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JIEJIJETOBAHUM PEIVIAMEHT KOMICII (€C) 2021/1691

Big 12 munus 2021 poky

Nnpo BHeceHHd 3MiH 10 yacTuHM I Pernamenty €Bponeiicbkoro Ilapaamenty i Paan (€C) 2018/848

o0 BUMOI' BCICHHA IlOKyMeHTalIﬂ onmeparopamMu OpFaHi‘lHOFO BP[pOﬁHP[IITBa

(Teker cTocyerbest €EID)

€BPOIIEMCHKA KOMICI,

Bepyuu no yearu Jlorosip npo ¢pyukiionysanus €sponeticekoro Coro3y,

Bepyumn 1o yBaru Pernmament €Bporneiicbkoro [lapnamenty i Pagu (€C) 2018/848 Bin 30 tpaBus 2018 poky

PO OpraHivHe BUPOOHHUIITBO ¥ MapKyBaHHS OpPTaHIYHHUX MPOMYKTIB i ckacyBaHHs Permamenty Pamm (€C)
Ne 834/2007 (1), i 30kpema iioro crarrtio 34(8),

OCKINBKY:

)

@)

)

“4)

)

(6)

Homarok 1I mo Permamenty (€C) 2018/848 BH3HaYae TEBHI BHMOTH IIOAO BEICHHS JTOKYMCHTAIlil
BIZTHOCHO JICSKMX KOHKPETHHX MPaBWJI BUPOOHUITBA. JIOKyMEHTAIlisi MOXe MaTH 3Ha4eHHs s Iiiei
MPOCTEXKYBAHOCTI, BHYTPIIIHROTO KOHTPOJIO SKOCTI Ta OIIHIOBAHHS BiJIOBITHOCTI JETAIbHUM
MpaBUJIaM OPraHIYHOTO BUPOOHUIITBA, BCTAHOBICHUM Y 3TaJaHOMY JIOJATKY.

He3Bakarounm Ha IMOJIOKEHHS INOMO BEACHHsS JOKyMeHTallil, Bu3HadeHi y crarri 9(10), mynkti (c),
crarti 34(5) i crarti 39(1) myskri (a) Pernmamenty (€C) 2018/848, HaneXuTh YTOUHUTH MiHIMaJbHI
BHMOTH IIIOJI0 BEJCHHS JIOKYMCHTAIIl B KOXKHIN 31 chep BUPOOHUIITBA, OXOTUICHUX PI3HUMH YaCTHHAMHU

nonarka Il no sramanoro Pernmamenty.

HeoOxigHO TakoXX JJomaTH OKpeMi KOHKPETHI CJIEMEHTH, 0I00 3a0e3Me4YuTH IMOCTIIOBHICTh 1
rapMOHI30BaHy OCHOBY JUIsl BEJCHHS JIOKYMEHTAIlil, sika BBA)KAETbCS OCOOJMBO Ba)K/IMBOKO, 100 JIaTH
oreparopaM MOXJIMBICTh HagaBaTH JOKa3W e(EeKTUBHOTO 3acTOCYBAaHHS TMPABHI OPTraHiYHOTO

BHPOOHUIITBA.

3wminun, BHeCeH] M PermamMenTom, He 0OMEXYIOTh BUMOTH OO BEACHHS JOKYMEHTAIli{, BCTAHOBIIEH] Y
iHmux akrax Coro3y, 30KpeMa IIOJ0 XapyOBUX MPOAYKTIB 1 iX Oe3MeYHOCTi, KOPMIB 1 iX Oe3meYHOCTI,
310pOB’s Ta A0OpoOyTy TBapWH, 3A0POB’S POCIHH, 3aXHCTY POCIHH Ta PENPOAYKTHBHOTO Marepiaiy
pocmua. OTxe, g nineir Permamenty (€C) 2018/848, oneparopu, siKi BKe BHKOHYIOTH BUMOTH IIOJO
BEJICHHS JOKyMCHTAIll 3rigqHo 3 iHImuMH akTaMu Coro3y, MOBHHHI JOKYMCHTYBAaTH TUIBKH JOIATKOBI
€JIeMEHTH, $Ki J03BOJIIIOTH BepH(]IKyBaTH IOTPUMAHHS IPaBHJ OPraHIYHOrO BUPOOHHWITBa, 0€3
HeoOXigHOCTI iX ayOnroBaru. [Ipore Okpemi BUMOIHM IIOMO BEACHHS JOKYMEHTALl MOBTOPIOIOTHCS B
nmonatky 1l mo Permamenty (€C) 2018/848 3i 3miHamMu, BHECEHUMH ITUM PerntaMeHTOM, OCKUIBKH BOHH €
aKTyaJbHUMH JUIS ONIEPaToOpiB y TPETiX KpaiHax.

Ilo crocyeTbcss MmpaBWI [IOAO POCIMHHUITBA, JUIA LiIeH JOKYMEHTYBaHHS JaHHX CTOCOBHO
BHUKOPHCTaHHS TOOPHB 1 METIOpaHTIB HEOOX1THO BKITIOYNTH KOHKPETHI MapaMeTpH 3aCTOCYBaHHSA, Oepydn
JIO0 yBAary, M0 BUKOPUCTAaHHS JOOPHUB y OpraHigTHOMY BUPOOHHIITBI Mi/IJIsiTrae 0OMEXEHHSM 1 3a KUIBKICTIO,
1 3a SIKICTIO, K1 CJIiJl BpaXOBYBAaTH, KOJIM arpOTEXHIYHUX 3aXO/iB HEMOCTATHHO IS 33J0BOJICHHS HOTPEO

POCJIVH y KUBJICHHI.

