JOBIJIKA
1010 BiIMOBITHOCTI 3000B’A3aHHSAM YKpainu y cdepi eBponeiicbkoi iHTerpaumii
Ta npaBy €sponeiicbkoro Cor3sy (acquis €C) npoexry Haka3zy MiHicrepcTBa
0XOpoHHM 310poB’st YKpainu «IIpo 3aTBep:KeHHS MOKA3ZHUKIB 0e31MeYHOCTi
(BHMOT) /10 Xap40BUX apOMATU3AaTOPIiB, IOKA3HUKIB 0e3Me4YHOCTi (BUMOT)
XapP4YOBMX J00aBOK Ta MOKA3HUKIB 0e3Me4YHOCTi (BUMOT) XapYOBHX €H3UMIB»
[IpoexT HaKka3zy po3podieHo MiHICTEPCTBOM OXOPOHH 3I0POB’ S YKpaiHu

1. Hanexuicth npoekty akta 10 cdep, NPABOBiIHOCHHM B SIKHX
peryjoTbces npasom €sponeiicbkoro Cor3sy (acquis €C)

[Ipoext akTa 3a NOPEAMETOM NPABOBOIO PETYJIIOBAHHS HAJIEXKUTh JO
npioputeTHUX cdep anmanrtamii 3aKOHOJABCTBA YKpaiHM JO 3aKOHOJABCTBa
E€porneiickkoro Coro3y, Bu3HaueHUX 3akoHOM Ykpainu «lIpo 3aranpHopep:kaBHY
mporpamy ajanTailii 3aKOHOJIaBCTBa YKpaiHM 1O 3aKOHOJAaBCTBa €BpPONEHCHKOrO
Corozy».

2. 3000B’s13aHHs YKpaiHu y c(epi eBponeiicbkoi inTerpauii (y ToMmy 4ucJi
Mi’KHAPOIHO-IIPABOBI)

Buxonanns nynkry 23 migposaury V posaity 1 Bceoxommorouoi crparerii
immiemenTarnii rinaBu [V (Canitaphi Ta pitocanitapHi 3axoau) po3ainy IV «Toprisis
1 IUTaHHS, TIOB’s13aH1 3 TOPTIBJICIO» YTOJU MPO acoIlialliio MK YKpaiHO, 3 OJHIET
cTopoHH, Ta €BponeiicbkkumM Coro30oM, €BpONENHCHKIM CIIBTOBAPUCTBOM 3 aTOMHOI1
eHeprii 1 iXHIMH Jep)KaBaMHU-WJ€HaMH, 3 IHIIOI CTOPOHHMY», CXBAJICHOI
posnopskenHsaM Kabinety MinictpiB Ykpainu Big 24 motoro 2016 Ne 228-p.

[IporpamMHUMU JTOKYMEHTaMH, SIKHM BCTAaHOBJICHO BHUMOTH JO Xap4yOBUX
apoMaTHU3aTopiB, XapuOBUX JI00ABOK Ta XapYOBHUX €H3UMIB €:

Pernament (€C) Ne 1333/2008 €sponeticekoro I[lapmamenty ta Pagu Big 16
rpyass 2008 poky 11010 XapuoBUX 100ABOK;

Pernament (€C) Ne 1334/2008 €poneiicskoro Ilapiamenty ta Pagu Bim 16
rpyads 2008 poky 00 apoMaTu3aTopiB Ta JESKUX XapyoOBUX IHTPEHIEHTIB 3
apOMaTHUYHUMH BJIACTUBOCTSAMH, 0 BUKOPHUCTOBYIOTHCS B XapUOBHUX IMPOIYKTaX, Ta
o010 BHeceHHs 3MiH a0 Permamenty Pagu (€C) Ne 1601/91, PernamentiB (€C) Ne
2232/96 1 (€C) Ne 110/2008 ta Aupextusu 2000/13/€C;

Pernament (€C) Ne 1332/2008 €Bponeticbkoro Ilapmamenty Ta Pamu Big 16
rpyaas 2008 poky 11010 XapuyoBUX €H3UMIB Ta BHECEHHs 3MiH 10 [{upextuBu Pamu
83/417/€EC, Permamenty Pamu (€C) Ne 1493/1999, Hupextusu 2000/13/€C,
JupextuBu Pagu 2001/112/€C ta Pernamenty (€C) Ne 258/97;

Immnemenranitinuii Permament Kowmicii (€C) Ne 872/2012 Bim 1 XOBTHS
2012 poxky mpo TPUHHATTS TEPENIKy apOMAaTUYHUX PEYOBHUH, TMEpPea0aueHNX
PermamenTtom (€C) Ne 2232/96 €Bpomneticekoro [lapnamenty ta Pagu, BHECEHHS HOTO
no Honatky I no Pernmamenty (€C) Ne 1334/2008 €poneiicekoro IlTapmamenTy Ta
Panu ta npo ckacyBanus Pernamenty Kowmicii (€C) Ne 1565/2000 ta Pimnennst Komicii



1999/217/€C,;

Pernament Kowmicii (€C) Ne 873/2012 Big 1 xoBTHs 2012 poky m10om0
NEPEeXiTHUX TOJIOKEHh CTOCOBHO cmucKy Coro3y apoMaTu3aTopiB 1 BHUXITHUX
MmarepianiB, BukimaneHux y Jomatky I mo Permamenty (€C) Ne 1334/2008
€poneiicekoro [lapnamenty ta Panu;

Pernmament Kowmicii (€C) Ne 231/2012 Bix 9 6epesnst 2012 poky, 1110 BCTAHOBITIOE
cnenudikamii a7 xapuyoBux 100aBok, mepemiuenux y Jomarkax II ta III go
PermamenTty (€C) Ne 1333/2008 €Bpormeticbkoro [lapmamenty Ta Paam.

3a3HAUCHHMI MPOEKT aKTa TapMOHI3Y€E IIOJ0KCHHS, BCTAHOBIICHI 3aKOHAMH,
MIOJIOKEHHSIMHU Ta aJMIHICTPATUBHUMU aKTaMH B JIepKaBax-wWieHaX, IO CTOCYIOThCS
BUMOI' JI0 O€3MEYHOCTI IMJIACTUKOBUX MAaTeplajiB Ta MPEIMETIB, MPU3HAYCHUX MJIs
KOHTaKTYy 3 XapuOBUMH MMPOJTYKTAMH.

3. IIporpamHui 1oKyMeHTH Yy c(epi €BponeicbKoI iHTerpamii

[1nan 3axo/iB 3 BUKOHAHHS YTOAM MPO acOLialliio MIX YKpaiHOIO, 3 OJHIET
CcTOpoHH, Ta €BponelicbkuM Cor030M, €BpONEHCHKUM CIIBTOBAPUCTBOM 3 aTOMHOT
€Heprii 1 IXHIMH Jep>KaBaMU-WICHAMH, 3 1HIIO1 CTOPOHH, 3aTBEPI?KEHOT0 IOCTAaHOBOIO

Kabinery MinictpiB Ykpainu Big 25 sxoBTHs 2017 poky Ne 1106.

4. I1opiBHAILHO-IIPABOBHM I aHAJII3



Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
[TpoexT Haka3y MiHicTepCTBa OXOPOHH
310poB’st Ykpainu «IIpo 3aTBepKeHHS
MOKA3HUKIB 0€31MeYHOCTI (BUMOT) J10
1 XapuyoBUX apOMaTH3aTOPIB, MOKA3HUKIB

0e3meyHoCTi (BUMOT) Xap4OBUX JOOABOK Ta
MOKa3HUKIB 0€3MEYHOCTI (BUMOT) Xap4OBHX
CH3HUMIB»




Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
BingnosizHo 10
crarti 64 ['maBu 4
(«CamniTapHi Ta
¢itocaniTapHi
3axoan») Pozminy
IV («TopriBaus i
MTUTaHHS,
MOB’sI3aHl 3
TOPT1BJIEIO»)
Pernament (€C) Ne 1333/2008 €Bpomneiicbkoro A Yr(')m/l' 1po.
2 IToxa3Huku GE3MEUHOCTI [TapmamenTty Ta Pagu Bin 16 rpyaas 2008 poky Bigmosigae COTHAINO0 MK Biamosimae

(BUMOTH) 10 XapuOBUX JOOABOK

PO Xap4oBi JOOABKH

VYkpainoro, 3
OJIHI€T CTOPOHHU,
Ta €BpOINEUCHKUM
Coro30M,
€BponencbkuM
CriBTOBapHCTBOM
3 aTOMHOI eHeprii
1 IXHIMHU
JiepKaBaMu-
YJIeHaMH, 3 1HIIOT
CTOpPOHHU




Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
3 | 1. Li Iloxasnukm OGe3neunocti (BumorH) | Crarrs |
BHU3HAUAIOTh 3arajbHi yMOBM BUKOpHUCTaHHA | s nux ninei neit Permament nependavae:
Xap4oBUX JT0OABOK y Xap4OBUX MPOJIYKTax Ta | () CIHCKH CXBaJICHUX XapuoBHX J100aBOK
BUMOTH J0 iX MapkyBaHHS ormneparopamu | CriBTOBapuCTBOM, SIK BUKIaaeHo B [Jomatkax II
PUHKY XapuOBHX MPOIYKTIB. ta III;
(b) yMOBU BUKOpUCTaHHS XapuyoBUX N00aBOK Yy
XapYOBHX MPOJYKTaX, Y TOMY YHCIIi B XapUOBUX
no0aBkax Ta XapuoBuX (epMeHTax, sK Iie
nepeadaueno Permamentom (€C) Ne 1332/2008 . . . .
Bingnosinae -1/- Bigmnosinae

[po xap4oBi (epMeHTH], a TaKOK y XapuOBHX
apomaTH3aTopax, sk rnependaueHo PeriamenTom
(€C) Ne 1334 /2008  €BpomneichKoro
[Tapnamenty Ta Paau Bix 16 rpyans 2008 poky
Ipo  apoMaTu3atopu Ta  JedKli  XapyoBi
IHTPEIIEHTH 31 CMAKOBUMH BJIACTUBOCTSIMH JUISI
BUKOPHUCTAHHSI B XapUOBUX MPOAYKTaX Ta HA HUX;
(c) mpaBuia MapKyBaHHS XapyoBHUX J00aBOK, 110
POAAIOTHCS SIK TAKI.




Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoBYe, HE €BPOIICHCHKOT BPaxoBYe, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
4 | 2. i Iloka3auku Oe3mevynocti (Bumoru) He | CrarTs 2
MOUIMPIOIOTHCS HAa: 2. lleii PernmameHT He 3aCTOCOBYETBHCS 10 TAKHX
1) monomixHi MaTepianu A mepepoOKH; PEYOBHUH, SIKIIO BOHU HE BUKOPUCTOBYIOTHCS SIK
2) PpEYOBHHHM, IO BUKOPHCTOBYIOTHCS SIK | Xap4oBi JOOABKH:
3aco0M 3aXUCTY POCIHH; (a) momomixkHi 3aco0u 1151 0OPOOKH;
3) MOXMBHI pPEYOBHHH, IO J0Aa0Thcsl B | (b) pedoBMHM, 1O BHUKOPUCTOBYIOTHCS JUIA
Xap4oBi MPOTYKTH; 3aXMCTy POCIMH 1 POCIMHHHX TPOJYKTIB
4) pedyoBUHM, IO BHKOPHCTOBYIOTHCS JUIS | BIANOBIAHO 10 mpaBui CHiBTOBapHCTBA I10J0
00poOKY BOAM MUTHOT; 3/10pOB'sl POCIINH;
5) xapuoBi apoMaTHU3aToOpu; (c) pedyoBMHM, WIO JOMAIOTHCS JI0 Xap4yOBUX
6) xap4oBi EH3UMH. MPOAYKTIB SIK TIOKHBHI PEUOBHHU; Binnosinae -Il- Binnosinae

(d) pedoBMHM, SIKIi BHUKOPHUCTOBYIOTBHCS JUIS
00pOOKHM BOIM NJIsl CIIOKUBAHHSI JIFOJIUHOIO, IO
nignaaaTs mia g Jupextusu Pagu 98/83/€C
B 3 nucronana 1998 poky mpo SKiCTb BOIH,
MIPU3HAYEHOT 711 CIIO’KUBAHHS JIFOAMHOIO (2);

(e) apomaTtm3aropw, IO MIANANAOTH IMiA IO
Permamenty (€C) Ne  1334/2008 [mpo
apoMaTH3aTOpH Ta MEBHI XapyoBl IHTPE/IIEHTH 31
CMaKOBHMHU BJIACTUBOCTSAMU JUIsI BUKOPUCTAHHS B
Xap4YOBUX MPOAYKTAaX Ta HA HUX].




3. He BBa)karoThCsl XapuOBUMHM J100aBKaMHU Ta
HE MiAmagaroTh mig Airo 1mux lloka3HUKIB
0e31eyHOoCT] (BUMOT) TaKi Xap4oBi MPOIYKTH
Ta pEYOBUHHU:

1) MOHOCaXapHu/Iu, JCaxapuan abo
oJlirocaxapuid, a TaKoXX Xap4yoBi MPOJYKTH,
10 MICTSITh 111 PEYOBUHH, 5IK1 3aCTOCOBYIOTHCSA
3 METOI0 HAaJaHHS Xap4OBUM MPOAYKTaM
COJIOAKOTO CMaKys;

2) xapyoBi TPOIYKTH, Yy BHUCYIICHiH abo
KOHIIEHTPOBaHi# (hopmi, y TOMY YUCIIi XapuoBi
apoMaTH3aTOPH, JIO/IaHi ITiJl 9ac BUPOOHHUIITBA
0araTOKOMIIOHEHTHUX XapyOBHUX IPOJYKTIB,
gepe3 iX apoMaTH4YHi, CMaKOBI a00 TMOKHBHI
BJIACTHUBOCTI pa3zom 13 BTOPUHHUM
320apBIIOI0YUM €(PEKTOM;

3) peyoBHMHH, W10 BUKOPUCTOBYIOTHCS Y
BUPOOHMITBI  3aXUCHHX 1  TOKPHUBHHUX
MaTepialliB XapyoBHUX HPOAYKTIB, SIKI HE € iX
YaCTUHOIO Ta HE MPU3HAYEH] JIJIs CIIO’KUBAHHS
pa3oM i3 UMM XapuOBUMH MTPOAYKTaMH;

4) xap4oBi NPOAYKTH, L0 MICTATh MEKTHH, 1
OTpUMaHi 3 CylIeHoi s01ydHoi Makyxu abo
HIKIPKU LUTPYCOBUX a00 aliBU, a TaKOX 3 iX
CyMillleH, mija Jier0 po30aBieHOi KHUCIOTH 1
MOJANIBIIOT  YacTKOBOI  HeWTpamizamii  3a
JIONIOMOT 010 coJielt HaTpito abo Kajito (piaKuii
MEKTHH);

5) OCHOBH *KYBaJIbHUX T'YMOK;

6) Ounii abo KOBTUH NEKCTPHUH, TEPMIYHO
00pobneHnii abo JEKCTPUHOBUH KPOXMaJb,
KpOXMaJjb, MOAM(PIKOBAHUI KHCIOTHOIO abo
JTYKHOI0 O0OpOOKOI0, OCBITICHMH KpOXMallb,
¢13uuHO  MOAM(IKOBAHMN  KpoXmaib 1

Crarrs 3
He BBa)xaroThCsi XapuoBUMHU JOOABKAMU:
(1) MOHOCaXapH/Iy, JTUCaxapyIn abo

ojirocaxapuZi Ta XapuoBi MPOAYKTH, IO
MICTATh 111 PEYOBUHM, L0 BUKOPUCTOBYIOTHCS
gepes iX MiACONI0KyBaIbHI BIIACTUBOCTI;

(1) xap4oBi TPOAYKTH, Y BHCYIICHOMY YH
KOHIICHTPOBAaHOMY BUTJISI, BKJTIOYAI0YHN
apoMaTu3aTopHy, OJaHl MiJ Yac BUPOOHHUIITBA
CKJIAJHUX XapUOBHMX IPOJIYKTIB, 3aBISKU iXHIM
apOMAaTUYHUM, COKOBUTMM a00 MOKUBHUM
BJIACTUBOCTSIM DPa30M 13 €(PEeKTOM BTOPHHHOTO
3a0apBIICHHS;

(iii) pe4oBHMHUW, IO BHUKOPHCTOBYIOTHCS B
Marepianax sl MOKPUTTS a00 TMOKPHUTTS, SKi HE
€ YaCTHHOI0 XapyoBHX MPOAYKTIB 1 He
MPU3HAYEH] Ui CIIOKMBAaHHS pa3oM 13 TaKUMHU
XapYOBUMH MPOIYKTAMH;

(1v) IpOAYKTH, 110 MICTATh NEKTHH 1 OTPUMaHI 3
CylIeHMX sIOIy4YHMX BHMYaBOK aboO IIKIPKH
LUTPYCOBHUX ab0 aifBu, abo 3 iX cymilli, IIIXOM
i po3BeNeHOT  KHUCIOTH 3 TOJAJBIION0
YaCTKOBOIO HEWTpasIi3ali€to CoIsIMU HATpito abo
Kautiro (piIKUi TIEKTHH);

(V) OCHOBH KyBaJIbHOI T'YMKH;

(vi) O1nmit abo KOBTUM AEKCTPUH, CMayKEHUH a0o
JeKCTPUHOBAaHUH KpOXMallb, KpOXMallb,
Moau(dikoBaHUM  0OpOOKOI0  KHUCIOTOI  abo
JyroM,  BHOUIGHHH  KpoxXmanb,  (i3UYHO
MoAU(]IKOBAaHUM  KpoXMaiab 1  KpOXMalb,
00poOIeHNI aMUIONIITHYHUME (pepMEeHTaMH;
(vil) XJIOpUJ AMOHIIO;

Bianosinae

-//-

Bianosinae




rijposizatu O1JIka Ta X COJIi, MOJIOYHHIA OLIIOK
1 TJIIOTEH;

9) amiHOKMCIOTH Ta iX COJ, KpiM
TJIIOTaMIHOBOI KMCIIOTH, IUIILUHY, IUCTETHY Ta
IIUCTHHY, a TAKOX 1X COJIEH, 1110 HE BUKOHYIOTh
TEXHOJIOTIYHUX  (QYHKIIH B XapyoBHX
MPOAYKTAX;

10) xazeinatu Ta Ka3eiH;

11) iHymiH.

