TUMUTE 3aMBPCUTENIN €€ TNPEHEHABA OT KOMIETEHTHMS OpraH OT ITIE[IHa TOUKAa Ha OLIEHKAa Ha pucKa.

3aABUTENAT OCHUIECTBABA HENPEKbCHAT KAYECTBEH KOHTPOII Ha NMPOM3BOACTBOTO M Ha MpofyKTa. [Ipemoctapar ce Kpurepuute
3a KauecTBO Ha ITPOJIyKTa.

[lo oTHOLICHNME HA AHAIUTUYHUTE METOIM, M3MON3BAHY 3a MONlyYaBaHE Ha [AHHM, M3UCKBAHM OT HACTOSIIVS PEITIAMEHT, I
3a [pyrM LEM, 3asiBUTEIAT NpENcTaBs OOOCHOBKA HA M3IMO3BAHMS METOIL KOraTo ¢ HeOOXOMMMO, 3a Te3M METOmM Ce
pa3pabOTBAT OTHENHM HACOKM, KOMTO CE OCHOBABAT HA CHUIITC M3UCKBAHMS, HA KOMTO Ce OCHOBABAT M METOIMTE 33
KOHTPOIT 1 HAOIIONEHNE CIIEH PErUCTpaLs.

TlpencTasst ce OIMMCAHME HA METOIMTE C BKIIIOYCHM IOIPOOHOCTM 3a M3ION3BAHMTE OOOpYNBAHE, MATEPUAIM M YCIIOBHSL
Hoxnagsa ce NpUIOKMMOCTTa Ha chbiuectsysammre Metonu Ha CIPAC.

TOKOIIKOTO € MPAKTUYHO, Te3U METOIM V3ION3BAT HAi-IIPOCT MOJIXOM, BKIIOUYBAT MMHMMAHY Pa3sXOM U M3MCKBAT OOLIO-
IIOCTBITHO 00OpYyIBaHE.
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[lo oTHOILIEHMe HA HACTOSIIVIS pasmen ce npuiara ClIegHOTO:

OHeuncTBaHus, MeTabonmuTH, chluecTBeHM MeTabomuty, | Kakrto e onpepeneHo B Permament (EC) Ne 1107/2009.
OCTaThbYHY BeIECTBA

ChlecTBEHM OHEUNCTBAHUA OHeuucTBanuATa, ONpeneNeHn No-Tope, KOUTO Ca M3TOYHMK
Ha ONACHOCT 3a 3[paBeTO HAa YOBEKA MIIM HA XKMUBOTHUTE
V[WIM 32 OKOJIHATA CpefIa.

[pu moMcKBaHe ce MPEACTABST CIEAHUTE IPOOM:

i) mpobu ot mpemapara;

ii) mpoOm OT MMKpOOpraHM3Ma TaKbB, KAKbBTO € IIPOM3BENCH;
ili) aHAMUTUYHM CTAHNAPTM HA UMCTUS MMUKPOOPTaHU3bM;

iV) AHAJIMTUYHU CTAaHOAPTM Ha ChIIECTBEHUTE MeTa0OoNmUTH U BCUYKI Opyrn CbCTaBKM, BKIIIOYCHU B OIPEHOEIICHUETO 3a
OCTaTbYHM BEIIECTBA;

V) Hp06]/l Ha €TAaJIOHHM BEIIECTBA 3a CHIIECTBEHUTE OHECUMCTBAHMS, KOraTO TAaKMBa Ca HAJIIMYHN.

MeTtonm 3a aHanu3 Ha npenapara

— HpeHOCTaBHT ce MeTon 3a I/I]IeHTI/I(])]/[KaII]/[HTa 1 OIpeneNIAHETO Ha ChIbP2KAHMETO HA MMKPOOpraHusma B IIperapara,
KOUTO TpﬂéBa Ia ca OMUCAaHM HaIbIHO. B cnyl{aix ue INpenaparpT CbIbpxkKa IOBEYE OT €IMH MUKPOOPIaHU3BM, C€
MPENoCTaBAT METOOM, KOMTO Ca B CbCTOSAHME HA ONPENEAT CbIbPKAHMETO HAa BCEKM OT TAX.

— Meronu 3a ocurypsisaHe Ha PeloBeH KOHTPOII BbPXY KpaifHMs IIPOIYKT (IIpenapar), ¢ KOUTO Jia ce [OKaxe, ue B Hero He
ce ChObpKAT APYrM OPIaHM3MM OCBEH MOCOYEHMTE, M [a Ce YCTAHOBM HEroBaTa eIHOPOHHOCT.

— MerTomy 3a MUEHTUUKALMS HA 3aMbPCSABALIATE MUKPOOPrAHM3MI B IIpENAparTa.
— MeTomy, M3MON3BAHM 3a OIpENeNIssHe Ha CTAaOMITHOCTTA NPM ChXPAHEHME M CPOKA Ha TOMHOCT Ha INpernapara.

Metonu 3a omnpenensiHe ¥ U3MepBaHe Ha OCTAaTbUHM BeLIECTBa

[IpegocTaBsAT ce aHAIMTUYHMTE METOIM 3a OMNpeHelsiHe Ha OCTaThUHM BELIeCTBA, ompereseHn B uyact b, Touka 4.2 or
npuoxennero kbM Permament (EC) Ne 283/2013, ocseH ako He Gbie 060CHOBAHO, Ye MHPOPMALWATA, NPEIOCTABEHA
Beye B CHOTBETCTBME C M3UCKBAHMSITa Ha vact b, Touka 4.2 or mpunoxenuero kbM Permament (EC) Ne 283/2013, e
IOCTATHYHA.

IAHHU 3A EQUKACHOCTTA
O6uM naHHu

[IpenocTaBeHNTe JaHHYM Ca DOCTATBYHM, 3a [ Ce NO3BOJIM M3BBPLIBAHETO HA OLEHKA HA IIPOIYKTA 3a PAacTUTENHA 3allUTa.
[To-crienyanHo, Bb3MOXKHO € []a Ce OLIEHM eCTeCTBOTO M CTElleHTa Ha I0JI3UTe, NPOM3IM3ALLMA OT yroTpebara Ha Iperapara, B
Cllyyail ye MMa TaKuBa, B CPABHEHNME C IOOXOMSUIM ETATIOHHM IPOLYKTM M IPAaroBe Ha BPEIHOCT, M [a Ce OMpENessiT
ycioBusTa 3a yrorpe6a.

BpO}IT Ha ONUTUTE, KOUTO Tp}16Ba [1a ce M3BbpLIAT M HOKIIA[IBAT, OTpa3sBa (])aKTOpI/[ KaTto CTEINEHTA, MO KOATO Ca IMO3HATU
CBOJICTBaTa Ha ChIbpXKaIlNUTE C€ B NPOOYKTa AKTVBHM BEIIECTBA, [Malla30HAa Ha BB3HMKBAIUUTE BBHHIIHM YCIIOBUA, BKIIIO-
UNTEITHO IPOMEHIIMBOCTTA BbB (I)I/ITOCEIHI/ITapHVITe yC1oBud, KIIMMATUUHUTE pasinuus, pasiiMuHUTE 3EMEICIICKN ITPaKTUKM,
€[0HAKBOCTTAa Ha KYITypuUT€, HaUMHBT Ha IpuilaraHe, ByUOa Ha BPEIHNMSA OPraHM3bM M BU[Ad Ha IIPOHYKTA 3a pacTUTEIIHA
3almra.

HOHY‘{&B&T C€ I C€ NMPENOCTAaBAT NOCTaTPYHO HAHHU, KOUTO Ha MOTBBPHAT, Y€ ONPENEIICHUTE XapaKTEPUCTUKIN Ha IPOMYyKTa
BaXar 3a PErMOHUTE M 3a [MaIla30Ha OT YCIIOBMSA, KOMTO € BEPOATHO Ia BB3HMKHAT B CbOTBETHUTE PEIVIOHM, 33 KOUTO C€
npenoppuBa MPOOYKTHT Ha BIIE3€ B yHOTpC6a. Korato mamen 3asiuten TBbpOM, Y€ HE Ca H€06XO[I]/[M]/[ MBIUTBAHNA B €IMH
VM TIOBeY€ OT IPEIJIaraHNUTE PETVIOHM, 3alIOTO YCIIOBMATA B TAX Ca CXOHHM C T€3U B IPYIM PETVIOHM, B KOUTO Ca IIPOBENEHN
MBIUTBAHUSA, 3aABUTEIAT Tp;161;a T1a MouKpeny TBbPOEHMETO CU C MOKYMEHTAITHO MOKA3aTEIICTBO 3a CXOICTBOTO B YCIIOBMATA.

3a [1a OBIAT OLEHEHN Ce30HHUTE Pa3/u4is, KOTaTo MMa TAKWBA, Ce TOTYYaBaT M IPETOCTABST HOCTATBYHO MAHHM, KOUTO [a
TNOTBBPIAT NEACTBMETO HA MPOMYKTa 3a PAacTUTEIHA 3alllTa BbB BCEKM PAsIMyeH B 3eMEENICKO M KIMMATUYHO OTHOUIEHME
PeIVoH ¥ 3a BCSKA OTHETHA KOMOMHALNS KyITypa (Win CTOKa)/BpemeH opranmsbM. OOMKHOBEHO ce TOKIATBAT OMMTHTE 33
ompeensiHe Ha epeKTHBHOCTTA MIM (QUTOTOKCHUHOCTTA, KOTATO € YMECTHO, NPe3 Haii-MalKo [BA BETETALIMOHHI MEpHOMA.
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AKO criopen 3asBUTENS OIMTUTE, M3BbPLICHN IIPe3 MbPBUA BETETALMOHEH IEpUOM, MOTBLPXKIABAT IO MOIXOMNSAIL HAuMH
BaJIMAHOCTTA HA TBBPIEHMATA, HAIPABEHM Bb3 OCHOBA HA €KCTPAIONALMsA Ha Pe3ynTaTUTe OT U3LMTBAHMA C OPYTU KYITypH,
CTOKM MM OOCTAHOBKM WM OT M3NMTBAHMATA HA CXOIHM BbB BMCOKA CTENCH IPENApAaTH, 3ASBUTCIAT IPEIOCTaBS
NpUEMITMBA 33 KOMIICTEHTHUSI OpraH 0GOCHOBKA 3a JIMICATa Ha HeOOXOMMMOCT OT M3BbpIIBAHE HA OMMUTH TPe3 BTOPUS
BereTaloHeH nepnof. O6patHo, B CIydanTe, KOraTo OPAMM KIMMATUUHNUTE M GUTOCAHUTAPHUTE YCIOBMS VI IO IPYTH
IPUYMHY TPUIOOUTHTE TAHHY TIPe3 JalleH BETeTalMOHEH Nepyoll MMAT OTPAHMYCHA CTOMHOCT 33 OLCHKATA Ha IEJICTBUETO HA
TPOIyKTa, Ce M3BBPIIBAT M [OK/IA[BAT ONMTY IIPe3 Ollle edMH WIIM MOBeye BEreTalyOHHM MePUOMIU.