BukopucranHs 3ac00iB 3aXUCTy POCIVH 1 MIPOAYKTIB IS OYMINCHHS U Je3iHdeKIlii, 30kpema OioIuIiB i
MHUHHUX 3aC001B, MiIATa€ OOMEKECHHSIM B OPraHIYHOMY BHPOOHUIITBI I 0OMEKYEThCSI BUIAIKAMH, KOJTH
TIPEBEHTHBHI 3aXO[¥ HE TIOMEPEIIN TOSABY Ta MOMIMPEHHS IIKiTHUKIB i XBOpPOO, i B yCiX BHITaaKax
MIPOIyKTaMM Ta pEYOBMHAMHU, 3aTBEPKCHUMH BiIMOBIAHO 10 cTaTTi 24 Pernamenty (€C) 2018/848. bes



(7

®)

)

OOMEKEHHS BHMOT IIIOJI0 BEACHHS [OKYMEHTAllii, BCTaHOBJIEHMX Yy Permamenrax €BpoOneHchKOro
[apmamenTy i Pamu (EC) Ne 1107/2009 (%) i (EC) Ne 852/2004 (%), HeoOXiHO BUMAraTH Bijl OnepaTopin
JIOKYMEHTYBAaTH JETajbHI YMOBHM 3aCTOCYBaHHS, KOJIM IM JOBOJMTHCS BJABATUCS 10 BHKOPUCTAHHS
3aco0y 3axXHCTy pPOCIWH, Oiomumay abo MUMHOTO 3aco0y, HmI00 MOBECTH, Y BIAMOBIMIHUX BHITAIIKAaX,
JIOTPUMAaHHS YHHHUX 00MEXeHb, PEKOMEH/IAIliH MOI0 YaCTOTH Ta Mepioy 0 30MpaHHs BPOXKAFO.

OCKiJIBKY 3eMeNbHI TUISTHKE MOXKYTh MaTd Pi3Hi XapaKTepUCTUKH H Ha HUX MOXYTh BHPOIYBAaTH Pi3Hi
KyJIbTypH, arpOHOMIYHI YMOBM MOXYTh pi3HHTHCS. lle o3Hauae, mo B pasi 3acTOCYBaHHS 30BHIIIHIX
BXIIHMX NPOAYKTIB iX BMKOPUCTaHHSA Ha PI3HUX IOUIAHKaX pi3HUTHMETbcA. OTiKe, 30BHILIHI BXiJHI
MPONYKTH CIIiJi JOKyMEHTYBaTH JJIS JUISHKY, HA SKi BUKOPUCTOBYIOTH TaKHil BXiTHUHI MPOLYKT, 100
JaTH OIepaTopaM MOXKIUBICTh KOHTPOJIIOBATH C(PEKTHBHICTH I HaJAaBaTH BIAMOBIMHI JOKYMEHTH IS
1iJIeH MPOCTEXKYBAHOCTI, a TAKOXK, Y BIANOBIIHUX BHUIAAKaX, JOKYMEHTAIbHI MiATBEP/UKEHHS, OB’ A3aH1
3 Oyab-KUM BIJCTYIOM BiJ MPaBHJ IIOAO POCIMHHHIITBA, OTPUMAHWUM BIAMOBIAHO 10 myHKTY 1.8.5

yactunu | nonatka Il o Pernmamenty (€C) 2018/848.

[Ilo crocyeThcs 3aroTiBii TUKOPOCIB Ta MPOAYKTIB 3 HUX, HEOOXiJHO BUMAraTw BiJ OIepaTopiB
JIOKYMEHTYBATH BiMITOBiAHI BUAM W KUTBKOCTI, @ TAKOXK IEPIOTN 3arOTiBII B KOHKPETHOMY IPHUPOTHOMY
CCpelOBHIIl ICHYBaHHS, 1100 3a0e3MEUMTH MPOCTEXKYBaHICTh 1 BepuQikaliio BiANOBIAHOCTI yMOBaMm

MPUPOAHOTO CEPEOBHUIIA iICHYBaHHS.

IIlo cTocyeThCs IpPaBUII IOAO TBAPHHHHIITBA, 3 ONISAAY HAa MOXJIMBI BHHSATKH 3 TaKHX IPABHI, IO
3aCTOCOBYIOThCS 3rifiHo 3 myHkramu 1.3.4.3, 1.3.4.4, 1.7.5, 1.7.8, 1.9.3.1(c) ta 1.9.4.2(c) uactunu II
momatka Il ngo Permamenty (€C) 2018/848, omeparopu TmOBMHHI 30epiraTé JOKyMEHTaJbHI
MIATBEPKCHHS, IIOB’S3aHi 3 TAaKUMH BIJICTYNMaMH, MO0 3a0C3MEYUTH MOMKJIHMBICTH TMPOCTSIKUTH 1

[POKOHTPOJIFOBATH BiJIIIOBIIHICTh YMOB 3aCTOCYBaHHSI.

(10) be3 obmexenHs BuMor PermamentiB €Bpomeiickkoro Ilapmamenty i Pagm (€C) Ne 852/2004 i (€C)

2016/429 (4), oreparopy IOBHHHI JETaTbHO JOKYMEHTYBaTH TOXO/KEHHS TBapWH, SKi BBOAATH Y
TOCIIOZIAPCTBO, 1 30epiraTé iXHIO BiINOBIIHY IOMNEPEIHIO BETEpUHApHY AOKyMEHTaIlifo, 1100 MarTu
MOXJIMBICTh 3a0€3MEeYNTH MPOCTEKYBAHICTh 1 TOBECTH BiANOBIAHICTE KOHKPETHUM YMOBaM, BU3HAYEHUM

y wactuHax Il # Il momarka I mo Permamenty (€C) 2018/848.

(11)Kpim 1poro, mo0 JOKyMEHTYBAaTH BIJMOBIJHICTh OO0 3aJ0BOJICHHS BUAOCHCIM(IUHUX XapuOBUX

moTped, 1 JTOTpUMaHHSA TPAaBWI XapdyBaHHS, BCTAHOBICHHUX IS PI3HUX TPYI TBapuH y dacTtuHi [l
noxnarka Il no Permamenty (€C) 2018/848, onepaTopu MOBHHHI 1ETalbHO JOKYMEHTYBATH PEKUM TOIIBII
Ta MACOBUIIHUX TIEPIOIIB.

(12) Be3 obOMekeHHST BUMOT IIIOIO BEIACHHS MOKYMCHTAIlli Ta imeHTHdIKaIii, BCTaHOBIECHNX y Permamenrax

€Bponeiicekoro mapiaamenty i Pamm (€C) No  852/2004 1 (€C) 2016/429, Permamenti (€C)
Ne 1760/2000 (°), a Takox B Jlupextusi €sponeiicskoro I[apmamenty i Pagu 2001/82/€C (°), 3 ornsany Ha
KOHKPETHI OOMC)KCHHS, BCTAHOBJICHI 3TITHO 3 TIPAaBWJIAMH OpPTaHIYHOTO BHPOOHHUIITBA, JOIIJILHO
BCTAHOBHUTH JISsIKI KOHKPETHI BUMOT'H 11[0/I0 JJOKYMEHTYBaHHS BETEPUHAPHOI'O JIIKYBaHHS Ta OUMILCHHS U
ne3iadexIii OymiBenb, CIopya i TBapWH, OO MaTH OleparopaM MOXIIMBICTh JOBECTH KOMIICTCHTHOMY
oprany abo OpraHy KOHTPOJIO, IO BiJNOBiHI BUMOTH BHUKOHYIOTBCS, BOJHOYAC JIO3BOJSIOUN

Bepu(iKyBaTy e(EKTUBHICTH 1 JOTPUMAHHS KOHKPETHHX MEPiOJiB OUiKyBaHHSI.

