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OTHOCHO NPOU3BOACTBOTO, NMyCKaHeTO Ha na3apa v ynotpebaTta Ha
MeOuKaMeHTO3HU dpypaxku 1 3a oTMsiHa Ha Oupektuea 90/167/EVO Ha

CbBeTa

— PesynTtaTtu oT nbpBOTO YeTeHe B EBponenckms naprnameHT
(Ctpacbypr, 22—25 oktomepu 2018 r.)

I BBBEJAEHHUE

B cvotBercTBHE ¢ pasnopenoute Ha wieH 294 ot JIOEC u CrBMecTHaTA eKiiapaliyis OTHOCHO

MPaKTUYCCKUTE YCJIOBUA U pela 3a IpoueAypara Ha CbBMECTHO B3CMAHC Ha peIJ_IE‘,HI/IC1 0saxa

OCBILECTBEHU peaulla HeopMaTHU KOHTaKTH Mex 1y CbBeta, EBponeiickus napiaMeHT u

Komucusra ¢ oriieq Ha IOCTHTaHETO Ha CIIOpa3yMCHHUE 110 TOBA IOCHEC HA ITbPBO YETCHC, KATO 11O

TO3U HAUMH ce U30eTHE HEOOXOAUMOCTTa OT BTOPO YETEHE U IIOMUPHUTENHA MPOIeaypa.

! OB C 145, 30.6.2007 r., cTp. 5
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BbB Bpb3ka ¢ ToBa npeacenatesnaT Ha Komucusra 1o 3emMeenue U pa3BUTHE Ha CEJICKUTE PaliOHU
YecnaB Angam ILIEKEPCKMU (PPE, Ilonma) npeactaBu KOMOPOMUCHO U3MEHEHHUE (U3MeHeHHe 94)
Ha MPeATI0KEHUETO 3a PerylaMeHT oT umMeTo Ha KomucusTa 1o 3emenenue 1 pa3sBUTHE Ha CEJICKHUTE
peruonu. ToBa u3MeHeHHe Oelle TOroBOPEHO 10 BpeMe Ha IIOCOYEHUTE MO-rope HehopManHu

KOHTaKTHU. J[pyru uaMeHeHus He 0sXa peCTaBeHH.
II. TJIACYBAHE

[Ipu rmacyBaHeTo Ha TUIEHAPHOTO 3acenanue Ha 25 okTomBpHu 2018 T. KOMIIPOMHUCHOTO U3MEHEHUE
(n3menenue 94) Ha MpeUIOKEHUETO 3a peryiaMeHT Oele mpueTo. Taka U3MEHEHOTO MPENIOKEeHHE
Ha Komucusra npeacrasisBa nosunusaTa Ha [lapiaMenTa Ha IbpBO YETEHE, KOSITO CE ChIBPKA B

HETOBaTa 3aKOHOAATCIIHA PE30JI0IHA, ITPHUIIOKECHA KbM HACTOAIIATa Oenexka’.

[To3unusra Ha [TapnaMenTa oTpassiBa MpeiIBapUTEIHO TOTOBOPEHOTO MEXTy MHCTUTYIMUTE. ETO

3amo ChBETHT Clie[[Ba Ja € B ChCTOSIHUE J1a 0100pu no3unusTa Ha [lapnamenTa.

Taka akTbT 11e ObJIe TPUET ¢ POPMYITMPOBKATA, KOATO CHOTBETCTBA Ha no3uiusTa Ha [lapmamenra.

TexcThT Ha O3UNMATA Ha [lapmaMeHTa B 3aKOHOJATEIIHATA PE30TIOIHS ChIbpPKA
0003HaYCHHS HAa TPOMEHUTE, BHECEHU C M3MEHEHHATA B Mpe I1okeHneTo Ha Komucusa.
JloneiHeHusTa KbM TeKcTa Ha KoMucusTa ca 0003Hau€HU C nostyuep Kypcus. 3aanueHusT
TEKCT € 0TOEIISI3aH ChC CUMBOJIA ,,I “.
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HPHUJIOKXEHUE
25.10.2018 r.

IIpou3BoacTBo, MyCcKaHe HA Ma3apa U ynorpeda Ha MeIMKAMEHTO3HH
bypamu***1

3akoHonaTenHa pe3oaonus Ha EBponeiickus mapaaMenT ot 25 okromBpu 2018 r. oTHOCHO
NMpeAJIoKeHNeTo 3a perjiaMeHT Ha EBponeiickusi napjamMeHT U Ha CbBeTa OTHOCHO
NPOU3BOJACTBOTO, IyCKAHETO HA Ma3apa 1 ynorpedara Ha MeANKAMEHTO3HHU (ypaxku u 3a
ormsiHa Ha [IlupexkTuBa 90/167/EUO na Cbreera (COM(2014)0556 — C8-0143/2014 —
2014/0255(COD))

(O0uKHOBEeHA 3aKOHOAATEIHA NMPOLEAYPA: MBPBO YETEeHE)
Eeponeiickuam napramenm,

—  KaTo B3e npeasuj npeanoxenueto Ha Komucusra no [lapnamenTa u 1o CbBera
(COM(2014)0556),

—  Kato B3e npensua wieH 294, naparpad 2, wien 43 u wien 168, naparpad 4, Oyksa 6) oT
JloroBopa 3a GpyHKIIMOHUpaHeTO Ha EBponeiickust chio3, chriiacHo kouto Komucusra e
BHecIna npeanoxennero B [lapmamenta (C8-0143/2014),

— KaTO B3€ NpCABUJ CTAHOBUIIICTO HA KOMHUCHSATA 110 ITPABHU BBIIPOCH OTHOCHO MPEAJIOKECHOTO
IMpaBHO OCHOBAHHEC,

—  Karo B3e npeaBua wieH 294, naparpad 3 ot JloroBopa 3a GpyHKImoHupaneTo Ha EBponeiickus
CBI03,

—  Karo B3 MPEJIBHI CTAHOBUIIETO Ha EBpONEHCKHsS NKOHOMHYECKH U COIMANEH KOMHUTET oT 21
sryapu 2015 1.3,

— CJIEea KOHCYJITalus C Komurera Ha PETrUOHHUTE,

—  KaTo B3€ MpEABUJ BPEMEHHOTO CIIOpPa3yMeHUE, 0JJOOPEHO OT KOMIIETEHTHATa KOMUCHS
cbriacHo wieH 69e, maparpad 4 ot cBos [IpaBuiIHUK 3a 1EHHOCTTA U MOETHS C TMCMO OT 8
Mmaii 2018 r. aHraxxumeHT Ha npejcraBuTess Ha CpBeTa 3a 0/100psiBaHE Ha MO3ULIMATA HA
[TapnamenTa B choTBeTCTBHE C wieH 294, maparpad 4 ot JloroBopa 3a pyHKIMOHUPAHETO Ha
EBponeiickus cpro3,

—  KaTo B3e npeaBua wieHoBe 59 u 39 ot cBos [IpaBuiiHuK 3a 1eifHOCTTA,

—  KaTo B3€ IpeIBH] JOKJIa1a Ha KOMHICHITA 10 3eMeIeINe U Pa3BUTHE Ha CEJICKUTE PaiiOHU 1
CTAHOBHIIIETO Ha KOMHCHSITA 10 OKOJIHA Cpe/ia, OOLIECTBEHO 3/IpaBe U 0e30IacHOCT Ha
xpanure (A8-0075/2016),

1.  mpuema M3N0XKEHATa MO-0Jy MO3ULIKS HA TbPBO YETECHE;

3 OB C 242, 23.7.2015 ., cTp. 54.
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2.  npukanBa Komucusta 1a ce oTHece 10 HEro OTHOBO, B CIIy4aii 4e 3aMEHHU CBOETO
NPEJVIOKEHHE C IPYT TEKCT, BHECE HIT Bb3HAMEPsIBa Jla BHECE CHIIIECTBEHH MPOMEHH B TOBA
Hpe/II0KEHHE;

3. Bb3JIara Ha CBOJ IIpEaACCaAaTe Aa Mpeaaac no3unusTa Ha HapnaMeHTa cboTBeTHO Ha ChBeTa
" Ha KOMI/ICI/I?ITa, KaKTO 1 Ha HAIMOHAJIHUTC MapJIaMCHTH.

13329/18 mlk/nb 4
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P8 TC1-COD(2014)0255

Ilo3unus Ha EBponeiickusi mapjaMeHT, IpHeTa HA MbPBO YeTeHe Ha 25 okTomBpu 2018 1. ¢
oryeq Ha npuemaneto Ha Pernament (EC) 2018/... na EBponeiickus napiament n Ha CbBerta
OTHOCHO IIPOM3BOJCTBOTO, NYCKAHETO HA NAa3apa U ynoTpedaTa HA MeIMKAMEHTO3HH Qypaxu,
3a u3menenue Ha Perinament (EO) Ne 183/2005 na EBponeiickus napaameHnT u Ha CbBeTa n

3a ormsiHa Ha /Ilupextusa 90/167/EMO na ChBerta

(Texcr ot 3nauenue 3a ENII)

EBPOITEMCKUAT ITAPJIAMEHT 1 CHbBETHT HA EBPOITEMCKUS CBIO3,

KaTo B3exa npensuj JJoroBopa 3a pyHKIHOHHpaHETO HA EBpOIEiCcKus ChI03, U MO-CIIEIUATHO WICH

43, napazpagh 2 v unen 168, naparpad 4, 6yksa 0) oT HerO,

KaTo B3exa MPeIBU/I MpeioxkeHneTo Ha EBponeiickara komucus,

CJICO NMpcaaBaHC HAa MPOCKTA HA 3aKOHOAATCIIHUA aKT Ha HAIMOHAJIHUTC MapJIaMCHTH,

KaTo B3€Xa NnpeaABrUa CTAaHOBUIIECTO HA EBpOHeI\/JICKI/Ifl NKOHOMHYECCKHU U COITUAJICH KOMI/ITCT4,
cie1 KoHCynTanus ¢ KomuTera Ha pernoHuTe,

B CHOTBETCTBHE C OOMKHOBEHATA 3aKOHOJaTCIHa npoueﬂypas,

4 OB C 242, 23.7.2015 r., cTp. 54.
[To3unusa va EBponeiickus nmapiaaMeHT ot 25 oktoMBpu 2018 r.
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KaTo uMart npeaBui, 4c:

(D) Jupextusa 90/167/EVO na Cweeta® npencrasnssa npaBHata ypenda Ha Chio3a 3a

NMOATOTOBKATA, ITYCKAHECTO HaA I1a3apa u yHOTpe6aTa Ha MCOAUMKaAaMCHTO3HH q)ypam/l

2) ’KMBOTHOBBCTBOTO 3a€Ma MHOT'O Ba3KHO MSICTO B CEJICKOTO CTOMAHCTBO Ha Chio3a.
[IpaBunaTta OTHOCHO MEUKAMEHTO3HUTE Qypakd UMAT 3HAYUTEITHO BIUSHUE BHPXY
OTIJISKIAHETO U Pa3BbKAAHETO HA )KUBOTHH, BKIIFOUUTEIIHO HA )KUBOTHU, KOUTO HE Ce
OTTJISXKIAT 3a MPOU3BOJICTBO HA XPaHU, KAKTO M BbPXY MPOU3BOACTBOTO HA MPOIYKTH OT

JKUBOTHUHCKHU ITPOU3XOM.

3) CrpeMexxbT KbM BHCOKA CTETICH Ha 3all[uTa Ha 3JJpaBETO HAa YOBEKA € €JHA OT
OCHOBOIIOJIATaIlUTe LIeJIM Ha 3aKOHOAATENCTBOTO Ha Chlo3a B 00JIaCTTa HA XpPaHUTE, KAKTO
e npeasuaeHo B Permament (EO) Ne 178/2002 na EBponeiickust apiamenT u Ha ChBeTa’,
U O0IIUTE IPUHIUIIH, YCTAHOBEHH B IOCOUYCHUS PEriIaMeHT, CIIe/IBa Ja e MPUJIarar ChIio
3a MyCKaHEeTO Ha Iasapa u yrnorpebdaTa Ha Gpypaxku, 0€3 /1a ce 3acara CrerHaTHOTO
3akoHoJaTenacTBO Ha Chio3a. B nombiHeHNE KbM TOBA ONA3BaHETO HA 3PABETO HA
KMBOTHHUTE ChCTaBIIsSIBA €JHA OT OCHOBHMTE 1IeJIM Ha IpaBoTo Ha Chro3a B 00s1acTTa Ha

XpaHUTE.

4) Ilpegenyuama na 6o1ecmume e no-000pama aimMepPHAMUEA Om ae4eHUuemo.
Jleuenuama c nexapcmea, 0co0OeHO ¢ AHMUMUKDPOOHU CPEOCMEa, He C1e06d HUK02a 0a
3amecmeam 00Opume nPAKMUKU 3a OM21eHCOane Ha HCUGOMHU, OUONOZUYHA

cuzyprHocm u ynpaeieHue.

Hupextusa 90/167/EVO na ChBeta oT 26 maptT 1990 r. 0THOCHO ompesernsHe Ha
YCIIOBUSATA, pEryJIHpaliy MOAr0TOBKATa, ITyCKaHEeTO Ha Ma3apa U yrnorpebara Ha
MenukaMeHTo3HU pypaxku B O6muoctta (OB L 92, 7.4.1990 1., c1p. 42).

Pernament (EO) Ne 178/2002 na EBponetickust mapiameHnT 1 Ha CbBeTa oT 28 ssHyapu
2002 r. 3a onpenensiHe Ha OOIIMTE MPUHIIUIIY U U3UCKBAHUATA KbM 3aKOHO/IATEJICTBOTO B
o0JacTTa Ha XpaHHTe, 3a ch3JaBaHe Ha EBporelicku opraH 3a 0€30MacHOCT Ha XpaHUTE U
3a ompeeNsiHe Ha TIPOIeaypHr OTHOCHO Oe3onmacHocTTa Ha Xpanute (OB L 31, 1.2.2002 r.,

ctp. 1).
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)

(6)

(7)

OnwutsT B mpunaraneto Ha upextusa 90/167/EVO nokasBa, e TpssOBa 1a ObaaT B3ETH
JOIBITHATEITHA MEPKH 3a 3aCHJIBAaHE Ha e(eKTUBHOTO (DYHKIIMOHHPAHE HA BHTPEIIHUS
naszap, KaTo U3pUYHO CE MPEAOCTaBU M ONTHMHU3UPA BB3MOXKHOCTTA )KUBOTHH, KOUTO HE CE

OTIJICKIAT 3a MMPOU3BOICTBO HA XPaHH, J1a OBAAT JIEKYBaHH C MEIMKaMEHTO3HU (ypaku.

MenrkaMeHTO3HUTE (Pypaxkul ca eMH OT HAYMHUTE 32 IIPHEM IIpe3 ycTaTa Ha BETCPHHAPHH
JIEKapCTBEHU MIPOAYKTH I . Meoukamenmosznume ypasricu ca Xxomo2enHna cmec om
dypasicu u gemepunapnu nexapcmeenu npooykmu. /Ipy2u Hauunu 3a npuem npes
ycmama, Kamo HAnNpuMep cmeceane Ha 600d 3a NUEHE C 6eMEPUHAPEH JIEKAPCHIEEH
NPOOYKM Ui PHUHO cMeceane Ha 6emepuHaper 1eKapcmeen npooyKm b6 Qypasrcu,
cneodea 0a He nonadam 6 NPUIL0HCHOMO nojle HaA HACMOAWUA Pe2IAMEH .
Paspemennero 3a ynorpeda BbB Gypaku, IpOU3BOACTBOTO, pa3pOCTPaHEHUETO,
pEKIIaMUPAHETO U HAA30pa BbPXY TE€3U BETEPUHAPHU JIEKAPCTBEHU MPOAYKTHU Ca YPEICHU B

Peznamenm (EC) 2018/... na Esponeiickus napiament u Ha ChBerad”,

Peznamenm (EC) 2018/... ** ce npunaza 3a éemepunapru 1exapcmeenu npooyKmu,
6KII0UUmMenHo me3u npooykmu, koumo 6 /lupexkmuea 90/167/EHO ca nocouenu kamo
whpemukcu “, npeou me3u npoOyKmu 0a 0v50am 610HCeHU 8 MEOUKAMEHMOZHU (ypasicu
U MENHCOUHHU NPOOYKMU, C/1€0 KOeMO HACMOAWUAM PEIaMEeHm ce nPpu1aza, Kamo

uskniouea Peznamenm (EC) 2018/.. ™.

++

Peznamenm (EC) Mo ... ... na Eeponeiickus naparamenm u na Cvéema om ... OMHOCHO
eéemepunapHume nexkapcmeenu npooykmu u 3a ommana na /{upekmuea 2004/82/EO
(OB L...).

OB: Monsa, éveedeme nomepa, oamama u nozosaearnemo ¢ OB na pecnamenma,
cvovpacauy ce 6 0okymenm PE-CONS 45/18 (2014/0257(COD)).

OB: Mons, év6edeme nomepa nHa peciamenma, cvovprcauy ce 6 0okymenm PE-CONS
45/18 (2014/0257(COD)).
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(8)

Kato Bun pypaxu meaukaMeHTO3HUTE PYypaKu u MeHcOUHHUmMeE nPoOyKnu TIOTIAIaT B
NpUI0XHOTO Tone Ha permamentr (EO) Ne 183/2005°, (EO) Ne 767/2009'°, (EO)

Ne 1831/2003'"! u Jlupextusa 2002/32/EO na Epponeiickus napnament u Ha Chaera ',
Cnedosamenno K02amo MeOUKAMEHMO3HUAM ypasic ce npous3eexncoa Kamo ce 3anouHe
om KomoOuHnupaun gypasic, ce npunaza YAI0mo Cb0MeemHo 3aKoOHO0aAmeiIcmeo Ha
Cv103a 0OmHOCHO KOMOUHUpanume Qypasrcu, a KO2amo MeOUKaAMeHmo3HuaAm Qypaxc ce
npouseeincoa Kamo ce 3anouHe om Qypasricna cyposuna, ce npuIaza YAIOmMo
cvomeemno 3akonooamencmeo na Cvroza ommnocrno gyparxcnume cyposunu. Tosa ce
npunaza 3a onepamopume 8 CeKmopa Ha ypasicume, He3a6UCUMO 0aIU padomsam 6
npeonpuamue 3a Qypasrcu, cvc CREYUAIHO 000PYOAHO NPEBO3HO CPEOCHEO UTU HA
MACHO 6 CHIONAHCMEOMO, KAKMO U 3a Onepamopume ¢ ceKkmopa Ha Qypaxcume, KOumo
CHXPAHAGCAM, MPAHCROPMUPAmM WU NYCKAM HA RA3APA MEOUKAMEHMO3HU pyparcu u

MeHCOUHHU NPOOYKMU.

10

11

12

Pernament (EO) Ne 183/2005 na EBponeiickus napiaamenT u Ha CbBeta oT 12 sHyapu
2005 r. OTHOCHO OTpe/eNsTHE Ha M3MCKBaHUATA 3a XxurueHa Ha ¢pypaxure (OB L 35,
8.2.2005 r., ctp. 1).