IIpenBapuTenHy M3NUTBAHUS

[To nckaHe Ha KOMIETEHTHMS OpraH ce IpenoCcTaBsAT 0606H13B3HH/[ HOOKJIaaN 3a M3BBPIICHUTE IIPENBAPUTETIHA MU3NNTBAHNS,
BKITIOUMTEITHO 3a M3CIIEOBaHMA B OpaHXEpuM M IIONIEBM M3CIIENBaHMNA, IOCITYXKWIM 3a OLECHSABAaHE Ha Guornornyxara
AKTUBHOCT 1 OIpEfeiiAHe Ha o0xBaTa Ha JIo3MpaHe Ha IPOMYKTA 3a paCTUTEIIHA 3all)Ta M Ha aKTMBHOTO BCIIICCTBO/BCIIIeCTBa,
KOUTO TOV ChIbpKa. Te3n moxmnamm NPENOCTaBAT HOMBIHUTEITHA VIH(l)OpMaHI/IH Ha KOMIIETEHTHMA OpraH Ipy U3BbpLIBAHATA
OT HEro OII€HKAa Ha IPOMYKTa 3a PaCTUTEIIHA 3allluTa. Korato Tazm I/IH(l)OpMaIH/IF[ HE € NpeocTaBeHa, €€ NaBa 000CHOBKa 32
TOBa, KOATO Ha € IpUEeMIINBa 33 KOMIIETEHTHUSA OpraH.

VsnurBane Ha eduracHOCTTA
uE/l Ha usnumeadsugama.

Ypes manmuTBaHMATA Ce NPENOCTABAT [AOCTATHYHO HAHHM, KOMTO IO3BOIABAT M3BbPUIBAHETO HA OLEHKA HA DaBHMILETO,
TIPOIBIIKMUTENIHOCTTA ¥ €IHAKBOCTTA HA KOHTPOJIHOTO WM 3AIUMTHOTO Bb3HEACTBME MM NIPYTUTE IPENBUXIAHM BUIOBE
BB3JICCTBME HA MPOMIYKTA 3a PacTUTENIHA 3AIMTa B CPABHEHME C MOAXOMAUIM €TalOHHM MPOIYKTH, KOTaTO TAKMBA ChILECT-
ByBaT.

Ycnosud Ha usnumeaxemo

OGMKHOBEHO TIPU ONKUT C NajleH MNPOIYKT ce paboTH C TPU ChCTABKM: M3MUTBAH IPOMYKT, ETAIOHEH MPOIYKT M HETPETHPaHA
KOHTpOITHa Npoba.

TericTBMeTO Ha MPOMyKTa 33 PACTUTENHA 3allMTa CE IIPOYUBA B CPAaBHEHME C MOIXOMAIIN ETATIOHHM NPOIYKTH, KOraTo TaKMBa
ChlleCTByBaT. [TOIXOMANI eTalloHeH MpOIYKT O3HauaBa paspelleH MPOIYKT 3a PAacTUTENHA 3allUTa, KOWTO € MpOSIBUIT
3aJJOBOJIMTENIHA CTENeH HA [E/CTBUE B NMPAKTMKATA MPU (QUTOCAHMTAPHUTE M 3eMEIENICKUTE YCIOBUS, KAKTO M YCIOBMSITA
(BKITIOUMTETHO KIMMATMYHI) HA OKOJIHATA Cpelia B ajioHa Ha NpelioxKeHara ynorpeba. B obums ciyuait Bugbt dopmy-
JaLys, BULOBETE BB3EHCTBYC BbPXY BPENHUTE OPTaHM3MM, PAOOTHMST OOXBAT 1M METOIbT HA NpWIAraHe Ha €TATIOHHMS
IIPOIYKT Ca CXOAHM C Te3M Ha M3MUTBAHMs MPOAYKT 3a PAacTUTEIHA 3alliTa.

[IponykTyTe 3a PaCTUTENIHA 3AIMTA C€ M3IUTBAT NPU YCIOBMS, NPU KOMTO € HAONMIONABAHO NPUCHCTBUE HA NPULETHMS
BpECH OPTaHM3bM B KOHLEHTPALMS, NPY KOATO TON NPUUMHSABA MM € WM3BECTHO, ue NPUUNMHSABA HeOIAronpusTHO
Bh3LCICTBME (BBPXY HOOMBA, KAauyecTBOTO, TeKylaTa Ieyan6a) BbPXY HE3AIMTEHA KyNTypa WM PAiloH WM BbPXY
pacTeHMsi MIM DACTUTENIHM TPOMYKTH, KOMTO He €a TPeTMPaHu WM NIPU KOMTO € OTKPUTO HPUCHCTBME HA BPEIHMS
OpraHM3bM B TAKaBa KOHILCHTPALWS, NIPM KOSTO MOXe 13 ObIe HANpaBeHa OLEHKA HA MPOIYKTA 3a PACTMTENHA 3alNTA.

Onurute ¢ uen C'I)6I/IpaH€ Ha JJaHHM 3a INPOAYKTM 3a pPACTUTEIIHA 3alUTA 32 KOHTPOJI Ha BPEOHU OPraHM3MU I10Ka3BaT
PaBHUILETO Ha KOHTPOJI Ha BBIIPOCHMS BUI BPEIHM OPraHM3My MM Ha BUOOBE, IIPEICTABUTEITHU 3a Ipylny OT BMIOBE, 3a
KOuUTO €€ TBbpHOM, Y€ IOINANAT I10H HeJiCTBMETO HA NameH MpOHyKT. Onuture 06XB&HI3T pasim4Hure (1)3.31/[ Ha pacTexa oT
KM3HEHMS LMKDBIT Ha BPEIHUTE BMIOBE OpraHM3MM, KOIdTO TOBA € OT 3HAUECHME, U PAIMYHUTE ILAMOBE WIIM pacu Ha TE3U
BUIIOBE, KOIATO MMa BEPOATHOCT IIOCIIEOHUTE Oa IIPOSIBAT pasiMUHM CTEIEHN Ha YYBCTBUTEITHOCT KbM IIPOIOYKTa.

[lo CXOHeH HAuMH OMMTUTE C LN ChOMpaHe Ha NAHHM 3a NPOIYKTM 3a PAacTMTENHA 3AIINTA, KOUTO €A PEryIaTopu Ha
pacTexa Ha pacTeHMSATA, IIOKA3BaT PABHMIIETO Ha BB3JC/CTBUE BbPXY BUIOBETE, KOMTO lie OBIAT TPETUPAHM, U BKIIOUBAT
TpOyYBAHE HA PA3IMUMATA B PEaKIMATA CIPSAMO MPOIYKTA MOCPEICTBOM IPEICTABUTENIHA NPOOA OT KPbra OT COPTOBE, 3a
KOUTO € MpPEUIoKeHa yrmoTpebara My.

C oren Ha M3SCHSBaHe Ha Bpb3KaTa MEXIYy [103a M peakuus, OO3UPOBKU B I10-MAJIKO OT NPENOPHUAHOTO KOJIMYECTBO CE
BKJIIOYBAT B HAKOM OT OIUTUTE, 3a HOa 61)]16 BBb3MOXKHO [1a €€ OLEHM HaM IperopbyaHaTa [103MPOBKa € MUHUMAITHO
H€06X0]1MMaTa 3a IIOCTUTaHe Ha KeNTaHOTO Bb3MEICTBIeE.

HpO]I’bH)KI/[TCHHOCTTa Ha BB3MIENCTBUETO OT TPETUPAHETO C€ MPOY4UBa BbB BPB3Ka C KOHTPOJIA HAal IMPULEITHNA OPraHu3bM
WM Bb3MENCTBUETO BBPXY TPETUPAHUTE PACTEHMA WM PACTUTEIIHU TPOOYKTM, B 3aBUCUMOCT OT CIIydas. Korato ce
NpenoppuBa MoBeue OT €OHO IpUIaraHe Ha IPOMAYKTa, CE€ MOKIIAABAT OINUTUTE, Bb3 OCHOBA Ha KOUTO € yCTAaHOBEHA ITPOMBII-
KUTEITHOCTTAa Ha BB3MENCTBUETO OT npuiiaraHeTo, HCO6XO]1]/[M]/[5{T 6p0]7[ npuiaraHus M 2KE€JIaHnUTE MHTEPBAIIM MEXIYy TAX.

TIpenicrasT ce OKA3ATEIICTBA, Ue C NPENopbYaHaTa 103, TpadyK M METOIl Ha IpVUIaraHe Ha MpOIYKTa Ce MOCTUTA ajleKBaTeH
KOHTPOJ ¥ 3alMTA WM KeAHOTO Bh3LEHCTBIE Iy 00XBaTa OT OOGCTOSTENCTBA, B KOMTO € BEPOSITHO NPORYKTHT Ha Ce
ynorpe0siBa Ha IPAKTHKA.

OcBeH aKO HsIMA SICHJ NPU3HALUL, Y€ He € BEPOSTHO MEFCTBMETO HA NMPOIYKTA 33 PACTUTENHA 3alyTa Ia Gble MOBMUSHO B
3HAYMTETTHA CTENEH OT (PaKTOPHM OT OKOJHATA CPela, KATO TEMIIepaTypa MIM IIbKI, Ce M3BHPIIBA IPOYUBAHE HA BB3Meli-
CTBMCTO HA TakyBa (aKTOpM BBPXY HEICTBMETO HA IPONYKTA, [O-CICLMATIHO, KOTATO € W3BECTHO, Ye MElCTBUETO Ha
XMMMYECKN CXOMHM MPOAYKTM Ce MOBIMsBA 1O TaKbB HAuMH, M Ce IOK/IafBaT pe3ynTaTuTe OT TOBA MPOYYBaHe.



3.4.2013r.

OduimaneH BecTHNK Ha EBponeiickns cpro3

L 93/145

6.3.

6.4.

6.4.1.

Koraro 3asieHysTa, ChIbpKaIM NPETOKEHNE 33 eTUKETHPaHe, BKIIOUBAT MPENopbky 3a yrnoTpebata Ha JalleH HPOIYKT 3a
paCTUTENHA 3alIMTa 3aeIHO C IPYT(u) MPOIYKT(M) 32 PACTUTEIHA 3AIIMTA MM C A[LKYBAHT(M), ce MPenocTasst MHPOpMauus 3a
IE/CTBMETO HA CHOTBETHATA CMeC.

Hacoru 3a usnumeanemo

Paspabotsar ce omuty, 32 ma ObAT MPOYYeHM BH3HMKHANMTE BHIPOCH, A Ce CBede NO MMHUMYM BB3HENCTBUCTO HA
CIyyaitHuTe PA3NMKM MeXIy PasTMUHMTE YacTM HA BCSKA TPETMPAHA IUIONI, KAKTO M Ja Ceé HampaByM Bb3MOXKHO M3BBP-
IIBAHETO HA CTATMCTUYECKM AHAN3 HA PE3yNTATHTE, NOMIEXKAIM HA TAKBB aHANN3. Pa3paboTKaTa 1t AHATIMBLT HA OMMTHTE U
IOK/IaJIBAHETO HA pe3yiTaTuTe OT TAX Ca B ChOTBETCTBME C Hacokm 152 m 181 Ha EBpomeiickara u cpemmseMHOMOpCKa
opramusais 3a pacrutensa 3ammra (EPPO). [lokmamsT ma BKITIOUBA MOIPOOHA M KPUTMUHA OLEHKA HA MAHHMUTE.

Onutute ce M3BHPUIBAT B CHOTBETCTBUE ChC Crieduunnte Hacoku Ha EPPO, Korato mma Takmea, WM C HACOKM, KOUTO
YIOBIIETBOPSABAT HAii-MalKO M3MCKBAHMATA Ha ChOTBETHATa Hacoka Ha EPPO.

