MHUHUCTEPCTBO HA 3/IPABEOITA3ZBAHETO

PASBPEHIEHUE

3A IPEJJOCTABSIHE HA MA3APA HA UIEHTUYEH
BUOLIN

Ne 2385-1/11.06.2018 r.

Ha ocnoBanme wi. 14a u 4. 174, BbB Bpb3Ka ¢ 4i1. 15, aua. 4, 1. 15 ot 3akona 3a 3amura ot
BPEIHOTO Bb3/IelicCTBHE HA XHMHYHHUTE BellleCTBA M CMEeCH H BbB BPb3Ka C M01a1eH0
3asBjeHue ¢ BX. Ne 13-BI1-98/16.05.2018 r. u BC-RQ034806-13 u 3anosex Ne PJ[ 01-

287/08.08.2017 r., nombanena cbe 3anmoex Ne P/1-01-66/23.02.2018 r. Ha MHUHHCTBpPa Ha
3paBeoNna3BaHeTo,

PA3SPEIHIABAM INTPEJOCTABSAHETO HA ITA3APA HA:

I. Tbproecko HauMeHOBaHUe HA OuMoLUAa
Murin Block Extreme

II. Ume u afpec HA JMLETO, KOETO NMPeI0CTABS Ha Ma3apa Ouonuaa
Vebi Istituto Biochimico s.r.l.

Via Desman, 43

35010, Borgoricco

Hranus

II1. Ume n agpec Ha MpoOU3BOAMTEISA HA OMOLUIA
Vebi Istituto Biochimico s.r.l.

Via Desman, 43

35010 Borgoricco-Padova

Wramus

IV. Ibp:xaBa - yienka Ha EBponeiickusi ¢b103, B KOATO OMOLUIBT € paspelieH 32 MbPBHU
nbT - onoruasT ,,Murin Block Extreme” e unentuuen ¢ ononmaa “NEO-ACTIBLOCK-BROD”,
(paspemienne No 2334-1/15.03.2018 r.), KOHTO € pa3pemieH MO B3aUMHO IpPH3HABaHE C
pedepenTHa appikaBa - Urtamus, Paspemenue 1T/2016/00335/AUT ot 04.04.2016 T.

ctp.lor 5



V. Bua Ha Ouwomuaa cbriaacHo mnpuioxkenue V Ha Perinament (EC) Ne 528/2012 Ha
EBponeiickus napiaament u Ha CbBera ot 22 Maii 2012 roaHa OTHOCHO NPeIOCTABAHETO
Ha masapa u ynorpedara Ha Ouonuaun

I'nmaBua rpyna 3 - KonTpon Ha Bpenurenu.

IIpoaykroB Tun 14 - Pogentumumay.

VI. Bux Ha Omonuaa (rpaHyJjart, TeYHOCT, IPaxoo0paseH U ap.)
Bocbuno O10kue.

VII. /lanHM 32 aKTHBHOTO BeIlleCTBO/BeNIeCTBA B ChCTaBa HA OMOLMAA

Konuenrpanus

Ne CASNen EC Ne, | Ha aKTMBHOTO

IIpou3BoauTe] HA AKTUBHO
no | HammeHoBaHMe | KOraTo TaKuBa ca BeIleCTBO B

BeIeCTBO
pen onpeaeaeHH METPUYHH
eTMHUIH
1. |Bpomudaxym CAS Ne 56073-10-0 | 0,0025 g/100 g |Activa S.r.l,
EC Ne 259-980-5 via Feltre Ne 32, 20132
Milano, Urtanus

VIII. O6sact/061acTH HA PUJIOKEHHE

l'oToBa 3a ymoTpeba poaeHTHIMIHA IMpUMaMKa MoJ (Gopmara Ha BOCHYHO OJIOKYE 3a KOHTPOI
YHCIICHOCTTa Ha CHHAHTPONHM rpu3auyn: nomamHa muinka (Mus musculus) u cus mapx (Rattus
norvegicus).