Pernament (EO) Ne 767/2009 na EBponetickust mapiamenT 1 Ha CbBeta ot 13 romu 2009 r.
OTHOCHO ITyCKaHETO Ha Ma3apa u ynoTpedara Ha (ypaxu, 3a U3SMEHEeHUe Ha PerimaMenT
(EO) Ne 1831/2003 na EBponeiickus mapiameHT 1 Ha ChBeTa, 32 OTMsHA Ha JlupexTruBa
79/373/EVO na Cobaera, Jupexktusa 80/511/ENO na Komucusta, AMpeKTHBH
82/471/EMNO, 83/228/ENO, 93/74/EVO, 93/113/EO u 96/25/EO na CbBeTa, KakTo U Ha
Pemenue 2004/217/EO na Komucusira (OB L 229, 1.9.2009 r., ctp. 1).

Pernament (EO) Ne 1831/2003 na EBponeiickus nmapinameHT v Ha ChBeTa OT 22 CENTEeMBPH
2003 r. oTHOCHO 100aBKH 3a U3IIOJI3BaHE MU XpaHeHeTo Ha xuBoTHUTE (OB L 268,
18.10.2003 r., ctp. 29).

Hupextusa 2002/32/EO na EBponelickus napnamenT u Ha CbBeta ot 7 maii 2002 r. 3a
HEeXEeJaTeIHUTE BelecTBa B Xxpanute 3a )kuBoTHU (OB L 140, 30.5.2002 r., cTp. 10).
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9

(10)

(1)

CrenBa a ce MpeIBUASAT CHINO TaKa CIICIUATHU pa3nopeI0ou 3a MeAUKaMEHTO3HU (ypaku
U MEXJMHHU MPOJYKTH MO0 OTHOIIEHHE HAa O0EKTUTE U 000PYIBaHETO, IEPCOHAA,
KOHTPOJIa Ha Ka4eCTBOTO B MMPOU3BOJICTBOTO, CbXPAHEHUETO U TPAHCIIOPTUPAHETO,
BOJICHETO M ChXPAHSABAHETO HAa JOKYMEHTALUS, KAJIOUTE, N33€MBAaHETO Ha HpOI[yKTI/II "

€TUKETUPAHETO.

Bracsaute B Chr03a MeIMKaMEHTO3HU (ypakd CIeBa Ja OTrOBapsT HAa OOIIHTE
3anbIpKeHus, npeasuaeHu B wieH 11 ot Pernament (EO) 178/2002, 1 Ha u3uCKBaHUATA 32
BHOC, nipenBuneHu B Permament (EO) Ne 183/2005 u Permament (EC) 2017/625 na
Esponeiickus napiaamenT u Ha ChBeTa'>. B Tasu nmpaBHa paMKa cliefiBa J1a ce IpUeMe, ue
BHacsiHUTE B Chl03a MEIUKAMEHTO3HU (Qypaku MOnajaT B IPHIIOKHOTO TT0JIe Ha

HACTOAIIUSA PCTIIAMCHT.

be3 na ce 3acsrar obmuTe 3aabKkeHus, peasuaeHu B wieH 12 ot Permament (EO)

Ne 178/2002 oTHOCHO M3HOCA HA (ypaku 3a TPETH JbP)KaBU, HACTOSAIIHSIT PETIIAMEHT
clellBa Jia ce Impujiara 3a MeIMKaMEeHTO3HU (pypaku U MEXIUHHU IPOAYKTH, KOUTO CE
MIPOU3BEKIAT, ChXpaHIBaT, TPAHCIIOPTHPAT WK MycKaT Ha nma3apa B Cbro3a ¢ 11el Aa
Obaat nzHeceHu. CrenuaiIHuTe U3UCKBAaHUS OTHOCHO €TUKETUPAHETO, IPEIMUCBAHETO U
yrnoTpebara Ha MEAMKAaMEHTO3HU (ypaku M MEXIWHHH MTPOAYKTH, IPEIBUACHU B
HACTOSALIMUS PEryIaMeHT, o0aue cie/iBa Ja He ce MpuiaraT 3a IpoAyKTH, IpeJHa3HAYeHH 3a

HU3HOC.

13

Peznamenm (EC) 2017/625 na Eeponeiickusa naparamenm u ha Cvéema om 15 mapm
2017 2. omnocno ouyuannus KoHmpon u opyume ouyuainu oeitnocmu,
U3BBPULBAHU C Y€l 0d Ce 2aPAHMUPA NPUIAzaHemo Ha 3aKOH00AmMeNCHEOmo 6
od1acmma na Xpanume u Qyparxicume, npaguIama OMHOCHO 30PABEONA36aAHEMO HA
HCUBOMHUME U XYMAHHOMO OMHOUIEHUE KM MAX, 30PA6eno Ha PACMEeHUAma u
npooyKmume 3a pacmumena 3auuma, 3a usmenenue na peznamenmu (EQ) Ne
999/2001, (EO) Ne 396/2005, (EO) Ne 1069/2009, (EO) Ne 1107/2009, (EC) Ne 1151/2012,
(EC) Ne 652/2014, (EC) 2016/429 u (EC) 2016/2031 na Eeponeiickusa napiamenm u Ha
Cveema, pecnamenmu (EO) Ne 1/2005 u (EO) Ne 1099/2009 na Cveema u oupexmueu
98/58/E0, 1999/74/E0, 2007/43/EO, 2008/119/EO u 2008/120/EO na Cveéema, u 3a
ommana na peznamenmu (EO) Ne 854/2004 u (EO) Ne 882/2004 na Eeéponeiickusn
napnamenm u na Cveema, oupexmueu 89/608/EHO, 89/662/EHO, 90/425/EHO,
91/496/EHO, 96/23/EO, 96/93/EO u 97/78/EO na Cveéema u Pewenue 92/438/EHO na
Cveema (Pecnamenm omnocno ouyuannus koumpon) (OB L 95, 7.4.2017 2., cmp. 1).
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(12) Jlokamo éemepunapuume i1eKkapcmeeHu nPoOyKmu u 00CmagKama um nonaoam 6
ooxeama na Pecnamenm (EC) 2018y...7, mexcounnume npooykmu He nonaoam u
3amoea cieoea 0a 0v0am CneyuaIHo 00X6aHaAmu Om HACMOAWUA PelAMeHm No

cbomeemen Hauun.

I3) MenrkaMeHTO3HU (ypasku clieiBa Jia ce IMPOU3BEKIAT CaMO C pa3pelleHu 3a 1eNTa Ha
npoU3600CMEOMO HA MEOUKAMEHMO3HU (yparicu BETEPUHAPHU JIEKAPCTBEHU IIPOIYKTH,
KaTo ¢ orjie Ha 0e30MacHOCTTa U e(pUKAaCHOCTTA Ha NMPOJYKTa ClIeiBa Ja C€ OCUTYpHU
CBBMECTMMOCT Ha BCUUKH M3MOJI3BaHU CbcTaBku. Clie[iBa a ce NPEIBUIAT NOIbIHUTEIIHN
CHEIMaJIHN U3MCKBAaHMsI UM YKa3aHUS 32 BIaraHETO HA BETEPUHAPHU JIEKAPCTBEHU
IPOIYKTHU BBB (DypaXkuTe, 3a 1a CE OCUTYpH 0€30I1acHO U e(hpuKacHO JIeueHne Ha

KHBOTHHTE.

(14) XOMOTEHHOTO pasnpeodensne Ha BETEPUHAPHHUTE JICKAPCTBEHU MTPOITYKTH TP BJIaraHeTo
UM BbB (DypakuTe ChIIO € BakeH (haKTop 3a MPOU3BOACTBOTO Ha O€30MaCHH U ePUKACHU
MeInKaMeHTO3HU Gypaxku. [Topaau ToBa cieqBa 1a ce MpeaBUAN B3MOXKHOCT 32
OIpeZieTIsTHEe Ha KPUTEPUH 32 XOMOTEHHOCT Ha METMKaMEHTO3HUTE YypaxH, KaTo

HaIllpuMep ejacBu CTOMHOCTH.

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-

CONS 45/18 (2014/0257(COD)).
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(15)

(16)

OmnepaTopure B cekTopa Ha (ypakuTe MOTaT J1a MPOU3BEKIAT B PAMKHTE Ha €IHO
IpeInpusITHE IIHUPOKa TaMa Qypaku 3a pa3InyHU LIEJIEBU )KUBOTHHU U ChC ChIIbP)KaHUE HA
pa3IMyYHU N0 BUJ CbCTABKH, KaTO HampuMep QpypaskHu J0OaBKU WM BETEPUHAPHU
JeKapCTBeHH MpoaAyKTH. [Ipon3BOICTBOTO HA pa3IMUHU BUIOBE (DypaxKu €HH CIIE] IpyT
Ha €/lHa U Chll[a IPOU3BOACTBEHA JIMHMSI MOXKE J1a I0BEJIE 10 HAJTMYME I10 JIMHUATA Ha
CJIeqin OT JAa/IeHO aKMmUGHO BEIIECTBO, KOMTO J1a MOMaHAT B HA4YaJ0TO HA MIPOU3BOJCTBOTO
Ha apyr ¢ypax. ToBa monagaHe Ha CleIU OT AaJICHO AKMUGHO BEIIECTBO OT €AHA

IIPOM3BOJICTBEHA MTAPTHU/IA B ApyTa c€ Hapu4a ,,KPbCHOCAHO 3aMbpPCABAHE’ .

Kpvcmocano 3amvpcasane Moxe 1a Bb3HUKHE TIPH IIPOU3BOICTBOTO, ITpepadboTKaTa,
CHhXPAHEHUETO WJIM TPAHCHOPTUPAHETO Ha (ypaku, KoraTo 3a Gypaxku ¢ pa3IyueH ChCTaB
Ce M3MOJ3BAT €IHO U CHI0 00OPYABaHE 33 MPOU3BOJICTBO M MPEPAOOTKA, BKAHOUUMENTHO
RPOU3600CHIBO C MOOUIHU cMecumeu, OOCKTH 332 CbXpaHEHHE WIN TPAHCTIOPTHU
CpencTBa. 3a IEeTUTE Ha HACTOSAINS PETIIAMEHT KPbCHOCAHO 3AMbPCABAHe 0O3HAUABA TIO-
CTIEeLMATHO MPEMUHABAHETO HA CJIEIN OT aKTHBHO BEIECTBO, CHIBPIKAIIO CE B ChCTaBa Ha
MeIUKaMeHTO3eH (pypax, B HEleJIeBH Qypaxk I . 3amvpcasanemo na neyenesu Qypasic c
aKTHUBHH BELIECTBA, ChABPIKAIIN CE B MEAMKAMEHTO3HUA (Qypax, I cliefiBa Jia ce

npeaoTBpatsaBa Wi Ja €€ JOITyCKa BbB Bb3MOKHO HaW-HUCKH rpaHnuvnu.
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3a 1a ce 3aILUTAT 3/[paBeTO HA )KUBOTHUTE U HA YOBEKA, KAKTO U OKOJIHATA CPENa, CIE/IBa
na ObJIaT ONpeAeIeH MaKCUMAIIHU TPaHULY HA KPBCHIOCAHO 3aMbPCAGAHE 30 AKMUGHU
6eujecmea 6 Heyenegu hypasrcu, KOUTO 1a C€ OCHOBABAT Ha HAy4YHA OLICHKA HA PUCKA,
u3BbplIeHa oT EBpomnelickus opran 3a 6ezonacHoct Ha xpanute (EObX) u ¢
compyonuuecmeo ¢ Eeponeiickama azenyua no nekapcmeama, Kato ChIIO C€ OTYUTA
IpUJIAaraHeTo Ha J00paTa NpOM3BOJCTBEHA IPAKTUKA U MPUHIIMIIA ,,TOJIKOBA HUCKH
TPaHUIH, KOJIKOTO € pa3yMHO nocTmxumo™ (,,ALARA®). o 3aévpuieanemo na masu
HAYYHA OUEeHKA Ha PUCKA C1ed6a 0a ce npuIazam HAYUOHAIHU MAKCUMATIHU SDAHULU
HA KPbCMOCAHO 3aMBPCAGCAHE 30 AKMUGHU 6eU{eCEa 6 Heueleeu ypasicu, He3a6UcUMo
Oom mMexHusA nPou3xo0, Kato ce OTUUTAT HEU3DEHCHOMO KPbCMOCAHO 3aMbPCAGAHE 1

PHUCKBDT, KOMTO nopaxxaaT CbOTBETHUTC aKTHBHH BCIICCTBA.

ETukerupaneTo Ha MeMKaMEHTO3HHUTE (ypasku clie/iBa Jia € CboOpa3eHo ¢ oouuTe
npuHImny, npeasuaeHn B Permament (EO) Ne 767/2009, kato ciensa ia ce cra3pat
CTIeMATHATE U3NCKBAHMSA 32 CTUKETHPAHE, 32 J1a CE IPEIOCTaBH Ha MOJI3BATEINTE
HeoOxoauMara nH(opManus, KOsSTO J1a UM TT03BOJIHM MIPAaBUITHO J1a 1aBaT
MenrKaMeHTo3HuTe pypaxu. CienBa 1a ce yCTaHOBST U TPAHUYHHU CTOWHOCTH 3a
OTKIIOHCHHA MCKAY YKa3aHOTO IMMPHU CTUKCTHUPAHCTO U PCAJTHOTO CbAbPKAHUC HA

MeAUKAaMEHTO3HUTE (QypaXKu.
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21

MenrukaMeHTO3HUTE Pypaxu u MexcOuHHume npooyKmu CiesiBa aa ce rnpeajiaraT Ha
nasapa B 3alie4aTaHu OnAKO6KU Wil ChJJOBE OT ChOOpakeHUs 3a 0€30MaCHOCT U 3a 3alluTa
Ha UHTEpPECUTE Ha non3Barenute. Tosa ciedsa 0a He ce npunaza 3a nPOU3E0OUmMenu ¢
MOOUNHU cMecumenu, KOUmo 00CmMagam mMeOUKaAMeHmo3Hu Qypaxcu OupeKmHuo Ha

Jauuemo, Kkoemo OM21e3coa HCUueOmHuU.

Pexnamama na meoukamenmo3nu Qypaixcu mosxice 0a uma ompadxrceHue bpxy
o0uecmeenomo 30page u 30pasemo Ha HeueoOMHUmMe u Modce 0a Hapyuu
KouKypenyuama. Ilo maszu npuuuna pexnamama Ha MeOuKamMeHmo3Hu ypasricu cieosa
0a omzosaps Ha onpeodesienu Kpumepuu. Bemepunapnume nexkapu mozam npasuino oa
oyenam npeocmasenama ¢ peKiamama ungopmayus dnazooapenue Ha ceoume
NO3HAHUA U Onum ¢ odnacmma Ha 30pageonazéanemo Ha ycusomnume. Pexnamama na
MeOUKamMeHmo3Hu Qypasxcu Ha 1Uuyda, KOUMO He Ca 8 CLCMOAHUE HAONEHCHO 04 OUCHAM
PUCKa, C8BbP3AH C MAXHaAma ynompeoda, moyce 0a 0oeede 00 HENPAGUIHA ynompeoa uiu
cepvXynompeoda na 1eKkapcmeenu npooyKmu, a moea moxce 0a Uma épeoHu nocieouuu

3a oﬁmecmeeuomo 30paee, 3a 30pa6emo Ha sfcueomnume ujiu 3a OKoinama cpeda.

[Ipu BbTpeIIHaTa THPTOBUS CHC U 6HOCA HA METUKAMEHTO3HH (pypaxu B Cbio3a cie/Ba Ja
Ce rapaHTHpa, 4ye ChIbpPKAIIUTE CE B TSIX BETEPUHAPHU JIEKAPCTBEHH MPOTYKTH ca
HA/JICXKHO Pa3pellieHH 3a ynompeda B 1bpkaBaTa 4ieHKa [0 MECTOHA3HAUYCHUE B

cboTBeTcTBUE C Peznamenm (EC) 2018/..7.

+

OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).
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(22) Baosicno e 0a ce 63eme npedsuo mexcoynapoOHomo usmepeHue Ha pazeumuemo Ha
AHMUMUKPOOHA pe3ucmenmuocm. Ype3 Koncymayua Ha npoOyKmu om JHCUeoOmuHCKu
npou3xoo, upe3 NPAK KOHMAKM ¢ HCUBOMHU UL XOPA, KAKMO U NO Opy2u NbMuua,
cpeod xopama u xncusomnume 6 Cv103a u 6 mpemu 0ObPHCABU € 6bIMONCHO 0d ce
PAa3snpocmpansam MuKpooOp2aHu3Mu, pe3ucmeHmuu Ha aHmumMuKkpoonu cpeocmaea. Toea
e npusnamo 6 unen 118 om Peznamenm 2018/...7, koiimo npedsusicoa, ye cmonanckume
cybekmu 6 mpemu OvprHcasu mpadea 0a cnazeam onpeoeieHu U3UCKEAHUA, C8bP3AHU C
AHMUMUKPOOHAMA PE3UCMEHMHOCT, KoM HCUGOMHUME U NPOOYKmuUme om
HCUGOMUHCKU NPOU3X00, USHACAHU OM maKuea mpemu Ovprcasu 3a Cvioza. Tosa
cledea 0a ce omuuma u nO OMHOUIeHUEe HA ynompeodama Ha CbOMEEMHUME
AHMUMUKPOOHU 1eKapCmeenu npooyKmu, aKko me ce 0aeam upe3 MeOuKamMeHmo3Hu
dypasrcu. Oceen moga 6 KOHmMeKcmMa HA MEHCOYHAPOOHOMO CHMPYOHUUECMEO U 8
cvomeemcmeue ¢ OelHocCmume U NOJIUMUKUME HA MeHCOYHAPOOHU OP2aAHU3AUUL,
kamo Ceemoenusn naan 3a oeiicmeue na Ceemosnama 30pasna opzanuzayus (C30) u
Cmpamezusama OMHOCHO AHMUMUKPOOHAMA PE3UCMEHMHOCH U PAZYMHOMO
U3N0136aHEe HA AHMUMUKPOOHU cpedcmea na Ceemosnama opzanu3ayus 3a
30paseonazeane Ha HCUGOMHUME, C11€08a4 04 C€ OOMUCIIAM 6 C6EMOGEH MAWAD MEPKU 3a
ozpanuuaeane Ha ynompedama Ha MeOUKAMEHMO3HU yparcu, CoObPICAUU
AHMUMUKPOOHU cpedcmea, ¢ uesl npedomepamseéane Ha 60aecmu, 3a HCUGOMHU U

npodylcmu om HCUGOMUHCKU npouzxod, U3HAaACAHU Om mpemu 011]).7}(116” 3a Cvio3a.

