MUTHHUYECKHU OCBOBOXIABAHUA

XIV. TEPAIIEBTHUYHHM BEHIECTBA OT YOBEHIKHA IMPOU3XO/J1 U PEAKTHUBHU 3A
OIIPEJAEJISAHE HA KPbBHUTE U TBKAHHUTE I'PYIIN

HOPMATHUBHA BA3A:

Pernament (EO) Ne 1186/2009 na CobBeta ot 16 HoemBpu 2009 roamHa 3a yCTaHOBSIBAHE Ha
cuctema Ha OOIIHOCTTA 332 MUTHUYECKH OCBOOOXKIaBaHUS - 9. 2 ¥ Wi.wi. 54-56

3aKoH 32 JaHBbK BbpXY Jo0aBeHaTa CTOMHOCT — wi. 58, an. 14, 1. 21

[TocranoBnenne Ne 75 na MC ot 06.04.2007 r. 3a npmiarane Ha uwienose 43-52, 53, 55, 57, 59, 61,
67, 68 u 74 ot Pernament (EO) Ne 1186/2009 na CwBeta ot 16 HoemBpu 2009 T. 3a ycTaHOBSIBaHE
Ha cuctema Ha OOIIHOCTTA 32 MUTHUYECKH 0CBOOOKIaBaHUs (KOIU(PHUIIMPaHa BEPCH)

Henerupan perimament (EC) 2016/341 na Komucusita ot 17 gekemspu 2015 ronvHa 3a JObIHCHHAE
Ha Permament (EC) No 952/2013 na EBpomneiickusi mapiameHT U Ha CbBeTa upe3 NpPeXOJHU
npaBwia 3a HSAKOM pasnopeadu ot MutHuueckus konekc Ha Cbro3a, 3a cilydyauTe, Koratro

CbOTBETHUTE €JIEKTPOHHU CUCTEMM BCE OIllE HE ca B JIEHCTBUE, U 3a MU3MEHEHME Ha Jlenerupan
pernament (EC) 2015/2446 — yn.un. 14 u 15

3aKoH 3a MUTHULIATE - WI. 1810

1. ONPEJAEJEHUA

»BHOCHM MHTa* ca MUTaTa U TAaKCUTE C PABHOCTOEH €(EKT, KAKTO U CEJICKOCTONAHCKUTE TaKCU U
APYTH HAJ03U IPU BHOC, IPEABUICHH CBHITIACHO 00IIATa CEICKOCTONAHCKA OJIUTUKA WK ChIVIACHO
cneun(UYHA PEXHUMHU, NPUIOKUMH 3a ONpEAETeHM CTOKH, IOJIydeHH MpH mpepaboTkara Ha
CEJICKOCTOIIAHCKHU IPOTYKTH.

» €paNeBTHYHH BEIIECTBA OT YOBELIKHM NMPOU3XO0A* ca YOBELIKA KPbB U HEWHUTE IPOU3BOJHU
(ChUIMHCKA YOBEIIKa KpbB, CYyIIEHAa YOBEIIKAa IUIa3Ma, YOBEUIKM aJIOYMUH W CTaOWIM3UpPAHU
Pa3TBOPH OT YOBEUIKH IJIa3MEHH MTPOTEHHHU, YOBEIIKH UMYHOTTIOOYJIMH U YOBEIIKH (PUOPUHOTEH).
»PEAKTHBH 3a omnpejeissHe HA KPbBHHMTE TPyNHM* ca BCAKaKkBU pPEAKTUBU OT YOBEILIKH,
KUBOTHHCKH, PaCTUTENIEH UM OT APYT MPOU3XO0J, U3IOI3BAHU 3a ONPEIEIsIHE Ha KPbBHUTE IPYIIU
1 32 OTKpPHUBAaHE Ha KPbBHA HECHBMECTUMOCT.

»PEAKTHBH 3a omnpeAe]sHe HAa TbKAHHUTE IPyNH“ ca BCSIKAKBHM DPEAKTUBU OT YOBELIKH,
KUBOTUHCKH, PAcCTUTEJEH WU OT APYr MPOU3XOJ, U3IOJI3BAHU 3a OIpeNessHe Ha ThKAHHUTE
TpyNH.