(13)be3 oOMekeHHS BHMOT IIIOMO IIPOCTEKYBAHOCTI, BCTAaHOBICHWX Yy PermamenTti €Bponeichbkoro

Hapnamenty i Pagu (€C) Ne 178/2002 (7), mo6 3a6e3medynty IpPOCTEXYBaHICTh i BepUikaIliio
JOTPUMAaHHS MPaBHJI OPraHIYHOTO BUPOOHHIITBA, BKIIOYHO 3 TIPABHJIAMH LIONO MEPEXiTHUX MEPIOAIB IS
pi3HHX BHIIB, HEOOXiqHO, MO0 ONEeparopy BeJd JeTajbHYy JOKYMEHTAII0 MO0 KOXXHOI TBAPWHH, SKa

IMOTpaIuIsi€ B rocrnoaapCcTBo a0o 3aJIUIIae HOro.

(14) Cepen BUMOT 110A0 MPUMILLEHD JUTS YTPUMaHHS Ta METOIIB YTPUMAaHHS NTHLI € KOHKPETHI BUMOTH, SIKi

CTOCYROTHCS IEBHUX CUCTEM BHUPOIIYBAHHI B YaCTHHI nepiozxiB, KOJIN HpI/IMiH_IeHHH MAarOTh 3aJIUIIATUCA



nopoxuiMu. HeoOxigHo 30epiraté BiAMOBiIHI JOKYMEHTANbHI [0Ka3H, 1100 3a0€3MCUUTH HAJICHKHUN

MOHITOPHHT.

(15) BpaxoByrouu 3Ha4€HHs PO3TAIlyBaHHs MACiK Y MiCLEBOCTSIX, sIKi MAIOTh 3a0€3ME€YNTH HAsBHICTh HEKTApy
il MUKy 3 OpraHiYHO BUPOIIEHUX KYIBTYp a00 3 IPUPOIHUX He3aOpyAHEHHX IUIONI, a00 3 KYIBTYp, A0
SKUX 3aCTOCOBYIOTH METOJM 3 HE3HaYHUM BIUIMBOM Ha MJOBKULIA, INOO0 YHHUKHYTH OyIb-sIKOTO
3a0pyIHEHHsS Macik, ONeparopd MOBMHHI MaTd KapTy IUIOLI, SKi BOHHM BHUKOPUCTOBYIOTH, & TaKOX

JIOKYMEHTYBaTH BHKOPUCTAHHA BCiX 30BHIIIHIX BXiIHUX MPOAYKTIB Ta BUKOHAHI MO0 BYIHKIB Omepariii.

(16) llo crocyeTbest MpaBwil MO0 TBAPUH aKBAKYJIBTYPH, 3 OIVISAY HA MOXIIUBI BIJICTYITH BiJl TAKUX MPaBHII,
IO 3aCTOCOBYIOThCS 3rigHO 3 myHKkTamu 3.1.2.1(d) ta (e) wactunu Il monarka II mo Permamenty (€C)
2018/848, omeparopm TMOBHHHI 30epiraTd MTOKYMCHTAJIbHI IMIATBEPIKCHHSA, ITOB’SI3aHI 3 TaKUMH

BiZICTyNamMH, 100 3a0€3MeUNTH MPOCTEKYBAHICTh 1 KOHTPOJb BiAMOBITHOCTI YMOB 3aCTOCYBaHHS.

(17)3oxpema, BUKOPUCTAHHS 30BHIITHIX BXIAHHUX MPOMYKTIB IMiJIsTae OOMEKEHHSM 3TimHO 3 PermamenTom
(€C) 2018/848 1 Mae HOKYMCHTYBaTHCS, SK y BHIAAKy XOOpHB ab0 IOXXKHBHHX PCUOBHH, SKi
BUKOPUCTOBYIOTh Y BUPOOHUITBI OPraHi4YHUX BOAOPOCTEM, SKi MOXKYTb OyTH BHKOPUCTaHI TIJIbKU TOII,
SIKTIIO BOHH ITOTO/KEHI BiATIOBIIHO J0 cTATTi 24 3ramaHoro PermaMeHTy, i Take BUKOPUCTAHHSI OOMEKeHE
3aKpUTUMH TIPUMINICHHSMH Ta 3aCTOCOBYEThCS 3a TMeBHUX yMOB. OTxe, omeparopu I[TOBUHHI

JIOKYMEHTYBATH TaKi BUIIQJAKH BUKOPUCTAHHS, 100 JOBECTH BiJINOBIIHICTh YMOB 3aCTOCYBaHHSI.

(18) HeoOxinHO TakoX BCTAaHOBHTH BHUMOIM 10 BEICHHSA JOKYMEHTalii IO BIIHOIICHHIO IO KOHKPETHHUX
MOJIOKEHb LIO0 MOJIOIHSKA JUId LiIed pPO3BENEHHS Ta Haryiy, 30KpeMa I10J0 TOYHOIO 4Yacy iX MOsSBU
MPOTATOM LUKy BUPOOHUIITBA TBAPHH 1 TIOYaTKOBOTO TEPEXITHOTO MEPiomy.

(19) Pexxumu romiBii TBapWH aKBaKyJIbTYpH CIPSIMOBaHI Ha 3aJ0BOJICHHS KOHKPETHHX XapuyoOBHX MOTped
KO)KHOTO BHJly Ha Pi3HHX eTamax po3BUTKY. OTxe, BpaxOBYIOUH JICTajIbHI TOJIOKCHHS 100 TO3BOJICHUX
KOPMOBHX MatepialliB, BKJIOYHO 3 MarepiajJaMd HEOPraHiYHOTO TOXO/DKEHHs, CJIiJl JOKYMEHTYBaTh
PEXMM TOZIBITI KO)KHOTO BiIIOBiTHOTO BULY, BKIIOYHO 3 JAHWMU JJISI PI3HUX €TaIiB PO3BUTKY.