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-

CONS 45/18 (2014/0257(COD)).
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Omnepatopure B cekTopa Ha (ypakuTe, KOUTO MPOU3BEKIAT, HE3ABHCUMO JANTU T
paboTAT B mpeanpuaTue 3a Gypaxu, CbC CIELHATHO 000PYO8AHO RPEBO3HO CPEOCH 80 NN
Ha MSCTO B CTOMAHCTBOTO, CbXPAHSBAT, TPAHCIIOPTUPAT UJIH IyCKAT Ha Mma3apa
MEIUKaMEHTO3HU (ypasku U MEKIMHHH MIPOAYKTH, CiIe/Ba 1a ObAaT 0JOOpEHHU OT
KOMIIETEHTHHS OpraH B ChOTBETCTBHE ChC CUCTEMATa 3a 0100peHNE, IPEIBUIEHA C
Pernament (EO) Ne 183/2005, 3a na ca rapanTupanu 6€30nmacHOCTTa Ha Pypakute u
MPOCIIEIMMOCTTa Ha IPOAYKTUTE. Onepamopume 6 cekmopa Ha Qypaxcume, KOUmMo ce
3aHUMABAM ¢ HAKOU OCIIHOCMU C NO-HUCKA CMENneH Ha PUCK, Kamo Hanpumep HAKOU
6U008€ MPAHCNOPM, COXPAHEHUE U MBP2OGUA HA OPEeOHO, clledsa 0a Oboam 0ce0H00eHu
om 3a0vbXceHuemo 3a 0000penue, Ho moea cjiedsa 0a He 2u 0ce0H0xcoasa om
3A0BANHCEHUECMO 3 PESUCMPAUUA CHACHO CUCIEMAMA 34 Pe2Uucmpayus, npeosudena 6
Peznamenm (EQ) Ne 183/2005. 3a 0a ce 2apanmupa nooxooauwia ynompeoda u nvjina
RpOCIEOUMOCH HA MeOUKAMEHMO3HUme yparcu, mvp2osyume Ha MeOUKAMEHMO3HU
dypasicu na opedHO 3a OOMAWIHU TIOOUMUU U TUYAMA, KOUMO OM2IeHCOam HCUBOMHU
C UEHHA KOJHCa, KOUMO 0a8am HA HCUGOMHUME CU MEOUKAMEHMO3HU (Pyparcu, CRPAMO
KOumo He ce npunazam 3a0bj1xceHusma 3a 0000penue, cieosa 0a npedocmasam
ungopmayua na komnemenmuume opeanu. Ciespa ja ce IpeIBUIU IpoLeaypa 3a

MpeXoJ1 3a Beue 0I00peHH npeanpusaTus B choTBeTcTBUE ¢ lupextusa 90/167/ENO.

Cneoea 0a ce 63emam mepKu, 3a 0a ce 2apanmupa, 4e U3UCKEAHUAMA 616 8PBL3IKA C
Oopaesenemo c meOuUKamMeHmo3nu Qyparxcu, npeosudeHu 8 HACMOAUUA Pe2IAMEHM U 6
oenlecupanume aKmoee u aKmoegeme 3a U3nviHeHue, nPUemu no CUlIama Ha
HacCmMoAWUA Peclamenm OmMHOCHO onepamopume 6 ceKmopa Ha gypascume, no-
CReyUAIHO NPOU3so0uUmenIume Ha QPypaixc 6 CmORAHCMEOMO, Ca OCHULECHIEUMU U

npaKkmu4Hu.
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3a nma ce ocurypu Oe3omacHara yrnorpeda Ha MeTUKaMEeHTO3HUTE (pypaku, Te cie/IBa Ja ce
JOCTaBAT U U3IOJI3BAT Cpelly IpeCTaBsHE Ha BaJIMAHA PELENTA 3d MEOUKAMEHNO3EeH
dypaocic, uznaneHa om eemepunapen iekap ciel Iperiie]] Ui 6CAKa opy2a no0X00Aua
OUEHKA Ha 30PABOCI06HOMO CHCMOANHNE HA XUBOTHUTE, KOUTO 1Ie ObJaT JeKyBaHu. He
ciesBa obaye J1a ce U3KIKYBa Bb3MOKHOCTTA 32 IIPOU3BOJCTBO HA MEAUKAMEHTO3HU
bypaxu, peau Ha IPOU3BOAUTENS /1a € IPeICTaBeHa KOHKPETHA 6emepuHapHa peternTa
3a meouxamenmosen gypasc. Kocamo meoukamenmo3sen ghypasrc e oun npeonucat 6
0bpIHCaAsa YNeHKA Om 6eMeEPUHApPEeH 1eKap, No NPAGUO C1e08a 0a € 8b3MOHCHO Chujama
eéemepuHapHa peyenma 3a MeOUKAMeHmo3en Qypasric 0a 6voe npuznama u
MeouKkamenmo3nuam Qypaxc 0a 6voe oaden ¢ opyza Ovprcasa ynenka. Upes oepozayusn
0vPIHCasa YneHKa Ou mozna 0a paspewiu U30a6aHemo Ha peyenma 3a MeOUKAMEHmo3ex
dypas om keanuguyupano 3a moea nuye, paziUYHO OmM 6eMEPUHAPEH NleKap, 8
cbomeemcmeue ¢ RPUIOHCUMOMO HAWUOHATIHO NPABO KbM MOMEHMA HA 61U3AHE 8
cuna Ha Hacmoawua peznamenm. Takaga peyenma 3a meOukamenmosen Qypasic,
u3zoadena om makKoea Keanupuuupano auye, paziudHo om 6emepunapen iekap, cieoed
0a e 6aIUOHA CaAMO 6 MA3U ObPICABA YNIEHKA U /1064 0a U3KI0U6a NPEONnUCE6aHemo Ha
MeouKamenmo3en Qhyparc, Koumo cvovpisHca AHMUMUKPOOHU 6emePUHAPHU
JleKapcmeenu npoo0yKmu, KaKmo u Ha 6CAKAKEU OPY2U 6emePUHAPHU 1eKAPCMEEHU

npPoOyKmu, 3a KOumo e HeoOX00UMO OUAZHOCMUYUDPAHE OM 6eMEPUHAPEH TIeKap.
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C men 1a ce ocurypu pasyMHa ynoTpe0a, Koemo o3Hauasa nooxooauia ynompeoa na
JleKapcmeenume npoOyKmu 6 CbOmeemcmeue ¢ 6emepuHapHama peyenma 3a
MeOuKamenmo3eH yparxc u Kpamkama XapaKkmepucmuKka Ha npooyKkma, Ha
MEIMKaMEHTO3€eH (ypask 3a >KUBOTHH, OTIJICIKIAHU 32 TIPOU3BOJCTBO HA XPaHH, U
HCUGOMHU C YEHHA KOXca — VI TOKOJIKOTO TOBA € OCHOBHA IIPEIIIOCTABKa, 3a Ja Ce
o0e3meyn BUCOKA CTETICH Ha 3aIUTA Ha 30PA6emo Ha HCUeomHuume u 00IEeCTBEHOTO
31paBe, cieaBa Aa ObAaT MPEIBUICHH CIICIIUATIHN YCIOBHSL, 1O Uenecbo0pasnocm, 3a
ynoTpebara 1 BaJUIHOCTTA HA 6eMEPUHAPHAMA Peyenma 3a MeOUKamenmo3en gypasyce,
KaKTO U 3a CIIa3BaHe Ha KAPEHTHHUS CPOK M 33 BOJICHE M ChXPAHsABAaHE HA JOKyMEHTAIHTA

OT JIMIETO, KOCTO OTIJICK A ) KUBOTHHUTE.

C ornen Ha cepro3HaTa 3aIUIaxa, KOSITO MPEeCTaBIIsIBa 3a O0IIECTBEHOTO 3/IpaBe
AHTUMUKPOOHATa PE3UCTEHTHOCT, € LEeJIeChOo0pa3Ho Jja ce OrpaHUyu yrnorpedaTa Ha
MEINKaMEHTO3HU (ypaku, ChAbPKAIIA aHTUMUKPOOHH CPEJICTBA 33 KUBOTHH I . Io-
KOHKPETHO PO IIIaKTUKATA UK YyIIOTpedaTa Ha MEIMKaMEHTO3€eH (pypaxk 3a
noo0psiBaHe Ha MOKa3aTeNUTe Ha )KUBOTHUTE CJIE/IBA Ja HE Ce nonycxal , 0C8EH 8 HAKOU
cyyau, no OmHoOUIeHUe Ha NPOMUBONAPAZUMHU U UMYHOT02UYHU 6eMEPUHAPHU
JieKapcmeenu npooyKkmu. Ynompeoama Ha MeOUKaMeHmo3Hu Qypaxcu, Koumo
CHOBPIHCAM AHMUMUKPOOHU CpeOcmaa, 3a Memaghuiaxmuka cieosa 0a 6voe
Da3peuteno camo Ko2amo pucKkvm om panpocmpanenue Ha UHQeKyusa uiu Ha

unghexyuosna 6onecm e ucok, ¢ coomeemcmeue ¢ Pecnamenm 2018/...".

+

OB: mona eveedeme Homepa Ha peziamenma, KOumo ce cvbovpica 6 00Kymenm PE-
CONS 45/18 (2014/0257(COD)).
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(30)

(1)

H3nonzeanemo na meoukameHmo3Hu Qypasricu, cvbOwvpicauiu HAKOU
npomMuUEONApasumHuU cpeocmaeda, c1e0éa 0a ce 0CHO8A6a HA NO3HAHUAMA 3G CINeneHma
Ha RApa3umHna UHEA3UA HA HCUGOMHOMO UNIU 2pynama yHcueomuu. Bynpexu mepkume,
Koumo 3emeoesickume CmonaHu e3emant, 3a 0a OCuzypam 000pama xuzuena u
Ouon02uUHAmMA CUZYPHOCH, HCUBOMHUME MO2am 0a cmpadam om 6ojecmu, KOUno
mpaoea 0a 0voam 00eKm Ha NPeCeHUUA UPe3 MEOUKAMEHMOZHU (hypasricu no nPpUYUHU,
CEBP3AHU KAKMO CbC 30pAemo Ha HCUGOMHUME, MAKA U C XYMAHHOMO OMHOWEeHUe
koM max. bonecmu no scueomnume, Koumo ce npeoasam Ha xopama, mox3ce 0a umam
U cepuo3Ho ompasicenue 8bvpxy oouecmeenomo 3opase. Ilopaou moea ynompevama na
MeOUKamMeHmo3Hu Qyparcu, cCobObPIHCAULU UMYHOIOZUYHU 6eMEPUHAPHU JIEKAPCMEEHU
nPOOyKmuU UIU HAKOU RPOMUBORAPAZUMHU CPeOCmEa, c1e06a 0a 0voe pazpeuieHa npu

omcescmeuemo Ha 0uaznocmuuupaua b6onecm.

B cvomeemcmeue c Pecnamenm (EO) Ne 1831/2003 3aopanama 3a uznonzeane nHa
anmubuomuyu Kamo cmumyanamopu na pacmedxca om 1 auyapu 2006 2. cnedsa oa ce

cnaszea CMpPUKmMHO U oa ce npujiaza npasujiHo.

B xonuenyuama ,,Eono 30pase*, nookpenena om C30 u Ceemosnama opzanuzayus 3a
30paseonaszeane na xcueomnuume (OIE), ce npusnaea, ue 30pagemo na xopama,
30pagemo Ha HCUGOMHUME U eKOCUCEeMUME CA 63AUMOCEBP3AHU U C1€008AMETHO €
Om CHULeCMEEeHO 3HAUEHUE 30 30PAGEMO KAKMO HA HCUGOMHUmMe, MAKA U Ha Xopama,
0a ce 2apanmupa pazymua ynompeoa Ha AHMUMUKPOOHU J1eKapCcmeeHu nPOOYKmu npu

HcueomHume, Omznexcoanu 3a npou3300cm30 Ha Xpanu.

Ha 17 1onu 2016 2. Cveéemvm npue 3aKnioueHus OMHOCHO cjledeaujume CIMbNKU 6
pamkume Ha nooxoo ,,Eono 30pase* 3a 60opoa c anmumukpoonama pe3ucmeHmHocm.
Ha 13 cenmemepu 2018 2. Eéponeiickusm napaamenm npue pe3ontouus OmHoCHO
Ee¢poneiicku naan 3a oeiicmeue ,,Eono 30pase* cpeuiy anmumuxpoonama

pe3ucmenmuocm.
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32) CrnenBa na ce ch3azie CUCTeMa 3a ChOMpaHe WU 00e36pexcoane Ha HEN3TOI3BaHU
MeHCOUHHU TIPOAYKTH U MEOUKAMEHMO3HU (ypadcu, UV TaK1Ba C U3TEKbJ CPOK Ha
TOJTHOCT, 8K/IIOUUMETHO UPe3 CHULeCMEY8aujll CUCHEMU U KO2amo ce ynpaeiaea om
onepamopu é cekmopa Ha @Qypascume, 32 1a C€ KOHTPOJIUPAT EBEHTYATHUTE PUCKOBE,
KOUTO MOTIOOHM MTPOYKTH MOTAT Jia Ch3/1aaT [0 OTHOIIICHUE Ha 3alllhTaTa Ha 3/IpaBeTo Ha
YKUBOTHUTE WJIM HA YOBEKA WJIM Ha OMa3BaHETO Ha OKOJHATa cpena. Peuwenuemo omuocno
moea Koil 0mz08aps 3a 6b6e)HCOAHEmMo Ha MAKA8a cucmema 3a cboupane uiu
obe3epesrrcoane ciedsa 0a ocmane HAYUOHAIHA Komnemenmuocm. /lvpoicagume 4ieHKU
cneosa 0a ezemanm MepKu, 3a 04 2apaAnmupam, ye ce npoeeHcoam nooXo0auu
KOHCYImauuu cbC Cb0meemHnume 3auHmepecoean Cmpanu, 3a 0a ce 2apanmupa

npuzodnocmma Ha me3u cucmemu.

33) B croTBeTCTBHE C 1IeNITa HA HACTOSIIIHS PETJIAMEHT U 3a J1a ObJAT OTYETEHU TEXHUICCKUSIT
HaIpeabK U HAyYHOTO pa3BuTHe, Ha Komucusita ciensa ga Obe AeerupaHo
MIPABOMOILIUETO J1a MPUEME aKTOBE B ChOTBETCTBUE € uiieH 290 ot JloroBopa 3a
dbyHKIIMOHNpaHeTo Ha EBpomeiickus chi03 BbB BPb3Ka C ONMPEEIIHETO Ha KOHKPETHU
MAKCUMATHU 2DAHUWU HA KPBCHOCAHOMO 3aMbPCABAHE 3d AKMUGHUME 8eU{eCMEd 8
Heuenesu Qypasrxcu U Memoou 3a AHAIU3 HA AKMUGHUME eUleCcnea 6b6 Qypasricume 1
3a U3MEHEHHE Ha MPUIOKEHUITa KbM HACTOSIIUS PETIaMeHT. Te3u NpuioxKeHus ce
OTHACAT 3a pa3nopeAdUTe OTHOCHO 3abJDKEHHAITA Ha OTIEpATOPUTE B CEKTOpa Ha
dbypaxure, CBbp3aHH C MPOU3BOJICTBOTO, ChbXPAHIBAHETO, TPAHCTIOPTHPAHETO U ITYCKAHETO
Ha Ta3apa Ha MEIUKAMEHTO3HU Qypaku U MEXIUHHU IPOIYKTH, CHUCBKA HA
AHMUMUKPOOHUmME AKMUBHU 6eU{€CMEd, HATI-4eCnO U3NON36AHU 6
MeouKamenmozHume hypasricu, U3NCKBaHUATA TIPU ETUKETUPAHETO HA MEAUKAMEHTO3HH
bypaxu 1 MEeXJIUMHHU TPOAYKTH, JOIMyCTUMHUTE OTKIIOHEHHSI OT TIOCOYCHUS ChCTAB MPHU
E€TUKETUPAHETO HA MEAMKAMEHTO3HH (Dypasky WIIH MEXJIHHHU IPOAYKTH, U
3a0baxcumenIHama UHGopmayus, KoOAmMo 0a ce 6K11046a 6b6 BETCpUHApHATA PEIeNTa 3a
MeAUKaMEHTO3eH (pypak. Om ocobena earxcnocm e no epeme Ha NOO2OMEUMENTHAMA CU
paooma Komucuama oa nposede nooxooauwiu KOHCYImayuu, 6KI04UmMeIH0 Ha
eKCHepmHo pasHuuie, U me3u KOHCyimauuu 0a 6v0am nposedeHu 6 Cbomeenmcmeue ¢
npunyunume, 3a10xcenu ¢ MexcoyuncmumyyuoHainomo cnopasymenue om 13 anpun

2016 2. 3a no-006po 3axonomeopuecmeo’. Ilo-cneyuanno, c yen ocuzypsaeamne Ha paeHo

4 OBL123,12.5.2016 1., ctp. 1.
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yuacmue npu noo2omosekama Ha oenezupanume akmoee, Eeponeiickuam napnamenm u
Cveemvm nonyuasam ¢CuuKu 00OKymMeHmu eOHO6PEMEHHO ¢ eKcnepmume om
ovpoicagume YneHKU, KAmMo mexnume eKCnepmu noayuasam cucmemMamuyHo 00Cmvn
00 3acedanuama Ha excnepmuume zpynu na Komucuama, 3anumasawu ce c

noozomoexkama Ha 0eﬂezupanume aKmoee.

34) 3a fa ce rapaHTUpaT €AHAKBU yCIOBHUSA 3a U3I'BJIHEHNE HA HACTOSIIIUS PETJIAMEHT I10
OTHOIIICHHE Ha OIPEIETTHETO HAa KPUTEPUH 32 XOMOTEHHOCT Ha MEIMKAMEHTO3HUTE
bypaxku, kKakmo u Ha popmama na odpazeya 3a emepuHapHAmMa peyenma 3a
Meouxkamenmosen hypasrc, Ha Komucusita ciensa 1a 6baT NpeaOCTaBEHU U3IIBJIHUTEIHU
npaBoMoInud. Te3u mpaBoMoIKs ciie/iBa Ja ObAAT yIpaxKHsIBaHU B CbOTBETCTBHE C

Pernament (EC) Ne 182/2011 na Esponeiickus napiaament u na Cheera ',

35 JIbpKaBUTE YIEHKH ClIEABa /1a yCTaHOBSAT MPAaBUJIa OTHOCHO CAHKIMUTE, IPUIIOKUMHU IIPU
HapyIlIaBaHe HA HACTOSIIMS PETIAMEHT M Jia B3eMaT BCHUKHA MEPKH, HEOOXOUMH 32
OCUTYypsIBaHE Ha IpUJIaraHeTo UM. Te3u CaHKIUM cie/Ba 1a ObAaT ePeKTHUBHH,

IMPOIMOPIUOHAIIHN U Bb3IMUPAIIH.

15 Permament (EC) Ne 182/2011 ua EBporeiickust mapnament u Ha ChBeTa oT 16 deBpyapu

2011 r. 3a ycTaHOBsIBaHE Ha OOIIMUTE MTPaBUJIA U IPUHIIUITK OTHOCHO peJia M YCIOBHUATA 32
KOHTPOJI OT CTPpAaHa HAa ABbPIKABUTC YJIICHKU BHPXY YHPAXKHABAHCTO HA USIIBJIHUTCIIHUTC
npaBoMoInus oT cTpaHa Ha Komucusra (OB L 552822011 r, c1p. 13).
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(36)

(37)

C yen 0a ce zapanmupa, ue 6cU4KU NPOU3600UmMeNU HA MEOUKAMEHMO3HU Qypadicu,
6KJII0YUMENIHO NPOU3E00Umenume Ha Qyparc 6 CmonaHcmeomo, npulIazam
npunosxcenue Il kem Pecnamenm (EQ) Ne 183/2005, nocouenuam peznamenm cieosa oa

0v0e coomeemmno usMeHen.