2. Ol YCJIOBUA

[IpenoctaBs ce ocB0OOX/1aBaHe OT BHOCHU MUTa MPH JIOIyCKaHE 3a CBOOOIHO OOpallieHHe OT TpeTa
abprkaBa B PeryOmuka bbarapus (4acT oT MUTHHUYECKaTa TepuTopHs Ha EBporneiickus cbio3) 3a:

- TEpaneBTHYHU BEIIECTBA OT YOBEIIKH MTPOU3XO]I;

- PEaKTHBH 32 OIpeJIeNIsIHe Ha KPbBHUTE TPYIIH;

- PEaKTHUBH 32 OTIPEJIeNISTHE Ha ThKAaHHUTE TPYIIH.




OcB0O0OX/1aBaHETO CE€ OTPAHNYABA A0 MPOIYKTH, KOUTO:

- ca mpeaHa3Ha4YeHM 3a 0100peHU OT MUHHCTBHpa Ha 37paBeona3BaHero Ha PemyOnuka bearapus
MHCTUTYTHU WU TJAO0PAaTOPHH U3KITFOYUTETHO 32 HETHPTOBCKU MEIUIIMHCKH WM HAYYHU 1IEITH;

- ca MPUAPYKEHU OT cepTU(UKAT 3a TOJHOCT, U3JaJCH OT HA/JICKHO YIBIHOMOIIEH OpraH B
TpeTara AbprKaBa Ha IIPOU3X0/1a UM;

- ca IOCTaBEHU B KOHTEIHepH, CHAOJeHH ChC CHelralieH 0003HauaBall r'u €THKeET.

3ABEJIE/KKA:

OCBO60)KI[aBaHeT0 BKJIIOYBa CICHOUAJITHUTC OIIAKOBKH, INPUTIOACHH 3a MPCBO3 HA TCPAICBTUYHHUTC
BCIICCTBA OT YOBCHIKM IIPpOU3XOA HWJIMW PCAKTHUBUTE 3a OINPCACIAHEC HAa KPBBHUTC W THKAHHUTC
rpymnu, KaKTO MW BCAKAKBH CBCHTYAJIHO CbAbPXKAIOK CC B IIpaTKaTa pPasTBOPHUTCIU U
IIPpUHAJIC)KHOCTH, HeO6XOI[I/IMI/I 3a yHOTpe6aTa HUM.

B pamkuTe Ha paspeuieHus 0€3MUTEH BHOC, BHACSIHETO Ha TEPANeBTHUYHU BEIIECTBA C YOBEIIKH
MPOM3XO0Jl U PEAKTUBH 3a ONpPEAENssHE HAa KpbBHATa Ipyna W THKAHHO TUIU3UpPAHE, OT TpeTa
abpkaBa B PeryOnnka Bbarapus ce ocBoOOXk1aBa U OT JaHBK BbpXY gobaBeHara croiHocT (JIC).

3. JIOKYMEHTHU U ®POPMYJIAPHU

IIpu nomyckaHe 3a cBOOOAHO oOpallleHHe Ha TepalneBTHUYHHU BEIIECTBA OT YOBEIIKH IPOM3XOJ U
peakTHBH 3a ONpeAeisHe Ha KPBBHUTE M THKAaHHUTE TPYIH, IO IaTUTE Ha TOJ0OpeHHe Ha
HallMOHAJIHUTE CHCTEMH BBbB Bpb3Ka C BHOCA, KOTaTO CE€ M3IOJ3BAaT CPEJCTBA, pa3IMYHU OT
CpeacTBaTa 3a €JIEKTpOHHA 00pabdOTKa Ha JaHHU, MUTHUYECKHTE ICKJIApallid Ce TOAaBaT 4pe3
¢bopmymnsipute Ha EnunHug agmuHuctpatuBeH nokymeHT (EAJL), moMecteHu B mpuiioxkeHue 9,
nonbiHeHns B1-I'l, copen xoHkpertHus ciydaid, Ha Jenerupan permament (EC) 2016/341 na
Komucusra.

