IIpoexT!
MOTHUBHU

KbM npoekra Ha 3axkoH 3a usmenenue u 0OnviHeHue Ha 3aKOHA 3 3auuma om epeoHomo
6v30elicmeue Ha XUMUYHUME 6eUleCmed U cmecu

1. leqiuTe, KOUTO C€ MOCTABST

3aKOHOMPOEKTHT € B W3MbJIHEHHE Ha [Inana 3a Oeticmsue 3a 2025 2. ¢ mepkume,
npousmuuawu om uiencmseomo na Penyonuxa Bvaeapus ¢ EC (msipka Ne 168), kato meaure,
KOHUTO Ce MOCTABAT €a CBbP3aHHU ¢ BHBEOXKIAHE HA MEPKH 32 MPUJIATaHETO Ha!

1.1. Jlenecupan Pecnamenm (EC) 2023/2049 3a uzmenenue na Pecnamenm (EC) 2017/852
no omuoulenue Ha NPOOYKmMuU ¢ 000a8eH MHCUBAK, KOUMO ca npeoMem Ha 3a6paHa 3d
npou3800Cme0, BHOC U USHOC,

1.2. Pecnamenm (EC) 2024/1849 3a usmenenue na Pecnamenm (EC) 2017/852 omnocno
JHCUBAKA NO OMHOULEHUE HA OEHMATHAMA AMAIeAMA U Opyeu NPOOYKmu ¢ 000A8eH HCUBAK, 3A
KOUMO ce Npuiazam 02panudenusi 3a U3HOC, 6HOC U NPOU3BOOCMEO,

1.3. Pecnamenm (EC) 2024/2865 na Esponeiickus [lapramenm u na Cwveema om 23
oxmomepu 2024 2. 3a usmenenue na Pecnamenm (EO) Ne 1272/2008 ommuocho
Kaacuguyuparnemo, emukemuparnemo u onakogaremo Ha gewecmeaa u cmecu (CLP).

CbC 3aKOHONPOEKTA Ce Ch3JaBaT yCJIOBHs 3a mpwiarane Ha Peciamenm (EC) 2017/852
OMHOCHO JHCUBAKA, U3MEHEH C TIOCOUYECHUTE ABa peryiiamenta o T. 1.1. u 1.2, u Pecnamenm (EO)
Ne 1272/2008 omuocno kracuguyuparemo, emukemupanemo u onaKo8aHemo Ha euecmesd u
cmecu (CLP), n3MeHeH ¢ persiamenTa o T. 1.3.

Pasnopenbara Ha wi. 218 ot 33BBXBC ocurypsiBa U3I'bIHEHUETO HAa U3UCKBaHUATA Ha
Pernament CLP, koiiTo Hanara appKaBUTe-WICHKH J]a OTIPEACIIST OpraH WM OpTaHu, OTTOBOPHU
3a TojyyaBaHe Ha HWH(OpMaIUs OT BHOCUTEIUTE, MOTPEOUTENUTE HAAONY IO BepuUrara H
IUCTpUOYTOPUTE, KOUTO MycKaT CMECH Ha ma3apa. [locoueHata nHpOpMaIUs € OT 3HaUCHHE 3a
dbopMynMpaHe Ha TPEBAHTUBHH U JIeYeOHU MEPKH, OCOOCHO B Cllydyall Ha HEOOXOIUMOCT OT
CIELIHH JeHCTBUS OT 37paBEeH XapakTep.

KoM nactostmmst momenT 33BBXBC omnpenenst 3a opran mo cMUChJIa Ha TOpenocoyeHara
pasnopenda YHUBEpCUTETCKa MHOronpo¢uiHa OOJHUIA 3a aKTHBHO JIEYEHHUE M CIEIlIHA
meaunuxa ,,H. W. [Tuporos* EAJl (YMBAJICM ,,H. U. [Tuporos*).