JIOKOJIKOTO IeNTMTe Ha HACTOSIIUS PETIAMEHT, 8 UMEHHO — JIa C€ TapaHTHpa BHCOKO
paBHMIIE HA 3allITa HA 3PaBETO HA YOBEKA U HA XKUBOTHHUTE, KAKTO U JIa CE MPEIOCTAaBU
NOIX0/1s11a HHGOPMAIIHS 32 TIOJI3BATEIIUTE U JIa CE 3aCIH e()eKTUBHOTO (DYHKIIHOHUPAHE
Ha BbTPCUIHUA ITa3ap, HC MOraTt Ja 6’bI[aT NOCTUTHATH B JOCTAaThb4HA CTCIICH OT AbPKAaBUTC
YJICHKH, @ MOTaT Ja ObJaT MOCTUTHATHU M0-100pe Ha paBHUIIETO Ha Chio3a, CHIO3BT MOXKE
Jla IpreMe MEPKU B ChOTBETCTBHUE C TIPUHIIHITA HA CyOCHAMAPHOCT, YPE/ICH B WICH S5 OT
JloroBopa 3a EBporneiickust cb103. B ChOTBETCTBUE ¢ IPUHITUITA HA MPOIMOPIIHOHAIHOCT,
YPECACH B ChIUSA YJICH, HACTOAIIUAT PCTJIaMCHT HC HAAXBBPJIA HeO6XO,Z[I/IMOTO 3a

INOCTHUI'aHCTO Ha TC3H LICJIH,

IMPUEXA HACTOAILINW A PETJTAMEHT:
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I'nasa |

IlIpeomem, 06XBaT U ONIPEICIICHNUS:

Ynen 1
Ilpeomem

C nacmoawua peznamenm ce onpeoensam cneyuainu pasnopeoou omHocHo
MeOuKameHmo3nume Qypaxcu u mexcouHHume npooyKmu, KOUmo ca 6 OONviaHeHue Kom
3akonooamencmeomo na Cvio3a OmHOCHO hypadricume u ce npunazam, 6e3 oa ce 3acazam no-
cneuuanno pecnamenmu (EQ) Ne 1831/2003, (EO) Ne 183/2005 u (EO) Ne 767/2009 u
Hupexmuea 2002/32/EO.

Yien 2

Oo0xBar
1. HacrosimusT periiaMeHT ce mpuiara 3a:

a)  IMPOU3BOJICTBOTO, CbXPAHEHUETO U TPAHCIIOPTUPAHETO HA MEJUKAMEHTO3HHU Qypaku

U MCKIWHHU ITPOAYKTH,

6) ITYCKaHCTO Ha I1a3apa, B TOBa YHUCJIO BHOCA om mpemu 0’bp.7f€tl8u, W U3I10JI3BAHCTO

Ha MEJMKaMEHTO3HH (Dypaxku U MEKAUHHU NMPOIYKTH;

B)  HM3HOCA HA MEIWKAMEHTO3HHU (ypasku M MEKIWHHH MIPOAYKTH 32 TPETH JTbPIKABH.
Pasnopen6ute Ha unenose 9, 16, 17 u 18 obave He ce mpuiIarar 3a MEIMKaMEHTO3HU
bypaxu 1 MeXIAUHHU MPOIYKTH, BbPXY €THKETa Ha KOUTO € 0003HaUYEHO, Ye ca

MNpeaAHa3HauYCHU 3a U3HOC 3a TPCTU AbpPrKaBU.

2. Hacmoawguam peznamenm He ce npuiaza 3a 6emepuHapHu l1eKapcmeenu npooyKmu,
Kaxkmo e onpeoeneno 6 Peznamenm (EC) 2018/...7, oceen kocamo maxkuea npodykmu ca

6710J1CEHU 8 MEOUKAMEHMO3EH PYyparc unu mexcouHern npooyKm.

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).
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Yen 3

Onpenenenus
1. 3a 1eIUTe Ha HACTOSIIUS PErJaMEeHT Ce IpUJiaraT CIEIHUTE ONPEICTICHNUS:

a)  OmIpeneseHusTa 3a ,,pypax, ,,IpeIIpusTHe 3a MIPOU3BOICTBO HA PypaKu‘ U
,IIyCKaHe Ha na3zapa‘‘, yCTAaHOBEHU ChbOTBETHO B WiEH 3, TOUkH 4, 5 u 8 ot

Pernament (EO) Ne 178/2002;

0) ompeneneHusnTa 3a ,,pypaxxHu 100aBKU* U ,,THEBHA Aa)K0a“, yCTAHOBEHU CHOTBETHO

B wiieH 2, naparpad 2, Oyksu a) u e) ot Pernmament (EO) Ne 1831/2003;

B)  OIpeaeseHusITa 3a ,,,KHBOTHO, OTIJICKIAHO 3a POU3BOJICTBO HA XPaHH ',
»HCUGONIHU, KOUMO He Ce 0M2eHcOam 3a nPOU3600CHE0 HA XPAHU ", , HCUBOMHU
¢ yenna koxca®, ,,bypaxxHu CypoBUHHU ", ,,KOMOUHUPaH Qypaxx®, ,,TbIHOLIEHEH
bypax®, ,,qombaBany Gypaxu’, ,,MUHEpaIHH Qypaxu™, ,,MUHUMAJICH CPOK Ha
ChXpaHEeHue", ,,mapTuaa“, ,,ecTUKETUpaHe  u ,,6TUKET ‘, yCTAHOBEHU ChOTBETHO B
uieH 3, maparpad 2, OykBH B), T), 1), X), 3), H), i), K), p), C), T) ©Y) OT
Pernament (EO) Ne 767/2009;

I)  OIpEeNeICHUETO 3a ,,IpeIpUsiTHe"’, yCTAaHOBEHO B WiieH 3, OyKBa I') OT

Pernament (EO) Ne 183/2005;

1)  ompeneneHusTa 3a ,,0(hpuIHragIeH KOHTPOJI ™ U ,,KOMIIETCHTHH OPTaHU ", yCTAHOBEHHU
cvomeemno B WieH 2, napazpag 1 u unen 3, mouka 3 ot Pernamenr (EC)

2017/625;

€)  ompenereHusTa 3a ,,BeTepUHAPEH JICKAPCTBEH MPOIYKT®, ,,AKMUBHO 8eU4eCmeo ™,

» UMYHOTIOZUYEH 6emepuHapen 1eKapcmeen npooyKm®, ,,aHmuMuKpooHo

cpeocmeo”, ,,npOMuUGONAaApPA3IUMHO Cpeocmeo”, ,,anmuouomuK*,

wmemaguiakmuxa®, ,,npoghunakmuka“ u ,,KapeHTEH CPOK*‘, yCTAaHOBEHU

cvomeemHo B uneH 4, napazpagu 1, 3, 5, 12, 13, 14, 15, 16 u 34 ot Peznamenm
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(EC) 2018/ ..." u ,,Kpamka xapakmepucmuka Ha npoOyKma*, nocouena 6 unen 35

om nocovdenus pecziamernm.

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-

CONS 45/18 (2014/0257(COD)).
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2. HpnnaraT CC CBhIIO TaKa CICAHUTEC ONPCACTICHUA:

a)

0)

1)

,MeJIMKaMeHTOo3eH Qypax’ 03HauaBa yparic, Koimo e 20moe 3a OupeKmHo
XpaHeHne Ha HCUGOMHU 0e3 NO-HAMAMbUIHA NPEPAdOmMKa U KOUMOo ce CbCmou om
XOMO2eHHa CMeC OT €IMH WY TTOBeYE BETEPUHAPHU JIEKAPCTBEHH MPOAYKTH HIIH

MEXIUHHU TIPOIYKTHU C hYpaxcHu cyposuHu uiu KOmMounupaun gypasyic;

,,MEXIMHEH MIPOAYKT" 03HaUYaBa Qhypasic, Koimo He e 20moe 3a OUpeKmHo XpaneHne
Ha HCUGOMHU He3 No-HAmamvuiHa NPepadomKa u Koimo ce CoCmou
U3KTIIOYUUMETHO Om XOMO2eHHA CMEC OT €/IUH WIN II0BEYE BETEPUHAPHU
JIEKapCTBEHU MIPOJYKTH C hypasrichu cyposunu uiu KOMOUHuUpan gypasic,

npeHa3HaueHa 3a MPOU3BOJICTBOTO HA METUKAMEHTO3€eH (Pypax;

»HeleneBn Qypax‘ o3HauaBa Gypax, He3aeucuMo 0aiu e MeOUKamMeHmo3en uiu

He, Koilmo He e npednawumen Aa CbABbPIKA KOHKPEmMHO AKMUBGHO 6eUleCmeo;

»wKPBCMOCAHO 3aM’pr}18aHe“ o3Hauaea 3amuvpcCcsieane Ha Heyejieeu d)ypaofcu C
AKMUueBHO seuiecmeo Cc np0u3x00 om npedumuomo U3Nn0J1364HE HA

CHOPBHCEHUAMA UTLU 000PYOBAHEmMO;

,,OIIEPaTOp B ceKTOpa Ha hypaxkute™ 03Ha4aBa BCAKO (PH3UUECKO WITH FOPUIANIECKO
JIMIIE, KOETO OTTOBApPS 3a M3ITBIHCHUETO Ha N3MCKBAHUATA HA HACTOSIIUS PETJIaMEHT

B IIPEANPHUATHETO 32 MPOU3BOJICTBO Ha (PypaXku, KOETO TOBA JIUIE KOHTPOJIUPA;

e) ,,JIPOM3BOJMTEI C MOOHMIIEH CMECHUTEN " 03HAYaBa OTNEPaTOp B CEKTOpA Ha Pypaxure,
YHETO MpeanpusaTHe 3a (ypaku pasnoiiara CbC CIeUaIHO 000PyO8aAHO NPEGO3HO
cpedcmeo 3a IPOU3BOJICTBO HA MEAMKAMEHTO3EH Qypak;

X) ,,JIPOM3BOIUTEN HA (ypak B CTONAHCTBOTO 03HAYaBa OMEPATOP B CEKTOpa Ha
bypaxxute, KONTO NPOU3BEKIA MEAUKAMEHTO3EH QYpax 3a USKIIOUUMENHO
noJ136aHe 6 C60emo CMoOnaHCmeo I ;
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3)  ,,6emepuHapHa peyenma 3a MeOUKameHmo3en Qypasrc* oznavasa 0OKymenm,

u3z0aden om eemepunapen jieKkap 3a MeOUKaAMeHmo3eH Qypasic;

u) ,pexnama‘ 03Hauasa npeocmagaHe OO KaKeamo u 0a e hopma 6v6 8pv3Ka ¢
MeOUKAMEHMO3HU PYparcu u MeicOuHHU RPOOYKMU C yel HAcCvLpuasane Ha
NPeOnuUCceanemo uiu U3no136aHemo Ha MeOUKAMeHmMOo3HU hypasricu, Koemo

6KJlI046a cCouio Jocmaeka Ha mocmpu U CROHCOPpCmMEo;

i) ,Juye, KOemo omauexncoa HcueomHu “ 03Havaea 6CAKo Guzuuecko uiu
I0pUOUYECKO 1uYye, KOeno 0mz08aps 3a HCUGOMHU, HE3ABUCUMO OAlU NOCHOAHHO

Uik 6DEMEHHO.

I'nasa II

HpOI/I3BOI[CTBO, CbXPAaHCHUC, TPAHCIIOPTUPAHEC U ITYCKAHEC Ha I1a3apa

Yienu 4

OO0 3a0bIDKEHUS

OmnepaTopure B ceKTopa Ha (ypakuTe MPOU3BEKIAT, ChXPAHIBAT, TPAHCIIOPTUPAT H
MyCKaT Ha Ma3apa MeJIMKaMEHTO3HU (ypaku U MEXIUHHH MPOAYKTH B ChOTBETCTBHE C

npuioxenue .

Hacmoawuam ujien He ce npuiaza 3a 3emeoejicKu CIOnaHu, KOUmo camo Kynyeam,
cbXpansaeam unu I mpancnopmupam meouKameHmo3Hu Qypaxcu I 3a U3KIIOYUMETIHO

noJi3éane 6 ceoemo cmonancmaeo.

be3 0a ce 3acaza nvpea anunes, 3a meszu 3eme0e/ICKU CHmONAHu ce npuiaza pazoen 5 om

npunocenue I.

Ynen 101, napazpag 2 u unen 105, napazpag 9 om Peznamenm ( EC) 2018/...7 ce

npunazam mutatis mutandis 3a 0ocmaskama Ha MeICOUHHU RPOOYKMU.

Unen 57 u pazoen 5 om 2nasa IV om Peznamenm (EC) 2018/..." ce npunazam mutatis

mutandis 3a meOuKkamenmo3nume Qypaxcu u mexcouHHume npPooyKmu.

OB: Mons, 6v6edeme nomepa Ha peciamenma, KOumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).
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Yen 5

CocTaB

1. MenrukaMeHTO3HU (ypasku U MEXIUHHH MPOAYKTH CE MIPOU3BEXKIAT CaMO OT BETepUHAPHU
JIEKapCTBEHU MPOIYKTH, 6KIIOUUMEIHO 6eMEPUHAPHU 1eKAPCMEEHU RPOOYKmMU,
npeonasnauenu 3a ynompeoa ¢ coomeemcmeue ¢ unen 112, yunen 113 unu unen 114 om
Peznamenm (EC) 2018/...7, pa3penieHn 3a IpOrU3BOJICTBOTO HA MEAMKAMEHTO3HH (Pypaku

B CBbOTBCTCTBHUC C YCJIOBHUATA, YCTAHOBCHU B IIOCOUCHUS pellamMeHm.

2. Onepamopvm ¢ cekmopa na ypaxcume, KOiinmo nPouU3eeHcoa MeOUKAMeHmMo3eH

dypaosrc unu mesxncounen npodykm, rapaHTupa, ye:

@)  MEIUKAMEHTO3ZHUAT QYpaXK uau MedcOuHHuAm npooyKkm € NpOU3BE/IEH B
CBOTBETCTBUE C U3UCKBAHUATA, [IOCOUEHU 656 6EMEPUHAPHAMA Peyenma 3a
MeOuKamenmosen Qpypaxc uiu, 8 cayvyaume, HOCOYEHU 6 YieH 8§ Om HACMOAUUA
peznamenm, B KpaTKaTa XapaKTEepUCTHKA HA MPOJYKTA, OTHOCHO BETEpUHAPHUTE
JIEKapCTBEHH MPOAYKTH, KOUTO CE BaraT BbB (Qypaxa; me3u u3ucKeaHus no-
CReyuaIno 6K1I046am paznopeodu, c6vbP3anu ¢ U36eCMHUMe 63AUMOO0EUCHEU
Medxcoy eemepunaprume 1eKapCcmeeHu npooyKmu u Qypasca, Koumo e
6b3MOIHCHO 0a NOHUMICAm De30NACHOCIMA UIU epUKACHOCMING HA

MeOUKAMEHMO3HUA Pyparc uau MedcOUHHUA RPOOYKM;

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).
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0)

B MEJMKAMEHTO3HUS QYypaxKk uiu MeicOuHHUA npoOdyKm HE € BIOoKeHa QpypaxxHa
N00aBKa, pazpeutena Kamo KOKYUOUOCMAamuK uiu XucmomoHOCmamuxK, 3a KosiTo
B aKTa, C KOWTO ce paspeliaBa ynorpedarta i, € olpeielIeHO MaKCUMAJIHO
ChIbpXKAHUE, aKO J100aBKaTa Beue € U3I0JI3BaHa KaTO aKTUBHO BEIIECTBO BbB

BETEpUHAPHUS JIEKAPCTBEH MIPOAYKT;

K02amo aKmueHoOmo eeuyecmeo Ha 6emepUHapHus 1eKapcmeeHr npooyKm e
CHU{OMO KAMO 6eulecmeo 6 0adena Qpyparcna 000aeKka, CbObPIHCAUd ce 66
8BbNPOCHUA PYpadic, 00UIOMO CHODBPICAHUE HA MOBA AKMUBHO 6EU{ECEO 8
MeOUKamMeHmo3HuA hyparxc He HAOBUULABA MAKCUMATIHOMO CHOBPIHCAHUE,
HOCOYEHO 616 6eMEPUHAPHAMA PEeUenma 3a MEOUKAMEHMO3HUA Pypadic, uiu 6

cjiiyuaume, nOCO4€eHuU 6 4ien 8, 6 KpamKama xapakmepucmuka na npodykma;

6éemepuHapHume 1eKapcmeenu npooyKmu, 6J104ceHu b6 hypasica, ce couemasam
C He2o, 3a 0a obpazyseam cmaduiIna cmec 3a yeaus nepuood Ha CoXpaHeHue Ha
MeOUKaAMeHmo3HuA yparc, u ca cbodpazenu ¢ damama Ha U3MUYAHE HA CPOKA
Ha 200HOCM HA 6eMEPUHAPHUA JIEKAPCHEeH NPOOYKm, nocouena ¢ unen 10,
napazpagh 1, oyxea e) om Peznamenm (EC) 2018,...7, npu ycnoseue ue
MEOUKAMEHMOZHUAM Pypadrc uiu MeHCOUHHUAM RPOOYKM ce CbXPAHALA U

ynompeoa6a npaguiHo.

3. Onepamopume 6 cekmopa nHa @ypasxcume, KOUmo 00Cmagam MeOUKAMeHmMo3en

4)ypa.7fc Ha iuyemo, Kkoemo omenexncoa JHdcueomnume, capanmupam, ue

MeOUKamMeHmo3Huam Qypasxc omzoeapsa Ha peyenmama, nocouena ¢ uaen 16.

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).
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Yien 6

XOMOTE€HHOCT

OmnepaTopure B cekTopa Ha (ypakuTe, KOUTO MPOU3BEKIAT MEAUKAMEHTO3HU (Qyparku
unu MexHcOUHHU nPoOyKmu, TapaHTUpar, 4e I 6éemepuHapHuAm JEKapCTBEH NPOIYKT €

pasnpeoenien XOMO2eHHO 6 MeOUKAMEHMOZHUA ypadrc U 6 MeHCOUHHUA TTPOTYKT.

UYpes akToBe 3a n3nmbiIHeHne KomucusaTa Moxe 1a onpeaean KpUTEepHH 32 XOMOTEHHOTO
pasnpenensHe Ha BIaraHuTe BETEPHHAPHU JICKAPCTBEHH MTPOITYKTH B MEAMKAMEHTO3HHTE
(bypasku UM B MEXIUHHUTE TPOIYKTH, ChOOpa3eHH ChC CIICHU(PUYHUTE CBOMCTBA HA
BETEpUHAPHUTE JICKAPCTBEHU NPOIYKTH U TEXHOJIOTHITAa HA cMecBaHe. Te3u akToBe 3a
M3IBIHEHHE Ce MIPUEeMaT B ChOTBETCTBHE C MPOIIEAypaTa Mo pasriiekJaHe, TOCOYCHA B

uneH 21, maparpad 2.

Yien 7

Kpvcmocano 3amvpcasane

Omnepatopure B cekTopa Ha (ypakute, KOUTO MPOU3BEKIAT, CHXPAHIBAT, TPAHCIIOPTUPAT
WY TIyCKaT Ha ma3apa MEIMKaMEHTO3HU (ypaKu MM MEXIUHHY MPOAYKTH, IPHIIArat

MEpPKH B ChOTBETCTBHUE C WieH 4 I , 32 J1a c€ TIPEIOTBPATH KPbCHMOCAHO 3AMBPCABAHE.