(20) B ocHOB1 0XOpOHM 370POB’S TBapHWH aKBAKYJIBTYpPH JIEKHTH NMPOQiIaKTHKAa Ta MOHITOPHHT A0OpOOYyTY
TBapuH. ToMy HEOOXiTHO TOKYMEHTYBATH Pi3Hi 3aX0/H, BKUTI 3 METOIO 3BECTH JI0 MiHIMyMY NPOBEACHHS
BETCPUHAPHOTO JIIKyBaHHS, SIKC MUIATae CyBOPUM OOMEKECHHSM IOAO YacCTOTH Ta KUIBKOCTI, 3aJICKHO
BiJl TPUBAJIOCTI YKUTTEBOTO IUKJIY BIAMOBIAHOTO Buay. HeoOximHO copMynroBaTH BiJMOBIHI BUMOTH
OO BEACHHS TOKYMEHTAIIii.

(21)HanexxHi mpakTUKW TOCIOApIOBAHHS BHU3HA4YalOTh A0OpOOyT TBapuH. Y KOHTEKCTI aKBaKyJIbTypH
BOXJIMBUM (aKTOpoM JJisi J0OpOOyTy TBapuH € SIKICTb BOXM ¥ OOMEXEHHs! ILIIBHOCTI PO3MIlLEHHS Ta
BiNOBiMHI (i3uko-XiMiuai mapamerpu. OTxe, HEOOXiTHO JOKYMEHTYBATH Taki JaHi, a TAKOK THM i 4ac
BTpy4YaHb, MPOBEACHUX 13 METOK MOHITOPHUHTY MiATPUMAaHHS HaWKpallMX yMOB JJsI TBapHH
aKBaKyJBTYPH, Ta 3aXO[H, BXXUTI U1 JOTPUMaHHS MPABUJI OPTaHIYHOTO BUPOOHMITBA HA Pi3HUX eTamax
PO3BUTKY TaKMX TBapuMH. B opraniuHiii axBakydabTypi [O3BOJICHE BUKOPHUCTaHHS aepauii, aye
BUKOPHCTAHHS KUCHIO OOMeXeHe KOHKpPeTHUMH Bumankamu. OTxe, HeoOXiJHO TOKYMEHTYBAaTH IIi TUIH

BTpyYaHb.

(22)be3 oOMexxeHHsT BUMOT MIOAO BEISHHS JOKyMeHTallil 3riqHo 3 Permiamentom (€C) Ne  852/2004,
oreparopy, SKi BUPOOISIOTE OpraHiuHi mepepoOiIeHi XxapuoBi NpoaykTu Ta/abo opraHiuHi mepepodieHi
KOpPMH, IIOBMHHI BECTU IETaJbHY AOKYMEHTAII0 3 METOI0 JOBECTH NOTPUMAHHS IPABHJI OPraHidHOTO
BUPOOHMIITBA, 30KpEMa B YaCTHHI 3alOODKHUX 3aXOfiB, AKI BKUBAIOTh Ul 3a0€3IMEUeHHs CIIPaBKHOCTI
OpraHiYHHUX MPOMYKTiB, KOHKPETHUX YMOB BHKOPHCTAHHS 30BHIIIHIX BXiJHUX MPOAYKTIB Ta NMPOAYKTIB
JUTS. OuMIIeHHs i ne3indekmii. KpiM mporo, mo6 3abe3neuntu Hale:xxHy Bepudikallito 0alaHCy BXIAHUX 1
BUXIIHUX MPOMYKTiB, OIEparopy TIOBUHHI 30epiraTh HasBHI JaHi MOIOA0 BUKOPHUCTAHWX BXIiTHUX
NPOAYKTIB, a y BHIAAKy OaraToiHIpeli€HTHUX NPOAYKTIB — MOBHY PELEHTYPY/CKIaA, a TaKoX, y
BiJIMIOBIJHMX BHIAJKAaX, JOKYMCHTAbHI MiIATBEP/PKEHHS MOrO[KCHb HA BHUKOPHUCTAHHS HEOPTaHIYHHX

CLITBCBHKOTOCIIONAPCHKUX IHTPEMi€HTIB BiAMOBiHO 110 cTarTi 25 Permamenty (€C) 2018/848.



(23)Bbe3 oOmexeHHS BUMOr ILOAO BeAEHHs AokymeHrawii 3rimHo 3 Permamentom (€C) Ne  852/2004,
OIIepaToOpH, SIKi BUPOOIISIOTH OPTaHiuHe BUHO, IOBUHHI BECTH JIETaJIbHY JOKyMEHTALIII0 3 METOIO 0BECTH
JIOTpYMaHHS IPaBWJI OPraHIYHOTO BHPOOHUIITBA, 30KpeMa B YaCTHHI OyAb-SKHUX 30BHIIIHIX MPOIYKTIB 1

PEYOBWH, BUKOPUCTAHKUX y BUPOOHHUIITBI BUHA Ta IJII OUHIICHHS U Ae31H(EeKIIil.

(24)Bbe3 oOMekeHHS BHMOT IIOJO BEACHHS MOKyMeHTamii 3rimHo 3 Permamentom (€C) Ne  852/2004,
OIepaTopH, sIKi BUPOOJISIOTH OpraHiyHi APiKAXKi, MOBHMHHI BECTH NETAbHY IOKYMEHTALII0 3 METOIO
JIOBECTH TOTPUMAHHS IPaBUJI OPTaHiYHOTO BHPOOHWIITBA, 30KpeMa B YACTHHI NMPOAYKTIB 1 PEUOBHH,

BUKOPUCTAHUX Y BUPOOHUITBI APLK/DKIB Ta U1l OUUINEHHS i qe3iH(eKii.
(25)V 3B’s3ky 3 mum 1o noxaatka I mo Permamenty (€C) Ne 2018/848 HeoOXiqHO BHECTH BiIIOBITHI 3MiHH.

(26)3 meroro 3abe3nedeHHs SICHOCTI Ta IOPUAWYHOI BU3HAYEHOCTI mei PermiameHT 3acTOCOBY€ThCS 3 JaTv
3acrocyBanHs Permamenty (€C) 2018/848,

VXBAJIWJIA LIEU PETJIAMEHT:

Cmamms 1

Buectu 3minu g0 nopatky Il no Pernamenty (€C) 2018/848 3rizHo 3 monatkom 10 1poro Pernmamenty.