3a MacoBa ynoTpeba cpelly JOMallHU MUIIKK MOXE Ja Ce M3MO0JI3Ba BBTPE B CTPaU U CPeILy
CHBH IUTBXOBE - BBTPE B Crpajiu U 0KoJo TAX (10 0,5 m OT cTeHuTe UM).

3a npodecroHanHa yrnorpeda Moxke Ja ce M3IM0J3Ba CPelly JOMAIlHU MHUIIKU U CHUBHU IUIBXOBE
BBTpPE B CIpajy 1 0KoJIo TsX (10 0,5 m oT CTeHUTE UM).

IX. Hauun Ha ynorpebda

[Ipenu HauanoTo Ha TpeTHpaHE C OTPOBHATA NMPUMAaMKa € HEeOOXOIMMO Jia ce WIACHTU(UIpPAT
BUJIOBETE IpHU3aul, BEPOSATHUTE MPUYMHU 32 HalaJEeHUETO U MHTeH3uTeTa My. Jla ce oTcTpaHsT
JIECHO JIOCTBITHUTE M3TOUHUIIM Ha XpaHa M BOJa 3a IpU3auyMTe, 32 J]a ce M0A00pH NpueMaHeTo Ha
MPOJAYKTa U Jla CE€ HaMajJM BEpOSITHOCTTa OT MOBTOpHa HMHBa3us. OOeKkThT HE TpsAOBa aa ce
MIOYKCTBA HEMOCPEACTBEHO MPEAN TPETHUPAHETO ¢ OMOINAA, 3a /1a HE ce 00E€3MOKOU MoMmyausaTa
Ha rpU3avuTe, KOeTo O 3aTPYAHMUIIO IPUEMAHETO Ha OTPOBHATA TPUMaMKaTa.

[IpoaykThT TpsiOBa Aa ce M3MOJ3Ba CaMO KAaTO 4acT OT CUCTeMa 3a MHTErpupaH KOHTPOJ Ha
BpEUTENH, BKIIOYBAILl OCBEH BCUYKO JAPYro MEPKM 3a XUTHEHA U IPU Bb3MOKHOCT HEXUMHUYHU
METO/IM 32 KOHTPOJ (HAIpuMep M3I0JI3BaHETO Ha KallaHH).