Ha Komucusira ce npenoctassi paBOMOILMETO Jia pUeMa JIeJIeTipaHy akTOBE B
CBHOTBETCTBUE C WieH 20, 3a 0a 00NbIAHU HACMOAWUSA PETIAMEHM Ype3 YCMAH0B8AGAHE
Ha KOHKPETHU MAKCUMATHU ZPAHUUU HA KPBCMOCAHO 3AMbPCABAHE 3a AKTUBHU
BEILIECTBA 6 Heyenegu yparcu, 0céeH aKo me3u ZpaHuyu eve ca yCmaHo6eHu 6
cvomeemcmeue c Jupexmuea 2002/32/EO. C me3u denezupanu akmoee Modxce Couio

maka oa ce onpe()ejmm Memoou 3a aHa1u3 Ha AKMUGHUME eeuiecmea 6v6 4)ypa.7fcume.

Ilo omnowienue na maxkcumainume SPAHUUU HA KDBCMOCAHO 3aMbpPCABAHE me3U

denlecupanu aKmaoee ce 0CH08A8am HA HAYYHA OYeHKa Ha pucka, uzevpuiena om EOBX.
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Ho... [uemupu 200unu cned oamama Ha 61u3aHe 6 CUNA HA HACHMOAWUA pezlamenm]
Komucuama npuema denezupanu akmoee 6 coomeencmaeue c 4ien 20, 3a 0a 0onvanu
HACMOAWUA Pe2laMeHm Ype3 YCMaH08A6AHe, N0 OMHOWEHUE HA AHMUMUKPOOHUMmE
aKmueHu éeujecmea, uzopoenu ¢ npunoxcenue I, na KOHKpemHu MaKCUMAanHu
ZPAHUUU HA KDBCHOCAHO 3AMbPCABGAHE 3a AKMUGHUME 6eU{eCIEd 6 HelellegUume

dypasicu u memoou 3a ananuz Ha AKMUGHUME 6eUieCmea 68 yparcume.

Ilo omnowenue na maxkcumainume SPAHUUU HA KDBCMOCAHO 3aMbPCABAHE me3U

denlecupanu aKmoee ce 0CHO8A8am HA HAYYHA OYeHKa Ha pucka, uzevpuiena om EOBX.

3a akmueHnu eeujecmea b6 6emepUHAPHUA J1IEKAPCHIBEH NPOOYKM, KOUMO CA ChU{Uume
Kamo 0a0deno eeuyecmeo 6v6 Pyparcna 000aeKa, NPUIOHCUMAMA MAKCUMATIHA CPAHUNA
HA KPBCMOCAHO 3aMbPCAGAHE 6 Heyelesus (Pypasric e MaKCUManHomo cbObprHcanue Ha
dypasxicnama 0obaska 6 nviIHOUEeHHUA Pypadic, yYCMAHOBEHO 6 CbOMEEMHUA AKM HA

Cuviro3a.

/lo onpedenanemo na MaKcumanno 0Onycmumume ZpAHuyi Ha KPbCMoCcano
3amwpcasane 6 cvomeencmeue ¢ napazpagu 2 u 3 Ovprrcagume UieHKU Mo2am 0a

npujiazam HAUUOHAIHU MAKCUMAIIHU CDAHUUU HA KDBCMOCAHO 3aAMbpCABAHE.
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Yen &8

[TpenBapuTenHO MPOU3BOJICTBO

MenrukaMeHTO3HU (ypasku U MEXIUHHH MPOAYKTH MOTAaT /1a Ce MIPOU3BEKAAT U HYCKAm HaA
nasapa, 0céeH 6 cyuan Ha 00CMABKA 34 TUUEMO, KOeMO 0M2edcod HeueomHuume, Npeau

M37aBaHe Ha pelenTara, Hoco4YeHa B wieH 16.
[TepBuAT Maparpad OT HACTOSIIKS WICH HE CE MpUJIara 1o OmHOuIeHUe Ha:
a) POM3BOIUTENH HAa (ypak B CTONAHCTBOTO U HPOU3BOOUmMENU C MOOUIHU cmecumeJlu;I

0) IPOM3BOJICTBO HA MEIMKAMEHTO3HH (DypaXkyl WIIM MEKIUHHU TPOTYKTH, 6KII0UGAULU
BETEPUHAPHU JICKAPCTBEHU NPOLYKTH, HPEOHA3HAYeHU 3d ynompeda B CbOTBETCTBUE C

usieH 112 vmm unen 113 ot Peznamenm (EC) 2018/...".

Yieu 9

Cneuuajmu U3UCKeaHUA 3a CTUKCTUPAHC

1. MenrkaMeHTO3HUTE (PypaXku U MEKIUHHUATE MPOJIYKTH CE €TUKETHPAT B CHOTBETCTBHE C

I npunoxenue [l kbM HacTOSUA periaMeHT.

B oonvanenue kom moea npeosudenume ¢ Pecnamenm (EQ) Ne 767/2009 cneyuannu
U3UCKBAHUA 30 eMUKEMUPAHEMO HA PYPadlCHU CYPOGUHU U KOMOUHUPAHU Pypadricu ce
npunazam 3a MeOUKAMEHMO3HU Pyparcu u MedCOUHHU NPOOYKMU, CoObPIHCAULU

CbOMEEemHo Pyparxrcru cypoGUHU Ul KOMOUHUPAHU ypasicu.

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-

CONS 45/18 (2014/0257(COD)).

13329/18 mlk/nb 31
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Korato BMecTo onakoBKH ce€ M3M0J3BaT ChAOBE, T€ CE MPUIPYKABAT OT JIOKYMEHT B

CHOTBETCTBUE ¢ aparpad 1.

JlommycTUMHTE OTKIIOHEHUS TIPU PA3JIUKa MEXKIAY HOCOUEeHOmO BbPXY €THKETa
CHOBPIHCAHUE HA 0A0CHO AKMUBHO 6eU{eCME0 B MEINKaMEHTO3€eH Qypak WM MEKIMHEH
IPOAYKT U CHbOBPHCAHUECHO, NOOJIONHCEHO HA AHAIU3 33 TISTTUTE HA OQUITHATTHIS KOHTPOII,
W3BBPIIEH B ChOTBETCTBUE ¢ Pecnamenm (EQ) 2017/625, ca onipenenieH! B IPUIOKCHUE

IV kbM HacTOALLINS perIaMeHT.

Ynen 10

OmnakoBaHe

MenukameHTo3HUTE Qypaku U MEKAUHHUTE IPOAYKTH C€ ITycKaT Ha ma3zapa caMmo B
3areyaTaHy ONMaKOBKU WM chAoBe. OMaKkOBKUTE WM ChAOBETE CE 3alledarBar Mo TaKbB
HAYMH, Y€ MPU OTBAPSIHETO UM 3aTBapsIIaTa YacT Ce MOBPEXKIa U HE MOXKE Ja ce

H3I10JI3Ba TOBTOPHO. Onakoséxkume He ce U3No0136am noemopHo.

IHapazpagh 1 ne ce npunaca 3a npouzeooumenu ¢ MOOUIHU cMecumenu, KOUmo
00CMagam mMeOUKamMeHmo3Hu Pyparxcu OUpeKmHuo Ha JTUYEn o, KOEmo 0271ex4#c0a

HcueomHume.

13329/18 mlk/nb 32
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Ynen 11

Peknama na meoukamenmo3nu Qypaxcu u mexcOuHHU nPOOyKmu

L Pexnamupanemo na meOuKameHmo3Hu Qypasxcu u MexcOuHHu npooyKmu ce
3abpanaea. Tazu 3abpana ne ce npunaza 3a pekniamu, npeOHA3HAYeHU UZKTIOYUMETHO

3a emepuHapHu 1eKapu.

2. Cvovporcanuemo na pekiamama He 6K1I046a NOO HUKAKEA (hopma ungopmayus, Koamo
Modice 0a 0v0e 3abayxncoasauia uiu 0a 0oeede 00 HenpasuiHa ynompeoa Ha

MeouxKamenmonume Qypasricu.

3. Meoukamenmo3snume yypasricu ne ce paznpocmpanA6am c peKiamHu yeu, ¢

U3K/II0YernUue Ha MAJIKume Kojiuuecmea mocmpu.

4. Meouxamenmoznume ypasicu, cvo0vpIHCAUU AHMUMUKPOOHU 6emMEPUHAPHU
JleKkapcmeenu npooyKmu, He ce pa3npocmpaHaéam ¢ peKiamMHu yeiu noo popmama Ha

Mocmpu unu noo KaKkeamo u 0a ouno opyza gpopma.

5. Mocmpume, nocouenu 6 napazpag 3, ce emuxemupam no noOXo0auy HAYUH, KAmMo ce
YKaszea, ue me ca MOCHMpU U ce paz0asam HAnNPaeo HA 6emepUHaApHUme 1eKapu no
8peme Ha CNOHCOPUPAHU CHLOUMUS UIU OM MBP2OECKU RPEOCMAgUmeu no epeme Ha

noceuieHuama um.

13329/18 mlk/nb 33
IMPUJIOXXEHUE GIP.2 BG



Ynen 12

Twprosus u énoc B pamkute Ha Chro3a

Onepamopvm ¢ cekmopa nHa gypasxcume, pasnpocmpana6auy MeOuKameHmo3Hu
dypasicu unu mexncounnu npodykmu ¢ 1bpkaBa UICHKA, KOAMO € Pa3IudHa om
bpKaBaTa YICHKA, 8 KOAMO ca nNPpou3ee0eHu, 2apanmupa, ye 6emepuHaprume
JleKapcmeenu npooyKmu, U3noja36aHu 3a NPOU3600CHEONO HA Me3u MeOUKAMEHMO3HU
dypasicu unu meszu mexcOuUHHU NPOOYKMU, A pa3peuieHu 3a ynompeoda B CbOTBETCTBUE

¢ Peznamenm (EC) 2018/..." , B 1bpKaBata 4j€HKa Ha ynompeoa.

Onepamopvm 6 cekmopa na gypasxcume, HACAU, MEOUKAMEHMO3HU (Pyparcu uiu
Mmedxcounnu npodykmu 6 Cvloza, 2apanmupa, ue eemepuHapruume 1eKapcmeeHu
nPOOyKmu, U3nonA36aHU 3G NPOU3EOOCHEOMO HA Me3u MEOUKAMEHMO3HU (ypadicu unu
me3u MecOUHHU NPOOYyKmu, ca papeuieHu 3a ynompeoda é cCbomeemcmeue ¢

Peznamenm (EC) 2018/..." ¢ 0vpicasama unenka na ynompeoa.

+

OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).

13329/18 mlk/nb 34
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I'nasa II1

OnoOpeHne Ha IPeATPUITHS

Ynen 13

3anbImKeHus 3a 0100peHue

L Omnepatopure B cekTopa Ha (ypakuTe, KOUTO IPOU3BEKIAT, CHXPAHIBAT, TPAHCIIOPTHUPAT
WY ITyCKAaT Ha Ta3apa MeIMKaMEeHTO3HHU (pypaku MM MEKIAUHHY NPOIYKTH, TapaHTHpaT,

4eC NpCAIlpuATHATa IOA TCXCH KOHTPOJ Ca O,Z[O6peHI/I OT KOMIICTCHTHHA OpraH.

2. Ilapacpagh 1 ne ce npunaza no omnouienue Ha c1e0HUme onepamopu 6 CeKmopa Ha

dypasccume:

a) OHEé3U, Koumo Kynyeam, CoXpanaeam ujiu mpancnopmupam €OUHCMBEHO
MeOUKAMEHMO3HU d)ypaofcu 34 U3KTIIOUUMENHO NO136aHe 6 COOCHBEHOMO

cmonancmeo,

0)  one3u, Koumo Oelicmeam eOUHCMEEHO KAMo Mvp2osuu, 6e3 0a cvrxpanasam
MeOuKamenmo3nume Qyparxcu uau mexcOuHHume nPoOyKmu é céoume

nomeuienus,;

8) OHé3U, Koumo COUHCMBEHO npeesozeam ujiu Coxpanieam MeOUKAMEHMO3HU
(pypa.ucu U MEIHCOUHHU npooykmu USKTIOYUMEJIHO 6 3aneuamdanu OnaKoexKku

uau cvooee.

3. Komnemenmnuam opzan 0000psaga npeonpuamus camo aKko npu noceuwjeHue Ha Macmo
npeou 3anoueane Ha CbOmMeemHama 0eliHocm 0v0e YCMaHo6eHo, Ue 6beedeHama
cucmema 3a nPOU3800CME0, CoXpaHeHue, mpaHCnopmupane iU nycKane Ha nazapa Ha
MeOUKAMEHMO3HU Pyparcu unu MercOuHHU nPOOYKmMuU 0mzo8apsa Ha KOHKpemHume

u3ucKeanus, nocouernu 6 2naea I1.

13329/18 mlk/nb 35
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4. B cnyuaume kozamo npou3eooumenu ¢ MOOUIHU cMecumenu nyckam Ha naapa
MeOUKamenmo3nu Qypaxcu é 0vprHcasa UieHKa, paziudna om ma3su, 8 KOAMoO ca
0000penu, 6bNPOCHUME NPOU3EOOUMENU C MOOUTIHU CMECUMeENU YEedoMAsam
KOoMnemeHmHuusa 0p2an Ha Ovpicasama 4ieHKd, 6 KOANMO e nycHam Ha nazapa

MeOuKameHmo3nuam Qypasxc, 3a mazu 0eiHocm.

5. Ilo omnowenue na mwvpzosyume Ha OpedHO ¢ MEOUKAMEHMOZHU (PYpadrcu 3a OOMAUIHU

Jl106uMl(u ujiuyama, Koumo OmM21eXHcoam HcueOMHU C UEHHa Kojica, Xpaneuiu

HCUBOMHUME C MEOUKAMEHMO3HU t[)ypaofcu, 01)p9fcaaume UJ/leHKU pasnoJjiazam ¢

HAUUOHAIHU npoueoypu, 3a oa caparmupam, 4e€ Komnemernmuume Op2aiu pasnojiazam

c um[;opmauuﬂ, KoAamo e om 3HA4eHue 3a mAaAxnama ()eﬁnocm, Kamo coiieépemenno ce

u30.a26a 0yOIUPAHEMO U HEHYHCHAMA AOMUHUCIMPAMUBCHA MEHCECHT.

Ynen 14

I Cnucwiy ¢ 0100peHNTE NPeaIpUiTUS

Ilpeonpuamuama, 0000penu 6 coomeemcmeue c uien 13, napazpagh 1 om nacmosawjusn
pezcnamenm, ce 6NUCEAM 6 HAYUOHAIHUA CRUCDHK, npedsuden 6 unen 19, napazpag 2 om
Peznamenm (EQ) Ne 183/2005, c unousuodyanen uoenmugpukayuonen Homep, CbCmagen

cvenacho znaga Il om npujiosicenue V KbMm nocouenusn pesiramenm.

13329/18 mlk/nb
IMPUJIOXXEHUE GIP.2
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Ynen 15

Hpexodlm MEPKU OMHOCHO U3NB/IHEHUEemO HA USUCKearRuaIma 3a odoﬁpeuue u pecucmpavusn

1. [MpennpusiTus, nonaaany B 00XBaTa Ha HACTOSIINS PETJIAMEHT, KOMTO Be4Ye ca 0JJOOPEHU B
crotBeTcTBUE ¢ JJupektuBa 90/167/EVO unu no opyz nauun ca nonyuunu papeuieHue
Om KOMNEemMeHmMHUs OP2aH 3a 0CUHOCMU, HONAOAWU 6 00X6AMAa HA HACMOAWUA
peznamenm, MOTAT J1a IPOIBIDKAT J1a OCBINECTBSIBAT JSHHOCTTA CH, TIPH YCIIOBHUE Y€ B
CPOK JIO ... [42 Mecelia ciiell JaTtaTa Ha BIIM3aHe B CHJIa HA HACTOSIIMS PETIAMEHT| oIa1aT
mpea KOMIICTCHTHHA OpraH B MACTOTO, B KOCTO € PA3MOJIOKCH TCXHUAT 06€KT, ACKJIapanusa
1o oOpaselr, yTBBPJCH OT TO3U KOMIICTCHTEH OPTaH, Y€ OTTOBapST HAa U3NCKBAHMITA 32

0/100peHue, MOCOYCHH B wieH 13, napazpagh 3 om nacmosawusa peznamenm.

2. AKo npeonpusamuemo He npeocmasu ¢ Onpeoe1eHus CPOK 0eK1apayuama, n0CO4eHa 6
napazpagp 1 om nacmoawua uneH, KOMnemeHmHUAN OP2aH 6PEMEHHO OMHeMA

0000peHuemo ¢ coomeemcmeue ¢ npoyeoypama, nocouena 6 4ien 14 om

Pecnamenm (EO) N 183/2005.

13329/18 mlk/nb 37
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I'nasa IV

Penenira u ynorpe6a

Unen 16
Peuenra
1. Jlunara, KOUTO OTTJIEKIAT )KUBOTHU C€ CHAOIBAT C MEIMKAMEHTO3HU (ypaxH Mpu:
a) IIPEJCTAaBsIHE HA BETEPUHAPHA PELENTa, a IPU IPOU3BOJICTBO Ha (Pypax B

CTOIMAHCTBOTO — AKO MMPOU3BOAUTCIIAT IIPUTCIKABA BETCPUHAPHA PCIICIITA 34

MeouxKamenmosen Qypaxc; u
0) cria3BaHe Ha M3UCKBaHMATA, ONpezesieHu B nmaparpadu 2—10.

2. Bemepunapna peuenma 3a meoukamenmosen Qyparc ce uzoaea camo cjied KiuHUu4eH
npezineo unu 0py2a no0xXo0aud OUEeHKa Ha 30pasoci06HOMO CbCMOAHUE HA
HCUGOMHOMO UTIU ZDYRAMA HCUBOMHU OM 6eMEPUHAPEH JIEKAp U CaAMO 3d

ouaznocmuyupana 6oaecm.

3. Upes depozayus om napazpagh 2 eemepunapna peyenma 3a MeOUKameHmo3en Qypasyc,
CHOBPHCAW, UMYHOJIOZUYHU 6EMEPUHAPHU JIEKAPCMEEHU NPOOYKMU, MOdice 0a ce uzoaoe

U npu omcocmeue Ha Ouazuocmuuupaua oonecm.

4. Upes oepozayusa om napazpag 2, ako e e 6b3IM0NHCHO 0a ce NOMEBLPOU HATUYUEMO HA
ouaznocmuyupana d6onecm, moixce 0a 6voe U30a0eHa 6emepPUHapHa peyenma 3a
MeOuKameHmo3en Qyparxc, CoOvprHcauy NPOMUBONAPAZUMHU CPEOCmea 6e3
AHMUMUKDPOOEH eheKkm, 63 0CHOBA HA UHPOPpMAaAYUA 30 CMenenma Ha Rapasumna

UH6A3UA HA JHCUGOMHKHOMO UJlu cpynama 3 CU6OmMHU.

13329/18 mlk/nb 38
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Upes oepozayusn om unen 3, napazpag 2, oykea 3) u napazpag 2 om nacmoauwjus 4iex
oadena 0vpiHcasa UieHKa moice 0a papeuiu u30aeanemo Ha 6emepuHapHa peuenma 3a
MeouKamenmo3seH ypasric om npoghecuonanno auye, KOemo om206apsa Ha
U3UCKGAHUAMA 304 MOBA 8 CHOMEEMCHEUE C NPUTLOHCUMOMO HAUUOHAIHO RPABO KM ...

[0amama na enuzane 6 cuna na HacmoawUA pecnamenm|.