KHCIIOTH, TJIIWHY, NUCTEIHY Ta IUCTUHY Ta iX

conieil, K1 He MalOTh TEXHOJIOTIYHOIT (YHKITIT;
(x) xazeiHaTu Ta Ka3eiH;
(xi) iHymiH.

Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoBY€, HE €BPOTIECHCHKOT BPaxoBY€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
KpoxMmanb, 1O  miggaBaBcs — o0OpoOmi | (Vviii) Tuta3mMa KpoBi, Xap4OBUH KeJIaThH, OLTKOBI
aM1JIOJIITHYHUMHU (PEpMEHTAMU; rigpomizatu Ta iX coJi, MOJOYHUK OUIOK 1
7) XJIOpUJ aMOHIIO; TIIIOTCH;
8) mma3ma KpoBi, ICTIBHMM KenaTuH, | (iX) aMiHOKHCJIOTH Ta iX COJIi, KPiM INIyTaMiHOBOI




Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
& paBy ITOJIOKEHHS MI>KHapOIHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpaxoBYe, HE €BPOIEHCHKOT BpPaxoBYe€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
6 | 4. XapuoBi no0aBku, mo BrIOYeHI 10 | Crarrs 4
[lepeniky xapuoBux 1006aBOK, 103BoseHUX 10 | 1. Jlumie xapuoBi 70OaBKH, BKIIOYEHI 10 CIIUCKY
BUKOPUCTaHHS B XapyoBuX Impoaykrax ta | CmiBTroBapuctBa B Jlomarky II, mMoxyTs OyTm
YMOBU iX BHUKOPUCTAHHS, HABEIEHOTO B | PO3MINICHI HAa  PUHKY K  Takli  Ta
nomatky 1 mo nmx Iloka3HukiB O€3MEYHOCTI | BAKOPUCTOBYBATUCS B XapYOBHX TMPOAYKTaX Binnosinae -1/- Biamnosinae
(BUMOT)  MOXYTh  pealli30BYBaTHUCh  Ta | BIAMOBIAHO JI0 YMOB BUKOPUCTAHHS, BU3SHAUEHUX
BUKOPUCTOBYBATHCh B XapUOBHUX MPOAYKTaX 3 | y HHOMY.
JOTPUMAHHSIM yMOB iX  BHMKOPHUCTaHHS,
BH3HAYCHUX Y HBOMY.
7 | Tnmni xapuoBi mo6aBku, mo He BKItodeHi g0 | JJOJATOK II
[lepeniky xapuoBux 100aBOK, 103BosieHUX 10 | COolo3HMI  mepenik  XapuoBUX  J100aBOK,
BUKOPUCTaHHS B XapyoOBHX IMPOJIYKTaX Ta | JO3BOJEHUX 1O BUKOPHCTAaHHA B Xap4yOBUX
YMOBH iX BHKOPHCTAHHS, HABEICHOTO B | MPOIYKTaX, TA YMOBH BHKOPHUCTAHHS
nonatky 1 go nwmx IlokasHukiB Oe3meyHOCTI Binnosizac - Biamosixac

(BUMOT), JO3BOJICHO BHKOPHCTOBYBAaTH 3a
YMOBH iX JIep>KaBHOI peecTparlii BiAMOBITHO
no BuMor 3akoHy YkpaiHu «IIpo ocHOBHI
NPUHIMIIA Ta BUMOTH 10 OE3MEYHOCTI Ta
SIKOCTI XapYOBUX MPOAYKTIBY.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) paBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
§ 4aCTKOBO Ykpaiuu y C(be}n 4aCTKOBO
= BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
8 | bapBHHKHN E l61g «Kanrtakcantun | JJOJATOK Il
(Canthaxanthin)» ta E 171 «liokcun tutary | HACTUHA b
(Titanium dioxide)» 3aboponeno | CIITMCOK YCIX JIOFABOK
BUKOPUCTOBYBAaTH B XapyoBUX MpoAykTax, | 1. bapBHuku
HaBeZieHUX y po3aiurax IV ta V gomatky 1 no | KaHtakcaHTHH He J03BOJICHHH JIO Xap4YOBHUX
nux [Toka3HukiB 6€3MeYHOCT] (BUMOT). kareropiif, mepemiyuenux y Yactuni D Tta E.
PeuoBuHa BHeceHa 10 criucky B1, ockiibky BoHA
BUKOPUCTOBYEThCSI B  JIIKAPChKUX  3acobax . . . .
) . Binmnosinae -Il- Binnosinae
BianoBigHO g0 JupextuBu  2009/35/EC
€ppomneiicbkoro [lapmamenty ta Paau. [iokcua
TUTaHy HE JIO3BOJICHHUH y XapuOBUX KaTETOPIfX,
nepemiuennx y Yactuni D Tta E. PewoBuna
BKJIIOYEHa J0 cnucky Bl, ockinbku BoHa
BUKOPUCTOBYEThCSI B  JIIKAPChKUX  3acobax
BianoBigHO g0 JupextuBu  2009/35/EC
E€pponeiicbkoro [Tapiamenty Ta Paau
9 | IMepenik xap4yoBux A00aBok, y tomy uucm | JJOJATOK III
HOCIIB, JI03BOJIEHMX J0 BuKopucTaHHs B | COIO3HMI  Tepelik  Xap4yoBUX  J00aBOK,
Xap4YOBUX nobaBKax, XapyoBHX | BKIIFOYAIOYH HOCIT, T03BOJICHI I BAKOPUCTAHHS
apomaTH3aTopax, XapuyoBHMX €H3MMaxX Ta | B XapuoBUX J00aBKax, XapyoBHX (EpMEHTax, Binmoginae -/l- Binmoginae

MOKMBHUX DPEYOBMHAX, a TaKOXX YMOBH iX
BUKOPHUCTAHHS HABEACHO Yy JOJATKY 2 IO IIUX
[Toka3HUKIB 6€31€UHOCTI (BUMOT).

Xap4YoBHUX apoMaTtus3aTropax, MOXWBHUX
PCYOBHHAX Ta YMOBHU X BUKOPUCTAHHSA
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) paBy MOJIOKEHHS MDKHapOAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoOBYE, HE €BPONENHCHKOT BPAXOBYE, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
10| XapuoBi no6aBku, nepemniku skux HaBegeHo B | Permament Kowicii (€C) Ne 231/2012 Bim 9
nomatkax 1 1 2 mo mumx IlokasnwkiB | 6epesnst 2012  poky, IO  BCTAHOBIIOE
0e3meyHocTi (BUMOT), TIOBHHHI BimnosimaTtw | cmenu¢ikamii — uis  XapuyoBHX  J100aBOK,
BuMoram  creuudikamii  ana  xapuyoBux | nepeniuenux y Jonatkax II Ta Il mo Pernamenty
n06aBok, y ToMy uucii OGapeaukiB Ta | (€C) Ne 1333/2008 Binnosinae -1l- Binnoginae
I17ICOJI0/IKYBaviB, HABEACHUM Y J1I0/1aTKy 3 110
1ux [Toka3HukiB Oe3rneyHoCTi (BUMOT). AOJATOK
Bumoru cnienudikariii 1yis xapuoBux 100aBOK, y
TOMY YUCJI1 OApBHUKIB Ta IM1JICOJO0KYBaydiB
11| 3aboponeHo BukopucroByBatu erusieHokcun | Permament Kowmicii (€C) Ne 231/2012 Bix 9
Ui cTepwiizamii  XapyoBux J100aBok. Y | 6epesHss 2012 poky, [0  BCTaHOBIIIOE
Xap4yoBHX J100aBKaXx, NEPENIKU SIKUX HaBeJeHO | cnenudikamii  a7a8  XapyoBUX  J00aBOK,
B gomatkax 1 1 2 go mmx IlokasnukiB | mepemiuenux y onarkax II ra Il no Pernamenty
OesnedHocTi (BUMOT), a Takoxk ix cymimax, | (€C) Ne 1333/2008 Biamnosinae -Il- Binmoginae

BMICT ETMJICHOKCHJly, HE3aJIeXHO BiJ HOro
MOXO/KEHHSI (CymMa eTWJIEHOKCHIy Ta 2-
XJIOPETAHOJ1y, BUPAXKEHA K €TUJICHOKCH]), HE
oinpmie 0,1 mMr/kr.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoBY€, HE €BPOTIECHCHKOT BPaxoBY€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
12| 5. 3aboponeno peamizoByBatH xap4oBi | Ctarts 5
nobaBku abo Oy/Ib-sKi XapuoBl MPOAYKTH, siKi | KomHa ocoba He Mae mMpaBa po3MillyBaTH Ha
MICTSTh Taki Xap4oBi M00aBKM, SIKIIO iX | pUHKY Xap4yoBy J00aBKy abo Oynb-sSKuit Bismosinae - Bixmoninac

BHUKOPHCTAHHS HE BIJIIIOBIAA€
[TokazHukam Oe3rmeyHOCTI (BUMOTam).

LIUM

XapYoOBUI MPOJYKT, y SKOMY HPUCYTHS Taka
Xap4yoBa J00aBKa, K0 BUKOPUCTAHHS XapIOBOT
n00aBKH HE BiJINOBiIae 1iboMy Pernmamenty.




13

13

6. Y nux Iloka3znukax 6e3mevHocTi (BUMOTrax)
TEPMiHU BXXUBAIOTHCS B TAKOMY 3HAYEHHI:

1) nomoMi>kHa pedoBUHA )1 00OpPOOKH — OY/1b-
sIKa PEYOBHHA, II10:

HE B)KMBAEThCA K 1Ka cama 1o coOi;
creniajabHO BUKOPHCTOBYETHCS npu
nepepoOIll CUPOBUHHU, XAPUYOBUX MPOAYKTIB
abo X IHTpEMI€HTIB UIi BUKOHAHHS IEBHOI
TEXHOJIOTIYHOI 11l mig 4ac oOpoOku abo
nepepooK;

MOXK€ TMPHU3BECTH [0 HEHABMHCHOI, aie
TEXHIYHO  HEMHHYYOl  TNPUCYTHOCTI B
KIHIIEBOMY MPOAYKTI 3aJIUIIKIB PEYOBUHU 200
il HOX1AHHUX 32 YMOBH, III0 BOHU HE CTAHOBJISIT
pU3MKY IS 370pOB’S Ta HE MAaloTh
TEXHOJIOTIYHOTO  BIUIMBY HAa  KIHIICBHM
MIPOJYKT;

2) MOXMBHI PEUYOBHHU — BITAaMiHH, MiHEPaIH
Ta IHIOI PEYOBHMHH, SKI MalOTh TOXHUBHY
IIHHICTE 1 JOJAI0TLCS 3 LIE€I0 METOI0, a TAKOXK
PEUOBHMHH, L0 JOJAIOTHCS s (1310JI0TIYHUX
noTpeo;

3) mpemnapar — pelentypa, 1o CKIAJAEThCS 3
olHIET a00 KUIBKOX Xap4yoBHUX J100aBOK,
XapyoBHX  €H3UMIB  Ta/ab0  MOXUBHUX
PEYOBWH, JO CKJIQJy SKHX BKIIOYEHO TakKi
PEUOBMHH, SIK XapuoBi J100aBKM Ta/abo0 iHII
XapyoBl 1HTPEMIEHTH, MO0 TOJIETIIUTH iX
30epiraHHs,  peajizamiio, HOpMaii3alliio,
po306aBiieHHs1 a00 PO3ZUYNHEHHS;

4) CTONOBUU MIiNCOJIO/DKYBAY — Mperapar 3
MiJICOJIO/KYBadiB, IO  BIANOBIZAE UM
[TokazHukam Oe3MeYHOCTi (BUMOTaM), SKAN
MO’K€ MICTUTH 1HIII Xap4yoBi jgo0aBKU Ta/abo

Crarrs 3

(b) «rexHomOriYHAa OMOMIKHA PEYOBHUHAY
03Hauae Oyab-Ky pEUOBUHY, sSIKa:

(1) He CIIOKUBAETHCS K DKa cama 1o co0i;

(1) HaBMHCHO BHUKOPHUCTOBYETHCS B 00poOIIi
CHPOBHMHHM, XapyOBUX MpPOAYKTIB abo ix
IHTPEIIEHTIB, IUIA IOCATHEHHS [IEBHOI
TEXHOJOTIYHOT MeTH miJ dYac o0O0poOku abo
00poOKwu; 1

(iii) MOXe TPHU3BECTH [0 HEHABMHCHOI, aje
TEXHIYHO HEMHHYYOI MPUCYTHOCTI B KIHIIEBOMY
MPOAYKTI 3aJTUIIKIB PEYOBUHU a00 1 MOXiIHUX 32
YMOBH, 1110 BOHU HE CTAHOBJIATb JKOHOTO PU3UKY
JUIE  30pOB’S  Ta HE MalTh KOIJHOTO
TEXHOJIOTIYHOTO BIUIMBY Ha KIHIIEBUH MPOJIYKT;
(¢) «byHKIIOHANPHHIA KJIAC» O3HAYA€E OIHY 3
Kareropiii, Bukiaaenux y Jlogarky I, Ha ocHOBI
TEXHOJIOTIYHOT (PYHKIil, Ky XapyoBa a00aBKa
BUKOHYE B Xap4OBOMY MPOJIYKTI;

(d) «HeoOpobIeHNI XapUOBHI TPOTYKT» O3HAYAE
XapuyoBUU IPOAYKT, SIKUH HE IPOMIIOB KOJHOI
00poOKH, sika TpH3BeNa N0 CYTTEBOI 3MIHHU
MIOYaTKOBOTO CTaHy Xap4yOBOTO MPOAYKTY, JUIS
SIKOi, 30KpeMa, HACTyITHE HEe BBAXKAETHCS TAKUM,
1110 MPU3BEJIO 10 CYTTEBOI 3MIHHU:

TOT, PO3MIUJICHHS, PO3pi3aHHs, 3BUIbHEHHS BiJ
KICTOK, (hapi, 3HATTSA IIKIPKH, OYMIIEHHS BiJ
UIKIPDKW, TOApPIOHEHHS, pI3aHHSA, OYMILEHHS,
o0pi3aHH1, rmboke 3aMOPOXKYBaHHS,
3aMOpOXKYBaHHS, OXOJIO/DKEHHS, MOAPIOHEHHS,
JYIIEHHS, TAaKyBaHHs YU PO3MaKyBaHHS,

(e) «ixka 6e3 moIaBaHHS IYKPY» O3HAYa€ Ky 0e3:
(i) Oyme-sKi JomaHi MoOHOcaxapuaud  abo
JFICaxapuIn;

Bianosinae

-//-

Bianosinae
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IHTPEIIEHTH, Ta MPU3HAYCHUH I peasizamii
KIHIICBOMY CIIO)KHBAYEBI K 3aMIHHUK I[yKPY;
5) (hyHKIIOHAILHUN KJ1aC — Kacuikaris
Xap4yoBUX  J100aBOK,  BIAMOBIZHO [0
TEXHOJIOTTYHOI (DYHKIIIT, IKY Xap4yoBa Jo0aBKa
BHUKOHYE Y XapuoOBOMY IIPOJYKTi,

6) XapuoBUM TMPOAYKT 0O€3 J0oJaBaHHS
LYKPY — Xap4yOBUM NMPOIyKT 0€3:

Oy/Ib-sKMX MOHOCAXapu/IiB a00 IUCaxapuiB;
Oy/b-SIKOTO XapyoBOTO MPOAYKTY 3 BMIiCTOM
MOHOCAaxapuIiB abo JaucaxapuiB, SKUH

BUKOPHUCTOBYETHCSI TSt inen
M1 JICOJIO/KYBaHHS;
7) Xap4yoOBUH TPOIYKT 31 3HUIKECHOIO

EHEPreTUYHOI0 IHHICTIO (KaJIOPIMHICTIO) —
Xap4OBUH MPOJYKT, 31 3HIKEHOIO K MiHIMyM
Ha 30% €HEepPreTUYHOIO LIHHICTIO
(KaJOpifHICTIO) y TOpIBHAHHI 3  HOTO
MOYaTKOBUM CTaHOM a00 1HIITNM aHAJOTi1YHUM
XapYOBHM IMPOTYKTOM;

8) quantum satis (IOCTaTHS KiJTbKICTbh) —
HE 3a3HaueHEe MaKCUMaJbHE  KIUJIbKICHE
3HAYEHHS [N  PEYOBMHM, SKE  MOXKE
BUKOPHUCTOBYBATUCH BIJIMOBITHO IO HAJIEKHOI
BUPOOHMYOI IPAKTUKU B 00Cs31 HE OLIbIIOMY,
HIK HEOOX1QHO I JOCSATHEHHS IIOCTaBJICHOL
METH Ta HE BBOJMTH CIIOKHMBAYa B OMaHYy.

(1) Oyap-sKi JOJaHI XapyoBi MPOAYKTH, IO
MICTATh MOHOcCaxapuau abo aucaxapuuu, sKi
BUKOPHUCTOBYIOTHCS qyepe3 cBOi
IiJICOJIOKYBaJIbHI BIACTHBOCTI;

(f) «ixa 31 3HIKEHOI SHEPTreTUYHOIO IIHHICTION
O3Ha4ae 1KYy 31 3HIDKEHOK CHEPreTUYHOIO
uiHHicTIO npuHaiiMHi Ha 30 % mOpIBHSIHO 3
OpUTIHAIBHOIO TKeto a00 MOIIOHUM IPOAYKTOM;
(g) «HacTiIBbHI TIACOJO/KYBayi» O03HAYAIOThH
mpernapaT 3 J03BOJICHUX ITiJICOJIOKYBAYiB, SKi
MOXKYTh MICTUTH 1HIII XapyoBi J100aBKU Ta/abo
Xap4oBi IHTPEMIEHTH Ta SIKi MpPHU3HAYCHI IS
MPOAAXy KIHIIEBOMY CIIOXHBauy SIK 3aMiHHHK
LyKpy;

(h) «quantum satis» o3Ha4ae, 1O MaKCUMaJIbHHH
YHCJIOBUH piBeHb HE BU3HAYECHO, 1 PEYOBUHU
MOBUHHI BHUKOPUCTOBYBATHUCS BIJIIMOBIAHO JI0
HAJIC)KHOT BUPOOHMYOI TPAKTHUKH, HA PIiBHI HE
BUIIIOMY, HDX II€ HEOOXiIHO JUIsl JOCATHEHHS
3aIJTaHOBAHOI METH, 132 YMOBH, IO CIIOKUBAY HE
BBEJICHUI B OMaHy.

