MHUHUCTEPCTBO HA 3IPABEOITA3ZBAHETO

PASBPEHNIEHUE

3A ITIPEJOCTABSHE HA ITASAPA HA BUOLIUA
11O B3BAUMHO ITPU3HABAHE

Ne 2621-1/25.10.2019 r.

Ha ocHoBanmue 4. 14a, 4yi. 171, BbB Bpb3Ka ¢ wi. 15, ai. 4, T. 5 or 3akoHa 3a 3amura oT
BPEIHOTO Bb3/1eilicTBHEe HA XUMUYHHUTE BellleCTBA M CMeCH, NMO/IaIeHO 3asiBjIeHue ¢ BX. Ne 13-
bI1-167/04.09.2019 r. u BC-YU0444461-08 u 3anoBex Ne PJI 01-287/08.08.2017r.,
nonbiHeHa cbe 3anoBen Ne P/1-01-66/23.02.2018 r. Ha MUHHCTBPA HA 3IpaBe0Na3BaHETO,

PASPEIITABAM ITPEJJOCTABSAHETO HA ITA3APA HA:

I. Thproecko HaumMeHOBaHME HA OMOLMAA
Murin Facoum Block

II. Ume u ajJipec Ha JIMIETO, KOETO NMPEA0oCTaBdA Ha ma3apa 61/[011]/1)13
Vebi Istituto Biochimico s.r.l.

via Desman, 43 35010 Borgoricco (PD)

Wramus

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

via Desman, 43 35010 Borgoricco (PD)
Hramus

IV. IbpxkaBa - wieHka Ha EBponeiickusi ¢b103, B KOATO OMOLIMABT € pa3pelieH 3a NbPBH
nbT - Utamus, Paszpemenne Ne 1T/2014/00213/AUT

V. Bua Ha Ououmaa cwriacHo mnpuioxenue V Ha Permament (EC) Ne 528/2012 na
EBpomneiickusa napaament 1 Ha CbBera ot 22 maii 2012 roaMHa OTHOCHO NPEAOCTABSIHETO
HA ma3apa M ynorpedara Ha Omouuau

ctp. lor5



I'naBua rpyna 3 - KoHTpoJ1 Ha BpeAUTENH.
IIpoaykros Tun 14 - Pogentunnay.

V1. Bua Ha 6uounaa (rpaHyJiaT, TEYHOCT, IPAXoo0pa3eH U ap.)
biokuera.

VII. lanHu 32 aKTUBHOTO BellleCTBO/BelleCTBA B ChCTaBa HA OMOLIMAA

Konuenrpanus
Ne CAS Neu EC Ne, | Ha akTHBHOTO
IIpousBoauTe 1 HA AKTUBHO
no | HamMeHoBaHHe | KOraTo TaKuBa ca BelIeCTBO B
BellleCTBO
pen onpeaeeHu MeTPUYHHU
eIMHUIHN
Activa S.r.|
CAS Ne 56073-10-0 . .
1. |Bpoaudaxym EC No 259-980-5 0.005 g/100 g \Igiaig;tlr& 32, 20132 Milano,

VIII. O6sact/061acTH HA PUJIOKEHHE
loTtoBa 3a ymoTpeba poJCHTHUIMAHA MpuUMamMKa monx ¢opmara Ha OJOKYeTa 3a KOHTPOI
YHUCJIEHOCTTa Ha CHMHAHTPOITHHM Ipu3auu: gomamiHa muika (Mus musculus), cus mrbx (Rattus
norvegicus), uepen mrbx (Rattus rattus).
3a npodecroHanHa ynorpeda Moke J1a ce M3MO0JI3Ba CPelly MUILIKHA U TUTbXOBE BBTPE B CTPAaU U
OKOJIO THIX.
[Ipodecnonanuctu, otroBapsimu Ha u3uckBanuatra Ha Hapenba Ne 1 ot 5 smyapu 2018 r. 3a
YCIIOBHSITA M PEJia 3a U3BbPIIBAHE HA JC3UH(CKINH, IC3UHCEKIINH U Aepatu3zanuu (00H. JIB Op. 7
or 2018 r.) Morar aa v U3IMOJI3Bar:

- BBTPE B CTPaJM CPEILy MHIIKHU U TUTbXOBE,

- OKOJIO CTPajii CPelly MUIIKU U TUTbXOBE.