[TpumamkaTa ce moctaBsi B A€PaTU3AIMOHHU KYTHH, 3alIUTEHH CPEUIly OTBapsHe (3aKIII0YBAIIM
ce) u 00e30maceHy Mo Ha4YMH, KOWTO CBEXKAA 0 MHHUMYM PUCKa OT CIy4YallHO MOTIbIIAHE Ha
npernapara OT Jiella M HelleJIeBY )KUBOTHU. biokuerara ce pukcupar BbTpe B OTpOBHATA TOUKA, 32
na He ObAaT MU3MBKBAaHU OT rpusaumrte. JlepaTM3allMOHHUTE KYTHH TpsOBa Ja ca CHAOJEHH C
MapKHpOBKa, KOSTO SICHO TOKa3Ba, 4e ChABPKAT POJACHTULUA W He TpsOBa jJa ce OTBapsT,
MOBPEXAAT WM MpemecTBar. Te ce MOCTaBAT B 3aC€rHATUTE OT T'PU3ayd 30HM U TIOMELICHMUS,
OMM30 10 JAYNKUTE UM, 1O MapHIpyTUTe UM Ha JBWKEHME M MeCcTara, KOHUTO OCHOBHO
npennountat. KpaeTo € Bb3MOXKHO, KyTUUTE TpsiOBa J1a ce 3aKpernBaTr 3a 3eMsTa WU 3a JIPYru
KOHCTPYKLIMH, KAaKTO U JIa CE ITOCTABSIT Ha MECTA, 3alllUTEHN OT HABOIHSBAHE.
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3anoxeHuTe NpUMaMKH TpsOBa Ja ce MocemiaBaT 4ecTo IMOHE BEAHBXK Ha 2-3 M (TpU
00paboOTKH Cpenry MUIIKK) WA Ha S -7 qHu (Tpu 00pabOTKH Cpely TThX0BE) CIea HAa4aloTO Ha
TPETUPAHETO U IMOHE €IUH IBT CEJIMUYHO CJIEJ TOBA, 3a J1a C€ MPOBEPU JaAJIU CE MpUEMAT OT
rpu3ayuTe U Ja ce Ipe3ape’kaar, ako ca U3AJACHUM WM NoBpeAcHU. ToBa MpoabKaBa JIOKaTo
KOHCyMaluaTa crpe. AKO IOeMaHeTO Ha INpUMaMKaTa € CpPaBHHUTEIHO C1a0o, BBIPEKH
yCTaHOBEHATa BUCOKA YMCICHOCT HA BPEAMUTENINTE, € HEOOXOIAUMO AepaTU3allMOHHUTE KYTHH Ja
ce MPEMECTST Ha IPYT'H MECTa WIIM J1a CE U3II0JI3BA POACHTHUIIU C IpyTa (OopMyTaliys.
[IpoayKThT HE € npeAHa3Ha4YeH 3a ObJAroTpaiiHa ynorpeba W HE ce M3MO0J3Ba KAaTO MOCTOSHHU
oTpoBHU Touku. OOpaboTkara MpoabDKaBa MakCUMyM 35 nHU. AKO Tpe3 Leus Mepuoj] Ha
TpeTUpaHe NPUMaMKHUTE IPOABIKABAT Jja C€ U3SDKJIAT U He ce Ha0IIro1aBa Craj] B YUCJIEHOCTTa Ha
rpu3zauynre, TpsAOBa Ja ce OmpeAenH BeposiTHaTa MpuUYrMHa 3a ToBa. Cien KaTo ce M3KIIYaT
IpyTUTE Bb3MOKHOCTH, Hali-BEPOSITHO CTaBa JlyMa 3a Pe3UCTEeHTHHU rpu3aun. Torasa TpsiOBa 1a ce
IIPELICHH BBb3MOXKHOCTTA 3a YNOTpeda Ha HEAHTUKOAryJaHTHM WJIM MO-CWJIHM aHTHUKOAryJaHTHU
POJNEHTULU/H, & CBILO U U3IOI3BAHETO HA KAllAaHU KAaTO aJTePHATUBHA MsIpPKa 32 KOHTPOL.
[IponykTbT He TpsiOBa Ja ce mIpujara AUPEKTHO BBPXY IoYBaTa M B JYNKUH HAa TPU3AYM.
[IpumamKuTe He ce M3MON3BAT 3a 3alUTa Ha CEJICKOCTONAHCKH KyATYpH OT rpusaud. Jla ce
n305TBa TpETUpaHE C MPOJYKTAa NpPU HAIMYKME Ha HE3alUIMTeHH XpaHu u ¢ypaxu. Jla ce
IIPEJOTBPATU JOCTbHIIA O MPUMaMKaTa Ha Jela, JOMAIlHU JFOUMIH, CEJICKOCTOIIAHCKU U APYTH
HEIeNIeBU KUBOTHH. BHOIMABT € omaceH 3a AuBHTE XUBOTHHU. [Ipu ymorpeba Ha oOmiecTBeHH
MecTa TPEeTHUPAHUTE IUIOIIM C€ MapKUpaT ¢ MOCTaBsHE HAa NPEAyNpeAUTEIHHU Ta0enu, ONUCBalU
pHUCKa OT I'bPBUYHU M BTOPUYHU OTPaBSHUS, KAKTO U MEPKUTE 3a OKa3BaHE Ha IbPBa IIOMOIIL.