14

6. IHIIi TepMiHM BXXHBAIOTHCS y 3HAYEHHSX,
HaBeJeHUX y 3akoHaX Ykpainu «IIpo ocHOBHI
NPUHIUIM Ta BUMOTH J0 O€3MeYHOCTI Ta
SAKOCTI ~ XapyoBHX  HOpoAykTiBy,  «IIpo
iH(pOpMAIIiO IS CTIOKUBAYIB LIOI0 XapYOBHUX
MPOJYKTIB» 1HIIMX HOPMAaTHUBHO-TIPABOBHUX

BinnosigaukiB y €C Hemae

He cynepeunts

-//-

He cynepeunts
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
aktax y cdepi O€3MEYHOCTI Ta OKpPEMHUX
MMOKA3HUKIB SKOCTI XapuOBUX MPOAYKTIB.
15| II. PiBHiI BUKOpPHCTaHHSI Xap4OBUX JO0OABOK
16| 1. PiBenp BukopucTaHHs xapuyoBoi nobaBku | Crarts 11
BCTAaHOBJIIOETHCS HA HAWHWKYOMY DiBHI, | (a) pIBEHb BUKOPUCTAHHS IOBHHEH OYTH
HEOOXiTHOMY JJisi JOCSTHEHHs Oa)XaHOro | BCTAHOBJICHUH Ha HAHIDKYOMY piBHI, Biamosinae -//- Biamosinae
edexry. HEOOXITHOMY IS JIOCSATHEHHS  OaXKaHOTO
eQeKTy;
17| 2. PiBHi BuUKOpHCTaHHS XapuoBoi no0aBku | Crarrsa 11
MTOBUHHI BPaxOBYBaTH: (b) piBHI TOBUHHI BpaXOBYBAaTHU:
OyIb-siKe MPUIHATHE 1000Be criokuBaHHs 2060 | (1) OyAb-sKe MPUIHSATHE IIOJEHHE CIOKUBAHHS
€KBIBAJICHTHY OI[IHKY, BCTAQHOBJIEHY s | a00 €KBIBaJIEHTHY OI[IHKY, BCTAHOBJEHY MJIs
xapuoBoi Jqo0aBku Ta ii HMOBipHe 1000Be | XapuoBoi J0OaBKM, 1 WMOBIpHE IIOJIEHHE
CIHOKMBAHHS 3 YCIX MOKJIMBUX JuKepen; CIIOXKMBAHHS il 3 yciX JuKeper; Bixmosinae /- Binnosinae
MOJKJIUBE CIIOKMBaHHS XapuoBoi qo0aBku 3a | (ii) AKIIO XapuoBa no0aBka Oyne

100y, CIOXKUBaYaMH Xap4OBHUX MPOAYKTIB, SIK1
NpU3HAYEeH]I JJIS CIOKMBAHHS JIIOJABMHU 3
OCOOTMBAMHU JIETUYHUMH TMOTpeOaMu, SKIIO
XapyuoBa J100aBKa MpU3HAYCHA JUId JJOJaBaHHS
y TaKi XapuoBi IPOAYKTH.

BUKOPHMCTOBYBATHCS B Xap4OBHUX MPOAYKTaxX, 110
CIIO’KMBAOTHCS 0COOIMBUMHU rpynamu
CIOKMBaYiB, MOXJIMBE IIOJCHHE CIOKUBAHHS
Xap4oBoi JOOABKH CIIOKMBAYaMH B IIUX TPyTMax.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
18| 3. V BignoBimHuX Bumnaakax mMakcumanbHuii | Ctarts 11
YHCEeNbHUN PIBEHb JJIS Xap4yoBOi A0O0aBKkHU HE | 2. Y BIANOBIAHMX BHIIAJKaX MaKCHUMAaIbHUI
BCTAHOBIIIOEThCA (quantum satis). Y [bOMY | YHCENbHUH  pIBEHb HE  TOBHHEH  OyTH
BUIIAJIKy XapuoBa 100aBKa BUKOPUCTOBYETHCS | BCTAHOBIICHUHN AJI1 Xap4yoBoi A00aBku (quantum Biamosinae -//- Biamosinae
BIJIMTOBIHO JI0 IPUHIIMITY quantum satis. satis). Y 1bOMy BHIIQJKy XapdoBa J0o0aBKa
MOBUHHA BHKOPUCTOBYBATUCS BIAIOBIAHO JI0
MPUHIUITY quantum satis.
19| 4. MakcuManbHi piBHI Xap4oBHX 100aBOK, o | Ctarts 11
BCTaHOBJIEHI Y oaaTtky 1 mpo mux [lokasznukiB | 3. MakcumalibHI pPiBHI XapyoBHX J1I00aBOK,
0e3meyHoCcTi (BUMOT), 3acCTOCOBYIOThCS [0 | BcTaHoBieHi B Jlomatky I, 3acTocoByroThes 110
Xap4YOBHX MPOAYKTIB B TOMY BUIJISI/IL, B IKOMY | Xap4OBHUX MPOAYKTIB y TOMY BHUIJISAL, B SIKOMY
BOHU MPOIMOHYIOTHCS KIHIIEBOMY CIIOKMBauy, | BOHU MPOJAIOTHCS, SKIIO HE 3a3HAYCHO iHIIe. Sk
SIKIIIO HE BKA3aHO IHIIIE. BIICTYTI BiJ] IIbOTO MPHUHITUITY, JJIsI CyXUX Ta/abo
SIK BUKITIOYEHHS 3 MTOJIOKEHD a03a1ly MepIioro KOHIICHTPOBAHMX ~ XAPHOBHMX ~ MPOJYKTIB, —sKi Binmosinac - Bixmosinac
bOTO TYHKTY, JUIsI BHUCYIIEHHUX Ta/abo | HEOOXiIHO BIJHOBWUTH, MAaKCUMaJlbHI PIBHI
KOHIIEHTPOBAaHUX XapuyoOBUX MPOAYKTIB, SIKi | 3aCTOCOBYIOTBCS O Xap4yOBUX MPOAYKTIB,

MoTpeOyIOTh BITHOBJICHHS, MAKCUMAaJIbHI PiBHI
3aCTOCOBYIOTHCS IO Xap4yOBUX MPOAYKTIB Y
B1IHOBJICHOMY cTaHl BIJIIIOBIIHO bie}
THCTpYKILi BUPOOHMKA, BpPaxoBYIOUH
MiHIMQJIBHUHN KOE(DIIIEHT PO3BEICHHS.

BIIHOBJICHUX BIAMOBIAHO JI0 IHCTPYKIIA Ha
€TUKeTLI 3  ypaxyBaHHAM  MiHIMaJIbHOTO
Koe(illieHTa po3BEICHHS.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
20 5. MakcumanpHi  piBHi s OapBrEKIB, | CtaTTs 11
BcTaHOBIIEeHI y AofaTky 1 mo nux [lokasnukiB | 4. MakcuManbHi  piBHI  Anig  OapBHUKIB,
0e3meyHocTi (BUMOT), 3aCTOCOBYIOThCS 10 | BcTaHoBieHi B Jlomatky II, 3acTocoByroThCs 110 Bismosinae - Bimmosizae
KUIBKOCTI  3a0apBIIOIOYOi  PEUOBUHH, WIO | KUTBKOCTI OapBHUKA, IO MICTHTHCS B OapBHUKY,
MICTHTBCS B Tpernapari OapBHUKA, SKIIO HE | SKIO HE 3a3HAYCHO iHIIE.
BKa3aHO iHIIE.
21| 11I. ®yHKIIOHATBHI KJIACH XapYOBHX JI00ABOK
22| 1. dyHKIiOHANBHI KJ1acu Xap4yoBUX 00aBok y | CraTTs 9
XapuoBUX MPOAYKTaX, XapyoBux jgobOaBkax Ta | 1. Xap4yoBi 100aBKM MOXYTh OyTH BiJHECEHI B
Xap4yoBHX €H3MMax HaBeneHo y aonaTtky 4 no | Homatkax II ta III o omHoro 3 pyHKIIIOHAIBHUX
nux [Toka3HuKiB 6€3MeYHOCT] (BUMOT). kinaciB y Jlogatky | Ha OCHOBI OCHOBHOI
2. XapuoBi 100aBKH, 3a3Ha4YeHl y jojAaTkax | | TexHonoriyHoi (¢yHKHii XapyoBoi JOOaBKH.
Ta 2, MOXYTh OyTH BigHECEHI J0 oxHoro 3 | BigHeceHHs Xap4yoBoi no0aBKH bi(e)
(GyHKLIOHANBHUX  KJaciB, HaBeJeHUX Yy | QYHKLIOHAJBHOIO KJacy He BHUKIIOYaE ii Bixmosinae - Bixmosinac

nonatky 4 mo nux [lokazHuKiB O€3MEYHOCTI
(BMMOT), 3aJIEKHO BiJ] TOTO, SIKY TEXHOJIOTTUHY
GYHKIII0O BOHM BHUKOHYIOTh. BinHeceHHs
XapuoBoi J00aBKM 70 TOro abo iHIIOTOo
(GYHKIIOHAIBHOTO ~ KJIaCy HE  BHKIIIOYAE
MO>KJIMBICTD i1 BAKOPUCTAHHS JJI1 BUKOHAHHS
JEKUTBKOX (DYHKITIH.

BUKOPHUCTAHHS JIJIsI KUTBKOX (DYHKITIH.
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IV. BuxopuctanHs XapuoBHX J00aBOK B
Xap4YOBUX NPOAYKTaX
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) paBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
24| 1. B HeoOpoOmeHnx xapuoBux mnpoaykrax | Crarrs 15
JIO3BOJIIETHCS.  BUKOPHCTOBYBaTH  Xap4ioBi | XapuoBi N00aBKH HE MOBUHHI
T00aBKH, MEPENTIK SIKUX HABEJCHO Y TOJIATKy 2 | BUKOPUCTOBYBATHCS B HEOOPOOJICHUX XapUyOBHX Bizmosizac - Bimmosizae
1o nux IToka3zHukiB 6e31meyHoCTi (BUMOT). MPOJYKTaX, 32 BUHATKOM BUMAJKIB, KOJH TaKe
BUKOPHUCTaHHSA CIEIiaJbHO TmepeadayeHo B
Honartky I
25| 2. BukopucranHs xap4yoBux no6aBok y | Crarrs 16
Xap4YOBHX MPOJYKTaX I JiTeH TpyaHOro Ta | XapuoBi N00aBKH HE MOBUHHI
PaHHBOTO BIKY 3a00POHEHO, OKpPIM BMIAJIKIB, | BAKOPUCTOBYBATUCS B IMPOJIYKTAX XapuyBaHHS
BU3HaueHuX y nux [lokasHukax Oe3meyHOoCTi | IS HEMOBIAT 1 JiTell pPaHHBOTO BIKY, K
(BUMOTax). 3a3HAYEHO B JupexTusi 89/398/€EC, . . . .
Bingnosinae -1/- Bigmnosinae

BKJIIOYAIOYH JIE€THYHI MPOIYKTH 1T HEMOBIIAT 1
JITEN paHHBOTO BIKY TS CIICIIAIbBHUX MEMYHUX
LJIEH, 3a BHHATKOM BHIAAKIB, CICI[IaIbHO
nepenbauenux y JHomarky I mo mworo
Pernamenry.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
26| 3. Tinpku xap4oBi OapBHUKH, nepemik sikux | Crarrs 17
HaBeZieHO Yy nonatky 1 go mux IlokasnwkiB | JIumie xap4oBi OapBHHKH, niepeniueHi B JlogaTky
0e3meyHoCTi (BuMoOT), MOXKYTh | II 10 LbOI'0 Pernamenrty, MOXYTb
BUKOPUCTOBYBATHCSI 3 METOI0 MapKyBaHHsS | BUKOPHCTOBYBATHCS JJIsi MapKyBaHHS 3/10pOB’s,
Xap4YoBHX TPOAYKTIB, a TakKoX IHIIOro | sk 1ie mnependadeHo B Jupektusi Pagum
MapKyBaHHs 000B's3koBoro st M'sicioi | 91/497/€EC Bim 29 numuas 1991 poky, sika
MPOAYKIT, 17151 AeKOopaTuBHOTO (papOyBaHHS i | BHOCUTh 3MIHM Ta KOHcodiaye JlupekTtuBy
LITAMITYBaHHS LIKapJIyNH S€Lb. 64/433/€EC npo mpobiemu 31 3A0pOB’SIM, IO
BIUIMBAIOTh Ha Tepuropiro CHiBTOBapUCTBA.
TOPTIBJSI CBIKUM M’COM, 1100 MOMMPUTH 11 Ha Binnosizae -Il- Bigmosinae
BUPOOHUITBO Ta MpoJax cBDXoro m’sica (3) Ta
1HIIIE MapKyBaHHS, HEOOXimHE N M SICHUX
MPOJYKTIB, IJs JAEKOpAaTUBHOro (apOyBaHHS
SIEYHOI IIKapaTylu Ta JJI [ITaMITyBaHHS S€YHOT
HIKapanymnu, sik nepeadayeHo Pernamentom (€C)
Ne 853/2004 E€sponeiicekoro Ilapmamenty Ta
Panu Bix 29 xBiTHS 2004 pOKY, 110 BCTAHOBITIOE
CHelialibHI TpaBWJia Tirl€HW 7S XapuoOBHUX
IIPOJYKTIB TBAPUHHOTO MOXOKEHHS (4).
27| V. IlpuHuuNO nepeHeceHHs
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28

1. HasiBHicTh Xap4oBoi J00aBKH MOXKe OyTH
JI03BOJICHA!

1) y ckimamgl 6araToOiHTPEIIEHTHUX Xap4YOBHX
MPOAYKTIB, OKpIM 3a3HaUY€HUX y J0JaTKy | 10
nux [Toka3HukiB Oe31mevHOCTi (BUMOT), SKIIO
MPHUCYTHICTh Xap4yoBOi T0OABKU JO3BOJICHA B
OJIHOMY 3 IHTPEIIEHTIB I[LOTO Xap4yOBOTO
MPOIYKTY;

2) y CKJIaJli XapuoBOTO MPOAYKTY, B SIKUA OyJia
BHECEHA Xap4doBa J00aBKa, Xap4YOBHU €H3UM
a00 XapuoBHii apoMaTH3aTop, SKIIO Xap4yoBa
nobaBka:

JI03BOJIEHA B XapyoBiil M00aBlli, XapuoBOMY
eH3uMi  abo  Xap4yoBOMY apoMaTH3aTopi

Crarra 18

1. HasiBHiCTh Xap4oBOi JOOABKH JOMYCKAETHCS:
(a) y xap4yoBOMy CKJaji, BiIMIHHOMY Bij
3azHaueHoro B Jlomarky II, sAxmo xapdoBa
no0aBKa JI03BOJIGHA B OJIHOMY 3 1HTPEIIEHTIB
CKJIQJIHOTO Xap4OBOTO MPOIYKTY;

(b) y xap4oBOMy NpPOJYKTi, A0 SKOTO JOJIAHO
Xap4yoBy J00aBKy, XapyoBui QepmMeHT abo
Xap4yoBUH  apoMaTH3aToOp, SKIIO  Xap4yoBa
nobaBka:

(1) mo3BOJICHO B XapuyoBUX J00aBKax, XapuyoBUX
depmenTax abo XapyOBHX apoMaTHU3aTOpPax
BIJIMOBIAHO A0 I1b0ro PermaMenty; i

(i) Oynmo mepeHeceHO B DKy 4Yepe3 XapuyoBy

. . . : o 2, Bignosingae -/l- Binnosinae
BiANOBIAHO 10 nuX Iloka3HuKIB Oe3MeYHOCTI | 100aBKy, XapyoBUil (epMeHT abo Xap4yoBUI
(BuMOT); apomaruzarop; i
MepeHeceHa B XapuoBUil MPOJIYKT B pe3ynbTarti | (iil) He Mae TeXHOJIOT1YHOI (PyHKIIT B KIHIIEBOMY
JIOJaBaHHS B HBOTO XapyoBOi JOOAaBKH, | XapuOBOMY MPOIYKTI;
Xap4oBOro eHsumy  abo Xap4oBoro | (¢) 'y XapyoBHX TMpOAYKTaxX, sKi OyayTb
apoMaTu3aTopa; BUKOPHUCTOBYBATHCS BUKJTIOYHO Ut
HE BUKOHYE TEXHOJOIIUHOI (YHKLIi B | IPUTOTYBaHHS CKJIAJHUX XapyOBHUX MPOAYKTIB,
rOTOBOMY XapuOBOMY IPOJYKTI; BIJIIIOBIAA€ IbOMY PernmamenTy.
3) y ckmagl XapyoBOTO MPOIYKTY, SKHH
MIPU3HAYAETHCS BUKITFOYHO JUTS TIPUTOTYBAHHS
6araToiHrpelileHTHOTO XapuoBOro MPOIYKTY, 1
3a yMOBM, WIO0O ILE€H Xap4yOoBHM NPOIYKT
BiamoBigac muM [lokasHukaMm O€3IIe4YHOCTI
(BUMoOTram).
29| 2. IlonoxenHa nmyHkTy 1 mporo posainy, He | Crarts 18
3aCTOCOBYIOTBHCS /10 IUTAYOro XapuyBaHHA 3a | 2. [laparpad 1 He 3acTOCOBYETHCS 1O TUTSIUUX
BUKJIIOUEHHSIM BHIIAJKiB, KOJM HOPMAaTHBHO- | CyMilllel, HACTyMHHMX cyMillel, oOpoOIeHux . . . .
Binnosinae -//- Bigmnosinae

IMpaBOBUMHU dKTaMU BU3HAYCHO 1HIIIE.