C maxuea peyenmu He mozam 0a ce NPEORUCEAM MeOUKAMEHMO3HU Pyparcu,
CHOBPIHCAUU AHMUMUKPOOHU 6emepUHApHU J1eKapCmeeHu nPpoOyKmu uiu opyzu
6emepuHapHu 1eKapcmeeHu nPoOyKmu, 3a KOUmo e HeodxXo0uma OuazHo3a om

6emepunaper ja1eKkap, u me ca GAJIUOHU CAMO 6 ma3u O’prfCtha YJiICHKA.

Hpu u3zoaeanemo Ha MmaxKaeda peuenma npm])ecuouaﬂnomo Jauuye, noco4erno 6 nvpea
ajlunes, u3evpuiea 6CUUKU Heo0xo00uMu npoeepKu 6 coomeemcmeue C HAUUOHAJITHOMO

npaeo.

IHapazpaghu 6, 7, 8 u 10 om nacmoawgua unen ce npunazam mutatis mutandis no

OmHOUIeHUEe Ha maKuea peuenmiu.

Bemepunapnama peuenra 3a meduxamenmo3sen ghypasic cbibpxa nHPOpMALMATA,

IIpEeABUCHA B IIPUIOKECHHUE V.

OpuUrnHaNIHUAT EK3EMIUISP HA 6emepUHapHama peyenma 3a MeOUKamMeHmo3Hu Qypaxcu
ce ChXpaHsBa OT MPOU3BOAUTENS WU aKO € LeJIechOOpa3HO — OT onepamopa é cekmopa
Ha Qypasicume, KOUimMo 00cmagssa MeOUKaAMeHmo3HU ypasrxicu Ha 1uyemo, KoOemo
omenescoa rxcueomuu. Bemepunapnuuam nexap unu npogpecuonannomo nuue,
nocoueno 6 napazpagh 5, Koito/koemo M3aaBa peLenTara, u auyama, KOUmo
omenexcoam HcUueomHuU 3a RPOU3EO0CME0 HA XPAHU WU HCUGOMHU C YEHHA KOMCA UNU
6 cllyuaume Ko2amo HCUOmMHUmMeE He ce OM21eHCOam om max — HCUeOmMHo8vOume,

CBXpaHSIBAT KOIUE HA 6eMepUHApHama peyenma 3a MeOUKameHmo3sen Qypasic.

OpI/IFI/IHaJ'IHI/IflT CK3CMIUIAP U KONIMATA CC ChbXpaHABAT nem TOAWHU OT AaTaTa HAa U3aBaHC.

13329/18 mlk/nb 39
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7. C u3KITI0YEeHNE Ha METMKAMEHTO3HUTE (Pypaxkul 3a )KUBOTHH, KOMTO HE CE OTTIICkKAAT 32
IPOM3BOJICTBO Ha XPaHU, PA3IUYHIU ON HCUBONHU C YEHHA KOMCd, METUKAMEHTO3eH
bypax, NpeanucaH 1o eHa 6emepuHapHa pPerenTa 3a MeOuKameHmo3eH ypasic, He ce

H3M0JI3Ba 3a MMOBCYC OT CAWH KYPC Ha JICUCHUC.

IIpoovascumennocmma na ieueHuemo e 6 Cbomeenmcmaue ¢ Kpamkama
XapaKkmepucmuka Ha nPpoOyKma Ha 6emepuUHapHUs 1eKapcmeen nPOOyKm, 610M4ceH 6b6
dypasica, u Kozamo He e nocoueHo, He HAOBUULIABA eOUH Mecey UTIU 08e CEOMUUU 6
CAyuail Ha MeOUKAMEHMOo3eH Pypaiic, CbObPIHCAU] AHMUOUOMUYHU 8eMEPUHAPHU

JieKkapcmeenu npooyKmu.

8. Bemepunapnama peyenma 3a meoukamenmosen ghypasic € BauaHa, CHUMAHO Om
oamama Ha u30aeaHne, 32 MaKCUMAJICH CPOK OT IIECT Mecella 3a )KUBOTHU, KOUTO HE ce
OTTJICK/AT 32 MPOU3BOJICTBO HA XPAHU, PA3AUYHU ONl HCUBOMHU C UEHHA K0XCa, U TPU
CEJIMMIIM 3a KUBOTHHU, OTTJICIKIAHU 3a IPOU3BOJICTBO HA XPAHU, U HCUGONMHU C UEHHA
Koxca. B cnyuaii na meoukamenmosznu gypasxccu, KOoumo cv0oprHcam aHMUMUKpoOHu
6emepuHapHU 1eKapcmeeHu nPOOyKmu, peyenmama e 6aa1U0Ha om oamama Ha

HEllHOMO U30asane 3a MaKCUMAnNeH CpPpOK om nem OHUL.

9. I Bemepunapnusam nekap, uzoan eemepunaprama peyenma 3a MeOUKaAMeHmo3eH
gypasic, ynocToBepsBa, 4e U3MOI3BAHETO HA JEKAPCTBEHUS MPOAYKT 3a LIEJIEBUTE
YKUBOTHH € OIIpaBJaHoO OT BETEPUHAPHA IJIeAHA TouKa. Bemepunapuuam nexap rapantupa
CBILIO TaKa, Y€ JIaBaHETO Ha ChbOTBETHUS BETEPUHAPEH JIEKAPCTBEH MPOIYKT HE €
HECBhBMECTHMO C JPYyTO JIEUEeHHE WIH YIIOTpeda U ue HsMa NPOTUBONOKA3aHUS WIN
B3aMMO/ICICTBHE B CIIyyauTe, KOTaTo CE U3I0J3BAT HIAKOJIKO JeKapCcTBeHU npoaykra. Ilo-
CReyuaIno 6emepuHapHuam i1eKap He npeonucea MeOuKamenmo3en gypasyc c nogeue
Om eOuH emepuHapen 1eKapcmeen npooyKn, KOUmo cv0bpiHca AHMUMUKPOOHU

cpeocmea.
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10. Bemepunapnama peyenma 3a meoukamenmosnu ypasrcu: I

a) Ccv omeemcmea Ha KpamKama XapaKxmepucmuKka Ha npooyKma Ha 6emepuHapHus
JleKkapcmeen npooyKm, ¢ U3KAI0UeHue Ha 6emepUHapHume J1eKapcmeeHu
npooOyKmu, npeoHa3nauenu 3a ynompeoa 6 coomeemcmeue ¢ 4aen 112, unen 113

unu unen 114 om Pecnamenm (EC ) 2018/...7;

0) nocouea Oonesnama 003a 6eMeEPUHAPEH NEKAPCMEEH NPOOYKHL, KOUIMO mpadea oa
ce 61031cU 6 0A0CHO KOIUYeCmeo MeOuKameHmo3en Qypasric, maxka ye 0a
2apaHmupa yceoA6anemo u om HcugomHoOmo, 3a KOemo e npeoHasHavena, Kamo
ce uma npeosuo, ue yceoA8anemo Ha Gyparxca om 00JIHU HCUBOMHU MOYce 0d ce

paziuyaea om HOpmMaaHama OHeeHa oaxcoa;

6)  zapanmupa, ye MeOUKAMEHMOZHUAM Pyparic, CbOBPIHCAU; 003ama eemepuHapen
Jlekapcmeen npooykm, cvomeemcmea Ha norne 50% om oneenama oasxcoa,
U3YUCTIEHA HA 0A3a CYX0 eU{eCME0 U Ye 3a NPEeHCUBHU HCUBOMHU OHe6HaAma 003a
6emepunapeH 1eKapcmeen npooyKm ce cbowvpiica 6 none 50% om oonvneawume

dypasicu, ¢ uzknouenue Ha Munepannume Qypaixcu;

2) noco4dea npouernma Ha 6/ia2aHe HA AKMUBHUmMe eeuiecmea, U3HUC/IEH 6b3 OCHOBa

HaA4 coomeemHrume napaviempu.

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).
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11.

12.

Bemepunapnume peyenmu 3a meoukamenmosnu Qypaxcu, u30adenu é Cbomeemcmeue

¢ napazpagu 2, 3 u 4, ce npusnasam na yanama mepumopus na Cviosa.

Upes akmoese 3a usnvianenue Komucuama mosiice oa ycmanosu oopasey Ha
ungopmayuama, uznodxcena 6 npunoxcenue V. Tozu oopaszey ce npedocmagés u 6
enekmponen eapuanm. Tezu akmoge 3a u3nviHeHUue ce npueMan 6 Cbomeencmeue ¢

npoyedypama no paszenesxcoane, nocouena 6 unen 21, napazpag 2.

Ynen 17

Ynorpeba Ha meoukamenmosznu gyparcu

Ilpeonucanuam medukamenmoseH ypac ce U3N0OA36a CAMO 34 HCUBOMHUME, 3d
Koumo e u3oadena éemepuHapuama peyenma 3a MeOUKAMeHmo3en Qypaic 6

cvomeemcmeue c uaen 16.

JIuyama, koumo omenexcoam HcueomHu, U3N0136am MeOUKAMEHMOZHU Pypadrcu camo
6 Cbomeemcmeue ¢ 6emepUHaApHama peyenma 3a MeOUKaAMeHmo3nus Qypasrc, 63emam
MeEpKU 3a npedomepamsaeane Ha KPbCMoCano 3amMbpCaeane u 2apanmupam, ue
MEOUKAMEHMOZHUAM ypadic ce 0asa camo Ha NOCOYEHUme 6b6 6emepurHapHama
peuenma 3a meoukamenmosen ypasic sncueomnuu. Jluyama, koumo omenexcoam
HCUGOMHU, 2APAHMUPAN, Ye He ce U3NO0136am MEOUKAMEHMO3HU Pypar)cu ¢ u3meKs

CPOK Ha 200HOCH.

MenrkaMeHTO3HU (ypaku, KOUTO ChIIbPKAT aHTUMUKPOOHH BETEpUHAPHU JIEKAPCTBEHU
NPOAYKTH, ce usnonzeam é coomeemcmeue c unen 107 om Peznamenm (EC) 2018/ ...7, ¢

u3Kn0Yenue Ha napazpagh 3 om Hezo U He ce I/ISHOJ‘ISB&TI 3a npogpunaxkmuka.

Meouxkamenmo3snu ypasicu, CoOvpIHCaiu UMYHOJI0CUYHU 6eMEPUHAPHU 1€KAPCMEEHU
npodykmu, ce usnonzeam ¢ coomeemcmeue c wien 110 om Peznamenm (EC) 2018/... *
U ce u3non3eam 6b3 OCHO6A HA peyenma ¢ cvomeemcmeue ¢ uier 16, napazpagh 3 om

HacmoAauwiusa pecilamenm.

+

OB: Mons, év6edeme nomepa Ha peciamenma, KOiumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).
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Meoukamenmosnu gyparxcu, KOUmo cvObPIHCAmM NPOMUBONAPAZUMHU CPEOCMEa, ce
U3n0J136am 6b3 OCHO6A HA peyenma ¢ cbomeemcmeue ¢ unen 16, napazpagh 4 om

HacmoAauiusa pecilamenm.

[Ipu naBaHeTo Ha MEAMKAMEHTO3HH (Dypasku JIMIIaTa, KOUTO OTTIICKAAT KUBOTHU 32
MIPOU3BOJICTBO HA XPAHU WM B CIyYauTE KOTaTo >KUBOTHUTE HE CE OTTIICKIAT OT TAX —
JKUBOTHOBBJIUTE, TAPAHTHUPAT CIIA3BAHETO HA KAPEHTHUS CPOK, TOCOUYEH BbHB

BeTEpUHApHATA PELENTA 3d MEeOUKAMEHMO3EH Pypadic.

JInnara, KOUTO OTIVIEKIAT HCUGOMHU 3a NPOU3EO0CHEO HA XPAHU UIU 6 CIlydaume
K02amo JHCUueomHuume He ce 0menexcoam om max — HCUeonHo8vOume,, KOUTO 2u
Xpauam ¢ MeIMKaMEHTO3HU (ypaxu, BOIAT 3alHCH B ChOTBETCTBUE C uiieH 108 om

Peznamenm (EC) 2018/...". 3anucute ce na3sT MOHE IET TOJANHU OT JaraTa, Ha KOSTO €

JaacH MCIUKAMCHTO3HUAT q)ypan(, AO0PH aKO IIPE3 TO3U NECPUOJ KUBOTHOTO, OM2NeNCcOAH0

3a NPOU3600CcmME0 Ha Xpanu, ObJie 3aKIaHO.

+

OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-
CONS 45/18 (2014/0257(COD)).
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Ynen 18
Cucremu 3a chOMpaHe WU 00e3BpekKIaHe Ha HEU3TOI3BAHN IPOAYKTH WM MPOTYKTH C H3TCKBII

CPOK Ha 'OAHOCT

JIbpKaBUTE YICHKHU Ch3/1aBaT MOIXO SN CUCTEMU 3a ChOUPAHE WU 06e38percoane Ha
MCIUKAMCHTO3HU (bypaxm N MCXKJIUWHHU MMPOAYKTHU C U3TCKBJI CPOK HA rOAHOCT UJIM OT KOUTO
JMIIaTa, KOUTO OTIIICKIAT KUBOTHH, Ca IMOJTYYHIIH TIO-TOJISIMO KOJTHYECTBO OT PEATHO
M3IIOJI3BAHOTO KOJMYECTBO 32 JICYCHUETO, MPEANUCAHO BbB BEeTEpUHAPHATA PEIICTITa 3d

MeOouKamenmo3en Qypasre.

vporcasume unenxku npeonpuemam mepKu, 3a 0a 2apanmupam, ye ce npoeeHcoant

KOHCYyimauuu CvC CoomeemHuume 3aunmepecoeanuy Cmpanu no OmHouienue Ha me3u cucmemu.

Jvporcasume unenku npeonpuemam MepKu, 3a 0d 2apanmupam, 4e MecnonoJi0iceHuemo Ha
nyHKmMogeme 3a cvOupane v 00€3BPEKIAHE, KAKMO U Opy2a CbomeemHua uHhopmauus, e na
PA3nON0MNCEHUE HA 3eMeDeNCKUNEe CHIORAHU, TUUAM A, KOUMO OM2Ie)HCOan HCUBOMHU,

eemepuHapHume jiekapu u 0py2ll umauiu omnuouiernue jinud.

I'nasa VI

[TponierypHH 1 3aKITIOYUTEIHU pa3nopeaou

Ynen 19

Wsmenenue Ha IMPUITIOKCHUATA

Ha Komucusra ce nperocrassi IpaBOMOIIUETO Aa IPUEMa IEIIETUPAHA AKTOBE B CbOTBETCTBUE C
uiieH 20 3a u3MeHeHue Ha npuioxenus | — V ¢ nen ga 6b1aT 0Tpa3eH! TEXHUYECKHUAT HAPEIbK U

HAay4YHOTO pa3BUTHC.
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Ynen 20

VYrpaxHsBaHE Ha JI€JIETUPAHETO

HpaBOMOH_[I/ICTO Ja npuemMa ACJICTUPaHU aKTOBE CC IIPEAOCTAaBA Ha Komucusra npu

CIIa3BaHC Ha NMPCABUACHUTC B HACTOAIIUSA YJICH YCIIOBUA.

Jenerupanero Ha MpaBOMOIIHS, TTOCOYEHO B ujieHOBe 7 u 19, ce mpeaocTaBs Ha
Komucusra 3a cpok om nem 200unu, cautaHo OT ... [1aTaTa Ha BJIM3aHE B CWJIA Ha
HacTosMs pernamenT]|. Komucuama uzzomesn 00knad omuocHo oenezupanemo Ha
npasomowusn He HO-KbCHO OM 0eéem meceua npeou U3MU4YaHemo Ha NemzoOUUIHUA
cpok. /lenezupanemo nHa npagomowius ce nPOObIHCACA MBIUATIUBO 3d CPOKOGE C
e0HaKea npoovaxcumennocm, oceéen ako Eeponeiickuam naparamenm unu Cveemvm ne
6b3pazam cpeuy no00OHO NPoOBIHCABAHE HE NO-KHCHO OM mMpPU Meceya npeou

UIMUYAHEMO HA 6CEKU CPOK.

Jenerupanero Ha MpaBOMOIIIHS, TOCOYEHO B ujieHOBE 7 U 19, MOxke 1a ObA€ OTTETJICHO TIO
BCSIKO Bpeme oT EBponeiickust nmapiaaMeHT win oT CbBeta. C PelIeHrneTo 3a OTTETJISHE Ce
MpeKpaTsBa MOCOYEHOTO B HETO JeNeTupane Ha npaBomolus. OTTErNIIHETO MOopakaa
JeiicTBUE B JIEHS ciell MyOJIMKyBaHEeTo Ha perieHueTo B Oguyuanen eCmHuk Ha
Esponeiickus cvio3 unm Ha 1o-KbCHA J1aTa, IOCOYEHA B pelieHneTo. To He 3acdara

HeﬁCTBHTeHHOCTTa Ha JCJICTUpaHd aKTOBC, KOUTO BE€YC Ca B CHJIA.

Ilpeou npuemanemo na oenezupan akm Komucuama ce koncynmupa c excnepmu,
onpeoeneHu 0m 6CAKa 0ObPHCABA YTIEHKA 6 CbOMEEMCIMEUE C NPUHYUNUME, 3a/1€2HAIU 6
Mesncoyuncmumyyuonannomo cnopazymenue om 13 anpun 2016 2. 3a no-0oopo

3aKOHOmeop4iecmeo.
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Bennara cnen kato mpueme nenerupat akt, Komucusita HoTuduimpa akra eTHOBPEMEHHO

Ha EBponeiickus napiameHnt u Ha ChBeTa.

Jlenerupan akT, NpUET CHIVIACHO YI€HOBE 7 U 19, BIM3a B CUJIa €AMHCTBEHO aKO HUTO
EBponeiickusar napiaameHT, HUTO CbBETHT HE ca MIPEICTaBUIN Bb3PaXXEHUS B CPOK OT JBa
Mecena ciiesl HOTU(QUIMpaHeTo Ha akTa Ha EBpomneiickus napiaameHT u Ha ChBeTa UM aKo
IIPEIX U3TUYAHETO HA TO3U CPOK U EBpOmNecKuAT napnaMenT, 1 CbBETHT Ca YBEIOMUIN
Komucusra, ye HsiMa 1a IpeCTaBAT Bb3paxkeHUs. To31 CpOK MOXKE Jja c€ yABJIKHU C 1Ba

Mecela 1o MTHUIMaTiBa Ha EBponeiickus napiaameHT uian Ha CbBera.

Ynen 21

[Ipouenypa Ha KOMUTET

Komucwusra ce moamomara ot [1ocTOSSHHUSI KOMHTET IO paCTEHUSTA, )XUBOTHUTE, XPAHUTE
u Qypaxure, cb3naneH ¢ wieH 58, naparpag 1 ot Pernmament (EO) Ne 178/2002,

,,KOMUTETHT"). T0o3u KOMHUTET € KOMHUTET 0 cMuchiIa Ha Permament (EC) Ne 182/2011.

[Ipu mo3oBaBaHe Ha HacTosMs naparpad ce mpwiara wieH 5 ot Pernament (EC)

Ne 182/2011.