Cmamms 2

Ieti PernmamenT HabyBae YMHHOCTI HA ABAALSITHA NEHb Michs Horo myOmikamii B Ogbiyitinomy 6icHuxy

Esponeticvrkozo Coto3y.

Bin 3actocoByetbes 3 1 ciunst 2022 poky.

Lleit PermameHT 00OB’s3KOBUIT y MOBHOMY 00Cs3i Ta mijyarae mpsMOMY 3acTOCYBaHHIO B

yCiX AeprkaBax-djeHax.

Bunneno y bprocceni 12 numas 2021 poky.
3a Kowiciro

Ipesuoenm
Ursula VON DER LEYEN

(') OB L 150, 14.06.2018, c. 1.

() Permament €sponeiicbkoro IMapmamenty i Pagu (€C) Ne 1107/2009 Bin 21 xopras 2009 poky MO0 BBEEHHS B 06ir 3aco6iB
3aXMCTY POCJIMH 1 po ckacyBaHHs qupektus Pagu 79/117/€EC 1 91/414/€EC (OB L 309, 24.11.2009, c. 1).

() Pernament €Bponeiiceroro [Tapnamenty i Pagu (€C) Ne 852/2004 Bix 29 xsitHst 2004 poky 1po ririeny xapyoBux npoxaykris (OB
L 139, 30.04.2004, c. 1).

(*) Permament €spomeiickkoro Ilapmamenty i Pamu (€C) 2016/429 Bin 09 6epesns 2016 poKy IIpo TPAHCMiCHBHI 3aXBOPIOBAHHS TBAPHH
i BHECEHHs 3MiH Ta CKacyBaHHs IMEBHUX JIiil y rajy3i OXOpOHH 3/10poB’si TBapuH (3aKOH MpPO OXOpOHY 310poB’s TBapuH) (OB L 84,
31.03.2016, c. 1).

() Permament Csponeiicbkoro IMapnamenty i Pagu (€C) Ne 1760/2000 iz 17 numus 2000 poKy Npo BCTAHOBJIEHHS CHCTEMH
ineHTHdiKamii i peecTpamii Bemukoi poraroi XymoOHW Ta IIOAO0 MapKyBaHHS SUIOBHYMHM 1 NPOAYKTIB 3 SUJIOBHYMHH, a TaKkoX IIPO
ckacyBanHs Pernmamenty Pagu (€C) Ne 820/97 (OBL 204, 11.8.2000, c. 1).

(®) Jlupextusa €mpomeiicskoro Ilapmamenty i Pagu 2001/82/€C Bix 06 muctomama 2001 poxy mpo kozmekc CIiBTOBapHCTBa CTOCOBHO

BETEPHHAPHUX JIiKapchkux 3acobiB (OB L 311, 28.11.2001, c. 1).

() Pernament €nponeiickkoro IMapnamenty i Pagu (€C) Ne 178/2002 Bizt 28 ciuns 2002 poKy Npo BCTAHOBJIEHHS 3aralbHUX MPUHIAITIB
1 BUMOT Xap4oBOTO IIpaBa, CTBOPEHHS CBPOIECHCHKOrO OpraHy 3 OE3MEYHOCTI XapyoBHX IPOAYKTIB Ta BCTAHOBICHHS IPOLEAYP Y
MIITaHHAX, OB’ A3aHMX 13 Oe3meuHicTio XxapyoBux npoxykris (OB L 31, 01.02.2002, c. 1).

JTIOJATOK

Ho momatky Il mo Permamenty (€C) Ne 2018/848 BHECTH TaKi 3MiHU:



1.

Buecru Taki 3MiHu B yacTuHy [:

(2)

(b)

(c)

(d)

(e)

Jpyre pedeHHs MyHKTY 1.9.3 BUKIacTH B Takiil pefaKiiii:

«Omneparopu TOKyMCHTYIOTh BHKOPHUCTAHHS TaKHX HPOAYKTIB, BKIIOYHO 3 JaTol0 abo JaTaMu
BUKOPUCTAHHSI KOXXHOI'O IMPOAYKTY, HA3BOIO MPOAYKTY, 3aCTOCOBAHOI KIJIBKICTIO Ta BiAINOBIAHUMH

KyJBTYpaMHy i JISTHKaAMH.»;
npyre peueHHst myHKTy 1.10.2 BUKIIaCTH B Takid peaakiii:

Omneparopu BenyTh MOKYMEHTALilo, IO JOBOAMTH HEOOXIAHICTb BUKOPHUCTAHHS TAaKUX IPOIYKTIB,
BKJIFOYHO 3 Jaror0 abo JaTaMy BHKOPUCTaHHA KO)KHOTO TIPOAYKTY, Ha3BOIO MPOAYKTY, ioro
AaKTMBHUMM DPEYOBHHAMH, 3aCTOCOBAHOK KUIBKICTIO, BIATIOBITHMMHU KyJABTYpaMH W IUISHKAMH, a

TaKOX MIKiAHUKOM ab0 XBOPOOOI0, 3 SKUMHU HEOOX1THO OOPOTHUCS.»;
MyHKT 1.11 TOTIOBHUTH PEYECHHSAM TaKOTO 3MICTY:

«Ormepatopu JOKyMEHTYIOTh BUKOPHCTaHHS TaKUX IPOAYKTIB, BKJIIOYHO 3 JIaTol0 abo JaraMu
BUKOPHCTAHHS KOKHOTO IPOMAYKTY, Ha3BOIO NPOAYKTY, HOTO aKTUBHHMH PCUOBHHAMH Ta MiCLEM
TaKOr0 BUKOPHCTAaHHA.»;

yHKT 1.12 JOITOBHUTH PEYCHHSM TAKOTO 3MICTY:

«Omepatopwu, 30KpeMa, TOKYMEHTYIOTh BCi 1HIII 30BHIITHI BXiAHI IPOMXYKTH, BUKOPUCTAHI Ha KOXKHIH
JINSHIN Ta, Y BINMOBIIHUX BHMAJKaX, 30epiraloTh JOKYMEHTaJbHI MiJITBEP/DKEHHS 3aCTOCYBaHHS