MPOJYKTIB XapuyBaHHS Ha OCHOBI 3€pPHOBHX,
JUTSYOTO Xap4yyBaHHs Ta  JIETUYHOTO
XapuyBaHHS JUIsl CTICIIAbHUX MEANYHHX IIJIEH,
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
MPU3HAYCHUX JJISI HEMOBIIST 1 MAJICHBKHX JITEH,
gk 3a3HaueHo B Jlupektui 89/398/€EC, 3a
BUHSATKOM  BHMIAAKIB,  KOJM  CHEI[IaJIbHO
nepedayeHi.
30| 3. Skmro xap4oBa no6aBka y ckiaji xapuaoBoro | Crarrs 18
apomaTH3aTopa, XapdyoBoro eHszuMmy abo | 3. Skmo xapuoBa J00aBKa B XapuOBOMY
Xap4yoBOi JO0ABKHM JOJAE€TbCS B Xap4yOBHW | apoMaTu3aropi,  xapuoBii  mobaBmi  abo
OPOAYKT 1 BHUKOHYE B HbOMY II€BHY | XapuoBOMY (DEpPMEHTI TOJIA€ThCS /10 Xap4OBOTO
TEXHOJIOTIYHY (YHKII}0O, BOHA BBAXAE€ThCS | MPOJIYKTY Ta BUKOHYE TEXHOJIOTIYHY (YHKIIIO B
XapuyoBOIO  J00aBKOK Yy CKJIaAl LBOrO | TAKOMY XapyOBOMY IMPOAYKTi, BOHA BBAXKAETHCS Binmosinac - Biamosixac
Xap4oBOTO POJIYKTY, Ta MOBHHHA | Xap4yOBOIO JI00aBKOIO [0 IIbOTO XapdyoOBOTO
BiJIMOBIAATH yMOBaM 3aCTOCYBaHHS, | MMPOJYKTY, a HE XapuOBOO JOOABKOIO J10/1aHOTO
nependadeHuM I TaKOro — XapyoBOIrO | apoMaTH3aTopa, XapuoBa Jo0aBka abo XxapuoBUIl
MPOIYKTY. (depMeHT, a MOTIM Mae€ BIJINOBIIATH YMOBaM

BUKOPUCTAHHA I LIbOIO Xap4OBOr0 MPOIYKTY,
K IepedayeHo.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
31| 4. 3 ypaxyBaHHAM M0JIO)KeHb MYHKTY 1 11poro | Cratts 18
po3ailly, HasBHICTh Xap4oBoi n00aBku, mo | 4. HasgBuicth  xapuyoBoi  A00aBKM, IO
BUKOPUCTOBYETBCS K  TIJCOJNOPKYBad, | BAKOPUCTOBYETHCS SIK MiCOJIO/KYBaY,
JIOTYCKAETHCS y 0araTOIHIpeIIEHTHHUX | JO3BOJSETHCS B  XapyoBUX cymimax 0e3
XapYoBHX  MPOAYKTaxX 31  3HWKCHOIO | JOJABaHHS IYKPY, Y CKJIQTHUX XapUYOBUX
S€HePreTUYHOI0 I[IHHICTIO (KaJIOpiiHICTIO) 03 | MPOAYKTax 31 3HMKEHOIO €HEPTi€l0, Y CKIIaTHUX
NOJaBaHHS  IYKPy, TpPHU3HAYEHUX  JUIA | JIETHYHUX XapPUOBUX MPOJYKTaX, MPH3HAYCHUX Binmoginae -/l- Binmosinae
HU3BKOKAJIIOPIMHUX JIET, M0 HE BUKIUKAIOTH | U1 HU3BKOKAJIOPIMHUX JIET, Y HEKapi€COT€HHUX
BUHUKHEHHS  Kapiecy, 13  30UIbIIEHUM | CKJIAJHUX XapyOBHX TMPOJYKTIB, a TaKOX Y
TEPMIHOM TPHUIATHOCTI, 3a YMOBH, IO | CKIAQJHHX Xap4OBUX MPOJYKTaX 13 30UIbIIEHUM
MPUCYTHICTh MIACOJOKyBadya B OJHOMY 3 | TEpPMIHOM  NPUJATHOCTI, 3a YMOBH, LIO
IHTPEIIEHTIB I[OTO Xap4YOBOTO MPOAYKTY € | MiJACONOKyBad JIO3BOJICHMH B OJHOMY 3
JI03BOJIEHOO. IHIPEIEHTIB XapuOBUX CyMILIEH.
32| VI. TpaauuiiiHi XapyoBi IPOAYKTH
33| 1. [HonmaBanHs xapuoBux jgo6aBok 1o | Crarrs 20
TPaIULIMHUX XapuOBHUX MPOAYKTIB Moke OyTH | [lepkaBu-unenu, mnepeniyeHi B Jlomatky 1V,
3a00pPOHEHO. MOXYTh MIPOJIOBXKYBATH 3a00pOHATH
BUKOPHUCTaHHA TII€BHUX KaTeropiii XapyoBHX Binnosinae -Il- Binnosinae

N00aBOK y TPaAWIIHHUX XapUYOBUX MPOAYKTAX,
Kl BUPOONSAIOTBCS Ha IXHIA TepuTopii, sK
3a3Ha4eHo B iboMy JlomaTky.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
34| 2. Tlepemix  Ttpamuuidaux  xapuoBux | JOJATOK IV
MIPOJYKTIB, TUTS SIKAX 3aboponeno | TpaauiiitHi Xap4oBi NMPOIYKTH, AT SAKUX JESIKi
BUKOPUCTAHHS JEIKUX KJIACiB XapyoBHUX | JACpKaBU-UICHH MOXYTh MPOZIOBIKYBATH Binmosinac /- Biamosinae
N00aBOK YU OKPEMHX XapuoBUX [00aBOK | 3a00pOHSITH BUKOPHUCTAaHHS TEBHUX KaTeropii
HaBeleHUH y nomatky S5 10 nux Iloka3HMKIB | XapuoBUX J0OABOK
0e31eyHoCTi (BUMOT).
35| VII. MapkyBaHHsI XapuOBUX J00aBOK
36| 1. Peanmizamis xapuoBux no6aBok, He | Ctarra 21
NpU3HAUYEHUX JUIs  peam3amii KiHueBomy | 1. XapuoBi pJ00aBkM, HE NpHU3HAuUEHl JUIS
CTMOXKUBaYy, 110 MPOJIAIOTHCS K OKPEMO, TaK 1 | MPOAaXKy KiHIIEBOMY CIIOKUBAUy, HE3AJIEKHO BiJl
B CyMIUII JEKIJIbKOX XapuOBUX JOOABOK Ta/ab0 | TOro, 4M MPOJAIOTHCS BOHM OKPEMO YU B CyMiIll
3 IHIIMMU IHTpENi€HTaMH, JIOMYCKAe€ThCsA | OIHA 3 OAHOI0 Ta/abo 3  XapuyOBUMHU
TUIBKU 3a HasIBHOCTI iH(popMallli, | IHrpeiieHTaMu, SIK BU3HAYEHO B YaCTHHI 4 CTaTTI . . . .
Binnosinae -1/- Bigmnosinae

nepeadavyeHoi y myHKTax 2 — 6 1boro po3Jity,
sSKa Ma€ BIJMOBIJATH BHUMOTaM YaCTUHHU
Tpetboi cTarti 8 3akoHy VYkpainun «lIpo
1H(OpMAITiO IS CTIOKUBAYIB 010 XapUOBUX
MIPOAYKTIBY.

6 Hupextusu 2000/13/€C, MOXyTb IpO1aBaTUCS
JUIIe pa3oM 13 MapKyBaHHs, IependaueHe
crartero 22 1poro PerimameHTy, sikeé MOBHHHO
OyTH JIerK0 BUIUMHUM, YITKO pO30IpIUBUM 1
He3MuBHUM. [H(]opMmariiss MoOBHHHA HaaaBaTUCS
MOBOIO, JIETKOIO JUJIsl PO3YMIHHSI CIIOKMBAYIB.
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37

2. YV Bumaakax, KOJU Xap4yoBi J0OaBKH, HE
OpU3HAYeHI s peamizamii  KiHIEBOMY
CIIOXKMBaUy, peali3yloTbCsl OKpeMo abo B
CyMiIlli IEKIIBKOX XapuoBHX J100aBOK Ta/abo 3
IHITUMU IHTPEIIEHTaMH, Ta/a00 3 J0/IaBaHHIM
10 HHUX OyIb-KHX IHIIMX PEYOBHH, Ha iX
ymakoBkax abo KOHTeilHepaXx IOBHMHHA
MICTUTHUCS HACTYIHA iH(OopMaIIis:

1) nHa3zBa Ta/ab0 1HACKC BIAMOBIAHO 10
€Bporneiicbkoi mudporoi cucremu (E) koxHOT
Xap4oBoi J100aBKH, 110 HaBe/EHl Jojarkax |
ta 2 1o uux [lokasHukiB 6e3nevHoCTi (BUMOT)
abo omuc TOBapy, MO MICTUTh Ha3By Ta/abo
IHACKC  BIAMOBITHO A0  €BpoOINEHChKOi
nudposoi cucremu (E) koxHOi XapdoBoi
00aBKH;

2) cnoBa «UIS  XapyoBUX IIeH» abo
«3a00pOHEHO Ui Xap4yoBUX MiJei», abo
3a3HaYeHHS Xap4yOBUX MPOJYKTIB, B SKUX
MTOBHHHA 3aCTOCYBATHCS 151 XapuoBa JOOaBKa;
3) ocobmuBi ymoBHM 30epiraHHs Ta/abo
BUKOpHUCTaHHS (y pa3l HEOOX1IHOCTI);

4) mo3Ha4YeHHs, IO 1AeHTU(DIKYye TapTiIo;

5) IHCTPYKIIi 3 BUKOPUCTAHHS — Yy pa3l SKIIO0
BIJICYTHICTh TaKHUX I1HCTPYKLIH YCKIJIQIHIOE
HaJIe)KHE BUKOPUCTAHHS Xap4oBOi JJ00aBKH;
6) HalilMEeHyBaHHS Ta MICLE3HAXOKEHHS
BUPOOHUKA, TaKyBaJIbHUKA a00 MPOJaBLs;

7) AaHi PO MaKCUMAaJIbHY KiJIbKICTh KOKHOTO
KOMIIOHEHTY a00 Tpynu KOMIIOHEHTIB, W10
MaloTh KUJIbKICHE OOMEKEHHS MPUCYTHOCTI B
XapuoBOMY TMPOAYKTi, Ta/ab0o BIJOMOCTI,
BKa3aHI B YITKIM 1 3po3yminiii dopmi, sKi
J03BOJISIFOTh  BUKOHYBaTH  BUMOTH  IIUX

Crarra 22

1. Skmo xapyoBi 700aBKH, HE NMPU3HAYEHI JJIS
MPOJaXy KIHIIEBOMY CIIOKMBauy, MpPOAAIOTHCS
OKpeMo abo B CyMimn ojHa 3 OAHOIO Ta/abo
IHIIUMK ~ XapuyOBUMH IHTpEIi€HTaMH Ta/abo
IHIIMMU PEYOBMHAMH, JOJAHUMH 10 HUX, iXHA
ynakoBka a00 KOHTEHHEPH IIOBHHHI MICTHUTH
TaKy iH(popmario:

(a) Ha3By Ta/abo E-HOMEp, BCTaHOBIICHI B IILOMY
PernmameHTi CTOCOBHO KOKHOT XapuoBOi 100aBKH,
abo TOproBuil onuc, KU BKJIIOYa€e Ha3BYy Ta/abo
E-HOMEp K0’KHOT Xap4uoBOi 100aBKU;

(b) 3asBa «I1 XapyoBUX MPOAYKTiB» abo 3asBa
«oOMeXeHe  BUKOPUCTaHHA B  Xap4yOBUX
MPOIYKTax» ab0 OLIbII KOHKPETHE MOCUIIAaHHS Ha
[ThOBE BUKOPHCTAHHS B XapYOBUX MPOAYKTAX;
(c) saxkmo HeoOXiAHO, OCOOIWBI  YMOBH
30epiranHs Ta/ab0 BUKOPHUCTaHHS;

(d) 3HaK, mo ineHTHdIKYe MapTito abo MapTiio;
(e) 1HCTPYKIi MO0 BUKOPHUCTAHHS, SKIIO iX
BIJICYTHICTb YHEMOKJIMBUTH HaJIe)KHE
BUKOPHCTaHHS Xap4oBOi JOOABKH;

(f) iM's abo wHa3zBa KoMmmaHii Ta ajpeca
BUpPOOHUKA, TaKyBaJIbHUKA a00 MPOJIABLIs;

(g) 3a3HaueHHs MaKCUMaJbHOI  KIJIBKOCTI
KOXXHOTO KOMIIOHEHTa a00 Ipynu KOMIIOHEHTIB,
Kl MAJSATal0Th KUTBKICHOMY OOMEXEHHIO B
XapuoBUX MPOAYKTaxX, Ta/abo  BIAMOBIAHY
iHpopMalli0 B YITKMX 1 3pO3yMUIMX TEpMiHaX,
IO JIO3BOJISIE TTOKYIIEBI TOTPUMYBATHCS IIHOTO
Permamenty  abo  iHIIOrO  BIAMOBIZHOTO
3akoHOoaBCTBa CIIBTOBApPHUCTBA; SKIO OJTHAKOBE
0OMEKEHHS KIJIbKOCTI 3aCTOCOBY€ETHCS 710 TPYIH
KOMIIOHEHTIB, IO BHKOPHCTOBYIOTHCS OKPEMO

Bianosinae

-//-

Bianosinae
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[TopsinkoBuii HOMEp

[TonokeHHs IPOEKTY aKTa

BiamoBiaHi mo0KeHHS JKEpEIT IpaBa
E€pponeiicbkoro Corwsy
(acquis €C)

Orinka
BIITOB1AHOCTI
npaBy
€BponenchKOro
Coro3y (acquis
€C) (Bignosinae,
HE CyIepEeUnTh,
9aCcTKOBO
BPaxoBY€, HE
BiAIIOBigae, He
BPETyJbOBAHO)

Binnosigui
MTOJIOKEHHS
JOKepen
MDKHapOJIHO-
MIPaBOBHX
3000B’A3aHb
VYxpainu y chepi
€BPONEUCHKOL
iHTerparnii

Omiuka
BIIIIOB1AHOCTI
MI>KHapOIHO-
IPaBOBUM
3000B’A3aHHAM
(BimmoBinae, He
CYIIePEYHTD,
YaCTKOBO
BpPaxoBYe€, HE
BIAIIOBizaE, HE
BpETyJIbOBAHO)

[Toxa3HukiB O6e3meyHoCTi (BUMOT) Ta/abo iHmI
BUMOTH HOPMATHBHO-TIPABOBUX aKTIB MIOJO
Xap4yoBHX N00ABOK. Y BHITAJKaX, KOJIW OJHI i
Ti K MAKCHUMaJIbHI PiBHI BITHOCATHCSA 10 TPYIH
KOMITOHCHTIB, 10 BUKOPUCTOBYIOTHCS OKPEMO
abo B MO€AHAHHI OJUH 3 OJHHUM, MOXE OYyTH
BKa3aHa ojgHa nudpa, ska BigoOpaxae cymy
BIIMOBIAHUX  MAaKCUMAJIbHHX  PIBHIB Y
BiJICOTKaX. MakcUMaJIbHUI piBEHb MOBHUHEH
OyTHu BupakeHui abo 4ncenbHO, a0 cloBaMu
«quantum satis;

8) HOMiHaNbHA KIUTBKICTH (HETTO) Xap4yOBOi
00aBKH;

9) MiHIMalIbHUI TEPMiH MPUAATHOCTI a00 AaTa
«BXKUTH JIOY,

10) y pa3i nmepenb6aueHHX 3aKOHOAABCTBOM
BHMOT, BIJIOMOCTI MPO Xap4yoBy J00aBKy abo
IHIy pEeYoBMHY WIOJO 3a3HAYCHHS B
MapKyBaHHI 1HTPEII€HTIB, HAsBHUX Y CKJIajl
XapYOBHX MPOAYKTIB.

abo B koMOiHamii, 00’€qHAHUNA BIACOTOK MOXKE
OyTH HaBeJCHUU OJHI€I0 LU(DPOI0; OOMEKEHHS
KUTBKOCTI Ma€ OyTH BUPaXEHO YMCENbHO abo 3a
MPUHIIAIIOM quantum satis;

(h) kinBKicTH HETTO;

(1) maTa MiHIMaJILHOTO TEPMiHY IPUAATHOCTI 200
TEpMiH PUAATHOCTI;

(j) y BIAMOBIOZHMX BHIAAKax iH(opMaIls Hpo
XapyoBYy /J00aBKy UM 1HII PEYOBUHH, 3a3HAYEHI
B wiif cratTi Ta mepemiueHi B [omatky Illa mo
HupextuBu  2000/13/€C, mono 3a3HaA4YCHHS
IHTpelIEHTIB, IPUCYTHIX Y XapuyOBHX MPOTYKTaX.
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3. YV Bumagkax, KOJIH XapyoBi J00aBKH
MPOAAIOTECSA B CyMIlIl JEKITBKOX Xap4OBUX
n00aBOK Ta/ab0 IHITMMHU IHTPETIEHTaMH, Ha iX
yrmakoBkax a00 KOHTEHHepax MOBHHEH
MICTUTHCSI TIEPETIK BCIX IHTPEHIEHTIB 13
3a3HAYCHHAM BIJICOTKY KOXXHOTO 3 HHUX Yy
3arajbHii Baszi BCHOT'O BMICTY YIIAKOBKH, B
MOPSAKY 3MEHILICHHS.

4. Ha ymakoBkax ab0 KOHTeHHepax 3
Xap4oBUMH J100aBKaMH, B SKAX TPHUCYTHI
PEYOBHHM (BKIIFOYAIOYHM XapyoBi I00aBKH a00
HIIN 1HTPEIEHTH), MO TOJAIOTHCS B XapUyoBi
n00aBKU IS MiABUINEHHS e(PEeKTUBHOCTI iX
30epiranHs, peamizamii, pO3BEACHHS abo
PO3YMHEHHS, TOBUHEH MICTUTUCSA TMEpeliK
BCIX IHTPEHIEHTIB 13 3a3HAYCHHSIM BiJICOTKY
KOXHOTO 3 HUX Y 3arajibHiil Ba3i BCbOI'0 BMICTY
YIIAKOBKH B TOPS/IKY 3MEHILICHHS.