I/lssbpmsa C€ CTaTUCTMUYECKM aHaJIM3 Ha PE3YNTATUTE, IMOMJIEKAlIM Ha TakbB aHAIM3; KOrato € H€O6XOHI/IMO, ClienBaHaTa
HaCoKa 3a M3BbPIIBAHE HA M3IMTBAHMSA CE€ aaNTHpa, TaKa Y€ Ha € BB3MOXKHO M3BBPIIBAHETO HA TO3M aHAJIMU3.

MH(l)OpMallMﬂ 3a MosBaTa WIM Bb3MOXKHATA IOSABA Ha PE3UCTEHTHOCT

HpCHOCTaB}IT ce na60paT0pHM OaHHU U I/[H(l)OpMaL[I/I}I, MojIy4ye€Ha IIpy IIOJIEBM OIUTH, KOraTO MMa TakaBa, BbB BpPb3kKa C
nosiBaTa U pasBUBAHETO HA PE3UCTECHTHOCT MM KPbCTOCaHA PE3UCTEHTHOCT IPU IOIYJIALMUTE OT BPEIHU OpPraHM3MU KbM
AKTUBHOTO BeIIIeCTBO/BeIlIeCTBa WM KbM CXOJIHYM aKTMBHM Belecta. Korato Tasm I/IH(])OPM&III/IH HsMa MPSAKO OTHOLIEHNE K'bM
BUIOBETE yHOTpe6a, 3a KOUTO Ce€ JCKa paspelieHie UM IONHOBABAHE Ha PA3PELICHUETO (CHP}IMO pa3nmMuHy BUOOBE BPEIHU
OpraHuM3My Vi pasiyuHu KyHTypI/[), dKO JMMa TakaBa, Ts BCE IIaK C€ MPeoCTaBs, Thil KaTO MOXe Jia CbIbpXKa yKazaHue 3a
BEPOATHOCTTA OT pa3BMBaHE Ha PE3UCTCHTHOCT B IIPULIEIIHATA IOIYyJIalus.

Koraro CBILECTBYBAT [JOKA3aTEIICTBA MIIN I/IH(I)OpMaLU/l}I, HaBeXpauy Ha MU3BOMa, Y€ Ipu yHOTpC6aTa Ha INPOIyKTa C ThProOBCKa
Lell € BEpOATHO Ha Ce pasBue pPE3UCTEHTHOCT KBbM HETO, TpH6Ba aa 6])]18 HaMepeHy ¥ IPEIOCTaBEHM [IOKa3aTeJICTBA 3a
UYyBCTBUTEIIHOCTTA Ha ITIOIyJIallMATa Ha CbOTBETHMA BPENEH OPraHM3bM KbM ITPOIYKTA 3a PACTUTEIIHA 3allyTa. B te3un Cllydyan
Ce€ IIPENCTaBs YIpaBIeHCKa CTpaTerys, NMpeaHa3HayeHa na CBele N0 MMHUMYM BEPOATHOCTTAa OT pa3BMBAaHE HA PE3VICTEHTHOCT
WM KpbCTOCAHa PE3UCTEHTHOCT NMPU IIPULETTHUTE BMOOBE OpPraHU3MU.

Bb3neiicTBue BbPXY no6m;wre Ha TpeTUpaHU PacTeHUs WIM PACTUTEIITHM NPOJYKTM IO OTHOLUIEHME Ha KOIIM-
YeCTBOTO M/MJ'IM KayeCTBOTO

Be3deiicmesue 6spxy Rauecmeomo Ha pacmeHuama Ul pacmumennume npodyRmu
Llen Ha ManuTBaHUSATA.

quS VIBIIMTBAHMATA C€ NPENOCTABAT TOCTaATbYHO NaHHM, KOUTO ITO3BOJIABAT M3BBPIIBAHETO HAa OLEHKA Ha Bb3MOXKHATa II0OSABA
Ha OLBETABaHE MM MMPUC WIM Ha JPyrM aclekT Ha KayeCTBOTO Ha pacTeHMATa WIM PACTUTEITHUTE MPOHOYKTU CIIEIL
TPETUPAHETO UM C MPOHYKTA 3a PACTUTEIIHA 3allyUTa.

O6CTO}1T€]’[CTB&, npum KOuUToO € H€06X0]1VIMO U3NUTBAHE

BBb3MOXKHOCTTA OT MOSBaTa Ha OLBETABAHE MIIM MMPUC NPU KyITypuUTe, OTITIEXHaHM 3a XpaHa, ce MpoyuBa ¥ JIOKIIafBa,
KOraro:

— ©eCTeCTBOTO Ha MPOJIyKTa I HeroBata yrotpe6a ca Takyupa, e MOXKE [1a Ce OYaKBA PUCK OT I0SIBATA HA OLBETSIBAHE MK
MUpUC, UIN

— € YCTaHOBEHO, Y€ Opyru IPOHYKTM Ha OCHOBAaTa Ha CbIIATa MIIM CXOJIHA BBB BJMCOKA CTENEH AKTVBHA CBCTABKA IPEN-
CTaB/IABaT PUCK OT I0sIBa HA OLBETSABAHE MIIM MUPUC.

Bb3neiicTBueTo Ha MPOIKTUTE 33 PACTUTENIHA 3allUTa BHPXY APYIM aCMeKTM Ha KaueCTBOTO Ha TPETMPAHMUTE PACTEHMs MM
PacTUTENIHN TPOMYKTH CHLIO Ce MPOyuBa ¥ JIOKIIAIBa, KOraTo:

— €CTeCTBOTO HA NMPOYKTa 3a PACTUTETIHA 3ALUMTA WM HEroBaTa ymoTpeba MOTAT Ia MMAT HeGNarompusTHO BB3HEICTBIE
BBPXY OPYTH aCIeKTH Ha KAueCTBOTO (HATIPMMEp B CIIyuail Ha ymoTpeba Ha PErynaTopy Ha pacTexa Ha PaCTEHMSTa Ha
erar, OMM3bK O MPUOMPAHETO HA PEKOITATa), VN

— € YCTaHOBEHO, Y€ OpPyry NMPOOYKTM Ha OCHOBATA Ha CbIIATA MM HAa CXOOHA BBB BMCOKA CTENEH aKTMBHA CbCTABKA MMaAT
He6naronpmmo BB3MIENCTBME KauecTBOTO.

Vl3nuTBanmsTa ce M3BBPIIBAT TPBOHAYAIIHO BHPXY OCHOBHUTE KYNTYPM, BHPXy KOMTO MPOMIYKTHT 33 PacTUTENHA 3allUTa €
TpefHa3HaueH Ma ce Npuiiara, Mpu NPUIaraHo KOMMYECTBO JBa MBTU MO-BUCOKO OT HOPMANTHOTO M KaTO Ce M3ION3BAT,
KOTaTO € YMECTHO, OCHOBHITE MeTOI Ha mpepaGotka. Korato ce HaOriomaBa Bb3meiicTBie BbPXy KauecTBOTO, € HeOOXOIMMO
Ila ce M3BBPIIAT M3MMTBAHUS NP HOPMATIHO MPUIIATaHO KONMUECTBO.
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HeobxonmMara cTeneHTa Ha IpoyuBaHe Ha APYTM KYNTYPU 3aBUCH OT TSXHATA CTENEH HA CXONCTBO C OCHOBHUTE KYNTYpH, C
KOUTO Beye Ca M3BbPIIEHM M3IUTBAHMSA, OT KOJIMYECTBOTO M KAueCTBOTO HA HaMYHMTE [AHHM 3a Te3M OCHOBHU KYNTypu U
OT CTEIIEHTa Ha CXONCTBO C HAYMHA HAa ymoTpeOa HA NPONYKTA 3a PACTUTENHA 3alMTAa M METOUMTE Ha npepaboTKa Ha
KynTypute. B 0Ouims cayyaii e HOCTaThYHO I Ce M3BBPIIM M3IMTBAHE HA OCHOBHMS BUI GOPMYIALNS, KOMTO NOMWIEKM HA
pasperueHue.

Be3deiicmeue 6spxy npoyecume Ha mpaxcdopmayus
len Ha U3NUTBAaHMUSATA.

Upes M3IUTBAHUATA Ce IPENOCTABAT JOCTATHYHO JaHHM, KOUTO IO3BONIABAT U3BHLPIIBAHETO HA OLEHKA Ha Bh3MOXKHATA MOsBA
Ha HEONATONpPUATHO BB3IE/CTBME CIIEHd TPETMPAHETO C INPOIYKTA 3a PAacTMTENHA 3AIIMTA BBPXY NPOLECHTE HA TPaH-
chopmarys MM BbPXY KauecTBOTO HA IONYYEHUTE B PE3yNTaT Ha TAX HPOIYKTH.

O6crosaTencrBa, Npu KOUTO € HEOOXOAMMO M3NUTBAHE

Korato 061uaiinoTo NpenHasHAYEHNE Ha TPETUPAHUTE PaCTeHMs WIM PACTUTEIIHM INPOOYKTH € yHOTpeéa B Ipouecu Ha
Tpchzbopmaum[, KaTo BMHOIIPOM3BOICTBO, BapeHE Ha 6I/Ipa W IIpOU3BOICTBO Ha XJ'[H6, M KOrato Ipu an6MpaHe Ha
pekoiiTata €a HaJlMYHM 3HAYMTEIIHM OCTAaTbUHM BELIECTBA, Bb3MOZKHOCTTA 3a IIOSIBATA Ha H€6Hal'Ol'IpI/ISITHO BB3IENCTBIE Ce
IpoyuBa M HOKJIaliBa, KOraTo:

— UMa NpyU3HALY, Ye ynorpebaTa Ha MPOIYKTA 3a PACTMTEIIHA 3alUMTA MOXKE [a OKAXe Bb3IEHCTBUE BbPXY BBIPOCHMUTE
npoliecy (Hampyumep B Ciydaii Ha ynotpe0a Ha perynaTopu Ha pacTexa Ha PacTEHMATA WIM Ha (YHIVIMIN HA eTar,
Omu3bK 110 MpubMpaHe Ha PEKOINTaTa), Ui

— € YCTaHOBEHO, Ye IPYIY NMPOAYKTM Ha OCHOBAaTa Ha ChbIIATa MM HA CXOfHA BbB BUCOKA CTEIEH aKTMBHA ChCTAaBKa MMAT
HeOIaronpusTHO BB3JE/CTBME BbPXY Te3U NPOLECH, WIM BbPXY NOIYUEHUTE OT TAX MPOHYKTH.

B o6umwst cryyait e JOCTATHYHO [a Ce M3BBPIIN MIMUTBAHE HA OCHOBHISI BUI QOPMYIALNS, KOITO MOMIIEXKN HA PaspelieHue.

Ba3deticmesue 6spxy dobusume om mpemupanu pacteHus Ul pacmumeHu npooyrmu
[len Ha M3nuUTBaHMUATA

YUpes m3nuTBaHMATA CE MPEAOCTABAT NOCTATHUHO HAHHM, KOMTO IO3BOJISABAT M3BBPIIBAHETO HA OLEHKA HA MENCTBMETO Ha
MPOIyKTa 3 PACTUTEIIHA 3AlUMTA M HA BH3MOXKHOTO BB3[IEHCTBIE M0 OTHOLICHUE HA HaMallsBaHe Ha H0OMBA MM 3aryOu npu
CbXpaHeHue Ha TPEeTMPAHM PACTeHUsl MM PACTUTENTHM MPOIYKTH.