HeitnoctTa, ocbwuiectBsiBana B YMBAJICM ,H. W. Iluporos®, e cBbp3aHa camo cC
MEIMIIMHCKA TIOMOIII 110 CMHUCHJIa Ha 3aKOHAa 3a JIeueOHUTE 3aBeACHUsI (IUarHOCTHKA U JICUCHHE
Ha 3a0oyABaHuUsA, KoraTto JiedeOHaTa 1€l HE MOXe Jla ce IOCTUTHE B YCIOBHMATAa Ha
M3BBbHOOJIHUYHA TIOMOIII; peXaOuInTalMs; TUarHOCTUKA U KOHCYJITALlUY, IOUCKAaHU OT JIeKap
WM JIeKap IO JIeHTaJHa MEJUIIMHA OT JIpYTHU JeueOHU 3aBe/IeHNs; TPaHCIUIaHTAlMsI Ha OpraHHu,
TPKAaHW M KIETKHM; B3€MaHE, CbXpaHsBaHe, CHA0JsBaHE C KpbB U KPbBHU CHCTABKH,
TpaHC(y3HMOHEH HaJA30p; KIMHUYHU W3MUTBAHMUSA Ha JIEKApCTBEHH MPOIYKTH M MEIUIMHCKU
M3JIeIMs ChIJIACHO JEHCTBAIlOTO B CTpaHaTa 3aKOHOJATENICTBO; yueOHa M HaydHa JEHHOCT).
Bonnunara e eqHo oT Hal-roseMuTe jJeyeOHU 3aBeeHus B bbarapus, Bojemo B o0nacTTa Ha
cnenrHaTa menunrHa. B Ta3u Bpp3ka Ha YMBAJICM ,H. U. [Tuporos* ca BMeHEHH HETIPUCHIIN
3a J1e4eOHOTO 3aBelleHHE EWHOCTH, KOWTO HE C€ M3IBIHSABAT W MOrar jaa JOBeAar 0
HakazaTesiHa Ipoleaypa oT cTpaHa Ha EBponeiickara komucus. KoHcTaTHpaHOTO HEM3MTBIHEHHE
Ha pasnopenoure Ha 33BBXBC upe3 BMeHsIBaHETO Ha JEMHOCTH OT YUCTO aIMUHHCTPATUBEH
xapakrep Ha YMBAJICM ,,H. U. ITuporos* nocrass B pucCK H3IbJIHEHHETO Ha 3aAbJDKEHUETO
Ha PenmyOnuka bbarapus xato appkaBa wieHka cuutaHo oT 1 sHyapu 2021 r. ma mpunara
Pernament (EC) 2017/542 na Komucusita ot 22 mapt 2017 roguHa 3a n3MeHeHne Ha PerimamenT
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CLP mocpenctBom no0aBsiHE Ha MPHIIOKEHHE OTHOCHO XapMOHHM3HMpaHaTa MH(OpMAIUs BHB
BPB3Ka ChC CIICIIHUTE ACHCTBUS OT 3/[PaBEH XapakTep.

2. Ilpy4yuHM 32 IpUMEeMaHeTO HA aKTa

[Mpuuman: crpemexbT Ha EBpomneickusi Cbl03 Ja IMOCTUTaHe LenuTe Ha Koneenyus
Munamama, BeBenenu ¢ Peciamenm (EC) 2017/852 omnocno acusaka, Egponetickama 3enena
coerka W aHraxuMeHTa oT CTpaTterusta 3a yCTOMYMBOCT B 00JacTTa Ha XUMHUKAINATE 32
HaMaIsiBaHe Ha ornedarbka Ha Chio3a TPH 3aMBPCSIBAHETO B JPYTHM PErMOHW HAa CBETa H
OorpaHUYaBaHE Ha U3HOCA HA MPOAYKTH, KOUTO HE ca pa3pernieHu Ha ma3apa Ha EC.

B un. 1, 1. 3 na 33BBXBC ca nocouenu eBponencKuTe periaMmeHTH, YUeTO IIpujiaraHe Ha
HaIlMOHAJTHO HUBO C€ OCUTYpsiBa che 3aKkoHa. Cpen Tsax ca Permmament (EC) 2017/852 otHOCHO
xuBaka u Permament (EO) Ne 1272/2008 OTHOCHO KiIacH(PUIIMPAHETO, CTHKETHPAHETO M
ormakoBaHnero Ha BemectBa U cMecu (CLP), xouto ce M3MEHSAT C TOPENOCOYEHUTE TpU
pernamenTa. ToBa Hajmara M3MEHEHHE Ha 3aKOHA, KOETO J1a OTpa3u INPOMEHUTE NPUETH Ha
€BPOIEHCKO HUBO, Ype3 BbBEKAAHE HA MEPKH 3a MPUIIAraHETO UM.