IX. Haunn Ha ynorpe6a

Bunarun na ce uere erukera mpeau ymnorpeba M Ja ce cleABaT YKa3aHHUATa B IOCOYEHUTE
HUHCTPYKLIHH.

[Ipean HauanoTo Ha TpEeTHUpPAHE C OTPOBHATA NMPUMaMKa € HEOOXOAMMO Ja ce WACHTHHUIIUpAT
BHUJIOBETE I'PU3a4U, BEPOATHUTE NIPUUMHU 32 HANAJECHUETO U MHTeH3uTeTa My. Jla ce oTrcTpaHsaT
JIECHOJOCTBHITHUTE M3TOUYHUIIM HA XpaHa U BOJA 3a TpU3auuTe, 3a Ja ce NoJo0pH MpHUEMaHEeTO Ha
NPOAYKTa M Jla C€ HaMaJlMd BEpPOSTHOCTTAa OT MOBTOpHA WMHBa3zusa. OOEKTHT He TpsOBa aa ce
MIOYKCTBA HEMOCPEACTBEHO MPEAN TPETUPAHETO ¢ OMOINAA, 3a /1a HE ce 00E€3MOKOU MomyausaTa
Ha rpU3avuTe, KOeTo OU 3aTpyJHMUIIO IPUEMAHETO Ha OTPOBHATA IPUMAMKA.

[IponykThT TpsiOBa Aa ce M3MON3Ba CaMO KaTo 4acT OT CHCTEMa 3a MHTErpUpaH KOHTPOJI Ha
BPEANUTENH, BKJIFOUBAI OCBEH BCUYKO JPYTrO MEPKH 3a XUTMEHA U MPU BB3MOXHOCT HEXUMUYHU
METO]IM 32 KOHTPOJI (HalpuMep U3MOI3BAHETO HA KallaHu).

PoneHTHIIMIBT Ce MOCTaBs B I€PaTU3ALMOHHU KYyTHH, 3allIUTEHU CpeIlly OTBapsiHe U 00e30maceHu
[0 HA4YMH, KOMTO CBEXJa JO0 MUHMMYM PHUCKa OT CIy4yailHO MOIIbIIaHe Ha MpernapaTa oT Aela U
HelleneBy KUBOTHU. [IpuMamkuTe ce pUKCUpaT BHTPE B KyTUATA, 32 Aa HE OBJAT U3MBKBaHU U
pasnuisiBaHU OT TPU3AYUTE.

JlepaTu3allMOHHUTE KYTHH TpA0OBa J1a ca CHAa0JAEHHM C MapKUpPOBKa, KOSTO SICHO IOKa3Ba, 4e
ChJIbPKaT POJACHTHUIIM]I U HE TpsiOBa J1a ce OTBapAT, MOBPEXKAAT WM MIpeMecTBat. Te ce mocTaBsaT
B 3aCErHaTUTE OT TPHU3aud 30HH WM MOMELIEHMs, OJIM30 A0 AYNKUTE UM, IO MapLIPyTUTE UM Ha
JBUKEHHE M MeCTaTa, KOUTO OCHOBHO MpenanounutaT. Kbaero € Bb3aMOXKHO, KyTHUTE TPsiOBa Aa ce
3aKpemnBar 3a 3eMATa WIN 3a APYTrd KOHCTPYKIMH, KAKTO U J1a CE€ MOCTABAT Ha MECTA, 3alIUTCHU
OT HaBO/IHSIBaHE.
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Hagnucst BBpXy TAX TpsOBa Ja ChAbpKa clegHara HHPOpMAIMS: THPrOBCKOTO HME Ha
POJCHTHIIIA U HOMEpa Ha Pa3pelICHUETO 3a MPEAOCTaBsHE Ha Ma3apa; MMETO Ha aKTUBHOTO
BELIECTBO U KOHLIEHTpALUATa My B MPOAYKTA; KAKTO U CIEIHUTE MpeaynpexaeHus: ,,Cbabpixka
poxentuna (otposa)”’; ,,Jla He ce orBaps u mpemectBa’; ,,OmacHo 3a auBara npupoxa’; ,,B
ciy4ail Ha OTpaBsiHE He3a0aBHO ce 00aaeTe B LIeHThp 1Mo TOKCHKOIoTHS .