O6crosTencrBa, NpyM KOUTO ¢ HEOOXOAMMO M3NUTBAHE

Korato e YMECTHO, C€ OIpenerd BB3MENCTBUETO HA NpOOYKTUTE 3a PAaCTUTEIIHA 3alllNTa BbPXY IIO6I/[Ba UM CbCTAaBKUTE Ha
I106I/[Ba OT TPETUPAHN PACTUTEIIHN ITPOLYKTU. Korato uma BEPOATHOCT TPETUPAHUTE PACTCHMS MIIN PACTUTEIIHM IIPOLYKTH [1a
6’[)]13.T CbXpaHsBaHM, C€ OIpPeENeETid, KOrato € yMECTHO, BB3IIENCTBAETO BbpXY ]106I/IBa CIIell CbXPaHEHME, BKIIIOUNUTEITHO BHPXY
CpOKa Ha CbXpaHEHMUE.

Ta3u MHGOpPMALNSl OOMKHOBEHO € HATNYHA OT M3MMTBAHWATA, M3MCKBAHM CBITIACHO TOYKA 6.2.

(DuroTokcHYHOCT CIPAMO TPUUENHM PACTEHU (BKIIOUMTENHO Pa3iMYHU COPTOBE) MIIM CHPAMO NPULETHH
PacTUTETHN NPOTYKTH

Llen Ha usnumeanuama

Upes M3NMUTBAHETO Ce MPENOCTABAT AOCTATBYHO NAHHM, KOMTO MO3BOINABAT M3BLPUIBAHETO HA OLCHKA HA MEHCTBMETO Ha
TPOIIYKTA 33 PACTMTEIIHA 3AIIMTA M HA Bb3MOXKHATA NI0SBA HA PUTOTOKCHYHOCT CIIEA TPETMPAHETO C MPOJIYKTA 3a PACTUTEIHA
3aIyTa.

O6cmoamencmea, npu ROUMO € Heo0X00UMO UNUMBAHE

3a xepOnimmmre 1 3a IpyruTe IPOAYKTA 33 PACTUTENIHA 3AUMTA, IPU KOUTO € HAGIIONABAHO HeONAroNpUsTHO Bb3LEHCTBHE,
Makap 1 MpPeXOfHO, MO0 BpeMe Ha M3MMTBAHMSATA, M3BBPLIEHN B CHOTBETCTBME C TOUKA 6.2, Ce YCTAHOBSBAT IPAHMLMTE HA
CENEKTVBHOCTTA 110 OTHOUIEHNE Ha NPULEIHUTE KYNTYpM, KaTo ce M3ION3BA YIBOEHOTO NpuiaraHo Kommuectso. Korato ce
HaOITIONABAT MPOSIBY HA CEPUO3HO (UTOTOKCHYHO BB3IEHCTBYE, C M3IATBA U CPENHO MPWIATAHO KOJIMYECTBO.

Korato ca Hanmuie NposABM Ha HC6Har0HpI/[ﬂTHO BEBHCIZCTBMC, HO ce TBbpIY, Y€ T€ Ca MAJIOBAXHM B CpaBHEHME C IIOJI3UTE OT
yHOTpC6aTa Ha TIIpOINyKTa WM Ca MPEXOIHM, € H€O6XOJ]I/[M0 J1a ce IMPENCTaBAT NOKa3aTEeNICTBA B IIOOKPENA Ha TOBAa TBHPIEHUE.
Axo e HCO6XOHI/IMO, C€ MPENOCTaBAT NaHHM 3a M3MEPBAHETO Ha ]106]/[Ba.

Iloka3sa ce 0€30MACHOCTTA HA MPOIYKTA 3a PACTUTENIHA 3AIIMTA CIPSIMO OCHOBHUTE COPTOBE OT OCHOBHMTE KyITYpH, 3a
KOMTO NPOIYKTBT Ce NPENopbyBa, BKIIOYMTEIIHO BB3IE/CTBUETO BbPXy (asaTa Ha pacTeX Ha Ky/NTypata M HeliHata Bere-
TALMOHHA CVJIA, KAKTO ¥ MPYrM (QaKTOpH, KOMTO MOTAT [a IHOBMMSSIT MONATIMBOCTTA HA YBPEXKIAHE JUIM HAPAHSBAHE.
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Heo0xommmMara CTerneHTa Ha IIpOy4BaHe Ha APYTM KYNTYpy 3aBUCH OT TSXHATA CTENCH HA CXONCTBO C OCHOBHMTE KYINTYpH, C
KOUTO Beue Ca M3BBPILIEHU M3IUTBAHNUSA, OT KOJIMUYECTBOTO M KaueCTBOTO HAa HalMUHMTE IAHHM 3a Te3U OCHOBHM KyITYpy U
OT CTENeHTa Ha CXONCTBO C HAYMHA Ha ymoTpeGa Ha NPOAYKTa 3a PACTUTENHA 3alMTA M METOUMTE HA mpepaboTka Ha
KyJITypuTe, aKO € YMeCTHO. B o0ums ciydail e IOCTaThYHO IIa ce M3BBPIIM M3NMTBAHE HA OCHOBHMS BUMI (QOpMyIalus,
KOVTO MOMIEXM Ha paspelieHye.

Korato ykasaHusita, KOMTO GUIypUpaT BbPXY MPELTOKEHNMS €TUKET, BKIIOUBAT MPENOPbKM 3a yroTpebarta Ha NMPOMIyKTa 3a
pacTuTeNHa 3alMTa 3a€IHO C JPYT[IPYrM MPOMYKT(M) 3a PACTMTENHA 3alUMTA, pasnopenbute Ha MPEIXONHNMTE TOUKM Ce
npusaraT 3a ChOTBETHaTa CMEC OT MPOIYKTH.

Hacoru 3a usnumeanemo

Ha6H}0]ICHI/[}1Ta OTHOCHO (])I/[TOTOKCI/[‘{HOCTT& C€ M3BbPUIBAT B IIpOLECA HA MBNUTBAHMUATA, NPEIBUOECHN B TOUKA 6.2.

Koraro ce HabnonaBa QUTOTOKCUYHO BB3IEHCTBIE, TO Ce OLEHSBA U 3aCBa TOYHO B ChOTBETCTBME ¢ Hacoka 135 Ha EPPO,
WITM, KOTaTO TAaKOBA € M3MCKBAHETO Ha IbpXKaBa WIEHKA M VM3IMTBAHETO Ce M3BBPUIBA HA TEPUTOPUATA HA IMOCIIEMHATA, B
CBOTBETCTBME C HACOKM, KOMTO YHOBJIETBOPSIBAT Hail-MaJIKO M3MCKBAHMATA HA CHOTBETHaTa Hacoka Ha EPPO.

Korato e HeO6XOIII/[M0, CllefiBaHaTa HAaCcOKa 3a M3BbpUIBAHE HA VBIUTBAHMA C€ aalTypa, Taka 4ye [1a € Bb3MOXHO M3Bbp-
IIBAHETO HAa TAKbB aHAJIM3.

HalmiomeHus BbPXy NMPOSIBY HA HEXKeNaHO WM HelpedBUIEHO CTPAHMYHO Bb3TEIICTBIE, HANP. BBPXY IOTe3HU
M IPYTH HEeNPULETHN OPraHU3MM, BbPXy CIeIBallM KyITYpH, BbPXy APYTM PacTEeHMsi WM HacTH OT TPeTUPAHU
pacTeHMsi, M3MONI3BAHM 33 LENTEe HA Pa3MHOXKABAHETO (HANp. ceMeHa, KaJleMu, JIacTapy)

. Baugnue ezpxy credsauyu RyAmypu

Hpe]lHaSHa‘{eHI/Ie Ha M3UCKBAaHATa I/[H(l)OpMalII/IH

TIOKIIajBaT ce JOCTAThYHO NAHHM, MO3BOIIABALIA OLEHKA HA BH3MOXKHOTO HEONAroNpusTHO BB3IE/CTBUE OT TPETHPAHETO C
TIPOIYKT 3a PaCTMTENIHA 3alIMTa BHPXY CIIEIBALM KYJTYpU.

O6crosTencrsBa, NpyM KOUTO € HEOOXOAMMO U3NUTBAHE

Korato manHu, NOJIy4eH! B CbOTBETCTBME C TOUKA 9.1, moka3paT, 4e 3HAUMTE/THM KOJIMYECTBA OT OCTaThYHM BEIIeCTBa OT
AKTUBHOTO BEIIECTBO, HETOBUTE MeTabomUTI 1IN NpoOyKTH Ha pasrpazxpaHe, KOMTO Ca MM MOraT J1a 6'[)[1&T 61OIIOINYHO
AKTMBHM CIIPAMO CIIEOBallM KYJITYpH, €a OCTaHAJIM B IOYBATa MM B MaTepuaiy OT PACTUTENIEH ITPOM3XOI KaTO CllaMa, WIN
OpraHM4eH MaTepyag OO BpPEMETO Ha 3acdABaHE MM 3acaxlaHe Ha BB3MOXKHMU CIIEBalIV KYyNTYypH, C€ IIPEIOCTaBAT
H3.6H}0]18HI/[51 OTHOCHO BB3HEICTBUETO BbpXYy HOpMaJIHNS 00xBar oT ciiefgBatn KyiTypu.

. Bauanue espxy Opyeu pacmenusd, 6RAIOUUMEAHO CBCEOHU RYAMYpU

llpenHasHaueHNe Ha UBUCKBaHATA MHPOPMALKS

ToKIamBaT ce JOCTAThYHO NAHHM, [O3BOIIABALIA OLEHKA HA BH3MOKHOTO HEONArompysTHO BB3IE/CTBUE OT TPETHPAHETO C
HPOIYKT 33 PAaCTUTENIHA 3alIMTa BHPXY IPYTM PACTEHMS, BKIIOUMTEIIHO ChCEHM KYITYpU.

O6crosTencrBa, IpyM KOUTO ¢ HEOOXOTMMO M3NUTBAHE

[peocrapsr ce HAOIMIONEHNMsT OTHOCHO HeONArONPUATHOTO BB3[ENCTBUE BbPXY MLPYIM PACTCHMS, BKIOUMTEIIHO BbpXY
HOpMalHust 00XBaT OT ChCEHM KyITYpM, KOTaTo MMa IPU3HALY, Ye MPOMYKTHT 3a PacTUTENIHA 3alMTa MOXE [1a 3acerHe
Te3M PacTeHysi MOCPEICTBOM PA3NPOCTPaHeHMe Ha Mapa.

. Baugnue espxy mpemupanu pacmeHus uau pacmurmeHu npooyrRMu, NPeOHASHAUEHU 3a PA3MHOSRABAHE

llpenHasHaueHMe Ha M3UCKBaHATa MHPOpMAL K

Hpe]lOCTaBHT C€ [OOCTaTbUHO [aHHM, KOUTO IIO3BOJIABAT M3BbPLIBAHETO Ha OLIEHKAa Ha BB3MOXKHOTO H€6J'[8.FOHPI/IHTHO
BB3MIENCTBUE Ha TPETMPAHETO C IIPOOyKTa 3a PACTUTEIIHA 3alUUTa BBPXY PACTCHMUA VI PACTUTEIIHNM IPOMYKTH, IpEIHAa3-
Hau€HM 33 pa3MHOZKaBaHE.