Koraro cranoBuiero Ha KOMUTeTa TpsIOBa fa Ob/Ie MOIYUYEHO 10 MMCMEHA IMpoIieypa,
Ta3M MPOIEIypa ce mMpeKpaTsiBa Oe3 pe3yiTaT, ako B paMKHTE Ha CPOKa 3a JJaBaHEe Ha
CTaHOBHIIIE TIPEJICeIaTeN AT Ha KOMUTETA B3€ME TAKOBA PEIICHNE WIH OOMKHOBEHO

MHO3HUHCTBO OT YJICHOBCTC HAa KOMHUTCTA OTIIPABAT TAKOBA UCKAHC.
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Ynen 22

Cagkiuun

l. JbpKaBUTE YJICHKH YCTAaHOBSABAT CUCTEMA OT CAaHKLIUH, IPUIIOKUMHU [IPU HAPYILIECHHUE Ha
HACTOSIIMS PEriiaMeHT, U B3eMaT BCHYKU MEpKU, HEOOXOMMH 32 J1a TapaHTUpaT
npunaranero uM. [IpenBuaenuTe cankuuu TpsiOBa na ObaaT eheKTUBHU, IPOIOPLUOHATIHU

W BB3IIUpaliu.

2. JIbpkaBuTe WwieHkd HoTuuuupar Ha Komucusra te3u paznopenodu u Mepku o ... [36
Meceya CIe]] laTaTa Ha BIM3aHE B CHJIa HA HACTOSIINS PETJIaMEHT|, U 1 HOTU(HUIMPAT

He3a0aBHO 3a BCSAKO ITOCJICABAILIO N3MCHCHHC, KOCTO I' 3acsra.

Ynen 23
Hzmenenue na Peznamenm (EQ) Ne 183/2005

Ynen 5 om Peznamenm (EQ) Ne 183/2005 ce uzmens, kakmo cneosa:
(1) 6 napacpag 1 6ykea 8) ce 3ameHs cbC C1€OHOMO:

»8) CMeceamne Ha hypadicu, U3KITIOYUMETHO 3a HYHCOUme HA MAXHOMO COOCMEEHO
cmonancmaeo, 6e3 0a ce uznoJ36am eemepuHapHu 1eKapCcmeeHu npoOyKmu uiu
MeHcOuHHU npoodyKkmu, Kakmo e onpeoenerno ¢ Pecnamenm (EC) 2018/... **, hnumo

000a6KuU ulu npemuKcu, ¢ U3KI4eHue Ha 000a6KU 3a CUNA}C,

* Peznamenm (EC) 2018/... na Esponeiickusa naparamenm u na Cveema om ...
OMHOCHO NPOU3B00CMBOMO, NYCKAHEMO HA NA3APA U ynompedama Ha
MeouKkamenmo3nu ypaxcu, 3a usmenenue na Peznamenm (EQ) Ne 183/2005 na
Esponeiickusa naparamenm u na Cveéema u 3a ommana na /lupekmuea

90/167/EHO (OB L ..., cmp. ...).;

* OB: Mons, év6edeme nomep, oama u oannu 3a nyonuxayuama ¢ OB na nacmoawjus
peznamenm.
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2) IHapazpagh 2 ce 3amensn cvc cneonomo:

»2. 3a onepayuu, paznuynu om nocovenume 6 napazpag 1, eknrouumenno
cMeceanemo Ha yparcu U3KIIOUUMEIHO 3a Hy)Hcoume Ha coOCcmeeHume um
CMORAHCMEa, KO2AMo ce U3NO0136an 6emepuUHapHu 1eKapcmeeHu npooyKmu, uiu
Mexncounnu npooykmu, onpeoenenu ¢ Pecnamenm (EC) 2018/...7, unu oobasku
UnU npeMuKcu om 000a6KuU, ¢ U3KIIOUEHUE HA 000A6KU 3a CUAIIC, OnEPaAmopume
6 cekmopa Ha ypaxcume mpadea oa cnazeam npunoxcenue 11, kocamo me ca

npujioxcumu 3a u3esvpuieanume onepayuu. “

Ynen 24

Ilpexoonu mepku

be3 oa ce 3acaca oamama na npunazane, nocouena 6 unen 26, na Komucuama ce npedocmagsn
npasomowiuemo 0a npuema oeecupanume aKmoee, npeosudeHu 6 4ieH 7, napazpag 3,

cuumano om... [Oamama Ha 6J1u3aHe 6 Culd HaA HacmoAaAuwius peanamenm].

* OB: Mons, 6veedeme nomepa Ha HACMOAWUA Pe2lAMEHM.
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Ynen 25

OtmsHa
Hupextusa 90/167/EMO ce oTmeHs.

ITo3oBaBanusATa Ha OTMEHEHATA AUPCKTHUBA CC CHUTAT 3a IO30BaBaHU HA HACTOAIIUA PCTIIAMCHT U

CE yeTaT ChIVIACHO TabyMIlaTa Ha ChOTBETCTBUETO B MpUiIokeHHe VI KbM HaCTOSAILINS perjiaMeHT.

Unen 26*

Bnuzane B cuna u npujiaraHe

HacrosimusT periiaMeHT BiKM3a B CHJIa Ha IBaJIECETHS JICH clie MyOnnKyBaneTo My B Oguyuanen

secmuuk Ha Eeponeiickus cvio3.
Toii ce mpuiara ot ... [36 meceya cnen narata Ha BIM3aHE B CHJIa HA HACTOSIIUS PETIIAMEHT|.

Hacrosmusar PETIIaMCHT € 3aABJIKUTCIICH B CBOATA LSJIOCT U CC IIpUIara nNpsako BbB BCHUYKU

ABPIKABU YJICHKHU.

CBCTAaBEHO B ...

3a Esponeiickus napramenm 3a Cveema

Ilpeoceoamen Ilpeoceoamen

* OB: Mo HampaBeTe HY)KHOTO, TaKa Y€ HACTOSIIUAT PETJIAMEHT JIa BJIE3€ B CHJIA B CHIIIOTO

BpeMe KaTo perjiaMeHTHTE, KOUTO ce chabpKaT B JokymMeHTH PE-CONS 45/18
(2014/0257(COD)) n PE-CONS 44/18 (2014/0256(COD)).
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MMPUJIOKEHME I
Cneyuannu N3NCKBAHNSA 32 ONIEPATOPHUTE B CEKTOPA Ha (ypakuTe B CHOTBETCTBHE C YIeH 4

PA3JIET 1
OBEKTH 1 OBOPYJIBAHE

1. 1. Omneparopute B CeKTOpa Ha Qypaxute capanmupam, ue oOCKTUTE, 0OOPYABAHETO W
HEMOCPEACTBEHO 3a00MKalAIaTa TH cpefa ce MOIIbpKAT YUCTH I ) I BwBexnaar ce u ce
U320meam njaaHoee 3a TIOYHCTBAHE, KOUTO Ca JIOKYMEHTHUPAaHU B NMHUCMEH BUJ, 3d 04 Ce
rapaHTupa, 4e 3aMbpPCABAHETO, BKIIIOUUTEIHO I KPbCMOCAHOmMO 3aMbpCSIBaHE I e
C6€0eHO 10 MUHUMYM.

2. Onepamopume ¢ cekmopa na gypasxicume 2apanmupam, ye 00CMbNM 00 6CUUKU

obekmu e 02PDAHU4Y€H 00 onpagomouien nepconall.

PA3JIEJ 2
ITEPCOHAIJI

Onpenenar ce no0xo00auso 00y4eno IUIE, OTTOBAPSIIO 3a TPOU3BOJICTBOTO, HYCKAHEN O
Ha hazapa u 00CMagKama 00 JTUUemo, KOUMo Omzaiexncoa HcueomHu, Ha
MEIUKaMEHTO3HU (Yypasku U MEXIUHHH IPOAYKTH, U HOOX00AUL0 00YUeHO TTULIE,

OTTOBApPAIIO 3a KOHTPOJIa HA KAY€CTBOTO.

2. C u3Knouenue na npou3gooumenume ¢ MOOUIHU cMecumenu U nPOU3soOumeume Ha
dypasic 6 cmonancmeomo, hyHKyuume Ha 1UYENMO, OM208aAPAULO 3d RPOU3BOOCHEOMO,
U Ha TUYemo, O0m206apau40 3a KOHMPOA HA KAYeCMEOMO, Cd He3A8UCUMU eOHU OM

()pyzu u nopa()u moea He ce uznvjiHAaeam om cobuiomo Jjiuue.
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PA3JIE 3
TIPOM3BOJICTBO

1. Oneparopure B cekTopa Ha GypaxuTe 63emam npeosud U3UCKEAHUAMA npU
CbOMGEemMHUmMe CUCEMU 3d OCU2YPAGAHE HA KA4eCHEOMmo u 000pu Npou3eo0CHEeHU
npakmuku, paspadomenu 6 cvomeemcmeue ¢ uiaen 20 om Peznamenm (EO) Ne
183/2005.

2. MeaukaMeHTO3HUTE (Pypakd W MEXAWHHUTE MPOAYKTH C€ ChXpaHSBAT OTAEITHO OT
BCUYKH JpyTU Qypaku C LieNd Ja ce U30erHe KpbCTOCAHO 3aMbPCSBAHE.

Bemepunapnume nexkapcmeenu npooyKmu ce CbXpanaeam 6 0moeino u 00e30naceno

nomeuieHue u no maKvé HaA4uH, 4e mexnume xapaKmepucmuku oa He ce npomensam.

Mamepuanume, u3non3eanu 3a NOYUCMEAHE HA NPOU3EOO0CMEEHAMA TUHUA C/1€0
nPOU3600CMEOMO HA MEOUKAMEHMOZHU (Pyparicu unu MedcoOuHHu npooyKmu, mpaoea
oa 6voam uoenmuduuupanu, CobXpaHA6aAHU U YNPaeIA6AHU NO MAKHE8 HAYUH, Ye 0a He

oKa3szeam ejiusaHUE 6BPXY Oe3onacnocmma u Kayecmeomo Ha ¢ypaofca.
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PA3/IE 4
KOHTPOJI HA KAUECTBOTO

4, i

5. 1. U3rotBs ce U ce W3MbJIHABA IJIaH 32 KOHTPOJ Ha KaYeCTBOTO, KOMTO € JJOKYMEHTUPAH B
nucMeH BuI. Toil TpsiOBa na BKIIIOUBA MO-KOHKPETHO NMPOBEPKU HAa KPUTUYHUTE TOYKH B
MIPOU3BOJICTBEHUS MPOLIEC, IPOLEAYPH U YECTOTA 3a B3EMAaHE Ha MPoOU, METOIU 3a aHAJIU3
U 4eCTOTa Ha M3BBPIIBAHUTE aHAJIU3H, MPOBEPKU 32 CHOTBETCTBUE ChC CHEIU(PHUKALUNTE
Ha mMeouKameHmosnume Qyparxcu u mexcounHume nPoOyKmu, v IpuaaraHuTe MEpKU B
cllyyail Ha HEChbOTBETCTBHE.

B nnana 3a Konmpon na Kauecmeomo c1edsa 0a ce onpeoensim npPasuia OMHOCHO
nOC1e006amMenHOCMMaA Ui HeCb8MECMUMOCIMA HA NPOU3B00CHEEHUMEe ONEPayUN U
KO2amo e npuiodcumo, 0a ce onpeoeau Heodxooumocmma om omoeaHu

npou3eoocm3euu JIUHUU.

6. 2. CienuuYHUAT W PENOBEH CAMOKOHTPOJ, H3BBPIIBAH OT ONEPATOPUTE, KaKTO U
MIPOBEPKHUTE 3a CTAOMJIHOCTTAa TpsiOBa Jla rapaHTUPAT CHOTBETCTBHE C KPUTEPUUTE 3a
XOMOT€HHOCT, YCTaHOBEHH B CBOTBETCTBHUE C wieH 6, maparpad 2, maxcumannume
2PAHUUU HA KPBCMOCAHO 3AMBPCAGAHE 30 AKMUGHUME 6euiecmeéa 6 Heyenegume
¢ypasricu, ycTaHOBEHH B CHOTBETCTBHE C 4ieH 7, maparpad 2, ¥ MUHHUMAJIHHS CPOK Ha
ChbXpaHEHHE Ha METUKAMEHTO3HUTE QYpaKu U MeHcOUHHUMme nPOOYKmu.
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PA3JIET S
CBHXPAHEHUE U TPAHCIIOPT

L MennkameHTO3HUTE QypaXku U MEKIMHHUTE IPOAYKTH C€ ChbXPaHIBAT B MOAXOASIIN
OTJICTHHA U 00€30TIaCeHU 0OeKmu VY B 3alle4aTaHu XePMETUYHH ChIO0BE, CIICIIHATHO
MpeHa3HAYEHU 32 ChXPAaHECHHE Ha TaKUBa MPOIYyKTU. MecTaTa 3a ChbXpaHEHHETO UM Ce
MPOEKTUPAT, MPUCIIOCO0SBAT U MOJABPKAT TaKa, Ue Ja OCUTypsiBaT J0OpH yCIOBUS 3a

CbXpaHCHHC.

2. Bemepunapnume nexkapcmeenu npodykmu ce CoXpanasam 6 omoeinu, 0e30nacHu u
obezonacenu mecma. Tezu mecma mpaodea oa ca c docmamvuen Kanayumem u 0a ca
HaO0eHCHO udeHmupuyupanu, 3a 0a N0360146amM NPAGUTIHOMO COXPAHEHUE HA

Pa3iuuHume 6emepuHapHu 1eKapcmeenu npooyKmu.

MenrukaMeHTO3HUTE PypaXku U MEKIUHHUATE MPOJYKTH Ce ChXPaHABAT U TPAHCIIOPTHPAT
10 HaYMH, KOWTO M03BOJISIBA JIECHOTO UM HJieHTUuIupane. Te ce TpaHcnopTupar B

MTOIXOASIIHN TPAHCIIOPTHH CPEJICTBA.

3. Hoenmuguuyupam ce cneyuannu 06exmu 3a CoXpaHa6ane Ha MEOUKAMEHMOZHU
dypasicu u mesxxcounnu RPOOYKmMuU ¢ U3MEKDBIL CPOK HA 200HOCH UTU U3ME2TIeHU UTU

GbpHAMU OM MbP2OGCKAMA Mpéesica.

4. Cvooeeme ¢ npeso3nume cpeocmaea, U3noa36aHu 34 MPAHCROPMUDPAHE HA
MeOUKAMEHMO3HU PYpParcu Ui MeicOuHHume npooyKmu, ce NOYUCMEaAn cjied 6CAKd

ynompeﬁa, 3a 0a ce uzbezne 6CAKAKDBE DPUCK Om KDBCMOCAHO 3aMbpCABAHE.
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PA3JIET 6
BOJIEHE U CbXPAHSIBAHE HA JIOKYMEHTAIIMS

7. 1. Oneparopute B ceKkTopa Ha (QypakuTe, KOUTO IPOMU3BEXKIAT, CbXpaHABAT,
TpaHCIIOPTUPAT WIM ITyCKaT Ha Ma3apa MEAUKAaMEHTO3HH (Qypa’ku U MEXIAUHHU MPOAYKTU
BOIAT OOKyMeHmauus CbC CbOTBETHATA uHpOpMalKs OTHOCHO 3aKyIlyBaHETO,
IIPOU3BOJCTBOTO, CBXPAaHCHHUETO, TPAHCIIOPTUPAHETO M IIyCKAHETO Ha Iasapa ¢ Lell
e(EeKTUBHO NpoCieisBaHe OT IOJIy4aBaHETO /O JOCTaBKaTa, BKIIOYMTEIHO HM3HOCA [0
KpalHOTO MECTOHA3HAYCHUE.

8. 2. lokymenmayuama, nocouena B naparpa¢ 1 or HacTOSIUSA pa3aell, ChIbpiKa:

a)  nmokymenranmsara o cucremara HACCP, mocouena B wieH 6, maparpad 2, 6yksa k)

u ¢ unen 7, napazpagh 1 ot Permament (EO) Ne 183/2005;

6) IJIaHa 3a KOHTPOJI Ha Ka4Y€CTBOTO, IPCABUJCH B Pa31CJI 4 ot HaCTOoAI0TO

IIPUIOKEHUE, U PE3YJITATUTE OT CbOTBETHUTE ITPOBEPKU;

B)  creund(uKanuuTe U KOJUYECTBATA Ha 3aKYIIEHUTE BETCPUHAPHU JICKAPCTBEHU
MPOAYKTH ¢ hapmuodeHn Homep, GypaxH! CypOBUHU, KOMOMHUPaHU Qypaku,

bypakHu 100aBKU, MEKIMHHU MPOTYKTH U METUKAMEHTO3HU PypaXky;

r) crnenuuKauuTe U KOJIWYECTBATa HA IPOU3BEICHUTE MAPTUAN MEIUKAMEHTO3HH
bypaku U MEKIUHHU TTPOTYKTH, BKIIFOUUTEIIHO U3MOI3BAHUTE BETEPUHAPHU
JIEKapCTBEHU MPOJYKTH ¢ napmuoden nomep, GypaxHu CypOBHUHU, KOMOMHUPAHU

bypaxu, pypakHu 100aBKU U MEKIUHHU MPOTYKTH;
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n)

CHCHI/Iq)HKaIII/IHTG M KOJIMYCCTBATA HA CBbXPAHABAHUTC UJIW TPAHCIIOPTUPAHU ITapTUAN

MEIMKaMEHTO3HH (Pypasku U MEKIUHHU MPOTYKTH;

crenu(UKauUTe U KOJIUYECTBATa HA MEJUKAMEHTO3HUTE Qypaku U MEXIUHHUTE
IIPOAYKTH, ITyCHATH Ha Ma3apa WK U3HECEHHU 32 TPETU AbpIKaBH, 6KAIOUUMEIHO

YHUKQIHUA HOMED HA 6EMEPUHAPHAMA PeUenma 3a MeOUKAMEeHmo3nu Qypaixcu;

uH(pOpMaLys 3a IPOU3BOJUTEINTE WIN JOCTAaBUUIIMTE HA MEAUKAMEHTO3HUTE
bypaku 1 Ha MEXAMHHUTE IPOAYKTH MM HA IPOTYKTHUTE, U3MOI3BaHU 32
MPOM3BOJICTBOTO HA METUKAMEHTO3HU (PypaXkul U MEKIUHHU TPOTYKTH,
BKJIFOYMTEIIHO HAal-MaJIKO TIXHOTO HAUMEHOBAHHUE, aipeC U — aKO € MPUIOKUMO —

UIEeHTU(DUKAITMOHHUS HOMEDP Ha OJ00OPEHUETO UM;

I/IH(I)OpMaI_[I/IH 3a IMOJIy4YaTCJIMTC HAa MCAUKAMCHTO3HUTC Q)ypa)I(I/I 1 Ha MCXIHWHHHUTC
MNPpOAYKTHU, BKIIFOYHUTCIIHO Hal-MaJIKO TSIXHOTO HanMCHOBAHHUC, aAPCC U — aKO €

NPUIOKIMO — UACHTU(DUKAIMOHHIS HOMEp Ha 0JI00PEHUETO UM; U

uH(bOpMalIUs 32 6emepUHapHUs J1eKap uiu npoghecuoHannomo auye, NOCO4eHo 6
ynen 16, napazpag 5, koemo e U31ano eemepuHapHama peyenma 3a
MeouKamenmo3seH Qypasic, CbIbpiKalla Hall-MaJIKO UMemo U aopeca Ha mo3u

6E€MEPUHAPEH Jl1eKap ujiu moea npod)ecuonajmo Jauuye.

I JlokyMeHTuTe, N30pOeHU B HACTOALIMS Maparpad, ce CbXpaHsBaT B 0OKYMEeHmauuama 3a

CPOK OT IMOHC nem TOAVUHU OT JaTaTa Ha U3JABAHCTO UM.
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9.