3anokeHUTEe MPUMAMKH TPsIOBa J1a C€ POBEPST HA 2-pusi — 3-THsI JIeH (32 MUIIKK) U Ha 5-TUS -7-
MHUs JIeH (3a IUTbXOBE) Cjie/l HauajJoTO Ha TPETUPAHETO U MOHE BEAHBXK CEIMUYHO CIIel TOBa, 3a
Jla ce IPOBEpPH Jallu c€ MpUEMaT OT IPU3auUTE U Jla C€ IPEe3apek]aT, ako ca U3AJEHU WIH
MOBPEJCHN (3aMbPCEHU WJIM HAMOKpeHH). ToBa MpOABIKaBa JOKATO KOHCyMalMsTa CIIpe.
JlepaTU3alluOHHUTE KYTUM HE C€ MMIT MEXIY OTAEIHHUTE 3apexJaHusd. AKO ITOEMAHETO Ha
IpUMaMKaTa € CPaBHUTEIHO cl1ab0, BHIIPEKU YCTAHOBEHATa BUCOKA YMCIIEHOCT HA BPEIUTEIIUTE,
€ HeOoOXOAUMO JIepaTH3alMOHHUTE KYTHH J1a C€ TIPEMECTAT Ha JAPYT'H MECTa WU Jla Ce U3I0JI3Ba
polleHTUI A ¢ Apyra hopMyaius.

Jla ce u304rBa TpeTUpaHe ¢ MPOAYKTA MPH HAIMYKME HAa HE3ALIUTEHU XpaHu U Qypaxu. [a ce
MOCTaBsl Jlajied OT XpaHH, HAUTKUA U Qypak, KAaKTO U OT ChAOBE, MPUOOPHU HIIM OBBPXHOCTH B
KOHTaKT ¢ TakuBa. Jla ce mpenoTBpaTu AOCTHIA O NIpUMaMKaTa Ha Jela, JOMAIIHU JTO0UMIH,
CEJICKOCTONIAaHCKM U Jpyrd HeneneBu XUBOTHU. [Ipu ymorpeba Ha o0OIIeCTBEHH MecTa
TPETUPAHUTE IJIOLIM CE MAaPKUPAT C IIOCTaBsSHE Ha MPEAYNPEIUTENIHN TabeIu, ONMKUCBAIlld pUCKa
OT 'bPBUYHU ¥ BTOPHUYHHU OTPABSHUS, KAKTO U MEPKUTE 32 OKa3BaHE Ha MMbPBa MOMOIII.
[Ipodecnonanucrure, oTroBapsimy Ha u3nMckBaHusTa Ha Hapemb6a Ne 1, morar ma mocTaBsT
MPUMAMKUTE B MOKPUTH OTPOBHU TOYKH, CAMO aKO T€ OCHUTypsIBaT €HAKBO HHMBO Ha 3alllUTa Ha
HELEJEBUTE BUAOBE JKUBOTHM U XOpa, Taka KakTO 3allMTEHUTE Cpelly MaHUIyJaluu
JepaTU3alMOHHH KYTHH.

buonuabt e onacen 3a nuBuTe KUBOTHU. He ce mocTaBst B TyNKUTe Ha rpU3ayvuTe.