O6CTO}1T€]’[CTB&, npum KOuUToO ¢ HCO6XOIII/IMO M3NUTBAHE

Ipenocrasst ce HAGTIONEHNS OTHOCHO BB3AEHCTBMETO HA NMPOIYKTHTE 33 PACTUTEIHA 3AIIMTA BBPXY YACTHTE OT PACTEHMS,
TMPeIIHA3HAYCHN 3a Pa3MHOXKABAHE, OCBEH KOTATO MPEUIOXKEHNTE BUIOBE yIOTpeba Ha MPOIYKTa M3KIIOUBAT yIOTpebaTa mpu
KyNTypy, NpeaHasHaueHu 3a IPOM3BONICTBO HA CeMeHa, KalleMM, JlacTapy WM TPYAKM 3a 3acak[iaHe, B 3aBUCUMOCT OT
CITyyas:

1) 332 CEMEHA — ZKM3HEHOCT, KbJIHCHE M BEreTallMMOHHA CUJIIa;

ii) KamemMum — HOpPMM Ha NpVXBAlIAHE M PACTEX;
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iii) 3a mactapy — HOpMM Ha 3aXBalllAHE M PACTEX;
iv) 3a IpymKM — TOHMKBaHE ¥ HOPManeH PacTex.

Hacokm 3a manuTBaHeToO

M3nuTBaHeTo Ha ceMeHa ce U3BbpLIBa B CbOTBETCTBME C METOOUTE Ha MC)KJIYHaPOJIHaTa acolMaums 3a U3MUTBAHE HA CEMEHA.

Besoeiicmeue 6spxy nonestu u Opyeu HeNpuyenHi Op2anusmu

Hoxnagsar ce BCUUKM BUIOBE Bb3HENCTBUE, MONOKUTEHO MM OTPULATENIHO, BbPXY PasHpOCTPaHEHMETO HA JIPYTU BPEIHU
OpraHu3mMy, HaOIIONaBaHM NPY VM3BbPIICHNTE UBIMTBAHMS CHINACHO M3MCKBAHMATA HA HAcTOSIS paspen. OKameat ce
CBIO BCMYKM HAaOMIONABAHM BUMIOBE BB3[EHCTBUE BHPXY OKONHATA CPelld, OCOOCHO BB3IEHCTBUETO BbPXY IMBATA NPUPONA
V[WI TOTIE3HNTE OPIaHM3MIL

06o0mieHne 1 OLEHKA HA AHHWTE, NPEICTaBEHN ChINACHO TOukM 6.1 — 6.6

Tpercrasst ce 0600MIeHNne Ha BCUUKY JaHHM M MHPOPMALMY, MPEIBUICHN MO TOuKM 6.1 — 6.6, 3aenHO ¢ nompobHa u
KPUTMYHA OLICHKA HA IAHHWUTE, KATO ce OOBPHE CIELMATIHO BHUMAHNME HA IIOJI3UTE OT NPOAYKTA 3a PAacTUTEIHA 3allNTa,
ChILIECTBYBALMTE MIIM BH3MOXKHM BUIIOBE HEOIArONPUATHO BB3IENCTBIE 1 HEOOXOMMMITE MEPKM 3 U30STBAHE MIM CBEXKIaHe
10 MMHNMYM Ha HeGIaronpusTHOTO Bb3IEHCTBHE.

[OCIIEOMUN 3A 3[JPABETO HA YOBEKA

3a MPABIMIIHO OLICHsIBAHE HA TOKCMYHOCTTA, BKIIOYMTENIHO Ha BB3MOXKHOCTTA 3d MATOIEHHOCT M MH(EKIMOIHOCT HA Mpera-
paruTe, € HeOOXOMMMO NIa MMa JIOCTATHYHO MHPOPMALINS 33 IPMUMHEHM OT MUKPOOPraHM3Ma OCTPa TOKCUYHOCT, IPa3HeHe 1
ceH3nOMmmzanms. AKO € Bb3MOXKHO, Ce NPENOCTaBs NOIBIHUTEIIHA MHQOPMALUMS 33 MEXAHNM3MA HA TOKCUYHO MEVCTBUE,
TOKCHKOIIOTMYHMS MPOGUI 1 IPYrUTe M3BECTHM TOKCUKONOIMYHM aCIeKTM Ha MMKpoopranumsma. CrielManHO BHMMaHue
crenBa a ce 06bpHEe Ha KOGOpPMyIIaHTHTE.

Hp]/[ VI3BbpIIBAHE HA TOKCUMKOJIOTMYHM M3CIIENBaHNSA CE oTOenA3BaT BCUUKI npusHany Ha ]/IH(l)CKL[]/[f{ WM MATOT€HHOCT.
TOKCUKONOTMYHNTE U3CTIeIBAHMS Tp$[6Ba Ta BKIIIOYBAT ¥ M3CIIEOBaHNA 3a OTCTPAHABAHETO HAa MMKPOOpPraHM3Ma.

B KOHTEKCTa Ha BIVSHMETO, KOETO OHEUNCTBAHVS U IPYTU CHCTABKM MOTAT [1d OKAXAT BbPXY TOKCUKOJIOIMYHOTO TIOBEEHME,
OT M3KIIOUNTENIHA BAXHOCT 32 BCAKO M3CIIENBAHE € NPENCTABSHETO HA MONPOOHO OMMCaHMe (CreunuKkauys) Ha W3ION-
3BaHMS MaTepuall. VISIMTBaHMATA Ce M3BHPLIBAT C NMPOIYKTA 33 PAcTUTENHA 3aIMTA, 33 KOWTO Ce McKa paspewenne. [1o-
CrienpManto, TpAGBa 1a MMa ACHOTA NATy M3ION3BAHVAT B IPENApaTa MUKPOOPTAHM3BM M YCIIOBHMSTA 3a HETOBOTO KYIITH-
BUPAHE Ca CHLIMTE, 3 KOWTO Ca MPENCTaBeHN MHQOPMALMSA M NaHHM B KOHTEKCTA HA 4aCT B OT NPWIOXKEHMETO KbM
Pernmament (EC) Ne 283/2013.

Hp]/[ M3CIIEIBAHETO HA NMPOJIYKTA 3a PACTUTEIIHA 3alllMTa CE Ipuilara MHOTO€TAllHa CUCTEMa Ha M3NUTBAHMAL.

OCHOBHM M3CNEIBaHUS 3a OCTpa TOKCUYHOCT

WM3cnenBanusita, DaHHUTE U I/[}'I(l)Olf)Ma.III/I}ITay Kouro TpH6Ba Ia ce IpefoCTaBAT M OLEHAT, Ca NOCTATbYHM 3a OIPEHEIIsIHE Ha
BB3HEICTBIETO OT eMHMYHA eKCIIO3NLIMS Ha NpOOyKTa 3a pacTUTENIHA 3alINTa, Y MO-CIEHMAIIHO YCTaHOBABAT MM IIOCOYBAT:

— TOKCMYHOCTTAa Ha IIPOHYKTa 3a pacTUTEIIHA 3alluTa,
— TOKCMYHOCTTA Ha NPOMYKTa 3a PACTUTEIIHA 3alllUTa B 3aBMCUMOCT OT MUKPOOpPraHM3Mma,

— IHPOTMYAHETO BbB BPEMETO M XapaKTEPUCTUKUTE Ha BB3MEICTBUETO C ITBITHI HOHPO6HOCTI/I 33 MOBEICHYECKU M3MEHEHUSA
M €BEHTYalIHM MaKpOIlaTOIIOTMYHM HAXOHOKM IIpU Iperiiena pOSt mortem,

— KOTraTo € Bb3MOXKHO, MEXaHU3MBT Ha TOKCUYHOTO JICVICTBUE,
— OTHOCHUTEITHATA OIACHOCT, KOATO CHOTBETCTBA Ha PA3NIMYHUTE HAUMHU Ha EKCIO3MLIMA.

Tlpn Bce ue ynapeHuero TpsOBa Iia ce IMOCTaBY BBPXY OLEHKATA HA IPAHMLMTE HA BBIPOCHATA TOKCUYHOCT, MOJTyueHaTa
vHOpMaLVs TPSIOBA ChILO [1a MTO3BOIM [1A ce KITACUMIMPA MPOLYKTHT 33 PACTUTEIIHA 3AlIMTA B ChOTBETCTBUE C [lMpeKTIBa
1999/45/EO wm Permament (EO) Ne 1272/2008 Ha Esponeiickust mapnament u Ha CbBera. VIHpopMaumsTa, moydyeHa B
Pe3yNITaT Ha M3IMTBAHMATA 3a OCTPA TOKCMYHOCT, € OT OCOOEHa BAXHOCT 33 OLEHKA HA ONACHOCTUTE, KOMTO MOTAT 1a
Bb3HUKHAT B aBAPUIIHY CUTYALMM.

: Ocmpa MORCUUHOCM NpU npuemane npes ycmama

O6CTO}IT€]’[CTB&, opn KOUTO € H€06X0]]I/IMO U3NUTBAHE

VanuTBaHe 3a OCTpa TOKCMYHOCT NMPY MpHEMaHe Mpe3 yCTaTa Ce M3BBPIIBA CAMO KO 3asBUTEIIST He MOXe Ia 0OOCHOBE
aITTepHATHBEH MOOXOM cbracHo [dupektnsa 1999/45/EO mmi Pernament (EO) Ne 1272/2008 1a Esponelickust napiameHT
u Ha ChbBETa, KOTaTO TOBA € MPUIIOKIMO.
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MeTonm Ha M3NUTBaHE

VisnurBaneto ce u3pbpuisa B chotBerctsue ¢ Meron b.1 wm B.1 bis or Permamenr (EO) Ne 440/2008.

. Ocmpa morcuunocm npu 60uiLeaHe

Ilen Ha M3NUTBAHETO

M3nurBanero e MPEOHAa3HAYCHO [1a OIpeneny TOKCMYHOCTTa IIpYM BOMIIBAHE HA IPOHOYKTA 3a pPaCTUTEIIHA 3aluTa IIpU
ITbXOBE.

O6crosTencrsBa, NIpM KOUTO € HEOOXOTMMO M3NUTBAHE

/I3nMTBaHeTO ce M3BbPLIBA, KOTATO HPONYKTHT 3a PACTUTEIIHA 3allNTa:

— ce u3non3ea ¢ obopymsaHe 3a 00pasyBaHe Ha MbIJI,

— e aepo3o1,

— ¢ Ipax, ChIbpPKAIL 3HAYMTENICH MPOLEHT OT YacTHiy ¢ mmamersp < 50 pm (> 1 % Ha Gasa Terno),
— ce IpWUIiara ¢ JIeTaTellHA TeXHNUKA, B CIyyall KOraTo C TOBA € CBbp3aHa €KCIIO3MUYSA IpY BIMIIBAaHE,

— ce NpuIara no HauMH, PY KOMTO ce 00pasyBa 3HAUMTEIHO KONMYECTBO YACTHLM WIM KAIYMLM C [IMAMETHP MO-MATbK
or 50 pm (moseue ot 1 % Ha Gasa Terno),

— CBIbPXKAHMETO Ha JIETIMBA ChCTaBKa Mo-ronsiMo or 10 %.

MeTton Ha M3NUTBAaHE

V3nutBareTo ce u3BbpLIBA B ChoTBeTCTBUE C Metol B.2 or Pernament (EO) Ne 440/2008.

. Ocmpa MORCUUHOC NpU NPOHURBAHE Npe3 ROKAMA

O6crosTencrBa, IpuM KOUTO ¢ HEOOXOTMMO M3NUTBAHE

V3nuTBaHe 3a OCTpa TOKCUYHOCT IPU MPOHMKBAHE IIPe3 KOKATA CE M3BbpIIBA CAMO AKO 3asBUTENAT He 0GOCHOBE M3MON-
3BAHETO Ha aJTePHATVMBEH MONXOX ChracHO [upekrusa 1999/45/EO mm Pernament (EO) Ne 1272/2008, korato ToBa €
TPUITOKIMO.