[IpenBun npsikata NpuiIOKUMOCT Ha persiaMmeHTute, ¢ npoekra Ha 31/ na 33BBXBC ce
OIPEAEISAT HAIMOHATHN KOMIIETCHTHH U KOHTPOJIHU OPT'aHH, ChbOTBETHO:

¢ HalMOHAJICH OpIraH, KbM KOHWTO ce HU3BbpHIBA JOKJIAABAHC OT CTPaHa HAa BHOCUTCIIUTC U
MMPOU3BOJUTCIIMTC HA JCHTAJIHA aMajiramMa, 3a KOWUTO CC€ JOIyCKa JAc€porauus OT 3a6paHaTa
(B’LSMO)KHOCT MMPAKTUKYBAIUTC CICOUAIUCTU II0 JACHTAJIHA MCEAWLMHA [Ja MNPOABJIKAT [a
H310JI3BAaT ACHTAJIIHA aMaJIlraMa TPy NalluCHTH CbC CHGIII/I(i)I/I‘-IHI/I MCIUIIMHCKH CLCTO)IHH?I),

* KOHTPOJIHM OpraHu 3a ChOJII0aBaHe Ha 3a0paHara 3a MPOU3BOJCTBO, BHOC M U3HOC Ha
JICHTAJIHA aMajiraMa M TPOJYKTH C J00aBEeH >XMBaK, 3a KOUTO MMa HAIMYHH aTCPHATHBH,
(ramnu, scueaunu aKyymHu nomnu, 0amuuyl 3a HAIsL2aHe Ha CMONUIKA, OAIACTU U MeXCecmu
3a eymu u Koaena, pomozpagpcku puimu u xapmusi u op.).

[IpenBunenn ca NpoMEHM M B aJIMUHMCTPATUBHO-HAKa3aTEHUTE pa3nopendu Ha
33BBXBC c nen BbBeX/JaHE Ha CAaHKIMU [IPH YCTAHOBEHU HAPYIIEHHUS.

Upe3 M3MEHEHMETO Ha 3aKOHa ce IeJd Ja Ce IOCTHIHE pPEaTHO W3IbJIHEHUE Ha
3aIbJKeHusATa Ha PenyOnuka bbarapust mo mpuiiaraHeTo Ha paslnope0UTe Ha €BPONENCKOTO
3aKOHOJATEJICTBO, CBBP3aHU C IEHHOCTTA Ha OpraHa, OTTOBOPEH 3a MoJlyyaBaHe Ha HHpOpMaLus
OT BHOCHUTEIUTE, NOTPEOUTEIUTE HAAONY MO BepUraTa U AUCTPUOYTOpPHUTE, KOUTO IyCKAaT Ha
ma3apa CMecH, KJIaCU(pHUIMPaHNU KaTO OMAcHU Bb3 OCHOBA HA TEXHUTE €PEKTH BHPXY 3APaBETO
WK QU3NYHNUTE €EKTH.

B Ta3u Bpb3Ka onpeaenssHeTo Ha APYT OpraH, pa3jinyeH OT JiedeOHO 3aBeeHHe, KOITO aa
nojiyyaBa MHGopManusATa U Ja OCUTypd HEOO0XoAMMaTa aJMUHHUCTPATHBHA BB3MOXKHOCT 3a
U3IIBJIHEHHE Ha TOBAa M3UCKBaHE, € MPEIBUACHO Ja € HalnoHaTHUAT HEeHThp MO0 OOIIEeCTBEHO
3/IpaBe M aHAJIM3H, KaTO 4acT OT CUCTEMATa Ha 3IpaBeoIa3BaHeTo.

3. dUHAHCOBHUTE U IPYIU CPeCTBA, HEOOXOAUMM 32 NPUJIATaHeTO HA HOBATA ypenda

[IpennokeHusAT NMPOEKT Ha aKT HE OKa3Ba BB3JICHCTBUE BBHPXY IbPKABHUS OFOJIKET.
NsroTrBena u npumnoxxeHa e ¢uHaHCOBa 000CHOBKA, chriaacHo [Ipunoxenne Ne 2.2. kbM ui. 35,
an. 1, 1. 4, 6yksa ,,0“ ot YIIMCHA.

4. OuakBaHHU pe3yJITATH OT MPUJIATAHETO HA MPABUJIATA HA MPOEKTA
OuakBar ce MoJ0KUTETHU UKOHOMUYECKHU, COLIUATTHU U €KOJIOTUYHU PE3yJATaTH, CBbp3aHU
Ilol.1ul.2

[IpeononsBane Ha ocTaBallUTe MPOMYCKU B 3akoHoAarencTBoTo Ha EC, u mocturane Ha
uenute Ha KonBenuus Munamata u EBpornielickaTa 3eieHa celka, upes:

Crpanwma 2 ot 3



- TIpekparsBaHe ynoTrpebara Ha neHTanHa amanrama (mpeau 2030 r.) BB3 OCHOBa Ha
aHraxuMmeHTa, moeT B wieH 10 ot Pernmament (EC) 2017/852 oTHOCHO kXMBaka, 3a TIOCTETICHHO
IpeyCcTaHOBsSIBaHE yHoTpebaTa Ha JeHTalHA aMaliraMa, OCBEH B CIIydauTe KOTaTo CIEeHU(PUIHI
MEIUIIMHCKN ChCTOSIHUS Ha MAIMEHTUTE HajaraT ToBa (HaIp. aJeprun);

- HaMaJsiBaHe ymorpe0aTa Ha KHMBAaK B OOIIECTBOTO Ype3 HaAMalsiBaHE HA THPCEHETO U
MpeijlaraHeTo My B MPOAYKTH (BHOC, U3HOC, TPOU3BOJCTBO). TOBa ChOTBETCTBA HA AHTAKMUMEHTA
3anoxkeH B Cmpamezusima 3a ycmouyugocm 6 obiacmma HA XumMuxaiume 3a HaMaJsIBaHE Ha
3aMbPCSIBAHETO B APYTU PETHMOHU HAa CBETA U OrpaHMYaBaHE HA U3HOCA HA MPOAYKTH, KOUTO HE
ca paspelieHu Ha nasapa Ha EC.

Ilo 1.3.

C pernamenra 3a usmenenue Ha Pernmament CLP ce mocrtura:

- €IHaKBO MpuJaraHe Ha IMpaBWiaTa 3a KiIacHU(pUIMpaHEe HAa XUMHUYHHUTE OMACHOCTH U
npenocTaBsiHe Ha WHGpOpManMs 32 TAX OT BCHYKH yYaCTHUIM BHB BepUrara Ha JOCTaBKU 3a
XUMHUKAIUTE C KPUTHUYHO HUBO Ha OINACHOCT, MOpaau MPHUCHIIM CBOMCTBA Ja HapyllaBatr
(GyHKIMUTE HA CHJOKpUHHATA CHCTEMa, YCTOMYMBU, MOOMIIHA ¥ TOKCHYHHU, HEBPOTOKCUYHH U
p-;

- ONPOCTSIBaHE 3a MKOHOMUYECKHUTE OIEpaToOpy Ha MPEIOCTaBsIHETO Ha MH(OpMAaIus 3a
XUMHYHU ONIACHOCTH, KaTO ChILIEBPEMEHHO HHPOpMAIIHITA CTaHE MO-JO0CThIIHA U pa3dupaeMa 3a
NOTPeOUTENTUTE HA XUMHKAIIH;

- U3SICHSIBAHE Ha MpaBUJIaTa 3a OHJIANH MpeJUlaraHe U peKiIaMupame;

- BBBEXK/IaHE Ha IeJICBU 33bJDKCHUS 32 HOTU(UIIpPaHEe HA TOKCUKOJIOTHYHUTE IIEHTPOBE
OT IUCTPUOYTOPUTE MPU THPTrOBUS MEXKAY IbPKABUTE WICHKH B Clyyail Ha MpEeTUKETHPAHE U
CMsIHa Ha ThPTOBCKAaTa MapKa Ha XUMHYHH CMECH.

C m3MeHeHUeTO Ha 3aKOHa Ille C€ MOCTUTHE PealHO M3MbIHEHHE Ha 3abJDKEHUSATA Ha
Peny6nuka beirapus mo mpuiaraHeTo Ha pa3nopeaouTe Ha €BPOIEHCKOTO 3aKOHOAATENICTBO,
CBBpP3aHH C IEHHOCTTa HA OpraHa, OTTOBOPEH 3a MojJdy4yaBaHe Ha HHPOpPMAIUS OT BHOCUTEIIUTE,
noTpeOUTENUTEe HAIONy O BEpUrara W JAUCTPUOYTOPHTE, KOUTO IYCKaT Ha Ia3apa CMECH,
KJIacu(UIIMPAHU KaTO OMACHU Bb3 OCHOBA HAa TEXHUTE €PEKTH BHPXY 3APABETO HIN (DU3HUHUTE
eeKTH.

5. AHAJIM3 32 CbOTBETCTBHE ¢ NPaBoTo Ha EBponeiickus cbio3

He ce nanara na 0b/1e U3rOTBEHA CIIPaBKa 3a CbOTBETCTBUE C €BPONEHCKOTO IPaBO, Thi
KaTo C NPOEKTa HE C€ TPAHCIIOHUPAT JUPEKTUBHU Ha EBpomneickus cbro3.
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