[IpoaykThT HE € mpenHa3Ha4YeH 3a IBJIrOTpaiiHa ymoTpeda - He Ce M3IMOJ3Ba KaTO MOCTOSHHU
OTPOBHU TOYKU M 32 MOHUTOPHUHT. OOpaboTKaTa MPOIbIKA MAKCUMYM 35 THH. AKO Tpe3 Henus
MepHOJ] Ha TPEeTHUpaHe MPUMAaMKHUTE MPOABIDKABAT Ja Ce M3SHKAAT M He ce HallroAaBa Craj B
YHCJICHOCTTA HA IPU3avYnTe, TPAOBA Ja Ce ONpeeNu BeposiTHaTa MpuyrHa 3a Toa. Cies Kato ce
M3KJII0YAT JPYTUTe Bb3MOXKHOCTU, HAal-BEPOSATHO CTaBa JyMa 3a Pe3UCTEHTHH rpuzayu. Torasa
TpsiOBa Ja ce MNpeleHU BB3MOXKHOCTTA 3a YyHmoTpeda Ha HEaHTHKOAryJaHTHU WIH I0-CHUJIHU
AQHTUKOAryJaHTHU POJAEHTULIMIM, & ChIIO U W3MOJI3BAHETO HA KallaHW KAaTO aJITEpHATUBHA MSpPKa
3a KOHTpPOJ.

[IponykThT 1a HE ce U3MO0JI3Ba 32 UMITYJICHO TPETUPAHE.

[lo Bpeme u cieq MpUKIIOYBAHE MEPHOJA HA TPETUpPaHE BCUYKU OCTAaTBIM OT MpUMaMKaTa ce
chOUpaT ¥ OTCTpaHsBaT MO 0€30MaceH HAUMH B ChOTBETCTBHE C M3UCKBAHMITA HA HAIIMOHAIHOTO
3aKOHOAATEJICTBO.

Jla ce mpeueHAT W MPUIIOKAT BB3MOXKHHUTE MPEBAHTUBHM MEpPKH (3alylIBaHEe Ha AYIIKH,
BB3MOXHO Hal-IbJIHO OTCTpaHsSBAaHE Ha IOTEHLMAIHUTE MECTa 3a XpaHEHE M IHUEHe), 3a Ja
nofoOpu TpHUEMaHeTO Ha MPOAYKTa M HaMaldl BEPOSTHOCTTAa OT MOBTOPHO HaxJyBaHe Ha
rpHU3ayu.

Jla ce n30srBa HEHY>)KHOTO M3JIaraHe, 0COOCHO Ja ce U305TrBa MOTIBIIAHETO.

ITo Bpeme Ha GopaBeHETO C MPOYKTa HE TPsOBa J1a ce sije, MHe U MyIIIH.

Jla ce n30sTBa KOHTAKT HA MPOAYKTa C KOXKATa.

Jla ce u3Mmo3BaT yCTOWYMBY HA XUMUKAJIH 3aIIUTHA PHKABHUIIH.

Crnen ynotpeba u mpeu XpaHeHe J]a ce U3MHBAT PHIIETE U M3JI0KEHATa KOXKa.

B erukera Ha pomeHTHIMAA SICHO TpsiOBa na ObAe MOCOYEHO, Y€ MPOAYKTHT HE TpsiOBa na ce
JI0CTaBs ¥ U3MO0JI3BA OT MAaCOBH MOTPEOUTENH.