KOXKHOTO BiJICTYITy Bijl MPaBUJI BUPOOHHIITBA, TOTOPKEHOTO BIIMMOBITHO JI0 MyHKTY 1.8.5.%;
JI0 TIYHKTY 2.2, TomaTH maparpad Takoro 3MicTy:

«OmnepaTopu TOKYMCHTYIOTh TEpioA 1 Micie 30MpaHHS, BIiINOBIAHI BHAM W KUIBKICTH 310paHHX

JUKOPOCIB.»;

Brectn Taki 3minu B yactuny 11:

(a)

(b)

(©)

(d)

1o myHKTy 1.1 momatu maparpad Takoro 3micty:

«Ormeparopu 30epiraloTe HasBHI JOKYMEHTaJbHI MiATBEPIKEHHS 3aCTOCYBaHHS BCIiX BiJICTYIIB BiJ
MpaBWJI TBAPUHHMIITBA, TIOTOKEHUX BiMMOBiAHO a0 myHKTiB 1.3.4.3, 1.3.4.4, 1.7.5, 1.7.8, 1.9.3.1(¢c)
ta 1.9.4.2(¢c).»

JonaTy Takuil nyHkT 1.3.4.5:

«l.34. 5.OnepaTopH JOKyMEHTYIOTh 200 30epiraroTh JJOKYMEHTAIbHI MiATBEPXKEHHS TOXO/KEHHS
TBapHH, 11eHTH(IKYIOUH TBAPWH 3TiTHO 3 BiINOBITHAMHA CUCTeMaMH (KOXKHY TBapHHY a00
MapTi0/3rpato/ByiNK), BETEpUHAPHY JOKYMEHTAIIII0 BBEIEHUX Y TOCIOAAapPCTBO TBAPHH,

Jary MpuOyTTS Ta MepEXiTHUNA TIEPioz.»;

JoJ1aTy Takuil myHKT 1.4.4:

1.4.4. BeneHHsi JOKyMeHTAaIil 010 PeXKUMY ToiBJIi

Oneparopy JOKyMEHTYIOTh PEXKHM TOIBII Ta, Y BIAMOBIIHAX BUIaJIKaX, TACOBUIIIHUH Tiepios. BoHu
JIOKYMEHTYIOTh, 30KpeMa, Ha3By KOPMIB, BKIFOUHO 3 (JOPMOIO BHKOPHUCTAHOTO KOPMY, HATIPUKIIAJ,
KOpMOBa CYMIIII, IIPOTIOPITiT Pi3HUX KOPMOBHX MaTepiaiiB y paIlioHi Ta MpOIopIlii KOPMIB 3 BIIACHOTO
rOCHoZIapcTBa ab0 3 TOTO CaMOrO PETIOHY Ta, y BIANOBIHUX BHIAJKaX, MEPIOAH JIOCTYIY JO
MacoBHUII, MEPIOJAM MEPEMIllleHb, 0 SKHUX 3aCTOCOBYIOTHCS OOMEKEHHS, Ta JOKYMCHTAJIbHI

MiTBEPIKSHHS 3aCTOCYBaHHS MyHKTIB 1.4.2 i1 1.4.3.»;
10 yHKTy 1.5.1.6. 1oatu pedeHHs Takoro 3MicCTy:

«Oneparopy JHOKYMEHTYIOTh BUKOPHUCTAaHHS TaKUX NPOAYKTIB, BKJIIOYHO 3 Jaror abo aaramu
BUKOPHUCTAHHS IPOILYKTY, Ha3BOIO IPONYKTY, HOr0 AKTMBHUMH PEUYOBHHAMU Ta MICIEM TaKOIO

BUKOPUCTAHHA.»,



(e) momartw Takmit myHKT 1.5.2.7:
. 5‘2.7.OnepaT0pH JIIOKYMEHTYIOTb 200 30epiraroTh TOKYMEHTAIbHI MiATBePIKEHHS OYIb-IKOTO
3aCTOCOBAHOTIO JIIKyBaHHS Ta, 30KpeMa, 11eHTH(iKaIliI0 TBApHH, SIKI MiATaBaInucs
JKyBaHHIO, ATy JiKyBaHHI, iarHO3, JO3YBaHHS, Ha3BY JIIKAPCHKOTO 3ac00y Ta, y
BIANOBIIHMX BUIIAJIKaX, PELEIIT BETepUHAPa Ha BETEPUHAPHE JIIKYBaHHS Ta Nepiox
OYiKYBaHHS, SKUH 32CTOCOBYIOTD, ITEPII HiXK POAYKTH TBAPHHHUIITBA MOXKHA

peati3oByBaTH i MapKyBaTH K OPraHidHi.»;

(f) momaru takumii myHkT 1.7.12:
«l.7. 12.OHepaTOpI/I JIOKYMEHTYIOTh 200 30€piratoTh JOKYMEHTAIBHI MM ITBEPIPKEHHS BCIX
KOHKPETHHX 3aCTOCOBAHMX OIepaLiil i 0O0TpyHTyBaHHS 3acTOCyBaHHI MyHKTY 1.7.5, 1.7.8,
1.7.9 a6o 1.7.10. Lo cTocyeThes TBapHH, SKi BUOYBarOTh 3 TOCIOAAPCTBA, Y BIAMOBIAHUX
BUTIA/IKaX JIOKYMEHTYIOTh TaKi JAaHi: BiK, KIJIbKICTh TBApPHH, Macy TBapWH Ha 3a0iil,
BIJIMIOBIHY iIeHTU}IKAIi0 (KOXKHOT TBApUHH a0 MapTii/3rpai/Byinka), 1aty BUOYTTS Ta
IYHKT [TPU3HAYCHHSL.