Metonm Ha M3NUTBaHE

V3nuTBaHeTo ce M3BbplIBa B choTBeTCTBME ¢ Meton b.3 or Permament (EO) Ne 440/2008.

HOH"I)IIHI/ITCIIHI/I uscienBanmusa 3a oCTpa TOKCUYHOCT

Hpasuene HA RORama

[len Ha M3NUTBAaHETO

quS VIBIIUTBAHETO C€ NPENOCTABAT TAHHM 3a TOTEHIMAlla Ha NPOMOYKTa 3a PACTUTENIHA 3all)Ta 3a HPAasHEHE Ha KOXKaTa,
BKJTFOUMUTEITHO 332 BB3MOZKHATa 06paT]/[MOCT Ha Ha6H}0]IaBaHOT0 BB3MEICTBIE.

O6CTO}1T€]’[CTB3., npum KOuTo ¢ HeO6X0]1VIMO U3NUTBAHE

IpasHeHeTo Ha KOXaTa OT NPOIYKT 3a PACTUTENHA 3AIIMTA Ce ONMpENeIls BIHAIM, OCBEH KOIATO He Ce 0YakBa KOPOpMy-
JNIAHTUTE JIa Ca KOXKEH [IPa3HUTENl MIIM KOTaTo € IOKa3aHO, Ye MMKPOOPTaHM3MBT He € KOXEH ApasHuTell, MM KOraTto e
BEPOATHO, CMOpeNl YKa3aHOTO B HACOKATa 3a M3IMTBAHE, Ye MOTAT JIa Ce M3KIIIOYaT TEeXKM IOCIENMIM 33 KOXaTa.

Meton Ha U3NUTBaHE

V3nuTBaHeTo ce u3BBPLIBA B ChOTBETCTBHUE C MeTol B.4 or Pernament (EO) Ne 440/2008.

Hpasnene Ha ouume

[len Ha U3nmnuUTBaHETO

YUpes M3MUTBaHETO Ce NMPEIOCTABAT JaHHM 3a MOTEHIMAsa Ha TIPOHYKTA 33 pacTUTENHA 3ally1Ta 1a IPeAM3BUKBA JIpa3HeHe Ha
OuMTe, BKIIIOUMTENIHO 33 Bb3MOXKHATA OOPAaTMMOCT Ha HAOJIONABAHOTO Bb3MEHCTBHE.

O6GcTosTencrsa, Npu KOUTO ¢ HEOOXONMMO M3NUTBAHE

[lpasHeHeTO Ha OUMTE OT MPONYKT 38 PACTUTE/IHA 3AIIMTA Ce OMpEeNis, KOraTo ce Ouaksa KOQOPMyTaHTUTE [ ca Mpell-
VM3BMKBAT []Pa3HEHe Ha OYNMTE, OCBEH KOTaTo € JOKA3aHO, Ye MMUKPOOPIAHVM3MBT He € MPeIM3BMKBAT [Pa3HEHe Ha OUMTe, MM
KOTaTo € BepOsITHO, CIOpell YKA3aHOTO B HACOKATA 3a M3INMTBAHE, Y€ MOTAT [a Ce M3KIIOUAT TeXKM MOCIEMIM 32 OUMTE.
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Metonm Ha u3nuTBaHe

IpasHeHeTo Ha ouuTe ce ompefels B CboTBeTcTBUE ¢ MeTon B.5 ot Pernament (EO) Ne 440/2008.

Censubunusayusg Ha RORAMA
[len Ha MBNUTBAHETO

‘{pes MBIUTBAHETO CE€ NMPEIOCTaBAT HAHHM 3a MOTECHUMAJIA HA IPOLYKTA 3a PpACTUTEIIHA 3alllMTa [1a MPEOIM3BMKBA peaKUMUM Ha
CeHSI/IéM]’[I/BaHI/Iﬂ Ha KoOzXara.

OéCTOHTCHCTBa, onpm KOUTO € H€O6XOHI/[MO N3NNUTBAaHE

V3nuTBaHeTo ce M3BBPILIBA, KOrATO Ce 0YaKBA KOYOPMYNAHTHTE [ PUTEKABAT CBOJICTBA [1a MPENU3BMKBAT CCH3MOMIM3ALINS
Ha KOXKaTa, OCBEH KOTATO € M3BECTHO, Ye MUKPOOPraHM3MBT (MUKPOOPTaHM3MMUTE) MM KOGOPMYIIAHTUTE He MpPUTEKABAT
CBOJICTBOTO [1a MPEAM3BMKBAT CEH3MOMIMM3ALMS HA KOXATa.

Meton Ha u3nuTBaHe

Vscnenpatero ce mpoBexma B chorsercTsue ¢ Meron b.6 or Permament (EO) Ne 440/2008.

aHHM 3a eKCcnoO3MUMATA

PrickoBeTe 3a nuuaTa, KOMTO €a B KOHTAKT C MPOMYKTH 33 PACTUTENHA 3alINTA, (ONEpAaTopy, CIyYailHu muia, paboOTHMLM)
3aBUCST OT (UBMUHNTE, XUMIUYHNTE M TOKCHKOTIOTMYHUTE CBOJICTBA HA MPOIYKTa 33 PACTUTENHA 3AIINTA, KAKTO M OT BIMIA Ha
TpoIyKTa (HepaspemeH/paspedeH), OT Byma GOPMyNalys M OT IBTs, CTEMEHTd M MPONBIKMTENHOCTTA HA EKCTIO3MIMSTA.
[lomyyasat ce ¥t MOK/TAMBAT TOCTATHYHO MHPOPMALIS ¥ TAHHM, KOUTO TMO3BOIISBAT M3BHPIIBAHETO HA OLHKA HA CTEMEHTA Ha
€KCTIO3MIISL HA MPOJYKTa 3 PACTUTENIHA 3ALIMTA, KOSTO € BEPOSITHA NPU MPETOKEHUTE yCIoBUs Ha yrorpeda.

Korato MHpOpMaLMsTe 33 MUKPOOpPraHM3Ma, MpeIocTaBeHa B uacT b, pasmen 5 or npuoxernero kbM Pernament (EC) Ne
283/2013 wan mudopmaLmsTa 3a Mpenapara B HACTOSIMIMS Paslel, NPEIM3BMKBAT OCOOCHA 3aIPUKEHOCT BbB BPb3Ka C
Bb3MOXHA abcopOLMst OT KOXKaTa, MOXKe [1a ca HeoOXOIMMI HOIBIHUTEIIHN IaHHM 33 abcopOLMs OT KOXKaTa.

[IpenocTaBsT ce pesynTaTute OT HAOMIONEHNMETO HA EKCIO3MLMSTA MO BpeMe Ha MPOM3BOICTBOTO WM ymoTpebata Ha
TIPOMyKTA.

l"openocot{eHaTa MH(])OpMaLII/[ﬂ 1 HOAaHHM OCUTYypsIBaT OCHOBAa 3a HOH60p Ha MOOXONAIIM 3allUTHM MEPKM, BKIIIOYMTEIIHO
JIMUHN TPENnasHy CPENCTBa, KOUTO Oa C€ MBIOI3BAT OT OIEpaTopuTe U pa6OTH]/lLU/IT€ M Oa C€ ImocoYaT Ha €TUMKETa.

HanuuHyu TOKCUKOJIOTMYHU JAHHM 33 HEaKTMBHUTE BellecTBa

Koraro e yMecTHO, 3a BCSIKa KOQOPMYIIAHT Ce IPEeOCTaBsi ClIeqHaTa MHPOpMALSL:
@) PernCTpaLMOHHMAT HOMep, mocodeH B uieH 20, maparpa 3 or Permament (EO) Ne 1907/2006,

6) 0000wIeHNsTa HA M3CIIENBAHMATA, BKIIOYEHY B TEXHMUECKOTO IOCKE, KAKTO € 0coueHo B Touka 10, Oyksa a), onrouka
vi) or Permamenr (EO) Ne 1907/2006, u

B) MHQOPMALMOHHMAT JMCT 33 0E30MAacHOCT, MocoueH B choTBercTye ¢ wieH 31 or Pernament (EO) Ne 1907/2006.
[IpenocTas ce BCsKa JIpyra HaMUYHA MHQOPMALKSL.

JombTHUTETHU M3CTIeBaHUS 3a KOM6MH31[MM OT NMPOOYKTU 3a pPacTUTEIIHA 3alllUTa
Llen Ha usnumeanemo

B HsKOM CITyuay, KOTAaTO eTMKETHT HA MPOAYKTA CHIBPKA M3MCKBAHMS 33 ynoTpeda Ha MPOIYKTA 3a PACTUTENHA 3ALINTA C
IIPyT¥t TPOLYKT 3a PACTUTENHA 3aLMTA M/WIM C A[KYBAHTH 33 [IPUTOTBSIHE HA CMECH B CbII, MOXKe 1a Oblie HeoOXOMMMO f1a
ce mposemat nocoueHnte B Touku 7.1.1 — 7.2.3 wmacrmensaHmst 3a KOMOMHALWM OT MPOMYKTH 33 PACTUTEIHA 3alNTA.
Pemennst 32 HeOGXOAMMOCTTA OT M3BbPLIBAHE HA OIBITHUTEIHY M3CIICBAHILS Ce B3MMAT 33 BCEKM OTHEJIEH CITydail, KaTo ce
UMaT NpelBUI Pe3yNTaTUTe OT M3CIENBAHMATA 33 OCTPa TOKCUYHOCT NPV OTIETHMTE NPOMYKTH 33 PACTUTENIHA 3alUUTA,
Bb3MOXKHOCTTA 33 M3JAraHe Ha BB3ICHCTBIETO HA KOMOMHALMATA HA CHOTBETHUTE NPOIYKTU M HaMYHATa MHQOPMALIIS MM
MpPAaKTUYECKMS OMUT ChC CHOTBETHUTE MIIM CXOIHUTE IPOMYKTI.