YMmpenuTe rpuzaud ce mpeMaxBaT Ha YECTH MHTEPBAJIM [0 BpEME Ha JiepaTu3alusTa, Hail-Majako
ChC ChIIaTa YECTOTa, C KOATO NMPUMAMKUTE CE€ NpOBepsBaT WM mpe3apexnaar. [lpu Hskou
o0CTOSITENICTBA MOXE Jla Ce M3UCKBAa €XeIHEeBHa mpoBepka. Jla ce H3MON3BAaT MOAXOMASAIIN
PBKaBUIIM TIPH paboTa ¢ yMpEIH )KUBOTHU. MBPTBUTE TPU3aUuH C€ MOCTABST B IUTHTHO 3aTBOPEHU
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JBOMHM TJIACTMAcoBH TOpPOU M ce MpelaBaT 3a ChXpaHEHHWE WM YHHUIIOKaBaHE B OOCEKTH 3a
o0e3BpexJIaHe Ha >KUBOTUHCKH TIPOAYKTH, PETUCTPHPAHU B OOJACTHUTE AUPEKIUU IO
oe3zonacHoct Ha xpanute (OJIbX), B cworBercTBHE ¢ wi. 259, an. 1 or 3akoHa 3a
BeTepuHapHOMeauIMHCcKara neinoct (3BM/I) wiu u3BbH obektute, peructpupanu B OIbX mpu
Cra3BaHe Ha YCJIOBUSATA U Pelia, onpeieiieHu B Hapeabara mo 4wi. 259, an. 3 ot 3BM/I.

HopMmu 3a npuJio:keHue:

Mumku — 40 g or mpuMamKata B e€AHa Jeparu3aumoHHa Kytus. Kyruumre tpsioBa ma ca
Pa3MoJIOKEHN Ha PAa3CTOSHHE MHHUMYM 5 m €lHa OT Jpyra.

ITnexoBe — 60 g (mpu Hricka 3aceneHocT) u 100 g (Ipu BHCOKa 3aCe/ICHOCT) WIIM OT MPUMaMKarta
B ¢/IHA JiepaTh3annonHa Kytust. Kyruute TpsOBa a ca pa3moyioKeHH Ha pa3CTOSHIE MUHUMYM 5
m ejiHa OT Jpyra.

[Ipy WHOMIEHTHO MOTTBIIAHE HEe3a0aBHO Jla C€ TMOTHPCH JIEKAPCKU CHBET M JIa C€ MOKaXKe
OIIaKOBKaTa WJIM €THKETA.
AnTuaor - ButamuH K1 (mprtara ce mox HaOIOICHUETO Ha JIeKap).

X. anHu 3a kiacupuuMpaHe M eTHKeTHpPaHe HA OMoONUIA/Tpynata OMOUMIN ChIJIACHO
Peraament (EO) Ne 1272/2008 na EBponeiickus nap;iaamenT U Ha CbBera 0T 16 1exeMBpH
2008 roguHa OTHOCHO KJIACH(PUIIUPAHETO, eTUKETHPAHETO U ONMAKOBAHETO HA BeleCTBA U
cMecH, 32 M3MeHeHHe M 3a oTMsiHAa Ha aupekTuBu 67/548/EMO u 1999/45/EO m 3a
usmenenne Ha Periaament (EO) Ne 1907/2006

A. bronua ¢ akTHBHO BellleCTBO/BelIeCTBAa — XHMHYHO BelIeCTBO/BeIecTBa

KiacoBe u kaTeropuu Ha ONaCHOCT:
Crieniu(ryHa TOKCHYHOCT 33 ONPEICIICHU OPTaHW - MOBTApSIa Ce CKCIO3UIUS, KaTeropus 2,
H373.

Tokcuunoct 3a penpoxykuusta, kareropust 1A, H360D.

ETukerupane:
IMukTorpamu:

GHS08
Curnaygnu gymu: Bunmanue

IIpenynpexaenus 3a ONaACHOCT:

H373 Moxe na mpuyuHH YBpEXJIaHE HA KPHBTA, MPU MPOIBIDKUTENHA WIM TOBTapsina ce
€KCITO3UIIMA.

H360D Mosxe na yBpeau OIIOUTENHATA CIIOCOOHOCT UITH TLI0/IA.

IIpenopbku 3a 6e3onacHoCT

P102 [a ce cpxpansiBa u3BbH obOcera Ha Jieria.