5. Slk BukItOYeHHS 3 MyHKTIB 1, 2 Ta 3 uporo
Pozminy  indopwmarisi, nepemnbaueHa B
MIANYHKTaxX (1) — (k) myHKTY 1 Ta myHKTax 2 i
3 uporo Pozainy, Moke BKazyBaTHCS TUIBKH B
TOBApOCYNPOBITHUX JOKYMEHTax, 110
MIJJISTAl0Th HAJIaHHIO OJIHOYACHO 3 TMapTIEI0
ToBapy abo 10 ii MOCTaBKH, 32 YMOBH, 110 Ha
JOCTYTIHIN 1711 OTJISIY YaCTUHI YIIaKOBKU ab0
KOHTEWHepa 3 BIANOBIAHUM TPOJYKTOM
BKAa3aHO «HE JJIs1 PO3APiOHOT TOPTIiBIII».

6. SIx BUKIIIOYEHHSA 3 MYHKTIB 1, 2 Ta 3 11poro
Pozniny, y Bumagkax, Kojau XapuoBl JOOaBKH
MIOCTaBIIAIOTHCS B LIUCTEpHAX, BCs iH(pOpMaIlis
MOXeE 3a3Ha4aTUCS TIUIBKU B
TOBApPOCYNPOBITHUX JOKYMEHTaX, 110
HA/IAI0THCS OJJHOYACHO 3 TTOCTABKOIO TOBApY.

2. k1o xap4oBi 100aBKH MPOJAOTHCS y CyMIIIIi
OJlHa 3 OJHOI0 Ta/ab0 3 IHIIUMH XapUYOBHUMH
IHTpeliEHTaMH, TXHS YIaKOBKa a00 KOHTEHHEpH
MOBHHHI MICTUTH TEPENiK yCiX IHIPEHi€HTIB y
MOPAJKY 3MEHILIEHHS iX MacoBOIO BiJICOTKa BiA
3arajibHOI KUTBKOCTI.

3. SIkmo pe4yoBHMHU (BKJIIOYAIOYM  Xap4doOBi
NO00aBKM YM  IHINI  XapyoBi  iHTPEIIE€HTH)
NOJAIOTBCA  JO0  XapyoBHX  J00aBOK s
MOJIETHICHHsT  1X  30epiraHHs,  OpPOAaxy,
CTaHJapTHU3allii, po3BeJeHHs a00 PO3UMHEHHS, iX
yIakoBKa a00 KOHTEHHEpH IOBHUHHI MICTUTH
Mepenik yciX TaKuX PEYOBHUH Yy MOPAIKY
3MEHIICHHSI iX MPOIEHTHOrO0 BMICTYy 3a Bara
3arajibHoI.

4. Sk Bimctyn Bim maparpagiB 1, 2 1 3,
iH(OopMAIlis, sika BAMaraeTbes B MyHKTax (€) - (g)
naparpada 1 i B maparpadax 2 i 3, Moxke
BiJoOpaXxkaTucsi JUIIE B JOKYMEHTax, IO
CTOCYIOTBhCSI BaHTaXYy, K1 IOBUHHI OyTH Ha/JaH1
pa3oM 3 abo mepes OCTAaBKOIO, 32 YMOBH, IO
MO3HAauKa «HE U1 po3ApiOHOI  TOPTiBII»
MICTUTBCS Ha 10Ope BUAUMIN YacTHHI YIAKOBKH
ab0 KOHTeIHepa BIAMOBIIHOTO MPOAYKTY.

5. Sk Bimcryn Bin maparpadiB 1, 2 1 3, skmio
XapyoBi J100aBKM MOCTa4yalOThCsl B LIMCTEPHAX,
ycsi  iHopMalliss MoXKe 3’ABISATHUCS JIHIIE B
CYNpPOBIIHUX JIOKYMEHTaX, IO CTOCYIOTHCS
BaHTaXy, SKI MOBMHHI OyTH HajxaHi pa3oMm 3
TOCTAaBKOIO.

Bianosinae

-//-

Bianosinae
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7.  MapkyBaHHI  XapyoBUX  JI00ABOK,
NpU3HAYCHUX JUI  peanizanii  KiHIeBOMY
CIOKMBa4yy OBHUHHO BiJMOBIAaTH BUMOTaM:
1) xapuoBi m00aBKH, WO TPOJAIOTHCS SIK
OKpEMO, TaK 1 B CyMIIIl JEKUJIBKOX XapuOBUX
n00aBoK Ta/ab0 3 IHIIMMH iHTpENi€HTaMH,
MPU3HAYCHUMH IS peajlizallii KiHIIEBOMY
CHOXKUBaYy, HAIXOAATh Y PO3APIOHMIA TIPOTAK
TIIBKA 332 YMOBHM HAasBHOCTI HACTYMHOI
iHpopMaii:

Ha3Ba Ta iHJEKC BIAMOBIAHO 10 €BponeichKol
mudposoi cucremun (E) koxHOI xap4oBoi
no0aBKH, 1110 HaBeeH1 AoaaTkax 1 Ta 2 1o nux
[Toka3HukiB Oe3nevyHOCTI (BUMOT) ab0 OmHC
TOBapY, 110 MICTUTh HAMEHYBaHHS Ta 1HAEKC
BIMOBIAHO A0 €Bpomeiicbkoi  udpoBoi
cuctemu (E) ko)kHOT XapuoBoi 100aBKH;
ClIoBa  «JUISI  XapuyoBUX  Wijei»  abo
«3a00pOHEHO /7S Xap4OBUX IIiIei», a0o JiTKa
IHCTPYKIIsE MpOo MOPSAJOK  3aCTOCYBaHHS
N00aBKH B XapyOBHX NPOAYKTaX, IS SIKUX
BOHA MPHU3HAYCHA;

2) sIK BUKIJIIOUEHHS 3 MOJOXKEHb MiAMYHKTY 1
[OTO IYHKTY MAapKyBaHHS  CTOJIOBOTO
MiJICONO/KyBaya TMOBUHHO BKJIIOYATH (pa3y
«... CTOJIOBHH TIJCOJIO)KYBad Ha OCHOBI» 3
3a3HaYeHHSM Ha3B(M) MiJICOIOIKYBAUiB, IO
MICTSTHCS B HOTO CKJIa/Ii;

3) MapkyBaHHSI CTOJIOBUX Ii/ICOJIO/)KYBayiB,
10 MICTSAThH TOJIIONH Ta/abo acmaptam, Ta/abo
comi  acmaprama-anecyibdama, TOBHHHO
MICTUTH TaKi TTOTIEPEIKEHHS:

MOJIIONIH: «HAJAMIpHE CIIOKUBAHHS MOYKE MaTU
OCTA0TIOIYH eeKTy;

Crarrsa 23

(a) nazBa ta E-HOMep, BCTaHOBJEHI B IIbOMY
PernameHTi 1mog0 KOXHOI XapyoBoi J0OaBKH,
abo ToproBuii onmc, sIKUil BKiItoyae Ha3By Ta E-
HOMEP KOXXKHOI XapuoBOi J00aBKH;

(b) TBepKEHHS IS XapUOBHUX MPOAYKTIB» a00
TBEP/UKEHHS  «OOMEXEHEe BHMKOPDHCTaHHSI B
Xap4yoOBUX MPOAYKTax» abo OUIbII KOHKpETHE
MIOCUJIAHHS Ha HOro NpU3HAaUYe€HEe BUKOPUCTAHHS B
Xap4YOBUX MPOAYKTAX.

3. MapkyBaHHS CTOJIOBOTO Ii/ICOJIO/KyBaya, 1110
MICTUTh TIOJIIOJIA Ta/abo acmapram Ta/abo Cub
acmapramy-anecyibdaMy, Ma€ MICTUTH Taki
3aCTePEKCHHS:

(a) momionu: «HAAMIpHE CHOXXKHBAHHS MOXE
BUKITUKATH IPOHOCHUH eeKT»;

(b) acmapram/acnaptam-aiecynbdamoBa Cilib:
«MICTHUTB JDKEpeTo (eHiananiny».

Bianosinae

-//-
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
acrapTam Ta/abo comi acriaprama-
arecynbgama: «MICTUTD JDKepeo
dbeninananinyy.
40| 8. BupoOHuku cTonmoBuX mijconomKkyBauiB | Ctarts 23
MOBWHHI HaJaBaTW JOCTyNHY iHopmamnio | 4. BupoOHMKHM HACTUIBHUX TiJCOJIOKYBaviB
CHOXKMBayaM 3 MeETOl 0Oe3rnmeyHoro iX | HaJalTh BIANOBITHUMH 3aco0aMu HEOOXiTHY
BUKOPHUCTAHHS. iHpopMario, mo0 JO3BOMUTH IX Oe3redHe
BUKOPUCTAHHS CIOXHWBadaMu. PekomMeHparii Bignosinac -Il- Bigmosinae
100 BIPOBAKEHHS IHOTO Maparpada MOXYTh
OyTM NpUNHATI BIANOBIAHO 1O PEryJIATUBHOL
MPOIETYpPH 3 PETEIHbHUM BUBUYCHHSM, 3a3HAYCHOT
B yacTuHi 3 crarti 28.
41| 9. Ilepenik 6apBHUKIB, MapKyBaHHs xap4yoBux | JOAATOK V
OPOAYKTIB 3 SAKMMHU MOBMHHO MicTuTH | Ilepenik XxapuoBux OapBHUKIB, 3a3HAYCHHUX Y
NOJATKOBY  iH(poOpMallio, HaBeACHUW Yy | cTaTTi 24, Ui SIKUX MapKyBaHHS Xap4yOBUX Binnosinae -Il- Binnoginae
nogatky 6 no mux IToka3HMKiB O€3ME€YHOCTI | HPOAYKTIB ~ MOBMHHO  MICTUTH  JIOJaTKOBY
(BuMOT). iH(hopMallio
42 JNOJATKHU

no Iloka3HUKIB O€3Ie4YHOCTI
XapyuoOBUX J00ABOK

(BuMoOr) 10
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy HOJIOKEHHS MDKHapOAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoOBYE, HE €BPONENHCHKOT BPAXOBYE, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
43| Nomarok 1 (myHKT 4 po3ainy I) JOIATOK II
[lepenik xap4oBuX 100aBOK, n03BosieHUX 110 | Ilepemik xap4oBuX J00aBOK, J/J103BOJIEHUX [0 Binmosinac - Bixmosinac
BUKOPUCTaHHA B XapyOBHX TPOMYKTAaX Ta | BUKOPUCTAHHS B XapYOBHUX IMPOAYKTAX Ta YMOBH
YMOBH iX BUKOPUCTAHHS iX BUKOPUCTAHHS
44| Nomarok 1 (po3min V) JOHAATOK II
Jlo3BoneHi xapuoBi no0aBku Ta ymoBU ix | YactuHa E
BUKOPDHUCTaHHA B  OKpeMHX Karteropisx | Jlo3BomeHi XapuoBi 1OOaBKM Ta YMOBH iX Binnosigae -/l- Binnosinae
Xap4yoOBUX MPOAYKTIB BUKOPHUCTaHHS B OKPEMHX KaTEropisix XapyoBHUX
MIPOJYKTIB
45| JTomarok 2 (myHKT 4 po3miny ) Honarox III
Ilepenik xapuoBux n06aBok, B ToMmy uMcii | [lepenik xapuoBux 1006aBOK, B TOMY YHCII1 HOCIIB,
HOCIiB, /I03BOJICHMX /IO BHUKOPHUCTaHHS Y | JO3BOJIEHHUX JO BHUKOPUCTaHHS Yy XapyOBHUX Binmosinac - Bixmosinac
Xap4yoBuX  no0aBKax,  apoMaTH3aTOpax, | JoOaBKax, apoMaTHU3aTopax, eH3UMax, HOKHUBHUX
€H3UMax, MO)KUBHUX PEUYOBMHAX Ta YMOBH IX | P€YOBHHAX Ta YMOBHU iX BUKOPUCTAHHS.
BUKOPHCTAHHS.
46| Nomnarok 3 (myHKT 4 po3ainy I) Pernament Kowmicii (€C) Ne 231/2012 Bix 9
Bumoru ciennikanii i xap4oBux 100aBok, | 6epesnss 2012 poky, [0  BCTaHOBIIIOE
y TOMY YHCJIi OapBHMKIB Ta MCOJNOAKYBauiB | crienu@ikamii A XapyoBUX  J100aBOK,
nepeniuenux y Jlogarkax Il ta III no Pernamenty Bixmosizae JJ- Bixmosixae

(€C) Ne 1333/2008

JOJIATOK

Bumoru cnienndikaii 1y xapuoBux 100aBOK, y
TOMY YMCJI1 OAPBHHKIB Ta IMiJICOTIO0KYyBaviB
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
% (acquis €C) HE CyNepeUHnTh, 306“03 S3aHb CyNepeUunTh,
& 9aCcTKOBO VYkpainu y c¢)§p1 Y4acTKOBO
= BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
47| Homarok 4 (myHkT 1 pozmimy IIT) JOHAATOK I
OyHKIIOHATBHI KJIACH Xap4yoBHX 100aBOK y | DyHKIIOHATIBHI KIACH XapyoBHX J00AaBOK Yy Binmosinac - Bixmosinac
XapYOBHX MPOAYKTAX, Xap4YOBHX JO0ABOK y | Xap4OBHX NPOAYKTAX, XapyoBUX JOOABOK Yy
Xap4yoBHX J00aBKax Ta €H3MMax Xap4yoBHX JA00aBKax Ta eH3UMax
48| HNomarok 5 (myHKT 2 po3ainy VI) JOJATOK IV
Tpaguiiiini xap4oBi NPOMYKTH, AN sAKkuX | TpaguimiiiHi Xap4yoBi NPOAYKTH, M SIKUX
JIepKaBU MOXKYTh 3a00pPOHSATH BUKOPHCTAHHS | JCPKABU MOXYTh 3a0OpPOHSITH BUKOPUCTAHHS Binmoginae -/l- Binmosinae
JeSIKUX KIIACiB XapuoBHUX T0OABOK UM OKPEMUX | JESKUX KJIACiB XapyoBHX J00ABOK UM OKPEMHUX
Xap4YOBHX JOOABOK. Xap4YOBHX JIO0ABOK.
49| Nonarok 6 (myHKT 9 po3ainy VII) JOIATOK V
HepemK. OapBHUKIB, MapKyBaHHS XapyOBHX Hepenu(. OapBHUKIB, MapKyBaHHs ~ XapyOBHX Bianosizae - Biamosizac
MOPOAYKTIB 3 SKUMH T[OBHHHO MICTHTH | MPOAYKTIB 3 AKUMH MOBUHHO MICTUTH JOJIATKOBY
JI0JIATKOBY 1H(OpMAIIIF0 iH(opMaIlio
50 Pernament (€C) Ne 1334/2008 €Bporielicbkoro
[TapnamenTy Ta Panu Bixg 16 rpynas 2008 poky
Mpo  apoMaru3aTopu Ta TIEBHI  Xap4oBi
[TokazHuku 6e3meyHoCTi (BUMOTH) JI0 IHTPEIIEHTH 31 CMAaKOBUMH BIIACTUBOCTSIMH JUISI
apoMaTH3aTopiB BUKOPHUCTAHHS B NPOJAYKTax Xap4yyBaHHS Ta Ha Binnosinae -/l- Binnosinae
MPOIYKTaX XapuyBaHHsI Ta PO BHECEHHS 3MiH JI0
Pernamenty Pamgm (€EEC) Ne 1601/91,
Permamentn (€C) ) Ne 2232/96 1 (€C)
Ne 110/2008 1 upextuna 2000/13/€C
51| 1. 3aranpHi MOJIOKEHHS
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
52| 1. Ii Iloxasnukm OGe3neunocti (BumorH) | Crarrs 1
BHU3HAUAIOTh 3arajibHi yMOBM BUKOpHUCTaHHA | g nux ninei neit Permament nependavae:
Xap4yoBUX apomaru3aropiB Ta xap4yoBuXx | (b) yMOBH BHKOpPHCTaHHS apOMaTHU3aTOPIB Ta
IHTpEIiEHTIB 3 apOMaTUYHHUMH | XapUYOBHUX IHTPEIIEHTIB 31 CMAaKOBUMU Biamosinae -//- Biamosinae
BJIACTUBOCTSIMH Y Ta HA XapUOBHX MPOJYKTAX, | BIACTUBOCTSIMHU B MPOIYKTAaX Xap4yyBaHHsS Ta Ha
Ta BUMOTH J0 iX MapKyBaHHs ONepaTopamu | HUX;
PHHKY XapUOBHX IPOJYKTIB. (c) mpaBwIIa MapKyBaHHS apOMaTH3aTOPIB.
53| IMepenik  xapuoBux apomaruzatopiB Ta | JOJATOK I
BUXIIHMX  MarepiamiB, Jo3BosieHux Juid | [lepenmik ~ apoMaru3aropiB  Ta  BUXIIHHUX
BUKOPHUCTaHHA y Ta Ha XapuoBMX MPOJYKTax, | MaTepialiB Binnosinae -11- Binnosinae

HaBelneHo B nonatky 1 mo mux [loka3HukiB
0e31e4HOCTi (BUMOT).
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy HIOJIOXKEHHS MDKHapOAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoOBYE, HE €BPONENHCHKOT BPAXOBYE, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
54| 2. Wi Iloxasnuku Oe3neunocti (Bumoru) | Crarts 2
3aCTOCOBYIOThCS J10: 1. Lleii PernameHT 3aCTOCOBY€EThCS J10:
1) Xap4yoBHX apoMaTH3aTOPiB, AKi | (a) apomMaTu3aropu, siki BAKOPUCTOBYIOTHCS ab0
BUKOPUCTOBYIOThCS qu OynyTb | IpU3HAYEH] Ui BUKOPUCTAHHSA B XapyOBHUX
BUKOPHCTOBYBATHCSA B Ta/ab0 Ha XapyoBUX | MPOAYKTax ab0 Ha HUX, 0€3 MIKOAW s OlLIbII
IPOAYKTaX; KOHKPETHUX  IOJOXEHb,  BUKIAJCHUX Y
2) xapuoBHX iHTpenieHTiB i3 apoMatnunumu | Permamenti (€C) Ne 2065/2003;
BJIACTHBOCTSIMU; (b) xap4oBi IHIpeli€eHTH 31 CMaKOBUMH Binnosinae -11- Binnosinae
3) Xap4oBHUX NPOAYKTIB, Kl MICTATh XapuoBi | BIACTUBOCTSIMU;
apoMaTU3aTOpH Ta/ab0 Xap4oBi IHIPEIIEHTH 3 | (¢)  XapyoBl  MPOAYKTH, IO  MICTATh

apPOMaTUYHUMU BIIACTHBOCTSIMH;

4) BUXIOHOTO Marepiady Ul XapyoBUX
apoMaTH3aTopiB Ta/ab0 BUXIJHOIO MaTepiaiy
JUI XapuoOBHMX 1HTPENIEHTIB 3 apOMaTHUYHUMHU
BJIACTUBOCTSIMHU.

apoMaTH3aToOpu Ta/abo XapyoBl IHIPEIIEHTH 31
CMaKOBHMHU BJIACTHUBOCTSIMH;

(d) BuximHi MaTepiaqd JUIsl apoOMaTU3aTOpIB
Ta/ad0 BHXIAHI MaTepiaJid A XapyOBHX
IHTPEJIIEHTIB 31 CMAKOBUMH BJIACTHBOCTSIMHU.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
55| 3. Li IToka3nuku 6e3me4HOCTi (BUMOTH) HE Crarts 2
MOIIUPIOIOTHCA Ha! 2. leit PernameHT HE 3aCTOCOBYETHCS J10:
1) pedoBUHM, SKi MAIOTh BUKJIIOYHO (a) pe4oBUHH, SIKi MAIOTh BHKIIFOUYHO COJIOJKHH,
COJIOAKUH, TIPKUH Y COJIOHHUM MPUCMAK; KHCJIMI a00 COIOHUM CMAaK;
2) neniepepoOiieHi (cupi) xapuoBi npoayktu; | (0) cupi mpoayKTH; Binmosinac /- Bixmoinac

3) OAHOKOMIOHEHTHI Xap4yoBl MPOAYKTHU Ta
CyMil, 30KpeMa: CBiXi, CyXi, 3aMOpOXKEHI
crenii Ta/abo TpaBH, CyMillli 4YaiB Ta CyMmilli
ISl HACTOMOK, 110 HE BUKOPUCTOBYBAIUCS SIK
Xapy4oBi IHTPEIEHTH.