O06o0uIeHNe U OLIEHKA HA OTPAXKEHUETO BBPXY 3[PABETO

[Ipemoctasst ce o6oOLIeHne HA BCHUKM JaHHM M MHGOPMAIS, TPETOCTABEHM MO TOukM 7.1 — 7.5, Kato ce BKIOYBA
nofpo6Ha M KPUTMYHA OLIeHKA HA Te3W IAHHM B KOHTEKCTA HA CHOTBETHMTE KPUTEPUIM M HACOKM 33 OLEHKA M B3UMaHE Ha
pelleHye, KaTo IO-CHEUMANIHO Ce B3eMaT MPEBUIl PUCKOBETE, KOMTO MOXE JIa B3HMKHAT MIIM BB3HMKBAT, 3a YOBEKA U
KUBOTHHUTE, KAKTO 1 OOXBATBT, KAYECTBOTO M HATCXKIHOCTTA Ha 0a3ata MAHHM.
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OCTATBHYHM BELLIECTBA B TPETUPAHM MPOIYKTU, XPAHA U QYPAXU WU BBPXY TAX

Tpunarat ce cblyure pasnopenOu, KOUTO ca MOIPOOHO MpefcTaBeHy B yacT b, pasuen 6 ot npuiioxkeHuero kbM PernameHt
(EC) Ne 283/2013; mpenocrasst ce M3MCKBAHATA B CHOTBETCTBHME C HACTOSILMS Pa3ell MHPOPMALIMS, OCBEH aKO Bb3 OCHOBA
Ha JaHHMTE 33 MUKPOOPTaHM3Ma He € Bb3MOXKHO [a Ce HalpaBy eKCTPAIoNalus 3a NOBEIEHNETO Ha OCTATbYHOTO BELECTBO
OT NpOyKTa 38 pacTutesiHa 3amyra. CrenyuaaHo BHMMAHMe ce 0OpbIIA Ha BIMSHMETO HA BELIeCTBaTa OT pOpMynaimsiTa
BbPXY [OBEICHMETO HA OCTATHYHOTO BELIECTBO OT MUKPOOPIAHU3MA M HErOBUTE METAOONMTHL

CBUIECTBYBAHE U TIOBEIEHME B OKOJIHATA CPEJA

[lpurarar ce cpuimte pasnopen6y, KOUTO ca MOIPOOHO MPEICTABEHN B YacT b, pasmen 7 oT mpuioxeHueTo KbM PermameHT
(EC) Ne 283/2013; mpenocrasst ce M3MCKBAHATA B CHOTBETCTBME C HACTOSLIMS Pa3fieNl MHPOPMALIVS, OCBEH aKO Bb3 OCHOBA
Ha JaHHWTe, HAMYHM B yacT b, pasgen 7 ot mpunmoxennero kbM Permament (EC) Ne 2832013 He e Bb3MOXKHO IIa ce
Harpasyl €KCTParoNalus 3a ChIUIECTBYBAHETO M IIOBENEHMETO Ha MPOIYKTa 33 PacTUTEIHA 3alIMTa B OKOJIHATa Cpela.

BB3MEVICTBME BbPXY HEINPULIETTHI OPTAHV3MMU

BbBenenne

i) TpenocraBeHaTa MHPOPMALIVS, B3ETa 3a€HO C MHPOPMALMATA 33 MUKPOOPIaHM3MA (MUKPOOPTaHM3MHUTE), € OCTATbYHA,
3a JIa MO3BONM M3BLPLIBAHETO HA OLCHKA HA BB3[E/CTBIETO HA MPOMYKTA 33 PACTUTE/IHA 3alIMTA BHPXY HENPUIETHU
BUIOBE (PACTUTEITHU U KMBOTUHCKM) IIPU MpeUIOKeHaTa My ynorpe6a. BoaeiicTBieTo MOXKe [1a Bb3HMKHE BCICICTBUE
€[HOKPATHA, MPOIb/KUTEIIHA MM MHOTOKPATHA KCIO3MLMS M MOXe [a Obue 06paTMMo iy HeoOpaTmmo.

if

V300pbT Ha MOIXOMIIM HENPULIEIHN OPraHM3MI 3d M3IMTBAHE HA BB3MCICTBMETO BHPXY OKOIHATA CPeld Ce OCHOBABA
Ha MHQOpMALMATA 33 MMKPOOPIaHM3MA, KAaKTO Ce M3MCKBAa B yacT b or mpunoxkennero kbM Pernament (EC) Ne
283/2013, wan Ha uudOpMALMATA 3a KOQOPMYNAHTUTE M OPYIUTE CHCTABKM, KAKTO Ce M3UCKBA B pasgern 1—9
OT HACTOSIIOTO NPWUIIOKEHME. Bb3 OCHOBA Ha Te3) 3HAHMs CTaBAa BB3MOXHO Na ce 130epaT MOIXOMSLINM OIMUTHM
OpraHM3MM, KaTo HalpUMep OPIaHM3MM, TACHO CBbP3aHM C IIPUIENHUA OPraHM3bM.

iii) Io-cneumanHo, NpegOCTaBEHaTa 3a NPOIYKTA 3a PAaCTUTENHA 3alMTa MHQOPMALMS, 3a€IHO C IpPyra ChOTBETHA
uHGOPMALINS M C Tasy, NPEIOCTABEHA 33 MUKPOOPTaHM3MA, € OCTaThyHA 3a:

— OIpenersiHe Ha CUMBOIIMTE M YKa3aHMATA 38 ONACHOCT M CbOTBETHUTE cl)pae.l/{ 3a pUCK U 6e30MacHOCT WM IIMKTOI-
pamuTe, CUrHaITHUTE OYyMM, CHOTBETHUTE IPENYNPEXKICHNA 32 ONACHOCT M INPENOPBKU 3a 0e30aCHOCT 3a OIa3BaHe
Ha OKOJIHaTa Cpefia, KOUTO CIIeBa Ha C€ II0COYaT BBPXY OIlaKOBKaTa (KOHTCﬁ[HCpVITC),

— U3BBPIIBAHE HA ONEHKA HA PUCKOBETE B KPATKOCPOUEH M TBHITOCPOUEH MITAH 3a HEMPUIETHNM BUIOBE — MOMY-
Ay, ChoOWIeCTBA I MPOLIECH, CTIOPeN CIydast,

— U3BBPIIBAHE Ha OLEHKAa Ha HCO6X0]1]/IMOCT1“3 OT CHeUMaTHN IpEeanasHy MEpPKM 3a ONasBaHE Ha HENPUUETTHUTE
BUTIOBE.

iv) HeoOxommMo ¢ [a ce [IOK/IAuBaT BCHYKM BMIOBE NOTCHLMATIHO HEONArONpPUATHO BB3MNENCTBYE, PETUCTPUPAHU IIPU
obyuaiiHNTe M3CTIENBAHNS 33 BB3[CNCTBIE BHPXY OKOJIHATA CpPeld, KAKTO M Jid Ce MPEANpPUEMAT M TOKYMEHTHpAT
BCMYKM [ONBIIHMTENIHY M3CIICBAHMS, CBEHTYalHO HEOOXOMMMM 3a IIPOyYBAHE HA CBHOTBETHUTE MEXAHM3MM M 3a
OLIEHKA Ha 3HAUYEHMETO Ha Te3M BUIIOBE Bb3MENCTBUE.

v) Ilo npuHIMN, MOBEYeTO OT JAHHUTE, CBbP3AHM C BB3[EHCTBMETO BHPXY HENMPUIENHMTE BUIOBE M M3NCKBAHM 3a
paspelleHneTo Ha MPOMIYKTA 3a PACTMTENHA 3AIIMTA, Beue Ca NMPENCTABEHM M OLCHEHM 3a ONOOPEHNMETO HA MMKPOOP-
raHn3Ma (MMKPOOPIaHM3MUTE).

vi

=

Ipn HeOGXOMMMOCT OT [JAHHM 33 EKCIO3MLMATA, 33 [1a Ce el famu TpsOBa Ia ce MpaBu M3CIIENBAHE, Ce M3MOM3BAT
[[AHHWTE, IPUIOONTH B CHOTBETCTBME C pasnopenbute Ha yacT b, pasmern 9 OT HACTOAIIOTO NPUIIOKCHIE.

3a OlleHKa Ha eKCIO3MLMATa Ha OpraHM3MmUTE C€ B3€Ma IPEOBUI LiAaTa CbOTBETHA I/IH(l)OpMaIII/IH 3a IIpodykTa 3a
pacTuteiHa 3allinTa ¥ MUKpOOpraHusma. Korato e YMECTHO, €€ U3NOJI3BAT MPEOBUOCHUTE B HACTOSIIUMA pasfell rapa-
METpU. KoraTo oT HamuHMUTe HAHHM € BUIHO, ue NpOOYKTHT 33 PaCTUTEIIHA 3alIMTa OKasba IIO-CUMITHO BB3JIENCTBIE OT
TOBa Ha MMKPOOpraHmusmMa, 3a Ja c€ MU3UUCIIAT OTHOLUECHMATA B'L3JI€I7[CTBI/I€/€KCHO3MHI/IH, C¢ M3MOJI3BAT HAHHUTE 3a
Bb3IENCTBMETO HA NponykTa 3a pacTUTEIHA 3alllNTa BbPXY HENPULEITHU OpraHU3MU.

Vll) 3a na ce YyJIeCHM OLEHKAaTa Ha 3HAUMMOCTTA Ha PE3YIITATUTE OT MU3BbPLICHUTE UBIMUTBAHNSA, TOKOJIIKOTO € Bb3MOZKHO CE
M3I0II3Ba €VH M ChIIM LaM OT BCEKM CbOTBETEH BUI B PAIIMYHUTE NMPEOBUOCHU MBIUTBAHUA 33 Bb3MENCTBIETO BbpXY
HEenpuueITHuTe OpraHu3Mu.

Bb3apeiicTBue BbPXY NTULM

Hokransa ce uudopMaLysi, MIEHTMYHA C TpeaBuaeHara B yact b, Touka 8.1 or npmioxenuero kbM Permament (EC) Ne
283/2013, Korato He ¢ BH3MOXKHO Iid Ce NPEHBUMIM BB3IE/CTBUETO HA MPONYKTA 33 PACTUTENIHA 3AIIMTA Bb3 OCHOBA Ha
IIAHHNTE, HATMYHM 33 MUKPOOPTaHNM3Ma, OCBEH aKO He MOXKe [Ia ce JOKaXe, 4e HsMa BEPOSTHOCT 33 eKCIO3MINS HA NTUIL
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Bo3pmeiicTBue BBPXY BOTHYM OPraHM3MU

Hokransa ce MHGOPMALIMS, MICHTMYHA C IpedBuieHaTa B yacT b, Touka 8.2 or mpumoxennero kbm Permament (EC) No
283/2013, Korato He ¢ Bb3MOXKHO [1a ce NPEIBUIM Bb3ACHCTBUETO HA NPOMYKTAa 33 PACTUTENHA 3alMTA B3 OCHOBA Ha
IAHHNUTE, HAJIMYHM 33 MMKPOOPTaHM3Ma, OCBEH aKO He MOXKe Jla ce JIOKaXe, ue HsAMA BEPOATHOCT 3a eKCIO3MINS Ha BOIHM
OpraHu3M.

Bu3pmeiicTBue BBPXY Nuenu

Hokranea ce MHPOPMALVS, MICHTMYHA C NpeiBMicHaTa B yact b, Touka 8.3 or mpumioxennero kbM Permament (EC) Ne
283/2013, Korato He ¢ Bb3MOXKHO [1a Ce TPEHBUIM BB3HCHCTBUETO HA NMPOMYKTA 33 PACTUTENHA 3alMTA B3 OCHOBA Ha
IaHHWTe, HATIMYHM 32 MUKPOOPraHM3Ma, OCBEH aKO He MOXe J1a ce JIOKaxe, ue HAMa BepPOSTHOCT 3a eKCIO3MUMS Ha MYesTi.

Bb3nmeiicTBue BbPXY WICHECTOHOI'M, Pa3JIMYHN OT MYeIn

Hokragsa ce MHPOPMALNS, MICHTMYHA C TNpedBuieHaTa B yacT b, Touka 8.4 or npuoxenuero kv Permament (EC) Ne
283/2013, Korato He € BH3MOXKHO [ia Ce NMPEIBUIN BB3IEHCTBUETO HA MPONYKTA 33 PACTUTE/IHA 3AIIMTA Bb3 OCHOBA Ha
IAHHMTE, HaJIMYHM 33 MMKPOOPraHM3Ma, OCBEH aKO He MOXe J1a ce JOKaXe, ye HAMa BEpPOATHOCT 3a EKCHIO3ULMS Ha
UYJIEHECTOHOIY, Pa3/IMYHN OT ITYENN.