Ilo BpeMe U ciei NMPUKIOYBAHE MEPHOAA HA TPETHpaHE BCHYKHM OCTaThbLU OT IpUMaMKaTa ce
CHOUpAT M OTCTPAHSABAT MO OE30MaCeH HAYMH B CHOTBETCTBUE C M3MCKBAHMATA HAa HAI[MOHAHOTO
3aKOHOJATENCTBO. J[a ce M3Moa3BarT 3alUTHU PbKABULIM U J]a ce U304rBa KOHTAKT HA IPOAYKTA C
koxkara. Criesr ynmotpeda u mpei XpaHeHe J1a Ce M3MUBAT PBIIETE M U3JI0KEHATa KOXKa.

VYMpenure rpuzadyu ce npeMaxBaT Ha YeCTH MHTEpPBAIU 110 BpEMe Ha JepaTu3auusaTa, Hail-MaJlko
ChC ChlIaTa 4YECTOTa, C KOSTO NPUMaMKUTE C€ IpoBepsBaT WU mpesapexaar. [lpu Hsaxou
00CTOSITENICTBA MOXKE Jla Ce HM3UCKBAa €XKEeJHEBHA IpoBepka. Jla ce M3Moi3BaT NOIXOASALIH
PBKaBULIM MIPH paboTa ¢ yMPEIH KUBOTHU. MBPTBUTE I'pU3auu C€ MOCTABST B IUTBTHO 3aTBOPEHU
JIBOWHU IUIaCTMACOBM TOPOM M Ce MpeAaBaT 3a ChbXpaHEHHWE WM YHHUIIOXKAaBaHE B OOEKTH 3a
0o0e3BpeXx/aHe Ha >KUBOTUHCKU TPOAYKTH, PETUCTPUPAHU B OOJACTHUTE JUPEKIHH TIO
6esomacHoct Ha xpanute (OJbX), B cworBercTBMEe ¢ wi. 259, am. 1 ot 3akoHa 3a
BeTeprHapHOMeuuuHckaTta aeinoct (3BM/I) unu u3bH obexture, peructpupanu B O/IbX npu
Cra3BaHE Ha YCIIOBHATA U pejia, OnpeesieHH B HapeabaTa o wi. 259, an. 3 ot 3BBM/I.

Hopwmu 3a npunoxenue:

Mumkn: 20 g - 40 g ot mpumaMKara B e€IHa JepaTH3alMoHHA KyTus. Kyrumre TpsiOBa ma ca
Pa3noJI0XKEHN Ha Pa3CTOSSHUE MUHUMYM 5 m e/1Ha OT JApyra.

[Tasxose: 100 g - 200 g ot mpumamKkara B eHa JepaTu3alronHa Kytus. Kyruure tpsdBa ga ca
Pa3noJI0XKEHN Ha Pa3CTOSSHUE MUHUMYM 5 m e/iHa OT JApyra.

[Ipy WMHOMIEHTHO TOTTBIIAHE HEe3a0aBHO Ja C€ MOTHPCH JICKApCKU CHhBET U Ja C€ TOKaxe
OIIaKOBKaTa WJIM €THKETA.
AnTtHnor - ButamuH K1 (mpunara ce moJ1 HaOII0I€HUETO Ha JIEKap).

X. JlanHu 3a kjJacuuuupaHe U eTHKeTHMpPaHe Ha Ouonuaa cbriaacHo Pernament (EQ) Ne
1272/2008 na EBpomneiickusi napjameHT u Ha CbBera oT 16 nexemBpu 2008 r. oTHOCHO
KJaCH(PMIUPAHETO, eTUKETHPAHETO M ONAKOBAHETO HA BeLEeCTBA M CMECH, 32 H3MEHEeHHe U
3a oTMsiHA HA qupekTUBU 67/548/ENO u 1999/45/EO u 3a usmenenue Ha Persament (EO)
Ne 1907/2006
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A. Buonuja ¢ aKTHBHO BellleCTBO/BeNIeCTBA — XUMHYHO BellleCTBO/BellecTBA

KiacoBe u kaTeropnu Ha OIaCHOCT:
CrennuyHa TOKCHYHOCT 32 OMPECIICHN OpraHy ClIe]] OBTApsIIa Ce eKCIIO3UIINsS, KAaTeropus 2,
H373.