(c) HeckIaAHI XapyoBi MPOAYKTH Ta CyMillli, Taki
K, aji¢ HE BHKIIOYHO, CBiXIi, cymeHi abo
3aMOpO’KeHI crielii Ta/abo TpaBu, CyMillli Yaro Ta
CYMIIII /1711 HACTOIOBAHHS SIK TaKl, SIKILIO BOHU HE
BHUKOPHUCTOBYBAJIUCS SIK Xap4yOBI1 IHIPE/TI€HTH.

56

2. TepMinu Ta BU3HAYEHHS
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57

4.V nux [loka3zHukax 6e3meqHoCTi (BUMOTax)
TEPMiHU BXXUBAIOTHCS B TAKOMY 3HAYEHHI:

1) apomaTnyHa peyOBHHA — XIMiYHA PEUOBHHA,
[0 MA€ apOMATUYHI BIACTUBOCTI;

2) apoMaTUYHUH Tpernapar — IPOIYKT, IHITUN
HIXK apoMaTU4YHa PEYOBHHA, OTPUMAHHHA 3:
Xap4yoBOro  IMPOJYKTY, J0 sKoro OyB
3aCTOCOBAaHUM npouec ¢izuyHOi,
dbepmenTaTiBHOI 200  MIKpOOiOJOTIUHOT
nepepoOKu, J0 abo Mmicas Takoro MpOoIecy
nepepoOKH, s CIOKUBAHHS  JIFOJAUHOIO
[UISIXOM OJTHOTO a00 MEKUTBKOX TPagUIiiHHNX
IIPOLIECIB MPUTOTYBaHHS XapUOBUX MPOJYKTIB
HaBeleHUX B Aoaatky | mo nux Iloka3Hukis
0e3meyHocTi (BUMOT);

Ta/abo Marepiany pPOCIUHHOTO, TBAPUHHOTO
91 MIKpPOOi0JIOTIYHOTO MTOXO/KEHHS, 10 HE €
XapuoBUM  HPOAYKTOM, 3a  JIOIIOMOTOIO
npouecy (i3u4HOI, (QepMeHTaTHUBHOI abo
MiKpoOioJ0riuHOi HepepoOKH, Ta 10 abo Mics
TaKOTO TPOIIECy MEePepOoOKH IUISIXOM OIHOTO
a0  JEKUIPKOX  TpaJullifHUX  MpOIECiB
MIPUTOTYBAHHS Xap4OBUX TIPOIYKTIB
HaBe/leHUX B A0AaTKy 2 a0 uux Iloka3HuKiB
0e31e4HOCT1 (BUMOT);

3) apomaTtuzarop i3  3amaxoM UMYy
(apoMaTH3aTOp KONTWJIBHUH) — TIPOIYKT,
OTpUMaHUI LUIAXOM (bpakiioHyBaHHS
(mpoOsieHHsT) 1 OYMIIEHHS KOHJEHCOBAHOTO
IUMYy, TpPU I[bOMY YTBODPIOIOUM TI€PBUHHI
KOHJICHCATU UMY, IEPBUHHI CMOJISIHI (hpaKiii
Ta/abo MOXiJHI apoMaTHU3aTOpH 13 3araxoM
AUMY;

Crarrs 3

2. Jna wmineit umporo Permamenty Takox
3aCTOCOBYIOTHCS TaKi BU3HAUCHHS:

(a) «apomaTu3aTopu» 03HA4aIOTh MIPOYKTH:

(1) He mpU3HAYCHI I CIIOKMBAHHS SK TaKi, SKi
JOJA0ThCA 70 1K1 3 METOI0 HaJaHHA a00 3MiHU
3amnaxy Ta/abo cMaKy;

(il) 3pobneni abo CKIamalOTbCI 3 TaKUX
KaTeropii:

apOMAaTHU4HI PEYOBUHH, apOMATHUHI IMperapary,

apoMaTu3aTopu TePMIYHOT 00po0OKHw,
apoOMaTU3aTOPH MY, peKypcopu
apoMaru3aTopiB abo IHII apOMaTH3aTOPH UM iX
cymimi;

(b) «apomaTuyHa pevOBHUHA» O3HAYA€E BU3HAUCHY
XiMiuHy pe4oOBUHY 3i CMaKOBUMU
BJIACTUBOCTSIMU;

(c) «mpupoaHa apoMaTUYHA PEUOBHMHAY» O3HAYAE

apoMaTHYHy  PEUOBUHY, OTpUMaHy  3a
JIOTIOMOT OO0 BIJITOBIAHUX G13UYHUX,
(hepMeHTaTUBHUX abo MiKpOO10TOTTHHHUX

MIPOLIECIB 13 MaTepiany pOCIMHHOIO, TBAPUHHOTO
Y1 MIKpOOIOJIOTIYHOTO TOXOKEeHHs albo B
cupoMy cTaHi, abo Tmicias OOpoOKH  JIst
CMOXXHMBAHHS JIIOJIMHOIO OJHUM alo KiJIbKoMa
TpagUIIHHUMHI POJTyKTaMHU XapuyBaHHS
MpolLecH MiAroToBKH, nepemiueHi B Jomarky II.
Harypanbhi apoMaTH4H1 pE4OBUHU
BIJNIOBIJAIOTh PEYOBHMHAM, SIKI MPHUCYTHI B
MpHUpo/AL Ta Oynu 11eHTU(PIKOBAH1 B IPUPO/IL;

(d) «apomaTnyHMii Ipenapar» 03Havae MPOIYKT,
OKpIM apOMAaTHYHOI PEUOBHHH, OTPUMAHHH 3:

(i) xap4yoBi HPOAYKTH 32  JOHOMOTOIO
BIIMOBIAHUX (13MYHUX, (EepMEHTATUBHUX alo

Bianosinae

-//-

Bianosinae
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4) apomaruzaTop, SKWHH MPOMIIOB IIPoIEC
TEPMIYHOI OOpOOKH — TPOAYKT, OTPHUMAaHUM
IUBSIXOM TEPMIYHOI 00poOKM 13  cyMmil
IHTpe/i€HTIB, SKi HE OOOB'SI3KOBO MICTSTh
apOMaTHUYHI BIACTUBOCTI, 1 MPUHANMHI OJIMH 3
HUX MICTUTHh a30T, a IHIIMHA € PeryKyIOUHM
ykpoM. [HrpenieHTamMu s BUTOTOBJICHHSA
apoMaTu3aTopiB, fAKI MPOHIIIM  MpoIecC
TepMiuyHOT OOpOOKHM MOXKYTh OyTH XapyoBi
MPOAYKTH Ta/ab0 BUXiTHUI MaTepiai, Mo He €
XapYOBHUM MPOTYKTOM;

5) BuxXimHME  MaTepiayr —  Marepiain
POCIIMHHOT0, TBAPUHHOTO, MIKPOOi10JIOTTYHOTO
Yl MIHEPaTbHOTO TOXOJDKCHHS, 3 SKOTO
BUTOTOBJISIIOTH apoMaTu3aTopu abo XapyoBi
IHTpenieHTH 13 apoMaTUYHUMU
BJIACTHBOCTSIMU Ta MOXKeE OyTHU:
Xap4OBUM MPOTYKTOM;

a0 BHUXIIHUM MaTepiajioM,
Xap4OBUH ITPOJYKT;

6) BiAMOBITHMN (Pi3UUHUI Tpoliec — O3HAYae
¢b131uHUM Tpo1iec, SKUl HABMUCHO HE 3MIHIOE

IHIIUM  HIXK

XIMIUHY IpUpoRy KOMIIOHEHTIB
apoMaruzaTopa 0€3 IIKOAM TpaJAHIIITHUM
nporecam HPUTOTYBAHHS Xap4yoBUX

MPOJYKTIB HABEJACHHX B JONATKy 2 1O LHUX
[Toka3HukiB Oe3neyHOCTI (BUMOT) 1, SIKHH He
BKITIOYAE, 30Kpema, BUKOPUCTAHHS
CHHIJIETHOTO KHCHIO, O30HY, HEOpraHiuHUX
KaTaji3aTopiB, METaJleBUX  KaTaji3aTopis,
METaJI00praHIYHUX peareHTiB Ta/abo
yIIbTPadioIeTOBOTO BUIPOMIHIOBAHHS,

7) iHmMHA ~ apomaTtu3aTop —  O3Hayae
apoMaTu3aTop, SKWA J0JaHO a0  SKWH

MIKpOO10JIOTTYHUX MpoIIeCiB abo B
HeoOpoOJeHoMy crTaHi Martepiany, abo micis
o0OpoOKM Ui  CIOXKHMBAaHHA  JIIOAMHOIO 34
JIOTIOMOTOI0 OJTHOTO a00 KUIBKOX TpaauIliiHUX
MPOIIECIB MPUTOTYBAHHS 1XKi, MEpeNueHux Yy
Honarky II;

Ta/abo

(il) marepiaJi POCITUHHOTO, TBAPUHHOTO abo
MIKpOO10JIOTIYHOTO TTOXO/PKCHHSI, BIIMIHHHM BiT
Xap4yoBHUX IIPOJYKTIB, 3a JIOTIOMOT' 00
BiAMOBIIHUX (i3nyHUX, (pepMEeHTaTHBHUX abo
MIKpOO10JIOTIYHHX MPOIIECIB, IPUIOMY MaTepial
OepeThCs SIK Takuil a00 TOTY€EThCA 3a IOMOMOTOI0
OHOTO YH KUIPKOX TPaIWIiHHUX MPOIECIB
MPUTOTYBaHHs 1xk1, nepeniyeHux y Jonatky Il;
(e) «apoMaru3arop TepMidHOI 0OPOOKMY» O3HAYAE
MPOJYKT, OTPUMAHUHN MICIsT TEPMIYHOI 0OpOOKH
i3 cyMmimi iHTpeImieHTiB, sIKi HE OOOB’SI3KOBO
MaroTh CMaKOBi BIIACTUBOCTI, 3 SKUX MPUHANMHI
OJIMH MICTUTh a30T (aMiHO), a IHIIUH €
BIIHOBJIIOIOYMM IIYKPOM; IHTpEIi€HTaMH s
BUPOOHUIITBA apoMaTH3aTopIB TEPMIYHOT
00pOOKH MOXKYTh OYyTH:

(1) ood; Ta/abo

(i1) BUXiTHUI MaTepial, BIAMIHHUHN Big 1Ki;

(f) «<apoMaTu3aTOp KOMTHILHOTO IUMY» O3HAYae
MPOJYKT, OTPUMAaHUN HUIIXOM (PpakKilioHyBaHHS
Ta OYMINCHHS KOHJCHCOBAHOTO JUMYy 3
YTBOPEHHSM KOHJEHCATy TEpPBUHHOTO AHMY,
MEePBUHHUX (PpaKIii cMOIM Ta/abo TOXITHUX
apoMaTH3aToOpiB  KONTUIBHOTO  JUMY,  SIK
BU3HaueHo B myHkTax (1), (2) 1 (4) Crarra 3
Pernamenty (€C) Ne 2065/2003;
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MPU3HAYCHO I JIOJAABaHHS JIO XapyoBHUX
MPOAYKTIB, 3 METOIO HAJaHHS apomary Ta/abo
CMaKy Ta Kl He MMAMaIal0Th MiJ] BU3HAYCHHS

apoMaTH4Ha pcyoOBHHa, HaTypajlbHa
apoMaTH4Ha pEYOBHHa, apoMaTUYHUI
mmpenapar, apomaTru3arop, sSKUH IPOWILIOB

poIriec TepMidHOi 00pOOKH, apoMaTH3aTop i3
3araxoM UMy, TIOTIEPETHUK apoMary;
8) HaTypampbHa apoMaTHYHa pEYOBHHA —

apoMaTHYHa pPEUYOBMHA, sKa OTPUMaHa
BHACJIIOK BIJIIIOBITHUX (bI3UYHHX,
(epMEHTaTUBHUX YU  MIKPOOIOJOTIYHUX
MpoLIeCciB epepoOKH MaTepialy pOCIUHHOTO,
TBAPUHHOTO qu MIKpOOi10JIOT9HOTO
MOXO/KEHHS, N0 abo michns  Tpolecy
nepepoOKH  JUIsl  CIIOKUBAHHS  JIFOJMHOIO

IUISIXOM OJIHOTO a00 JCKUJIbKOX TPaIUIlIMHUX
MPOIECiB TPUTOTYBAHHS 1Ki, HAaBEICHUX B
nonatky 2 o nux Iloka3HukiB Oe3medHOCTi
(Bumor). HarypanbHi apomMaTHyHl PEeUYOBUHU
BIJNIOBIJAIOTh PEYOBHMHAM, IO HPUPOIHIM
YUHOM TIPUCYTHI a0o Oyiau BUSIBICHI B
IPUPOII;

9) nonepenHUK apomary — NPOAYKT, IKUM He
3aBXK/M Ma€ CMaKoOBl BJIACTUBOCTI, ajie SKHUH
HaBMHCHO JOJAaHO IO Xap4yoBOTO TPOIYKTY,
€IMHOIO METOI0 $KOTO € BHUTOTOBJICHHS
apoMary MOUITXOM po3mamy abo BCTyNmy B
peaKIlifo 3 IHIIMMU KOMIOHEHTaMHM MiJ 4ac
nporecy 00poOKU XapyoBHUX MPOIYKTIB, SIKUN
MO>KHa OTPUMATH 3:

Xap4oBOTO MPOAYKTY;

Ta/abo BHXIAHOTO MaTepialy, I1HIIOTO HIX
Xap4OBUH ITPOJIYKT;

(g) «rpexypcop cMaKy» O3Ha4ae MPOIYKT, SIKHUIl
caM 1o co0i He O0OOB’SI3KOBO Ma€ CMaKoOBi
BJIACTUBOCTI, HABMHMCHO JIOJIaHUI 10 XapyOBHX
MPOAYKTIB 3 €IMHOIO METOIO CTBOPEHHS apoMary
NUSIXOM pyiHYBaHHS a0o0 peakiii 3 iHIIUMH
KOMIIOHEHTaMU TiJ dYac OOpOOKM XapyoBHX
IIPOAYKTIB; 1Or0 MOXHA OTPUMATH 3:

(1) xapuyBanHs; Ta/a00

(11) BUX1gHUI MaTepiall, BIIMIHHUH Bif 1KI;

(h) «HIINH apoMaTH3aTop» O3Ha4ae
apomaru3aTop, SAKHUH JI0JJA€THCS abo
NpU3HAYCHUN JUIA JIOJIaBaHHA JI0 XapyOBHX
MPOAYKTIB 3 METOI0 HaJaHHsA 3amaxy T1a/abo
CMaKy 1 sikuil He mianaaae mix BuzHadeHHs (b)—
(9);

1) «Xap4yoBUil IHTpENi€HT 31 CMaKOBHUMH
BJIACTUBOCTSAMU» O3HAYa€ Xap4yOBUHM 1HTPEIEHT,
BIIMIHHHMI BiJl apOMaTH3aTOPiB, SKHH MOXKHA
J0J1aBaTu J0 1K1 3 OCHOBHOIO METOIO JI0/1aHHA 1l
cMaky a0o 3MIHM ii CMaky Ta SIKHH 3HAYHOIO
MIpPOIO CIpHs€ MPHUCYTHOCTI B 1XKi HEBHHUX
MPUPOJHUX HEOKAHNX PEYOBHH. PEUOBHHU;

(j) «BuXigHMH MaTepia» oO3Hayae MaTepian
POCIIMHHOTO, TBapUHHOTO, MIKpPOOi10JOTIYHOTO
a00 MIHEpaJbHOTO TOXOKEHHsS, 3 SKOIO
BUPOOJIAIOTHCA  apoOMaTU3aTopu abo  XapdyoBi
IHTpeliEHTH 31 CMaKOBHUMM BIIACTHBOCTSIMH;
MOXe OyTH:

(1) xapuyBaHHs; a060

(11) BUX1THUM MaTepiall, BIAMIHHUHN BiA TKi;

(k) «BigmoBigHMit (i3MUHUI mpolecy o3Hayae
¢13uuHu 1polec, KU HAaBMUCHO HE 3MIHIOE
XIMIUHY IPUPOJY KOMIIOHEHTIB apoMaTH3aTopa,
0e3 MIKOJIU IS MepesliKy TPaJAuLiHHUX MPOLIECIB
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoOBYE, HE €BPONENHCHKOT BPAXOBYE, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
10) xap4oBi IHTpemieHTH 3 apoOMaTHYHUMH | mpuroTyBaHHs Dki B Jlomatky 11, i He mepenbauae,
BJIACTHBOCTSIMU — XapuOBi IHTPEII€HTH, 1HIII | cepel 1HIIOro, BUKOPUCTAHHS CHUHIJIETHOTO
HIXK apoMaTH3aTopH, SKi MOXKYTh JIOIaBaTHCS | KUCHIO, O30HY, HEOpPraHiYHMX KaTalli3aTopis,
710 XapyOBOTI'0 MPOJYKTY 3 OCHOBHOIO METOIO — | METAJICBUX KaTai3aTOpiB, METaJ00praHIdYHUX
HA/IaTH Y 3MIHUTH apOMaT TaKOTO Xap4yoBOTO | peareHTiB Ta/abo Y @-BUIIPOMiHIOBAHHS.
MPOJYKTY, 1 sIKI 3HAYHOIO MIpOIO BILTUBAIOTH
Ha TPUCYTHICT B Xap4yOBUX MPOJYKTaX
NEeBHUX HeOaKaHUX PEUOBUH, SIKI 3'ABISIOTHCS
PUPOJHUM IIISIXOM.
58| IHmi TepMiHM BXHMBalOTbCA Yy 3HadeHHsX, | BignoigHukiB y €C Hemae
HaBeJICHUX y 3akoHaxX YKpainu «IIpo ocHOBHI
IOPUHIUIM Ta BUMOTH J0 O€3Me4YHOCTI Ta
AKOCTI ~ Xap4yoBUX  TPOAyKTiBy,  «lIpo He cymepeauTs - He cymepeuus

iH(pOpMAIliO IS CIIOKUBAYIB LIOI0 XapYOBHUX
MPOJYKTIB» IHIIMX HOPMAaTHUBHO-TIPABOBUX
aktax y cdepi 0e3MeYHOCTI Ta OKpPEMHX
MTOKA3HHUKIB SIKOCT1 XapuOBUX MPOJIYKTIB.