3ABEJIE/KKA:

Kon, xoiiTo ce mombiBa B Kietka 37 ,,Pexum®, BTopo noapasnenenue Ha EAJ] - C16.

OpnoOpeHrero Ha UHCTUTYTUTE WM Ja00OpaTOpUUTe J1a MoJyyaBaT OE3MUTHO TaKMBa apTUKYIH Ce
U3BBPIIBA ChC 3aMOBE]l HA MHUHHUCTHpPA Ha 3/IpaBeONa3BaHETO M0 MUCMEHO MCKaHE 3a JlaBaHE Ha
0J100peHue OT PHKOBOJMTENSI Ha MHCTUTYTA HIIM JIAOOPATOPUATA WIH OT YITBITHOMOIIEHO OT HETO
JUTBXHOCTHO JIUILIE.

ITucMeHoTO MCKaHe clieBa Ja ChAbpP)KAa HAM-MaJKO JaHHHM OTHOCHO HAaWMMEHOBAHUETO,
CeJJVIMIIETO, NaHbUYHUS HOMep M enuHHMA uieHTH(dukanmoneH koxa (EWK) na unHctuTyTa Mium
n1abopaTopusaTa U ce IpUApYKaBa OT:

- I'BJIHO U TNOJPOOHO ONHMCAaHWE Ha XapakTepa M obeMa Ha JeHHOCTTa Ha MHCTUTYTa WIH
nabopaTopusTa B ChOTBETHATa OOJIACT, BKIIOYHUTEIHO C MOCOYBAaHE HAa KOHKPETHU MOCTUTHATH
pe3yiTaTu U MOCTaBEHH LIENH;

- ACKJIapanuAa OT PbKOBOAUTCIISI HA MHCTUTYTA UJIIN na60paT0pH$[Ta HJIA OT YII'BJIHOMOIICHO OT HETO
JUIBKHOCTHO JIMIIE 32 JIMTICA HA MUTHUYECKU WU TaHBYHH 3a]IbJKCHHUS;

- IOKA3aTeJICTBA, Y€ CUYCTOBOIHUTE CUCTEMH Ha WHCTUTYTA WM Ja0OpaTopusTa JaBaT Bh3MOKHOCT
32 TOYHO U II'BJIHO OTpa3sBaHe Ha ONEPAIlUUTE, U3BBPIIBAHU C BHECEHUTE CTOKH;

- JOKYMCHTH, OT KOUTO € BUAHO, Y€ MHCTUTYTA HUJIN na60paTopH$1Ta OTroBaps Ha U3HCKBAHUATA -
OIMCaHME Ha BUJIA HA CTOKUTE, KOUTO MHCTUTYTA UM JabopaTopusTa UMa HaMepeHue aa BHacs 0e3
3artalfaHe Ha BHOCHU MUTA, U TAXHOTO NIPEAHASHAUYCHUC,




- Ipyrd JTOKYMEHTH, KOUTO MUHHCTHPBT Ha 37paBEOINa3BaHETO CUMTA 33 HEOOXOIUMH, 3a Jia ce
OIpesieNId B 3aBUCUMOCT OT crenuguKaTa Ha 00JacTTa, 32 KOSTO 1€ C€ M3IMO0JI3BaT CTOKHUTE, Jallu
ca M3ITBJIHEHU U3MCKBAHUATA 32 JIaBaHE HA OJJ00peHHe.

3anoBenTa, ¢ KOATO Ce JaBa WJIM OTKa3Ba 0J00peHUe, ce U3aBa B CPOK €IUH Mecell OT JlaTara Ha
MOCTHIIBAHE HA UCKAHETO B aAMHUHHUCTPALMATa HA MUHUCTEPCTBO Ha 3/IpaBEONa3BaHETO.
3amoBenTa, ¢ KOATO ce OTKa3Ba 0Jj00peHue, TpsiOBa ja Chbp)ka KOHKPETHUTE OCHOBAHUS 3a OTKA3.
3amoBenTa, ¢ KOATO c€ OTKa3Ba 0100peHue, ce choOlaBa Ha PHKOBOJUTENS HAa MHCTUTYTA WIIH
nabopaTopusTa, Mojaaji 3asgBICHHETO, B CPOK 14 THH OT JaTata Ha HEHHOTO M3/1aBaHe.

