MUTHHUYECKHU OCBOBOXIABAHUA

XVII. PAPMAINEBTUYHU INPOAYKTHU, U3IOJ3BAHU IIPU MEXIYHAPOJHU
CIIOPTHMU ITPOSABU

HOPMATUBHA BA3A:

Pernament (EO) Ne 1186/2009 na CobBeta ot 16 HoemBpu 2009 roamHa 3a yCTaHOBSIBAHE Ha
cuctema Ha OOIIHOCTTA 332 MUTHUYECKH OCBOOOXK1aBaHus - 4. 2 1 wi. 60

3aKoH 3a JTaHBK BBPXY JoOaBEHATa CTOMHOCT - wi. 58, ain. 14, 1. 23

Henerupan pernament (EC) 2016/341 na Komucusita ot 17 gekemspu 2015 ronvHa 3a JOmbIHEHHE
Ha Pernmament (EC) No 952/2013 na EBpomneiickusi mapiameHT U Ha CbBeTa upe3 NpPeXOJHU
npaBwiia 3a HSAKOM pasnopendu ot MwutHudeckus Koaekc Ha Cwio3a, 3a CiydaWTe, KOraTo
CHOTBETHUTE €NIEKTPOHHU CUCTEMH BCE OIlle HE ca B JICHCTBUE, U 3a U3MEHeHHe Ha Jlemerupan
pernament (EC) 2015/2446 - wn.un. 14 u 15

3akoH 3a MuTHUALUTE - Wi, 1810

1. ONPEJAEJEHUA

»BHOCHH MHTa“ ca MHTaTa M TAKCUTE C PaBHOCTOCH €()eKT, KAKTO U CEICKOCTONAHCKUTE TAKCH H
APYTH HAJIO3W TP BHOC, IIPEBHICHHU CHIVIACHO O0IIaTa CEICKOCTOIAHCKA MTOJIUTHKA WIIH ChITIACHO
CenU(pUYHN PEKUMH, NPHIOKHMH 33 ONPEACICHHM CTOKH, IMOJYy4eHU MpH TnpepaboTkara Ha
CEJICKOCTOIIaHCKH MPOIYKTH.

2. OB YCJIOBUS

IIpenocraBst ce ocBoOOXkJaBaHE OT BHOCHM MHTAa IpPU JIOMyCKaHE 3a CBOOOJHO oOpalleHHe Ha
(dapMalleBTUYHU TIPOJIYKTH 3a XyMaHHaTa WIM BeTE€pUHApHATa MEIUIMHA, NpeJHa3HAYeHH 3a
U3II0JI3BaHE OT XOpa WM KUBOTHH, IPUCTUTAIM OT TPETH JbP)KAaBU 3@ y4acTHE B MEXJyHAPOJAHU
CIIOPTHH MpPOSIBH, OpraHu3upanu B PenyOnuka bbiarapus (4acT oT MUTHHMYECKaTa TEPUTOPHUS Ha
EBporelickust chr03), KOTaTto ca B KOJIWYECTBA, ChOTBETCTBAIIM HA HYKAUTE MO BPEME Ha MPECTOs
UM Ha Ta3u TCPpUTOPUA.

B pamkute Ha paszpemieHust 0e3MUTEH BHOC, BHACSHETO Ha (hapMalleBTUYHH NMPOJYKTH, U3MOI3BAHU
MIPU MEXTYHAPOHH CIIOPTHHU MPOSIBH, OT TpeTa IbpkaBa B PenmyOnuka bearapus ce ocBoOoxaaBa
U OT JaHbK BbpXY AobaBeHata croiHocT ([11C).

3. JIOKYMEHTHU U POPMYJIAPHU

IIpu nomyckane 3a cB0OOOAHO oOpaiieHHe Ha (apMaleBTUYHM NPOIYKTH 3a XyMaHHATa WM
BEeTEpUHApHATa MEAMIIMHA, NPEAHA3HAUEHHU 3a U3IOJI3BAaHE OT XOpa WM KUBOTHH, JO JaTUTE Ha
noo0peHne Ha HaIlMOHAJTHUTE CUCTEMHM BBB Bpb3Ka C BHOCA, KOraTo C€ W3IOJI3BAT CPENICTBA,
pa3IMYHUA OT CpeJCTBaTa 3a eJIeKTpOHHAa o0paboTKa Ha JAHHW, MUTHUYECKUTE NEKJapaluu ce
nojasar upe3 ¢opmyinspute Ha EnunHus agmunuctpatuBeH nokyMeHT (EAJI), momectenu B




npwioxkenue 9, nonwnHenus bl-I'1, cnopen konkpeTHus ciayuail, Ha [lenerupan pernament (EC)
2016/341 na Komucusira.

3ABEJIE/KKA:

Kon, xoiiTo ce nonbiBa B Knetka 37 ,,Pexum®, Bropo nonapasnenenue Ha EAJ] - C19.

4. JOITYCKAHE 3A CBOBOJHO OBPAINTEHUE

JlomyckaHeTo 3a CBOOOAHO oOpallieHHe ¢ OCBOOOXKIABaHE OT 3aIllalllaHe Ha BHOCHM MHUTa Ha
dapManeBTHYHN TPOAYKTH 33 XyMaHHAaTa WM BETCpUHApHATa MEIUIMHA, MPEIHA3HAYCHU 32
U3M0JI3BaHEe OT XOpa WM JKMBOTHH, C€ pa3pellaBa OT HayaJlHMKAa HAa MUTHHLATA WIH OT
OIIPaBOMOIIICHO OT HETO JUIHXHOCTHO JIMIIE, B pailoHa Ha KOSTO CE OpraHM3Hpa MEXIyHapOoIHATa
CIIOPTHA TPOSIBA.

S. HAZ30P

MUTHUYECKHUTE OpraHy MPEANpPUEeMaT BCHUYKH HEOOXOIMMHU MEPKH C IIeJT IOIYCHATUTE 32 CBOOOTHO
oOpanieHue ¢ OCBOOOXIaBaHE OT 3alUlalllaHe HAa BHOCHM MHTAa (apMalleBTUYHH MPOAYKTH 3a
XyMaHHaTa WK BETEpUHAPHATA MEIUIIMHA, ITPSIHA3HAYCHU 32 U3IOJI3BaHE OT XOpa WIIU KUBOTHH,
Ja He Morar Jia ce ynoTpeOsBaT 3a Ipyrd Lenu, 0e3 Mpeaud ToBa Ja ca IUIATEHH ChOTBETHHUTE
BHOCHHM MHUTA, OCBCH KOTaTO MPOMSHATA B yIoTpedaTa € B CbOTBETCTBUE C OMPEICICHUTE YCIOBUS
B Pernament (EO) Ne 1186/2009.