59

II.  3arampHi yMOBHM JUIsI BHKOPHCTaHHS
apoMaTH3aTopiB
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
§ paBy MOJIOKEHHS MDKHapOJAHO-
S €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
= . ; ; : .
2 [TonokeHHs IPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bianosinae, IIPaBOBUX (BlamoBijae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YacTKOBO VYkpainu y chepi YaCTKOBO
5 s .
= BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
60 . . | Crarts 4
1. XapuoBl apomMaru3aTopu Ta Xap4yoBl | ... . .
. . Tinbku apomatuszaropu ab0 XapyoBi IHIPETIEHTH
IHTpEAIEHTH 3 APOMAaTUYHUMHU BIACTUBOCTSIMU . . .
3 CMaKOBi BJIACTUBOCTI, SIKi BiAMIOBIIal0Th TAKUM
MOXXYTh BHUKOPHCTOBYBAaTHCh Yy XapyOBHX
yMOBaM, MOXYTh  BHUKOPHUCTOBYBAaTHUCS B
MPOJYKTAX, SIKIIO
Xap4YoOBUX MPOAYKTax abo Ha HUX: : . . .
1) BoHM 32 HasIBHUMHU HAyKOBUMH JaHUMH HE Binnosinae -/l- Bianosinae

CHPHUYHUHSIOTh  IIKIJIJIABOTO
3JI0pPOB’SI JIFO/IUHU,

2) iX BHUKOpPUCTaHHS HE BBOJAUTH B OMaHY
CIIOKMBAaYa.

BIITIUBY Ha

(a) BOHM, Ha TIACTaBl HasBHUX HAYKOBHUX
JI0Ka3iB, HE CTAHOBIIATH PH3UKY IS OE3MEKH
3JI0pOB’S CIIOKHMBAYA; 1

(b) X BUKOpPHUCTaHHS HE BBOJUTH CIOXKHBada B
OMaHy.
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61

2. 3a yMOBH BIJIOBIIHOCTI MyHKTY 1 1IbOTO
po3ainy, JieprKaBHIN peectparii  He
MIJUISATAI0Th TaKi Xap4yoBi apoMaTu3aTOpy Ta
XapyoBi  IHTPEHIEHTH 3  apOMaTUYHHUMH
BJIACTHBOCTSIMU:

1) apomaTuuHuii npenapar;

2) apomMaruzaTop, SKWHH MPOMIIOB IIpolecC
TEepMiYHOi 00poOKH. ApomaTu3aTop, SKUH
MPOMIIIOB  TIpoIleC  TEPMIYHOI  0OpOOKH
MOBHHEH BINOBIaTH yMOBaM BUpPOOHHUIITBA
Ta MaKCUMAJIbHO  JIOMYCTUMUM  PIBHSM
OKPEMHUX PEUOBHUH ISl TAKUX apOMaTH3aTOPIB,

Crarrsa 8

1. Hacrymni apomaru3atopu Ta XapydoBi
IHTpEJIEHTH 31 CMAaKOBUMH BIIACTUBOCTSIMH
MOXXYTh  BHKOPHUCTOBYBAaTHUCSI B  Xap4YOBUX
MPOAyKTax ab0 Ha HUX 0€3 OIIHKU Ta CXBAJICHHS
3rigHO 3 UM PermamMeHToM, 3a yMOBH, 1[0 BOHH
BIIIIOBIJArOTh CTATTI 4:

(a) apomaTuyHi mpenapaTt, 3a3HayeHi y CTaTTi
3(2)(d)(i);

(b) Tepmiuno 00poONEHI  apoMaTH3aTOPH,
3a3HauyeHi B crarti 3(2)(e)(i), Akl BiAMOBIIAIOTH
yMOBaM JUISL BUPOOHHIITBA TEPMIYHO
00poOJIEHUX apoOMaTHU3aTOPIiB 1 MaKCHMaJIbHUM
piBHSIM Il TIEBHUX PEYOBHH B TEPMIYHO

. Bignosingae -/l- Binnosinae

HaBeleHUX y AoAatky 3 no uux Iloka3HukiB | oOpoOJeHUX apoMaTH3aTOpax, BUKJIAIECHUM Yy
0e3meyHocTi (BUMOT); Honatky V;
3) nmomnepeaHUK apomary; (c) mpekypcopu cMmaky, 3a3Ha4yeHi y CTarTi
4) xapuoBi inrpenientu 3 apomatuuHumu | 3(2)(g)(i);
BJIACTUBOCTSIMH. (d) xap4oBi IHTpeli€eHTH 31 CMaKOBUMH
Y pa3l  HaABHOCTI MIJACTaB CTOCOBHO | BIIACTUBOCTSIMU.
HeOe3MeYHOCTI Xap4oBUX apoMaTHu3atopiB uM | 2. He3zpaxaroun Ha maparpad 1, sxmo Kowmicis,
XapyoBHX I1HTPEAIEHTIB 3 apOMaTHYHHUMHU | AepxaBa-uieH abo OpraH BUCIIOBIIOE CYMHIBH
BJIACTUBOCTSAIMHU HaBEJCHUX Yy MiANMYHKTax 1 — | moxo Oe3neku apomaTtu3aTopa abo Xap4yoBOTO
4 UBOro MYHKTY, 3AIMCHIOETHCA IX OIlHKA | IHTPEJI€HTa 31 CMaKOBUMH BJIACTHBOCTSIMHU,
PHU3HKY. 3a3HaYeHMMHU B maparpadi 1, OIiHKa pU3HKY

TaKOro  apomarmzaropa  abo  Xap4yoBOTO

IHTpe/lieHTa 3 apOMaTUYHUMH BIIACTHUBOCTSIMH

noBUHHA OyTH 31iKcHeHa TakuM OpraHom.

62| 3. 3abopoHsieTbcs goAaBaTtd 10 xapyoBux | Crarrs 5

MIPOJYKTIB PEYOBHHH, MEPENiK sIKUX HaBeaeHo | KonHa ocoba He MOBMHHA pO3MINIYyBAaTH Ha
y po3aini I nomatky 4 no nux IlokasHUKIB | pUHKY apomaTtu3atop abo Oyab-sKUi Xap4OBUH Binmosinac - Binmosixac

0e31e4HOCT1 (BUMOT).

NPOAYKT, Yy  SKOMY  TPUCYTHIH  Takuil
apoMaTu3aTop Ta/abo XapyoBi I1HTpeNieHTH 3i
CMAaKOBHMH  BJIACTHBOCTSIMH, AKmo  ix
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1. PeuoBunu, nepeniueHi B yactui A Jlogatky
111, He moBUHHI HOaBATUCS SIK TaKl 10 1KI.

Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) paBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BiamoBiaHi mo0KeHHS JKEpEIT IpaBa C0}o3y (acquis MDKHapOJIHO- 30.60B’}I.33HH}IM
2 [TonokeHHs IPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bianosinae, IIPaBOBUX (BlamoBijae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
§ 4aCTKOBO Ykpaiuu y C(be}n 4aCTKOBO
= BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BIJIIIOBI/TIa€, HE iHTeTparii BIJIMIOBI A€, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
BUKOPHUCTAHHS HE BiJIMIOBiTa€ BOMY
Permamenty.
Crarts 6
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
§ paBy MOJIOKEHHS MDKHapOJAHO-
S €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
= . ; ; . .
2 [TonokeHHs IPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bianosinae, IIPaBOBUX (BlamoBijae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YacTKOBO VYkpainu y chepi YaCTKOBO
5 s .
= BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BIJIIIOBI/TIa€, HE iHTerparnii BIJIMIOBI A€, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
63 Cratts 6
D MakcumanbHi piBHI TE€BHMX pPEYOBHH, SKi
4. MakcuMallbHO JOMYCTHMI PiBHI OKpEMHX i
: ! MPUPOJHO MPHUCYTHI B apoMaTH3aTopax Ta/abo
pEYOBUH, SKIi TPUPOAHBO MICTATHCS B . . .
. XapyoBHX  IHTpedi€eHTax 31  CMaKOBUMH
XapyoBHX apomaru3aTopax 1 XapyuoBHUX
) s BIACTHBOCTSAMHU, Y  CKJIAJHUX  XapYOBUX
IHTpeaieHTax 3 apoOMaTHYHUMU . .
MPOJYyKTax, mepenidyeHux y yactuni B JlogaTky
BIACTHBOCTSAMHU, Yy  0araTOKOMIOHEHTHUX . g
III, He MOBHMHHI NEPEBUIYBATUCS B PE3YNbTATL
XapYOBHX TMPOJYKTAaX, JO SKUX JOJIAHO !
. . | BUKOpUCTaHHS apoMaTU3aTOPiB Ta/ab0 XapuOBUX
Xap4yoBi apomaruzaTopu Ta/abo XapyoBi | . L
. . IHTPEIIEHTIB 31 CMAaKOBUMH BIIACTHBOCTSIMHU Y Ta
IHTpeIiEHTH 3 apoOMaTHYHUMU AU A
Ha TiH Txi. MakcumanbHi piBHI PEYOBUH, . . . .
BIIACTHBOCTSIMU, HABEJCHO Y JOJATKY 4 J10 IIUX Binmnosigae -/l- Binmoginae

[Toka3uukiB 6€31eYHOCTI (BUMOT).

Jlnsg BuCylIeHUX Ta/ab0 KOHIEHTPOBAHUX
XapyoBMX  MPOAYKTIB,  SIKI  MOTPIOHO
BITHOBUTH, MaKCHUMAaJbHO JIOMYCTHUMIi piBHI
3aCTOCOBYIOTBCS JIO XapuoOBUX MPOAYKTIB,
Bi[HOBJICHUX BIAMOBITHO JO 1HCTPYKIi
BUPOOHUKA,  BpPaxOBYIOUM  MiHIMaJIbHHMA
KOE(QIIIEHT X PO3BEICHHS.

3azHaueHi B Jlomatky III, 3acTtocoByroThcs 110
Xap4yoOBUX MPOJYKTIB y TOMY BHIJISAML, B SIKOMY
BOHH ITPOAAIOTHCS, SKIIO HE 3a3HaYCHO iHIIe. Sk
BIJICTYH BiJ] IIbOI'O NMPHUHIIHNITY, U1 CyXHUX Ta/a0o
KOHILIEHTPOBAaHUX Xap4yOBUX MPOJYKTIB, SKi
HEOOXITHO BIJIHOBUTH, MAaKCHUMallbHI piBHI
3aCTOCOBYIOTBCS  JI0  Xap4yOBHX  IPOJYKTIB,
BI/IHOBJICHUX BIJAMOBIAHO JO IHCTPYKIIH Ha
eTHKeTI, Oepyun [0 yBaru MiHIMaJIbHUH
KOE(IIIEHT pO3BEACHHS.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
64| 5. s BUPOOHUIITBA xapuoBux | Crarts 7
apoMaTHU3aTOpiB Ta XapyoBHUX iHTrpenmieHTiB 3 | 1. BuximHi martepianu, nepenideHi B yacTUHI A
apoOMaTUYHUMU BinactuBocTsiMH | [lonarky IV, He MOBMHHI BUKOPHUCTOBYBATHUCS
3a00pOHSETHCSI BUKOPUCTOBYBATHM BUXIJHI | i1  BUPOOHHIITBA apoMaTH3aTOpiB  Ta/abo Biamosinae -//- Biamosinae
MaTepiaiy, Mepeiik sIKUX HaBEJICHO Yy PO3IUT | XapuoBUX  IHTPEHI€HTIB 31  CMAaKOBHUMH
I nonatka 5 o mux IlokazHukiB O0e3MEYHOCTI | BIACTUBOCTSAMHU.
(BuMOT).
65| 6. Bukopucranns xapuyoBux apomarusaropis | Ctarra |
Ta/abo Xap4yOBHX IHTpEe/IIEHTIB 3 | ns uux uinedt neit Pernmament nependavae:
apOMaTUYHUMHU BJIACTUBOCTSIMH, mo | (a) cnucok CmiBTOBapUCTBA apoOMaTH3aTOPIB 1
BUI'OTOBJIEHI 3 OKPEMUX BUX1IHUX MarepialiB, | BUXIHUX MaTepiaiB, CXBJICHUX A Bixmosinae m Binmosinae

JI03BOJISIETHCS 32 YMOB, HaBeleHUX y po3ini 11
nogatka 5 mo mux IloxasHuKIB Oe3MeYHOCTI
(BUMOT).

BUKOPHUCTAHHs B NPOJYKTaX XapyyBaHHsA Ta Ha
MIPOAYKTax Xap4yyBaHHs, BUKIaJAeHUN y JlogaTky
I (mamami 1IMEHOBaHUI SIK «CIIICOK
CrniBTOBapHUCTBaY);

66

IV. MapkyBaHHs apoMaTHU3aTOpiB
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoBY€, HE €BPOTIECHCHKOT BPaxoBY€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
67| 1. MapkyBaHHS Xap4OBHX apoMaTu3aropis, He | Ctarrs 14
NpU3HAYCHUX Ui peanizamii  KiHIeBoMy | 1. Apomaru3aTopu, He PU3HAYCH] JIJIS POJAXKY
CIIOKMBady IOBUHHO BiJIIIOBIaTH BUMOTaM | KiHIIEBOMY CIIO)KHBady, MOXYTh IIPOJIaBATHCS
YaCTUHM BOCHMOI CTATTI 5, YaCTUHHU TPETHOI | JIMIIE 3 MAPKyBaHHSM, IEPeI0aueHUM Y CTATTAX . . . .
Binnosinae -//- Binnosimae

crarti 8 3akony Ykpaiau «IIpo indopmariiro
IUIsL CTIO’KHUBAYiB MO0 Xap4YOBUX MPOIYKTIBY
Ta MICTUTH iH(OpMAIlil0 HaBeJEHY B MyHKTaX
2 Ta 4 UbOTO PO3ILTY.