3amoBeara, ¢ KOATO ce JaBa 0100peHHe, ChAbpIKa:

- OCHOBaHHE 3a n3aBaneTo cwriacHo Permament (EO) Ne 1186/2009;

- HAMMEHOBAHHUETO, CEIANUILETO, JaHbYHUS HOMEp U equHHMs uaeHTuukanuoneH kox (EMK) na
0J100peHUsI HHCTUTYT UK Ja00opaTopus;

- ONKCaHME Ha BUJA Ha CTOKUTE, KOUTO IIE ce JOMycKaT 3a cBOOOAHO oOpaleHue 0e3 3aruiaijaHe
Ha MUTA, U TXHOTO MpeIHa3HAuYCHUE;

- perucTpaliMoHeH HOMED, JaTa Ha U3JaBaHe U CPOK Ha BAIUIHOCT;

- MOJIMUC U TIeYaT Ha MUHUCTHPA Ha 3]JpaBEOIa3BaHETO.

3amoBenTa, ¢ KOSTO c€ 1aBa 0JJ0OpeHue, ce 3aBeXX/ia B CIIEIIMATIEH PETUCThD.

MUHHCTEPCTBO Ha 3/paBEONa3BaHETO M3Mpalla 1O EJNEeKTPOHEH MBbT M Ha XapTUEH HOCHTEIN
3aBEPEHO KOMNME OT BCsAKa 3amoBel B LIEHTPaqTHOTO MMTHUYECKO YIpaBJICHHE Ha ATreHLus
»MUTHULIE B CPOK 15 THU OT M31aBaHETO UM.

LleHTpaJIHOTO MUTHHYECKO yIpaBiieHue Ha AreHuus ,,MUTHUIM DOJABpKa MMyOIMUYEH PErucThp,
KOHTO ce myOJMKyBa Ha MHTEPHET CTpaHHIIATa HA areHIMATa, B KOHTO C€ BKIIOYBAT BCHUYKH
3alloBe/lM, C KOUTO Ca JaJieHu OJ0OpEHUs Ha MHCTUTYTUTE M JIaOOpaTOpUTE OT MHUHUCTbpa Ha
3/lpaBeoI1a3BaHEeTo.

MUHHUCTBPBT HA 3ApaBEONa3BaHETO MOXKE MO COOCTBEHAa MHMIIMATHBA, KAKTO U Bb3 OCHOBA Ha
MpeJOCTaBeHaTa OT MUTHUYECKUTE OpTraHu MH(POPMAIUs WIK 10 HHPOpMAIUs, MPeAOCTaBeHa OT
JPYTH OpPTraHu U JIMLA, C MOTUBUPAHA 3all0BE] Ja OTHEME J]aJIECHOTO OJ00peHHe 3a 0CBOOOXKJaBaHe
OT 3aIlIallaHe Ha BHOCHU MHTA, KOTaTO YCTAHOBH, Y€ HHCTUTYTA WJIH JJaOOpaTOPHsITa HE OTTOBAPAT
Ha YCIJIOBHATA 32 0J00OpEeHue.

4. IOITYCKAHE 3A CBOBOJHO OBPAIIIEHUE

JlomyckaneTo 3a cBOOOAHO OOpallieHne ¢ OCBOOOKIaBaHE OT 3alllalllaHe HAa BHOCHU MHUTa Ha
TEparneBTHYHU BEIIECTBAa OT YOBEIIKH MPOU3XOJ W PEaKTHUBU 3a OIpeleisHe Ha KPbBHUTE H
TBKAHHUTEC T'PyIlH, C€ paspfilaBa OT HaYaJIHUKAa Ha MHUTHHIATAa HJINW OT OIIPAaBOMOIINCHO OT HETO
JUTHKHOCTHO JTUIIE, B UMHTO pailoH € yCTaHOBEHO MOCTOSHHOTO CeNajHile Ha JIUIETO, KOeTO UMa
MIPaBO Ha 0CBOOOKIaBaHE OT 3aIlIall[aHe HAa BHOCHH MUTA.