ETnkerunpane:

IIukTorpamm:

GHSO08
Curnaana gyma: Buumanue

IIpexynpexaeHusi 3a ONACHOCT:
H373 Moxe na npuunnu yBpexnaane Ha oprauure (KP'bB) npu npoabsmkurenHa uiu noprapsiia
Ce eKCIIO3UIIMSL.

IIpenopbku 3a 6e30naCHOCT:

P102 Jla ce cpxpaHsiBa U3BBbH oOcera Ha Jiena.

P301+P310 ITPU ITOT'JIBIIAHE: He3za6auo ce obanere B IIEHTBP I10 TOKCHUKOJIOI' M.
P308+P313 I1PU siBHa miu mpeanonaraema excro3uius: [loTbpcere MEIUIIMHCKU CHBET/TIOMOIII.
P501 Cbabp:kaHueTO/ChIBT Ja C€ U3XBBPIU B ChOTBETCTBHE C HOPMaTUBHATa ypenoa.

Coabpaka: Opoaudaxym.

XI. /lanHu 32 onakoBKaTa (BUJ HA ONAKOBKATA, BMECTUMOCT/00eM)

3a macoBa ymotpeda — 10 300 g (chabprkariu Bochuru Osiokuera ot 1mo 10 - 20 g Besiko).

3a npodecuonanna ynorpeda — ot 1.5 kg mo 25 kg (chabpixariu Bochunu 610k4era ot 10 - 20 g
BCSIKO).

OmnaxoswueH marepuai: PE/Aluminium/Polyesther.

XII. Kateropusi Ha norpeouTeuTe
Macosa u npogecrnonanHa.

XIII. CnennpuyHM M3MCKBAHUSA UM OTPAHUYEHUS

1. UadopManimoHHHUAT JHCT 32 OE30MaCHOCT M ETHUKETHT Jla Ce U3TOTBSAT B CHOTBETCTBHE C
W3/IaJICHOTO pa3pellieHre, KaKTo W NpH Cla3BaHe Ha M3UCKBaHUATA HAa 3aKOHA 3a 3alluTa OT
BPEIHOTO BB3JCHCTBUE HAa XMMUYHUTE BewlectBa M cMmecH, mmasa IV u Ilpunoxenue Il Ha
Pernament (EO) Ne 1907/2006 oTHOCHO perucTpanusara, OIICHKaTa, pa3peliaBaHeTo |
orpannyaBaHeTo Ha xumukanute (REACH).

2. [la ce cma3sAT W3WCKBaHUATA Ha Wwi. 5, an. 1 or Hapenbara 3a omakoBKHTE W OTHAABIMTE OT
ornakoBkH (00H., /IB, Op. 85 or 2012 r.), kKaTto ce moCTaBsAT HEOOXOAMMUTE MAPKUPOBKHU.

3. Jla ce MOMBIHAT JEKIapaluuTe 3a ChOTBETCTBUE, CHITIACHO WI. 4, al. 3 W WI. 6, all. 2 OT
Hapen6arta 3a onmakoBKHUTE U OTIAIBIUTE OT OMAKOBKH.
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XIV. Pa3pemenuero ce u3aasa 3a cpok 10 31 asrycer 2020 r.
(cpok, CHOTBETCTBAlll HAa CPOKAa Ha pa3pelIeHUETO, U3JaJCHO OT IbpKaBaTa - 4ICHKa Ha
EBporneiickust ¢b103, B KOSATO OMOIMIBT € Pa3pellieH 3a IbPBU IBT).

I''TABEH I BbP’KABEH
3APABEH UHCIIEKTOP:
A-P AHI'EJI KYHYEB
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