P202 He wu3non3Baiite mpeau na CTe Mpoyend W pa3dpaid BCHYKU TMpEANa3HU MEpPKH 3a
0e30macHOCT.

P280 Hocere npeana3zHu ppKaBUIIU.

P308+P313 ITPU sieHa mimu mpenoaraeMa ekcrno3uiys: [lorspcere MeIMIIMHCKH ChBET/TTOMOII.
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P501 CopabpxaHueTo/ChIBT Aa C€ U3XBBPIU B CHOTBETCTBHE C HOpMAaTUBHATA ypeaoa.

XI. lanHu 32 onakoBKaTa (B HA ONIAKOBKATAa, BMECTUMOCT/00eM)

[Tponykt o ¢popmara Ha nmpuMaMku ot 20 g Beska.

OrnakoBbU€H MaTepua:

- o0BHUBKa, 1acTMaca: koekctpyaupan/HDPE/monuerues;

- MeranHa KyTus, XapTus, KapToH,;

- Kytus, xapTus, kapToH ¢ BbTpeniHa oOBHBKa oT Koekctpyaupan/HDPE/monuerwiien;
- Koga: HDPE,;

- rutactMacoBa ooBuBka: PP MAT20 + PET MET 12 + PE45;

- turactMmacoBa oosuBka: PP MAT20 + PET MET 12 + PE6O;

Terno Ha omakoskara ot 1,5 kg o 25 kg.

Kbnero e npunokuMo, ONakoBKUTE ca pa3/iesieHd B OTJEIHHU OMAKOBbUHU TOPOU C MaKCUMAaJeH
pasmep ot 10 kg.

XII. KaTeropusi Ha morpeduTeuTe
[Ipodecnonanna u npodecHOHANNCTH, OTrOBapsAIM Ha M3UCKBaHUATa Ha Hapemba Ne 1 ot 5
sHyapu 2018 r.

XIII. CnennpuyHu M3MCKBAHUS UM OTPAHUYEHHUS

1. UnpopManmoHHUAT JHUCT 32 OE30MACHOCT U €TUKETHT Jla C€ U3TOTBAT B CHOTBETCTBHUE C
M3/1a/ICHOTO pPa3pelleHre, KaKTO M NP CHa3BaHE Ha M3UCKBAaHUATA Ha 3aKOHA 3a 3alllUTa OT
BPEIHOTO BB3JICHCTBME HA XMMUYHUTE BewiectBa M cmecH, riiaBa IV u Ilpunoxenue Il Ha
Pernmament (EO) Ne 1907/2006 OTHOCHO perucTpalusrTa, OICHKATa, pa3peliaBaHeTo M
orpannuyaBaHeTo Ha xumukanute (REACH).

2. [la ce cna3saT u3McKBaHUATA Ha 4i. 5, an. 1 ot Hapenbara 3a omakoBKUTE M OTHMAIBIUTE OT
omnakoBkH (00H., /B, 6p. 85 oT 2012 r.), KaTO Cce MOCTaBAT HEOOXOJUMUTE MAPKUPOBKH.

3. Jla ce MOMBIHAT JEKIapalduTe 3a CbOTBETCTBHE, ChIIacHO Wi. 4, an. 3 u wi. 6, an. 2 ot
Hapenbara 3a ornmakoBkuUTe U OTHAIBIIUTE OT OTTAKOBKH.

XIV. Cpok Ha rOAHOCT — 2 FOAUHHU.

XV. Pazpemennero ce u3gasa 3a cpok 10 31 nekemspu 2022 r.
(Cpok, CHOTBETCTBAIll HAa CpPOKa Ha pa3pelIeHrueTo, HM3JaJeHO OT Ibp’KaBaTa - 4WIEHKa Ha
EBporneiickust cb103, B KOSATO OMOIMIBT € pa3pellieH 3a IbPBU IBT).

T'JIABEH IBPKABEH
3IPABEH WHCTIEKTOP
JIOII. 1-P AHTEJI KYHUEB, M
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