3a 1menuTe Ha MUTHUYECKOTO O(GOpMSHE U OCBOOOXKIaBaHETO OT BHOCHM MHTA Ha TEPareBTUYHU
BCIICCTBA OT YOBCUIKKU IIPOU3XOA U PCAKTUBH 3a ONIPCACIAHC HAa KPBBHUTC U TbKAHHUTC I'PYIIH, CC
MojiaBa 3asiBJieHHe JI0 HayalHMKa Ha CHhOTBETHATAa MUTHHUIA, KOETO CBHAbpKA JaHHH OTHOCHO
MACTOTO MW OCIUTE Ha H3MOJ3BAHCTO Ha TCPACBTUYHH BCIICCTBA OT YOBCIIKHM ITPOU3XOJ H
PEaKTUBU 3a OmpeelsiHe Ha KPbBHUTE U ThKAHHUTE TPYIIU.

3asBIEHUETO Clie/IBa a Ob/Ie IPUAPYKEHO OT:

- IOKYMEHT, Y€ TepaneBTUYHHUTE BEIIECTBA OT YOBEIIKH NMPOU3XOJ U PEaKTUBUTE 32 OIpe/iesTHe Ha
KPBBHUTE W THhKaHHUTE TPyNMH ca TMpeAHa3HAYCHH 3a OJOOpEeHW OT MHUHHUCTBpa Ha
3/IpaBEOIa3BaHETO HHCTUTYTHU WM Ta0OPATOPUH M3KIIOYUTEITHO 32 HETHPTOBCKH METUITUHCKU WITH
Hay4HHU LIEIIH;

- cepTudUKaT 3a TOIHOCT, U3AJCH OT HAAJEKHO YIIBIHOMOIIEH OpraH B TpeTaTa JAbp)KaBa Ha
MIPOU3X0JIa M.

3asBICHHETO C€ TMOoAaBa OT pPBKOBOAHWTENS Ha HMHCTHTYTa WIH JabopaTopusita, MOIyduiIa
ono0peHre OT MUHHCTHPA Ha 3[paBEeOIa3BaHETO, WU OT YMBIHOMOIIEHO OT HEro IITbKHOCTHO
JIMIIE.
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5. HAZI3OP

MuTHHYECKUTE OpPTraHy MpeanprueMaT BCHYKH He0OOXOMMU MEPKH C 1IeJ IOIYCHATUTE 32 CBOOOIHO
oOpamieHue ¢ OCBOOOX/aBaHE OT 3alllalllaHe Ha BHOCHM MHTa TEpPAalNeBTHMYHH BELIECTBA OT
YOBELIKU IPOU3XO0Jl U PEAKTUBH 3a ONpEAEIsHE Ha KPbBHUTE U ThKaHHUTE I'PYNH, Aa HE MOTrar J1a
ce ynoTpeOsBar 3a Apyru Lenu, 0e3 mpeay ToBa Ja ca IUIaTeHH ChbOTBETHUTE BHOCHU MHTA, OCBEH
KOoraTo poMsiHaTa B yrnoTpebaTa € B CbOTBETCTBUE ¢ onpezaeneHuTe yciaosus B Pernmament (EO) Ne
1186/20009.

MuTHHYECKUTE OpraHd YBEAOMsBAaT MUHUCTBHPA HA 3[paBEOIa3BaHETO, KaTO U3IIpalaT chOpaHaTa
OT TsIX MH(POPMALUS U JOKYMEHTAIMS U B CIIy4auTe, KOraTo KOHCTaTHUPAT:

- HEChbOTBETCTBUE MEXY IOKYyMEHTHUTE U JIEHCTBUTEIIHUTE 0OCTOSITEICTBA;

- 4e¢ ChOTBETHHUS MHCTHUTYT WJIM J1a0OpaTopus ca MPECTaHAIM Ja OTrOBApsAT HAa M3MCKBAHHUATA 32
BHACsIHE Ha CTOKM 0e3 3aIulalliaHe Ha BHOCHU MUTA.