10.

PA3JIEN 7
YKAJIBU 1 U33EMBAHE HA TIPOJIYKTA

1. Oneparopute B cexTropa Ha (ypakuTe, KOMTO IyCKaT Ha Ia3zapa MeAMKAMEHTO3HU
(bypaxu 1 MeXIWHHY MPOAYKTH, IPUJIATaT CHCTEMA 3a 3aBeXKIaHe 1 00paboTKa Ha kanou.

2. Onepamopume 6 ceKkmopa Ha @Qypaxcume eveexcoam CcUCTeMa 3a He3a0aBHO
U3TEIJISIHE OT Ia3apa Ha MEJUKaMEHTO3HU (Pypaku WM MEXAMHHU NPOAYKTH U — aKo €
HEO0O0XO0MMO — 3a H33€MBaHE Ha MPOAYKTH OT Mpexara 3a pa3NpoCTpaHEHHE Ha
MEIUKaMEHTO3HU (Qypaku WIM MEXIWHHU TPOIYyKTH, aKO TE€ HE OTroBapsT Ha
M3MCKBAHUATA HA HACTOSIIUS PErJaMeHT.

11. Omnepatopure B cekTtopa Ha (Qypaxure TpsOBa Ja ONpenesT ¢ MUCMEHa
Ipoleypa MECTOHa3HaYeHUETO Ha BCUYKM M33€TH MPOAYKTH, KaTo Mpenu Te Aa ObaaT
IyCHaTH OTHOBO B OOpAlllCHUE onepamopume 6 ceKmopa Ha Qypaxrcume uzewpuiéan
IIPEOLIEHKA 3a KOHTPOJI Ha Ka4e€CTBOTO, 3@ 0a apanmupam, ue usuckeéanuama na Cvioza
3a Dezonacuocm Ha Qypadicume ca U3NvIHEHU.
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PA3JIEJT 8

JAOINBJIHUTE/IHU H3HCKBAHHUA 34 IIPOU3BO/THTE/IH C MOBH/IHU CMECHTEJIN

12.

1. Ilpou3géooumenume ¢ MOOUIHU cMecumenu pA3noaazam ¢ Konue HA cleOHume
O0OKyMeHmu 6 npego3nomo cpeocmeo, Ha OPUUUATHUA e3UK HA ObPHCABAMA YUICHKA, 6
KOAmo ce npou3eeincoanm MeOuKameHmo3Hume Qypaycu:

a)  0000peHuUEemoO HaA CbOMEEMHUA NRPOU3EOOUMETI C MOOUTIeH cmecumen 3a
nPOU3800CHIE0 HA MEOUKAMEHMOZHU PYpadrcu Om KOMHEmMeHMHUA OP2aH Ha
ovpocasama uieHKa, 8 KOAMO e 0000peH RPOU3B0OUmMEIAN C MOOUIEH

cmecumeity

0) ooxymenmayuama no cucmemama HACCP, nocouena 6 unen 6, napazpagh 2,

oykea ic) u 6 unen 7, napazpagh 1 om Pecnamenm (EO) Ne 183/2005;

8) njiana 3a KOHmMpOoJt Ha Kauecmeomo, npedsuden 6pa3()eﬂ 4 om HacmoAauwiomo

npujiosricenuey
2) njiaaHa 3a novucmeane, nOCO4€H 61](1308]1 1 om HacmoAaAw,omo npujiorcenue;

0) CRUCBKa Ha Jquuama, omeoeapauiu 3a npou3eodcmeo HA MeOUKAMEHMO3HU

dypasicu, nocouen ¢ pazoen 2 om HACMOAULOMO NPUTIOIHCEHUE.

Ilpouzeooumenume c MoOUIHU CMecumenu 63eMam 6CUYKU ROOXO00AUWU NPEONnA3HU
MepKu, 3a 0a npedomepamsam paznpocmpanenuemo na o6onecmu. Ilpeeoznume
cpeocmea, u3no36aHu 3a RPOU3B00CMEOMO HA MEOUKAMEHMO3HU yparrcu, ce
nouucmeam cjieod 6cAaKa ynompeoda 3a npou3e00Cmeono Ha MeOUKAMeHmo3Hu ypaircu,

3a 0a ce npeOomepamu BCAKAKB6 DUCK OMml KDBCMOCAHO 3AMbpPCABAHE.

Kozamo ca Hastuye pecucmpayuoOnRiHu HoMepa Ha npeeo3nume cpeocmea,
npouseodumeuume C MOOUIHU cMecumeu U3N0J1364m Camo me3u npeeo3Hu cpedcmea,

3a uuiimo pecucmpauoOHen nomep e oun yeedomen KomMnemeHnmHusIm Op2aHn.
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Cnucvk Ha AaHMUMUKPOOHUmME AKMUBHU 8eUiecmea Cv1ACHO YaeH 7, napazpag 3

IIPHJIOKEHUE 11

AKTHBHO BeIlleCTBO

AMOKCHIIMJINH

AMIpoInyM

AnpaMHUMH

XJ1opTeTpaunKJINH

Koauncrun

JlokcHIUKJINH

Dj10pheHuKo.I

DiyMexuH

Nl B L B ol B o B o B

JIMHKOMUIIMH

10. Heomunun
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11.

CnekTHHOMUIIMH

12.

Cyadgonamuau

13.

TerpauukiaIuH

14.

OxcureTpannKINH

15.

OKcoJIMHOBA KHCEJINHA

16.

ITapomMomMuuH

17.

Hennnuaun V

18.

Tuamyaun

19.

Tuampenuxkona

20.

TuaMuko3uH

21.

Tpumeronpum

22,

Tuno3un

23.

Bannemynun

24,

Tuasaao3zun
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IMPHUJIOKEHMUE IIT

Cneyugpuuna undgopManusi Npu eTHKETUPAHETO CHIVIACHO YJjieH 9, maparpad 1

Bbpxy eTukeTa Ha MEIUKAMEHTO3HUTE Qypaku U MEXIAUHHUTE IPOAYKTH CE nOCoY6a ciedonama

uHgopmayua no npocm, AceH U 1eCHO pazdoupaem 3a KpanHume noa3eamenu HA4uH:

(1

(2

TYMUTE ,,MEAUKAMEHTO3eH (Qypaxk* Wi ,,MEKIUHEH NPOAYKT 3@ HPOU3E0OCMEOMO HA

MEAMKaMEHTO3HU Qypaxku*, I B 3aBUCUMOCT OT CiIydast I ;

HOMEPHT Ha 0I00PEHHUETO Hal onepamopa é ceKkmopa Ha Qypascume, omzoeapauy 3a
eTHUKeTUpaHeTo. B cayuaume, kocamo npouszeooumensam ne e onepamopvm 6 ceKmopa
Ha Qypasicume, omzosapauy 3a eMUKemMupanemo, ce nPedocmags cjieonama

ungopmayus:
a)  uMemo Uiu mvpP2o8CKONO HAUMEHOBAHUE U A0PeC HA NPOU3GOOUmeENs; Uil

0) HomMepvm Ha 0000peHuemo Ha NPOU3BO0UmMeNns;

3 aKmueHuUme eeuiecmed ¢ HauMEHOBAHNC, I no0aBeHO Konu4iecTBo (mg /kg) u
6emepuHapHume j1eKapcmeeHu npoOyKmu ¢ HOMEp Ha pa3pelleHUETOo 3a ThPrOBUs U
npumesicamensa Ha pa3peuienuemo 3a mvp2oeus, NPEIX0KIaH! OT HaANNC
»»JIEKapCTBEHU MPOIYKTH;

4) I NPOTHBOIIOKA3aHUS HA BETEPUHAPHUTE JICKAPCTBEHH MTPOAYKTH M HEOIAronpusTHA
peaxIyu, JOKOJIKOTO Ta3u HHpopManus € HeoOXoauMa 3a yrorpedaTa Ha IIPOTyKTa;

13329/18 mlk/nb 60

IMPUJIOXXEHUE GIP.2 BG



(%)

(6)

(7)

(8)

9]

(10)

3a MEJIMKaMEHTO3€H (Pypaxk Wi MEKIWHEH MPOIYKT, TPEAHA3HAYEH 32 KUBOTHH,
OTIJISKIAHH 32 IPOU3BOJICTBO HA XPaHU — KapEHTHUAT CPOK UM 0003HAUEHUETO ,,0e3

KapenmeH cpok';

6 C1yuan Ha MEOUKAMEHMO3HU (PYPajrcu 3a HCUBOMHU, KOUMO He ce Omaecoam 3a
HPOU3600CME0 HA XPAHU, DA3IUYHU OM HCUBOMHU C YEHHA KOJcd, TIPEAYTIPEXICHUE, Y
MeOuKamenmo3Huam gypasic € NpeHa3HaueH caMo 3a JIeUeHUE Ha KUBOTHU U
MpeaynpexacHue, 4e moil TpsiOBa J1a ce ChbXpaHsBa Ha MSCTO, HEJOCTHITHO M HEBUIUMO 32

nena;

I Oe3riaTeH TesieOHEH HOMEP WIIH JIPYTO MOIXOISAIIO CPECTBO 32 KOHTAKT, 3a J1a MOXKE
OCBEH IMOCOYCHHTE 3aIbKUTSIIHU JaHHH JIUUECHO, KOCHLO0 OM21eXHc0a HCUGOMHU, 1A

noJryuu I JiucmoeKama 6 OnaKoeKama Ha 6CeKu 6emepurnaper jieKkapcmeen npodylcm;

yKa3aHUATa 3a ynoTpeda B CbOTBETCTBUE C BETEPUHAPHATA PELENTA 3d MEOUKAMEHMO3EH

gypasic unu KpaTkata XapakKTepUCTHKa Ha NMPOJIYKTa I ;

MUHUMAJIHUAT CPOK 3a CbXPaHEHUE, KOUMO 63eMa npedsud oamume Ha U3smuiane Ha
CPOKa HA 200HOCM HA 6emePUHAPHUNE J1eKaAPCMEEHU NPOOYKMU U Ce U3pa3aea Kamo
»0d ce U3non3ea npeou ... “, cneoearn om oamama, U CieMAIHU NMPENAa3HA MEPKH 3a

CbXpPaHCHHUC, aKO € uenec506pa3Ho;

ungopmauus, ue HenooxXo00AUOMo obe3spercoane Ha MeOUKAMEHMO3IHU yparcu
C530a6a CepuO3HU 3ANNAXU 34 OKOJIHAMA CPedd U, aKo e OMHOCUMO, MOHce 0a

()onpunece 3a anmumukpoﬁml peiucmenmuocm.

Touku om 1 00 10 ne ce npunazam 3a npousgooumenu ¢ MOOUIHU cMecumenu, KOUmo

npou3seexcoam u3KIUUmeaIHo MeOUKAMeHmo3Hu gypasxcu, 6e3 0a npedocmasam HUKAKEU

coCmaeKu.
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IMPUJIO’)KEHUE 1V

I[OHYCTI/IMI/I OTKJIOHCHHUSA OT MOCOYCHUSA CHCTAB MNP €TUKCTUPAHETO HA MCIUKAMEHTO3HUTE

¢pypaxxu WM Me;KIUHHUTE MPOAYKTH CHIVIACHO WieH 9, maparpad 3

13. OnpeneneHure B HACTOSIIOTO MPWIOKEHHE JONYCTUMU CTOMHOCTU BKJIKOYBAT
€IMHCTBEHO TEXHUYECKH I OTKJIOHCHHUSL.

Koraro ce ycTtaHoBu, 4e ChCTaBBT Ha MEAUKAMEHTO3EH (ypask WM MEKIMHEH MPOTYKT HE
CbBIIazga C YKaSaHOTO Bpry CTHUKECTA KOJINYCCTBO aHTI/IMI/IKpO6H0 AKTHBHO BCUIECTBO,
JIOITyCTUMOTO OTKJIOHEHHE € 10%. 3a Ipyru aKTUBHU BEILIECTBA C€ MPUJIarat CJICTHUTE

AO0IIYCTHUMHU OTKIIOHCHHA:

AKTHBHO BellecTBO Ha kg MeIMKaMeHTO3¢eH JomycTumo
bypax uau mesxcounnu npodyxmu OTKJIOHEHHE

> 500 mg + 10%

| <500 mg +20%
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IMPHJIO’)KEHUE V

Hupopmayusa, koamo mpadea 0a 6v0e 6K110UEHA 66 6eMEPUHAPHAMA Peyenma 3a

Meoukamenmo3en gypasrc cbriaacuo 4ie 16, naparpad 6

BETEPHHAPHA PELIEIITA 3A MEJIUKAMEHTO3EH ®YPAX

1. ITvino ume wu OanHu 3a 6pB3KA C 6GemMeEPUHAPDHUA JleKap, 6KIIOUUMENHO
npogecuonannus HoMep I , KO © HannquI ;

2. Jlata Ha wu37aBaHe, YHUKAEH HOMeEp HA peuenmama, Oama HA U3MUYAHE HA
sanudHocmma Ha peuenmama (AKo 6AAUOHOCMIMA € NO-KPAMKA Om HOCOYeHama 6
uynen 16, napacpagp 8) U TONNUC uUAU PABHOCHOUHA €ICKTPOHHA ¢hopma Ha
UACHTH(UKAIUS HA 6emepUHapHus jiexKap.

3. ITvaino viMe W OaHHu 3a 6pB3KaA C IMIETO, KOETO OTIIIeKIAa JKUBOTHUTE, U
uoeHmuguKkayuoHen Homep Ha NPEONPUAMUENMO, AKO UMA MAKDE.

4. Nnentudukanus (exnrouumenno kamezopus, 6u0 HA HCUBOMHONO U 6b3pacht) u Opoit
Ha )KUBOTHUTE UIU, KO2AMO € Pele6AHMHO, Me2I0MO HA JHCUGONHUME.

5. JuarHoctunmpana OojecT, KOsATO Ie ce JieKyBa. B cayuait na umyHnonozuunu
6eMepUHAPHU J1IeKAPCMEEHU NPOOYKMU WU NPOMUGONAPA3ZUMHU  npenapamu 0e3
AHMUMUKPOOHU eheKmu, bo1ecmma, KoOAMo mpadea 0a ce npeoomepamu.

6. HanmeHoBanue (ume u nomep Ha pazpeuwieHuemo 3a mupp20us) HA BETEPUHAPHUS
JEKapCTBEH NPOMYKT WM MPOMYKTH, BKIIOYMUTETHO HAaMMEHOBAaHHE HAa AaKTHBHOTO
BCIICCTBO WJIK BCIICCTBA.

7. AKO e6emepunapnuam JekapcmeeH npPoOyKm ce TPEeNnucBa cbriiacHo uaen 107,

napazpagh 4, unen 112, unen 113 unu unen 114 om Pecnamenm (EC) 2018...7,
MOSICHEHHE 3a TOBA.

* OB: Mons, é6v6edeme nomepa Ha pecilamenma, KOiumo ce cvovpiica 6 00kymenm PE-

CONS 45/18 (2014/0257(COD)).
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BroxeHo KoIM4ecTBO Ha BCTCPHUHAPHUA JICKAPCTBCH NPOAYKT WK IMPOAYKTU U AKMUBHO
eeuiecmeo ujiu eeuiecmea (KOHI/I‘ICCTBO Ha €¢AMHHUIIA TCIJ10 MCANKAaMCHTO3CH q)ypax()

9. KonngecTtBo Ha MeTMKaMeHTO3HUS QypaxK.
10. Vkazanus 3a ynorpeba 3a JHMLETO, KOETO OTIVIeXKJIAa >KUBOTHUTE, BKIIOUUTEIIHO
MPOIBJKUTETHOCT Ha JICYEHUETO.
11. [IponieHT Ha MenMKaMeHTO3HUS (ypak B JHEBHaTa Jak0a WIM JHEBHO KOJIMYECTBO
MEIMKaMEHTO3€H (ypak Ha )KMBOTHO.
12. 3a ycueomuu, omenexncoanu 3a NPOU3IEO0CME0 HA XPAHU, KADEHTEH CPOK, 00pU KO2Amo
moil e Hy1a OHU.
13. BcsikakBu I MpEAYNPEXKACHUS, KOUMO ca HeOOX00UMU, 3a 0a ce 2apanmupa nPpasuiIHama
ynompeoa, 6KI0UUMENHO, KO2ZAMO € YMECMHO, 0a ce 2apanmupa paymHama ynompeoa
Ha AHMUMUKDPOOHU cpeocmeda.
14. 3a ’KMBOTHH, OTIJIEKIAHU 3a IPOU3BOJCTBO HA XPaHHU, U 3d HCUBOMHU C UEHHA KOXCA CE
nocousa: ,, Ta3u peuenTa He MOXe Jja ce U3M0I3Ba IIOBTOPHO®.
15. CnenHute JaHHU, KOUTO CE MOM'BJIBAT OT JIOCTaBUYMKA HA MEIMKAMEHTO3HUS Qypak WK OT
MPOU3BOUTENS Ha (Pypax B CTONAHCTBOTO:
MM€ WIN ThPrOBCKO HAUMEHOBAHUE U aJIpEC;
JlaTa Ha JOCTaBKa WJIM Ha IPOM3BOJICTBO B CTOINAHCTBOTO;
napmuoen Homep Ha NPeOOCMAGeHUA CPEUy peyenmama MeOUKamMeHmo3ex
Qypasic, ¢ uzkniouenue Ha npoussooumenume Ha Gypaic 6 CHONAHCMEOmo.
16. Ilonnuc Ha JOCTaBUMKA 00 JAUUEmMO, KOEmo Om2iexcoa MNcueomHume, WIN Ha
MIPOU3BOAUTENS HAa (Pypaxk B CTOMAHCTBOTO.
13329/18 mlk/nb 64

IMPUJIOXXEHUE GIP.2 BG



IMPHJIO)KEHUE VI

Ta0danma HA CLOTBETCTBHETO CHLIVIACHO YIEH 25

JAupexkTusa 90/167/EUO HacrosiluusT perjiaMmeHt
Unen 1 Unen 2
Yen 2 Uien 3

Unen 3, maparpag 1

Unen 5, maparpag 1

Uirten 3, maparpad 2

Unen 4, maparpad 1

Unen 4, unen 5, naparpad 2, 4ien 6, uieH 7,

naparpad 1, unen 13, unen 16 u npunoxenue I

Uiten 4, maparpad 2

Unen 5, maparpad 1

Ynen 10

Unen 5, maparpad 2

Unenose 4 u 7 u npunoxenue [

Yieu 8

Ynen 6

Unen 9 u npunoxenue 11

Yneu 7

Unen 8§, maparpadu 1 u 2

Yieu 16

Unen 8, maparpad 3

Unen 17, maparpad 6

Unen 9, maparpad 1

Unen 13 u unen 17, maparpadu 1 u 2

Unen 9, nmaparpad 2

Unen 9, maparpad 3

- Unen 11

Usnen 10 Unen 12, maparpad 1
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Ynen 14

Ynen 15

Unen 17, maparpadu 3,4 u 5

Unen 17, maparpad 7

- Unen 18
Unen 11 -

UYien 12 Yien 19
- Unen 20
- Unen 21
- UYnen 22
- Unen 25
- Unen 26
Unen 13 -

Unen 14 Unen 12, maparpad 2
Unen 15 -

Unen 16 -

[Ipunoxenue A

[Ipunoxenune V

[Ipunoxenue b

[Ipunoxenue 11

IIpunoxenue IV
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