(g) y myskri 1.9.4.4. mianyHKT () BUKJIACTH B TaKii pegaxiil:

«(c)rpuMilLeHHs 3BUILHSIOTECS Bill TBAPUH B NEPioA MiX BHPOLLYBaHHIM KOXHOI maprtii nruui. Y
Leit yac MpUMIIIeHHs 1 00nagHaHH OYMIIYIOTH 1 Ae3iH¢iKyroTh. KpiM Toro, micis 3aBepIieHHs
BHPOIIYBaHHs KOXKHOI MapTii NTUII BUTYIbHI MalTaHINKHN 3aJUIIAIOTHCS TTOPOXKHIMHU TIPOTATOM
nepiofy, SKWil BCTAHOBIIIOIOTH JEPKAaBU-YIEHH, 1100 JO3BOJMTH POCIMHHOCTI BiJPOCTH.
Omeparop AOKyMeHTye a0o 30epirae JOKyMEHTAIbHI MIATBEPHKCHHS 3aCTOCYBAHHS TaKOTO
niepiomy. Lli BUMOTH He 3aCTOCOBYIOTHCS, SKIIO NTHUIIO0 HE BUPOIYIOTh MAPTisIMU, HE TPUMAIOTh
Ha BUTYJIbHHUX MalaHYMKaX, 1 BOHA MOXKE BUILHO XOJUTH I[UIUH JICHbB;»;

(h) momarm Takwii myHKT 1.9.6.6:
«1.9.6.6. OOOB’A30K BECTH JOKYMEHTAIi0

Omneparopy TNOBWHHI MaTh KapTy Yy BianoBigHoMy MacmTabi abo reorpadiudi KoopAHHATH
pO3TaIryBaHHS BYJIUKIB, SIKi HAIalOTh YCTAHOBI KOHTPOIO ab0 oprany KOHTPOJIO, 00 JOBECTH, IO
JTOCTYIIHI JJIs1 OJKOTMHMX CiMEH IUTOIII BiMTOBIAAI0ThE BUMOraM I[boro Permamenry.

Y xypHan oOmky iHdopMalii HeoOXiTHO BHOCHTH TakKy iH(OpMAII0 IIOM0 TOMIBIL: Ha3BY
BUKOPHUCTAHOTO TMPOAYKTY, JaTH, KUTBKOCTI Ta BYJIHKH, B IKUX BUKOPUCTAHUI IS MPOYKT.

30Hy, e po3MileHa macika, MOTPiOHO JOKYMEHTYBATH pa3oM 3 iIeHTH]IKaIli€ro BYIUKIB i mepiogom
MePEMILLICHHS.

Bcei BxuTI 3ax0mu HEOOXiMHO 3alMCyBaTH y KypHasl oONiKy iH(opmarii, BKIIOYHO 3 BUIMaHHAM
CTUTBHUKIB 1 OTepamisMu 3 BiKkadyyBaHHS Meay. 3aliCyIOTh TaKoXK KUIBKICTh 310paHoro Menmy i gatu

HOro 36HMpaHHsL.»;
3. o gactunu III BHeCTH Taki 3MiHK:

(a) momarm Takwii myHKT 1.11:
.11 Oneparopu 30epiratoTh HasiBHi JOKYMEHTAJIBHI MATBEPIXKEHHS 3aCTOCYBaHH BCIX BiACTYIIB

BiJI MpaBWJI BUPOOHHUIITBA TBAPUH aKBaKyJIbTYPH, OTPUMAHUX BiAIOBITHO A0 ITyHKTIB

3.1.2.1(d) ta (e).»;
(b) mo mynkty 2.2.2(¢). TomaTH peUYCHHS TaKOTO 3MICTY:

«Omneparopu TOKyMCHTYIOTh BHUKOPUCTAHHS TaKMX HPOAYKTIB, BKIIOYHO 3 JaTol abo JaTraMu
BUKOPUCTAHHS KOXKHOTO TIPOAYKTY, Ha3BOK TPOAYKTY Ta 3aCTOCOBAHOIO KUIBKICTIO, a TaKOX
iHopmMariro mMpo BiAMOBiIAHI mapTii/pe3epByapu/OaceitHu. »;

(c) nmo myHkTy 2.3.2. MO#ATH PEUCHHS TAKOTO 3MICTY:



4.

(d)

(e)

9]

(2

(h)

«Ormneparopu JOKYMEHTYIOTh BUKOPHCTAHHS TaKUX MPOAYKTIB, BKJIIOYHO 3 Jaror0 abo jaramu
BHKOPHUCTAHHS NPOIYKTiB, HA3BOIO IPOJYKTY Ta 3aCTOCOBAHOIO KiIBKICTIO, & TAKOXK iH(OpMAIiIo IIpo

BIJIIOBI/IHI MapTii/pe3epByapu/6acelHu.»;

JofiaTy Takuil nyHkT 3.1.2.4:
G124 Oneparopy JOKYMEHTYIOTb ITOXOKEHHS TBApHH, 1ICHTH()IKYIOYH TBApHUH/TIAPTii TBApHH,
Jary npuOyTTs Ta THII BUIB, KUTBKOCTI, OpraHiyHuii abo HeopraHiyHuii craryc i

NepexiTHui mepiom.»;

JIOJAaTH Takuid yHKT 3.1.3.5:
3135 Oneparopy JOKyMEHTYIOTh KOHKPETHI PEXKHMU TOJIBIII, 30KpeMa, Ha3By Ta KUIBKICTh KOPMY
1l BUKOPUCTAHHS JIOMaTKOBOTO KOPMY, & TAKOXX BIMOBITHUX TBAPUH/TIAPTII TBAPHH, SIKUX

roayroTb TAaKUM KOPMOM.»;

JoJaTH Takuid myHKT 3.1.4.3:
«3.1.4.3. JloxymeHTyBaHHS MPOQIITAKTHKA XBOPOO

Omneparopy JOKyMEHTYIOTH 3aCTOCOBaHI 3aXO[y, CIPsAMOBaHI Ha TPOQITaKTHKy XBOpoO, 3
JeTaNbHOIO 1HQOPMAIi€0 MPO JITyBaHHS, OYMIICHHS Ta BOJAOMIATOTOBKY, i Oyab-ske 3acTOCOBaHE
BEeTEpHMHApPHE Ta IHIIE JIKYyBaHHS BiJ Mapa3wTiB, 30KpeMa: NaTy JIKyBaHHS, IIarHO3, JO3yBaHHS,
Ha3By JIIKApPCHKOTO 3aco0y 1, y BIANOBIMHMX BHIIQAKaX, PELENT BeTepUHAapa Ha BETECpUHAPHE
JIKyBaHHS Ta, SKIIO 3aCTOCOBHO, MEPIOAW BHBEACHHS, MEPII HiXK MPOAYKTH aKBAKYJIbTYPH MOXKHA

peanizoByBaTH i MapKyBaTH sSIK OpPTraHidHi.
no myHKTy 3.1.5.3. momatu maparpadg Takoro 3MicCTy:

«Omneparopu JOKYMEHTYIOTh 3aXOH 3 MOHITOPHHTY Ta MiATPUMAHHS OJAronoiy4usi TBAPUH 1 SKOCTI
BOAW. Y BHIAJKy BHECCHH: JOOPHB y CTABKH 1 03¢pa OIepaTopy JOKyMEHTYIOTh BHECECHHS T0OPHB 1
MEJIIOPaHTIB, BKJIIIOYHO 3 JIaTOK BHECEHHS, HAa3BOK MPOAYKTY, 32CTOCOBAHOK KIIbKICTIO Ta MicLeM

TaKOr0 BHECCHHSL. Y,
no myHKTY 3.1.6.5. momatu naparpadg Takoro 3MicCTy:

«OmepaTopu JOKYMEHTYIOTh TaKe 3aCTOCYBAaHHS Ta 3a3HAYalOTh, Y 3B’SI3KY 3 SKUM ITiIMTYHKTOM HOTO

sniticanny: (a), (b) uu (c).»;

Jo yactunu IV BHecTH Taki 3MiHM:

(a)

(b)

(©)

(d)

y myHKTi (1.4) IyHKT () BUKJIACTH B TaKill pegaKiii:
«(2)BKMBaTH 3a001KHUX 3aXO/IIB 1 JOKYyMEHTYBATH TaKi 3aXO0JIH;»;

JIOJIaT! TaKUil myHKT 1.7:

«1’7‘OnepaTop14 MIOBHMHHI 30epiraT JOKyMEHTaJbHI MiATBEPIKEHHS HaJIaHMX TIOrOJKeHb Ha
BUKOPHCTAHHS HEOPTaHIYHUX CUTHCHKOTOCTIONAPCHKIX IHTPEIIEHTIB IJIs1 BUPOOHHIITBA
IepepoOICHUX OPraHIYHUX XapYOBUX MPOAYKTIB BIAMOBITHO O CTATTI 25, SKIIO BOHH

oTpuMalTi ab0 3aCTOCOBYBAJH TaKi MTOTOMKEHHS.»;
10 TIyHKTY 2.2.3. 1ogatd peucHHS TaKoTO 3MICTY:

«Oneparopu AOKYMEHTYIOTh BUKOPHUCTAHHS TaKUX IIPOAYKTIB, BKJIIOYHO 3 Jaror abo aaramu
BUKOPUCTAHHS KO)KHOTO MPOAYKTY, Ha3BOI IMPOAYKTY, HOro aKTMBHUMM PEUOBHHAMHU Ta MiCIEM

TaKOI'0 BUKOPUCTAHHA. ) ;

JIOJIaTH TaKWil MyHKT 2.3:

«2‘3‘01'IepaTOpI/I JOKYMEHTYIOTh BCi BXiJHI POAYKTH, BUKOPUCTaH|1 Y BUPOOHHUIITBI XapIOBUX
MPOAYKTIB. Y BUIAJIKy BUPOOHUIITBA KOMIIO3UTHHX MPOIYKTIB TOKYMECHTYIOTh TIOBHY
pelLenTypy/cKia, Jie BijIoOpakeHO KiTIBbKICTh BXIAHUX 1 BUXIIHUX TTPOYKTIB, IS Ha/IaHHS

KOMIIETEHTHOMY OpraHy abo opraHy KOHTPOJIIO.»;



5. BxHectu Taki 3MiHU B 4acTUHY V:
(a) y myHskri (1.4) myHKT (2) BUKJIACTH B TaKiil pefaKiiii:
«(2)BXKUBaTH 3aMO0KHUX 3aXO/IIB 1 JOKYMCHTYBATH TaKi 3aXOJIH;);
(b) myHKT 2.4 TOMOBHUTH PEUCHHSIM TAKOTO 3MICTY:

«Ornepatopu JOKyMEHTYIOTh BUKOPHCTaHHS TaKWX IPOAYKTIB, BKJIIOYHO 3 JlaTol0 abo JaTraMu
BUKOPHCTaHHS KOXXHOTO TPOAYKTY, Ha3BOIO TMPOAYKTY, HOTO aKTHBHUMH PEYOBHHAMH Ta MiCIEM

TAKOI'0 BUKOPUCTAHHS. )

(c) momatw TakWii MyHKT 2.5:
@, 5.OnepaTopm JOKYMEHTYIOTh BCI BXiJHI IPOLYKTH, BUKOPUCTaHi Y BUPOOHULTBI KOpMiB. Y
BUMIAJIKY BUPOOHUIITBA KOMIIO3UTHUX NPOJYKTIB IOKYMEHTYIOTh TIOBHY PEIENTYpPY/CKIa, Jc
BiJOOpa)KCHO KUTBKICTh BXiJHHX i BUXIAHUX NPOIYKTIB, JIs1 HaAaHHSI KOMIICTCHTHOMY OpTaHy

abo opraHy KOHTPOITIO.»;

6. yuacruni VI BcraBuTH Takuii myHKT 2.3:
Q. 3'OnepaTopI/I JIOKYMCHTYFOTh BUKOPHCTAHHS BCIX IPOIYKTIB 1 PEUOBHUH, AKI BUKOPUCTOBYIOTH Y
BUPOOHMLITBI BUHA Ta JIJIsl OYMIICHHS i Jie3iH(deKii, BKIFOYHO 3 AaTO0 ab0 JlaTaMu BUKOPUCTaHHS
KOXKHOTO ITPOAYKTY, Ha3BOIO MPOAYKTY, HOr0 aKTHBHUMH PEYOBHHAMH Ta, Y BiJIIIOBITHUX BUIAIKAX,

MiCLIeM TAaKOI0 BUKOPHUCTAHH:.

7. Y uactuni VII BcTaBuTH Takuii myHKT 1.5:
«I.S'OnepaTopn JIOKYMEHTYIOTh BUKOPUCTAHHS BCiX IIPOAYKTIB 1 PCIOBHH, SIKi BHKOPUCTOBYIOTH Y
BUPOOHMLITBI APIKIDKIB, & TAKOXK JIJIsl OUMIICHHS i ne3iH(eKIii, BKIHYHO 3 AaTO0 abo 1araMu
BUKOPHUCTAHHS KOKHOTO IPOIYKTY, HA3BOKO MPOAYKTY, HOr0 aKTHBHUMH PEUYOBHHAMH Ta MIiCIIEM

TAaKOT'0 BUKOPHUCTAHHA.»