Bb3neiicTBue BbpXy 3eMHM YepBen

Hokramsa ce MHPOPMALNS, MICHTMYHA C NpelBuUieHaTa B yacT b, Touka 8.5 or npuoxenuero kv Permament (EC) Ne
283/2013, Korato He ¢ BH3MOXKHO Iid Ce TPEHBUMIM BB3IE/CTBUETO HA MPONYKTA 33 PACTUTEIIHA 3alIMTA Bb3 OCHOBA Ha
JIAHHMTe, HAJIMYHM 32 MMKPOOPIaHM3Ma, OCBEH aKO He MOXKe a ce JOKaxe, 4e HAMA BEPOSTHOCT 3a eKCTO3MLMS Ha 3eMHU
yepBen.

Bb3peiicTBue BHPXY NOYBEHN MMKPOOPTaHM3MU

Hokiansa ce nuOpMaLysl, MIEHTMYHA C NpeaBuaeHata B yact b, Touka 8.6 or npmioxenuero kbM Permament (EC) Ne
283/2013, Korato He ¢ BH3MOXKHO Iid Ce NPEHBUMIN Bb3IEHCTBUETO HA MPONYKTA 33 PACTUTENIHA 3AlIMTA Bb3 OCHOBA Ha
IIAHHMTe, HAIMYHM 33 MMUKPOOPraHM3Ma, OCBEH aKO He MOXe fa ce JOKaXe, Ye HSAMA BEPOSTHOCT 3a EKCIO3MIMS Ha
HETPUILIETIHN [OYBEH! MUKPOOPraHU3MIL

TombTHUTETHN U3CTIeTIBAHUS

Heo0X0mmMo € eKCIIEpTHO CTAHOBHILE, 33 [1a Ce PELy Ay ca HeOOXOMMMI TOMBITHUTEITHY M3cieaBanyst. [Ipu B3eMaHeTo Ha
TOBA PellleHye Ce B3MMA N0 BHUMAHME HATMYHATA MHQOPMALMS B HACTOSIIAS M B OCTAHATIATE PABNENM U, MO-CIICLMATIHO,
[IAHHWTE 33 CreUMQUKATa Ha MUKPOOPTaHM3Ma M 3a OYaKBaHATa ekcrosuuyst. TlonesHa MHGOpPMALMS MOXKe [ ce TOTyun 1
OT HaOIOTIEHNMSATA, TIPOBENCHI IPU M3MMTBAHMSATA 38 eQUKACHOCT.

CrenyanHo BHUMaHMe ce oOpblla HA Bb3MOXKHOTO BB3[CHCTBME BHPXY ECTECTBEHO CPEMIAIIM CE ¥ YMMIIICHO M3IYCKaHM
OpTaHM3MM, KOUTO Ca OT 3HAUYCHVE B MHTErPUPAHOTO ympasieHyue Ha spemurernmrte (MYB). Tlo-cmeumarnHo, BeMa ce mom
BHMMAaHMEe ChbBMECTMMOCTTA Ha IIpomykrta ¢ MYB.

HOH'I)HHI/ITCHHI/ITe M3CIIeOBaHMs MOIaT J1a BKIIIOYBAT M JAPYIM M3CIIEOBAHNMS HA HOOIBJIHUTEIIHU BUIIOBE WIIM M3CIIEOBAHNS OT
ciiefpanl €rarr KaTto Te3M, IOCBETCHU, HAlpUMED, Ha HAKOM HENPULIEITHM OpraHu3Mu.

l'lpe]m MPOBEKIAHETO HAa TE3M M3CIIECHBAHUA 3asABUTENAT MCKA CBIJIACMETO HA KOMIIETEHTHUTE OpraHM OTHOCHO Buia
V3CIenBaHe, KOETO Ha Ce M3BbPUIN.

OBOBLLUEHNE M OLEHKA HA BB3IEMCTBUETO BBPXY OKOJIHATA CPEIA

Vsrotsr ce 0000wICHNE M OLICHKA Ha BCUUKM [JAHHM, CBbP3aHM C BB3MENCTBUETO BbPXY OKOJIHATA CPEd, B CHOTBETCTBHE C
HACOKMTE, ONPEEIeHN OT KOMIIETCHTHUTE OPTaH) Ha IbPXKaBUTE-UICHKM, OTHOCHO pOpMaTa Ha Te3n 00OOLIECHNS 1 OLECHKH.
Te BKITIOYBAT MONPOOHA M KPUTUUHA OLEHKA Ha Te3U IAHHM B KOHTEKCTA HA CHOTBETHUTE KPUTEPUHM U HACOKM 3a OLICHKA M
B3JMMaHe Ha pelleHMe, KaTo NO-CMELMATHO Ce B3eMaT NpEdBMI PUCKOBETE 33 OKOJIHATA Cpefja M HENpUUETHWUTE BUIOBE,
KOMTO MOXKeE []d Bb3HVUKHAT MIIM BH3HMKBAT, KAKTO M OOXBATHT, KAYECTBOTO M HAEXKIHOCTTA Ha Gasara maHHu. OGpbiua ce
T0-CTIeNMAIHO BHUMAHNE Ha CTIEAHNTE BHIIPOCK:

— IMPEeOBMKIOAHETO Ha Pa3IPOCTPAHEHMETO M ChILIECTBYBAHETO B OKOJIHATA Cpela u HCO6X0]1MMI/I$[ 3a TOBa Iepuor OT BpeMeE,

—_— I/I]IeHTI/I(])I/lKaLU/[HTa Ha UBJIOXKEHUTE Ha PUCK HENPUUEITHM BUIOBE U IMOIynauMy M MNPEOBUAKIAHE HA CTENEHTA Ha
IOTEHIMAJIHATA UM €KCIIO3MLMA,

— OINPENEIIIHETO Ha NPENNasHUTE MEPKM, HCO6X0]I]/IMI/I 3a NPENOTBpATABAHE VI HaMalsBaHE OO MUHVMMYM Ha 3aMbpcCs-
BaHETO Ha OKOJIHATa Cpefa, M 3a 3alliTa Ha HENPULEITHUTE BUIOBE.







LEHU 3A ABOHAMEHT 3A 2013 r. (6e3 AAC, c BKAOYEHU pa3xoAu 3a CTaHAApPTHA A0CTaBKa)

OduumnaneH BecTHuK Ha EC, cepun L + C, eAMHCTBEHO Ha xapTueH
Hocuten

Ha 22 oduunasHK e3nKa Ha
EC

1 300 EUR 3a roguwieH
aboHaMeHT

OdwuumaneH BecTHUK Ha EC, cepum L + C, Ha xapTueH Hocuten +
rogmwHo c6opHO nagaHre Ha DVD

Ha 22 oduunasHK e3unKa Ha
EC

1420 EUR 3a roguweH
aboHaMeHT

OduumaneH BecTHUK Ha EC, cepua L, egnHCTBEHO Ha xapTueH
HocuTen

Ha 22 oduuMaHM e3nKa Ha
EC

910 EUR 3a roguweH
aboHaMeHT

OduumaneH BecTHMK Ha EC, cepumn L + C, meceuyHO uspaHue Ha
DVD (c6opHO u3gaHue)

Ha 22 oduuManHu esmvKa Ha
EC

100 EUR 3a roguwweH
aboHaMeHT

MputypKa kbm OduumnaneH BecTHUK (cepmua S — [orosopu 3a
06LLEeCTBEHN NOPBYKM M npoueaypu no Bb3naraHe), DVD, egHo
n3gaHue Ha cegmuua

MHOroesmyeH: Ha 23
obuuManHn esnka Ha EC

200 EUR 3a roguweH
aboHameHT

OduumnaneH BecTHuK Ha EC, cepna C — KoHKypcu

Ha eauK/esvum B
3aBMCUMOCT OT KOHKypca

50 EUR 3a roguweH
aboHaMeHT

A6oHameHT 3a OguymaneH BeCTHMK Ha EBpONEHCKUA Cbio3, U3faBaH Ha oduLManHUTE e3uum Ha EBponenckusa cbuios,
MOX¥e fAa Ce HanpaBu 3a 22 e3uKoBM Bepcun. EamH aboHameHT BKauBa cepumte L (3axkoHopatenctso) u C
(MHPpopmauma 1 nssecTus).

3a BCAKA e3K1KoBa Bepcwsl Ce NnpaBu OTAe/leH aBOHAMEHT.

CwornacHo PernameHt (EO) Ne 920/2005 Ha CbBeTa, ny6nuKkyBaH B OdwuumaneH BecTHMK L 156 ot 18 toHmn 2005 r.,
crnopefs, KOWTO MHCTUTYyUMUTE Ha EBpPONENCKMA Cblo3 BPEMEHHO He ca 3afb/MKEHW fa CbCTaBAT BCUMYKM aKTOBE Ha
MPNaAHACKM €3MK M Aa ' nybinKyBaT Ha TO3M e3uK, udgaHuaTa Ha OduumaneH BECTHUMK Ha WPNaHACKW e3uK ce
pasnpocTpaHABaT OTAEJHO.

A60oHamMeHTHT 3a NpuTypKaTta KbM OduumaneH BECTHUK (cepus S — [JoroBopu 3a 06LECTBEHM NMOPBYKM U MpoLiesypu
Nno Bb3naraHe) BHK/IKOYBA BCUYKKM 23 obMLMaIHU €3MKOBU BEPCUMM B €HO 0610 MHoroeavkoBo DVD.

A6oHaTtuTe Ha OgpuumaneH BECTHUK Ha EBPOnesiCKMA Cbio3 UMaT NpaBo, clef 3asBKa, Aa NosyyaT pasiuyHUTE NpuaoKeHus
KbM OduumaneH BeCTHMK 6e3 AOMbAHUTENHO 3anfawaHe. MHbopmauma 3a ny6/iMKYBaHETO Ha MPUIOMKEHWsTa ce

npegocTtaBa 4pes CbOOLLEHMA 3a YMTaTeNnTe, BKIOYEHM B O(,'bl/lLlMaﬂeH BEeCTHUHK Ha EBpOI'IeMvCI-{MFI Cbl03.

Mpoaax6u u aboHaMmeHTH

ABGOHaMEHTBLT 3a pas/MYHUTE MJaTeHW NepUOSMYHM M3JaHus, KaTo Hanpumep OguumaneH BECTHUMK Ha
EBpornierickuA Cblo3, MOMe Ja Gbfe HanpaBeH Ype3 BCUYKM HalUM TbProBCKU NpPefCcTaBUTesN.

CnunCBKBT Ha TbProBCKUTE npeacrtaBuTesin € AOCTbMNEeH Ha ajpec:

http://publications.europa.eu/others/agents/index_bg.htm

EUR-Lex (http://eur-lex.europa.eu) npegnara gUpeKTeH 6e3nsiaTeH AOCTbN A0 3aKOHOAaTes/ICTBOTO Ha
EBponeiickua cbio3. To3M UHTEpPHET cailT AaBa Bb3MOXHOCT 3a cnpaBka ¢ OguumnaseH BeCTHUK Ha
EBponetickna cbio3 U BH/IOYBA A,0rOBOpUTE, 3aKOHOAATE/ICTBOTO, IOPUCNIPYAEHLUATA U NOATOTBU-

TeJIHATE 3aKOoHOAaTes/IHU aKToBe.

3a nogpo6Ha uHpopmauua 3a EBponeicKUA cblo3 noceteTe UHTEpHeT caiTa: http://europa.eu

Cnyx6a 3a ny6avkaumm Ha EBponeickua cbios
2985 Ntokcembypr
NHOKCEMBYPT
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