151 16, sike MOBHHHO OYTH JIETKO BUAMMUM, 9ITKO
po30ipiMBUM 1 HE3MUBHUM. [HDopmarris,
HaBeJieHa B cTarTi 15, moBuHHA OyTH HajgaHa
MOBOIO, JIETKO 3pO3YMIJIOIO JUIsl TOKYIILIB.
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68

2. XapuoBi apoMaTu3aTopH, HE MPHU3HAYEHI
JUIS pealtizarii KiHI[EBOMY CIIOKHBady, IO
peani3yloTbcsi OKpeMo ab0 B CyMilli OAWH 3
OMHUM Ta/ab0 3 IHIIMMH IHTPEIiEHTaMH,
NMOBUHHI ~MICTUTH Ha  yIakoBKax abo
KOHTEHHepax HACTYMHY 1H(OpMAITit0

1) mHa3zBa xapyoBOro apomaTuzatopa i3
3a3HAYCHHSAM CJIOBA «@poMHUTH3aTOp(M)» abo
onuc Ta crneuddiyHy Ha3By XapuoOBOTO
apoMaTu3aTopa;

2) cnoBa «UIS  XapyoBUX IIeH» abo
«0OMeXeHEe BUKOPUCTAaHHA B  Xap4yOBUX
MPOJAYKTax» Ta KOHKPETHE IIOCHJIaHHS Ha
[JTbOBE BUKOPHCTAHHS Xap4OBOTO MPOAYKTY;
3) ocobmuBi ymoBH 30epiraHHs Ta/abo
BUKOpUCTaHHA (Y pa3i HE0OXiTHOCTI);

4) mo3HavyeHHs, IO 1AeHTU(]IKy€e TapTio

5) mepenik Kareropié NMPHUCYTHIX Xap4OBUX
apoMaTH3aTOpiB Ta HAa3BU KOXKHOI 3 IHIIMX
pedoBUH abo MarepialiB, a TaKoX y pasi
HEOOXIAHOCTI  1HAEKC  BIAMOBIZHO [0
E€pponeiicbkoi 1mHdposoi cucremu (E), y
MOPSAKY 3MEHIIIEHHS iX Macu

6) HaliMEHYBaHHS Ta MICII€3HAXOHKCHHS
oreparopa pUHKY XapyoBHX MPOAYKTIB, L0 €
BUPOOHUKOM a00 3A1MCHIOE TaKyBaHHsA, abo
peaiizarito

7) iadopmarllis mpo MaKCUMaJIbHY KUIBKICTh
KO>KHOTO 1HTpeJlieHTy a00 IpYITH IHTPETi€HTIB,
SK1 TUISITaI0Th KUThKICHOMY OOMEXEHHIO B
NPOAYKTaxX  XapyyBaHHS, Ta/abo  YiTKO
BHUKJIQJICHA BIAMOBiMHA 1H(OpMaIlis, 110
JI03BOJISIE TIOKYTIIEBI JOTPUMYBATUCh BHMOT

Crarra 15

1. SIxkmo apomaru3aTopH, HE MPHU3HAYCHI IS
MPOJaXy KIHIIEBOMY CIIOKMBauy, MPOAAIOTHCS
OoKpemMo ab0 B CyMilll OAMH 3 OJAHUM Ta/abo 3
IHIIUMK ~ XapuyOBUMH IHTpEIi€HTaMU Ta/abo
IHIIMMU ~ PEYOBMHAMH, JOJAHMMHU JIO HHUX
BIIMOBITHO 10 YacTHHM 4 CTaTTi 3, X ymakoBKa
a00 KOHTEWHEpU MOBHHHI MICTUTH HACTYIHY
iHdopmartiro:

(a) ToBapHMii omuc: a00 CIOBO «apOMaTU3aTOP»,
abo0 OunpII KOHKpPETHa Ha3Ba abo omwuc
apoMaTu3aTopa;

(b) 3asBa ab0 «1I1 Xap4yOBUX IMPOAYKTIB», a00
3asgBa «0OMEXEHE BUKOPUCTAHHS B XapyOBHX
MPOJYKTax», ab0 OUIbII KOHKPETHE MOCHIAHHSI
Ha I[UIbOBE BUKOPUCTAHHS B  XapyOBHX
MPOIYKTaX;

(c) s#AKmo HEoOXiJHO, CHemiaibHI  YMOBH
30epiraHHs Ta/a00 BUKOPUCTaHHS;

(d) 3Hak, mo iaeHTUdiKye napriro ado MapTito;
(e) y nopsiiKy 3MEHILIEHHsI Bark, NepeiK:

(1) kareropii HassBHUX apOMAaTU3aTOPIB Ta

(i) Ha3BM KOXKHOI 3 IHIIUX PEUYOBUH abo
MaTepiajgiB 'y MNpOAyKTi abo, y BIANOBIIHHUX
BUIAJKaX, ixHil E-HOMep;

(f) 1M's abo Ha3zBa KoMmmaHii Ta ajpeca
BHUPOOHMKA, TaKyBaJbHHUKA 200 MPOJIABIIS;

(g) 3a3HaueHHS MaKCHUMaJIbHOI  KUIBKOCTI
KO’KHOTO KOMITOHEHTa a00 rpylH KOMITOHEHTIB,
AKl TIUISTal0Th KITBKICHOMY OOMEXKEHHIO B
XapuyoBUX  MpPOAYKTaxX, Ta/abo  BiANOBIAHY
iH(popMaLliI0 B YITKUX 1 3pO3yMUIMX TEpMIHAX,
10 JI03BOJISIE MOKYIIEBI JOTPUMYBATHUCS 1IbOTO

Biamosinae

-//-

Biamosinae
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IPOJYKTI;

8) HOMIHAJIbHA KIUJIBKICTh (HETTO) XapuOBOTO
apoMaTH3aTopy;

9) MiHIMaJIbHU# TEPMiH IPUIATHOCTI 200 naTa
«BXKHTH JIO%;

10) y pa3i HeoOXximHOCTI — iHpOPMALIiO TPO
apoMaru3aTopy ab0 1HIII PEYOBHHH, B
YaCcTHHI, IO CTOCYEThCS 3a3HA4YCHHS B
MapKyBaHHI 1HTPEJIEHTIB, HasBHUX Y CKJIAAI
Xap4YOBHX INPOAYKTIB.

3akoHo1aBcTBa CITIBTOBapUCTBA,

(h) kinBKicTH HETTO;

(1) mata MiHIMaJILHOTO TEPMiHY MPUAATHOCTI 200
TEpMiH MPUAATHOCTI;

() s#xkmo 1me gopedHo, iHdopMaris Ipo
apomaTH3aTop abo iHIII PEYOBHHU, 3a3HAYCHI B
uid crarri ta mepemiueni B [omatky Illa mo
HupextuBu  2000/13/€C  momo 3a3HavYeHHS
IHTpeII€HTIB, IPUCYTHIX Y XapyOBHX MPOTYKTaX.

Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoBY€, HE €BPOTIECHCHKOT BPaxoBY€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
o0 iX KUTbKICHHX OOMEXEHb B XapuoBomy | Permamenty  abo 1HIIOTO BIJIIOBIAHOTO
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
69| 3. Indopmartis, nependaueHa B mignynkrax 5 | Crarrs 15
Ta 8 MNyHKTYy 2 1bOoro po3ainy, Moxe | 2. Sk Bigctym Bin naparpada 1, inpopmarris, ska
3a3Ha4aTUCS y JNOKyMEHTaXx, IO | BUMaraeTbCsi B MyHKTax (e) 1 (g) 1mporo
CYIIPOBO/DKYIOTh MapTiio, Ta MOBUHHA OyTH | maparpada, MoXe BigoOpakaTHCs JUIIEe B
Ha/IaHa i 9ac abo 10 MOMEHTY ii JOCTaBKH, | JOKYMEHTaX, LI0 CTOCYIOTBCS BaHTaXy, SKi
3a YMOBH, 1110 Ha BUIUMIN YaCTHHI YIaKOBKU | MOBUHHI OyTH HaJaH1 pa30M i3 TOCTaBKOIO abo 110
Y Tapd HAHECEHO 3a3HAueHHS «HE Ui | Hel, 32 YMOBH, IO MO3HAYKA «HE I PO31piOHOT Bignosingae -/l- Binnosinae

pOo3ApiOHOT TOPTIiBII».

VY BUMagkax, KOJM XapuoBi apoOMaTHU3aTOPH
MOCTAaBIIAIOTECA B LUCTEPHAX, 1H(popMaris
MOXKE 3a3HauaTHCd B JOKYMEHTaX, IO
CYIPOBOJUKYIOTh MapTil0 Ta HAAAOThCA Mij
4Jac iX JOCTaBKHU.

TOPTiBI» 3’ABIAEThCA Ha J00pe BUIUMIMI
YacTHHI YIIaKOBKH abo KOHTEWHepa
BiJIMOBIHOTO MIPOJYKTY.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoBY€, HE €BPOTIECHCHKOT BPaxoBY€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
70 4. 3acrocyBaHHA, OIEpaTOpaMH  PHUHKY
XapUOBHX IPOAYKTIB, CIIOBA «HaTypaibhuity | CTATTA 3
31MCHIOETHCS ‘BiIIHOBiI[HO 10 BUMOT YaCTHUHH ©
moctoi crarti 12 3akony VYkpainu «lIpo
iH1hopMALiIO U1 CHOSKHBAMIE 100 XApHOBHX «HATypajilbHa apOMAaTUYHa PEYOBHHA» O3HAUAE
! apoMaTHYHy  PCUOBUHY, oTpuMaHy  3a
TIPOAYKTIBY. JIOTIOMOT' OO BIJIIIOBITHUX GI3UYHHX,
(bepMeHTaTUBHUX abo MiKpOOi0JIOTTUHUX Bixnosinae -II- Binmosinae

MIPOIIECIB 13 MaTepiady POCIMHHOIO, TBAPUHHOTO
9l  MIKpOOIOJIOTIYHOTO TOXO/KEHHS abo B
CUpOMYy cCTaHi, abo micius OOpoOKu s
CTIOKMBAHHS JIFOJIMHOIO 32 JIOTIOMOTOI0 OJIHOTO
Yl KUTBKOX 13 TepeniueHuX TpaaulliiHuX
MIPOLIECIB TPUTOTYBAaHHS 1XKI.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
71| 5. XapuoBi apomaruzatopu npusHaueHi s | Crarrs 14
KIHIIEBOI'O  CIOXHBaya, W0 MpojarwThes | 1. ApoMaTusaropu, He MPU3HAYECHI TS MPOAAKY
OKpeMo abo0 y cyMmilli OAMH 3 OJHUM Ta/abo 3 | KIHIIEBOMY CIIO)KHBady, MOXYTh IPOJIaBaTHCS
IHITUMHU XapYOBHUMH 1HTpEIi€HTAaMHU Ta/a00 10 | JIMIIE 3 MAapKyBaHHSIM, IEpEI0AYCHUM Y CTaTTAX
SKUX JOAAHO IHIII PEYOBUHH, MOXYTh OyTH | 151 16, ike MOBUHHO OYTH JIETKO BUMMHM, YiTKO
BBEJIEHI B 00Ir JHIle y BUNAAKY, SKIIO iX | po30OipnuBuM 1  He3MuUBHUM. I[Hdopmaris,
YNAKOBKA  MICTHTh iHpopMalilo IS | HaBeJeHa B CTaTTi 1:5, MMOBHHHA 6yTg HaJlaHa Bianosizae - Binmosizac
XapuoBUX NPOAYKTIB» ab0  «OOMEXeHe | MOBOIO, JIETKO 3pO3YMIION0 JUIsl MOKYIILIB.
BUKOPHCTaHHSA B Xap4OBUX MPOAYKTax», abo
cneun¢iyHa iHGOpMaLis MO0 iX LIIbOBOTO
BUKOPHCTAHHS B XapUYOBHX MPOTYKTAX.
Taka iH¢popmamiss mnoBHMHHAa OyTH JIerkKo
BUJIUMOIO, YITKOIO, PO301pJIMBOIO, HAHECEHOIO
y c1oci0, 110 YHEMOXJIUBIIIOE ii BUJAICHHSL.
72
JNOJATKHA
no Iloka3HuKiB Oe3meyHoCTi (BUMOT) 10
XapuOBUX apOMaTHU3aTOPIB
73| Honarok 1 (myHkt 1 po3ainy I) JOHATOK I
[lepemix  xapuoBmx apomaruzatopiB Ta | [lepemik  XapuoBux  apomaru3aTopiB  Ta Binmosinac - Binmosixac

MaTepiaJ'IiB, AO3BOJICHUX IJII BUKOPUCTAHHA Y
Ta Ha Xap4YOBUX IMPOAYKTaX

MaTepialiB, J03BOJICHUX JUIsI BAKOPUCTAHHS y Ta
Ha Xap4OBUX NPOAYKTaX
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
74| Nomarok 2 (migmyHKT 2 myHKTY 4 po3niny I) | HOJATOK II
Tpanumiitai MIPOIIECH npurotyBanHs | TpaguiiiiiHi mporecu NPUTOTYBaHHS XapuOBHUX Biamosinae -//- Biamosinae
Xap4OBUX MPOAYKTIB POAYKTIB
75| Homarok 3 (mignyHKT 2 nyHKTy 2 po3aity 1) | ZOJATOK V
YMOBH  BUPOOHHIITBA Ta MaKCHUMJIbHO | YMOBH  BUPOOHHITBA Ta  MaKCHMAJBHO
JNOMYyCTHMi PiBHI OKPEeMHUX PpEYOBHMH B | JOMYCTHMMI  piBHI  OKPEeMHX  PEUYOBHH B Biamnosinae -//- Biamosinae
apoMaru3aTopax, SKi TIpOWIUIM TpoIec | apoMaTu3aTopax, SKi ~ OPOHIUIM  IMpOIEC
TEPMIYHOI 00pOOKH TEepMIYHOT 0OpOOKHU
76| Homarok 4 (mmyHKT 3 po3niny II) ANNEX 11
[lepenik peyoBuH, siki 3a00poHeHO noaaBatu | YactuHa A
JIO XapyoBHX ‘Hp'OI[yKTiB Ta MakcuMmaibHO | [lepenik pedoBuH, sKi ‘3a60p0HeH0 J071aBaTh JI0 Bianosizae - Biamosizac
JOMYyCTHMI PiBHI OKpPEMHX pEYOBHH Y | Xap4OBHX  MPOAYKTIB  Ta  MaKCHMAalbHO
0araTOKOMIIOHEHTHHUX XapuOBUX MPOJAYKTaX | JONYCTUMI  PIBHI ~ OKpPEMHUX  pEYOBUH Yy
0araTOKOMIIOHEHTHHUX XapUOBUX MPOTYKTaX
77| Honarok 5 (myHKT 5 po3ainy II) JOIATOK III
[lepenik BUX1AHUX MaTtepianiB Ta oOMexeHHs | YactuHa B:
W10 X BUKOPUCTAHHS s BUPOOHUIITBA | YMOBHU BUKOPUCTAHHS  apOMaTH3aTopiB  Ta Bianosixae - Biamosizac
XapYOBHX apOMaTH3aTOpPIB Ta XapyoBUX | XapYOBHX  IHTPEMIEHTIB 31  CMaKOBUMH
IHTpEeIIEHTIB 3 apOMATHYHUMU | BIACTUBOCTSIMH, BUTOTOBIIGHUX 13 TIEBHHUX
BJIACTUBOCTSIMH BUXIJHHUX MaTepiaiiB
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[TopsinkoBuii HOMEp

[TonokeHHs IPOEKTY aKTa

BiamoBiaHi mo0KeHHS JKEpEIT IpaBa
E€pponeiicbkoro Corwsy
(acquis €C)

Orinka
BIITOB1AHOCTI
npaBy
€BponenchKOro
Coro3y (acquis
€C) (Bignosinae,
HE CyIepEeUnTh,
9aCcTKOBO
BPaxoBY€, HE
BiAIIOBigae, He
BPETyJbOBAHO)

Binnosigui
MTOJIOKEHHS
JOKepen
MDKHapOJIHO-
MIPaBOBHX
3000B’A3aHb
VYxpainu y chepi
€BPONEUCHKOL
iHTerparnii

Omiuka
BIIIIOB1AHOCTI
MI>KHapOIHO-
IPaBOBUM
3000B’A3aHHAM
(BimmoBinae, He
CYIIePEYHTD,
YaCTKOBO
BpPaxoBYe€, HE
BIAIIOBizaE, HE
BpETyJIbOBAHO)

-
(00]

[Toka3uuku 6e3meYHoCTI (BUMOTH) J10
XapyOBHUX €H3UMIB

Pernament (€C) Ne 1332/2008 €Bpomneiicbkoro
[Tapnamenty ta Pamu Big 16 rpyanas 2008 poxy
po XapyoBl (PEPMEHTH Ta BHECEHHS 3MIH JI0
HupextuBu Pagu 83/417/€EC, Pernamenty Paaun
(€C) Ne 1493/1999, Hupextuu 2000/13 /€C,
HupexktuBa Pamu 2001/112/€C Tta Pernament
(€C) Ne 258/97

Bignosinae

BingnosizHo 10
crarti 64 ['maBu 4
(«CamniTapHi Ta
¢itocaniTapHi
3axoan») Pozminy
IV («TopriBaus i
MTUTaHHS,
MOB’sI3aHl 3
TOPT1BJIEIO»)
Yroau npo
Acorialfio M
VYkpainoro, 3
OJIHI€T CTOPOHHU,
Ta €BpOINEUCHKUM
Coro30M,
€BponencbkuM
CriBTOBapHCTBOM
3 aTOMHOI eHeprii
1 iIXHIMH
JepKaBaMu-
YJIeHaMH, 3 1HIIOT
CTOPOHU

Biamosimae

79

1. 3arangpHi TOJIOKEHHS
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy MOJIOKEHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
80 Crarrs 1
1. i Iloxa3uukm Oe3meuHnocTi (Bumoru) | Jist mux minei nei PermamenT nependavae:
BU3HAYAIOTh 3arajibHi YMOBH BHKOpHCTaHHS | (a) mepenik CHiIbHOTH 3aTBEPHKEHUX XapUOBHUX
XapyoBUX CH3MMIB y XapHOBUX MPOLYKTax, Ta (bepMeHTis; . Binmosinac /- Bixmosinac
BUMOTH JI0 iX MapKyBaHHs ormeparopamu | (b) yMOBM BUKOPHCTAaHHS Xap4OBUX (PEPMEHTIB y
PUHKY  XapyoBUX NPOAYKTIB  (Hali — | XapuyOBHUX MPOIYKTAX;
OIIepaTOPOM PHUHKY). (c) mpaBuia MapKyBaHHS XapuoBHX (DEPMEHTIB,
1110 MPOJIAIOTHCS K TaKI.
81| 2. Wi IToxaznuku Gesmeunocti (Bumoru) He | CraTTs 2
MOLINPIOIOTHCS Ha: 2. lle#t PermameHT He 3acTOCOBYETHCS [0
1) xapuoBi €H3UMH, 1110 BUKOPUCTOBYIOTHCA Y | XapUOBUX (EPMEHTIB, KOJM Ta HACTUIbKH,
BUPOOHUIITBI ~ XapuyoBUX  JOOABOK  Ta | HACKITBKA  BOHM  BHKOPUCTOBYIOTHCA Yy
JOTIOMDKHMX MaTepiaiiB AJs IepepoOKy; BUPOOHUIITBI:
2) 4uCTI KyIbTYpH MIKpOOpraHi3miB, sKi | (a) xapuyoBi A00aBKH, SKI MIANATAIOTh Mif IO
TpajuLiIiHO BHUKOPHCTOBYIOThCS y | Permamenty (€C) Ne 1333/2008 [mpo xapuoBi
BUPOOHMIITBI Xap4yOBUX MPOAYKTIB, Ta $fKi | JO0OaBKH]; Binnosinae -11- Binnosinae

MOXKYTh BHIIaJJKOBO BHUPOOJIATH (epMeHTH,
ajie sKi CIeliallbHO He BHUKOPUCTOBYIOTHCS

JUTSI TX BUPOOHUIITBA.

(b) TexHOMOTIYHI JOTTOMI>KHI PEYOBUHH.

4. et PernmameHT He 3aCTOCOBYETHCA 10
MIKpOOHHX KYJIbTYP, K1 TpaauLiiHO
BUKOPHUCTOBYIOTbCSI Y BHPOOHHMIITBI XapyOBHUX
MPOJYKTIB 1 Kl MOKYTh BUIIQJKOBO BHUPOOISATH
bepmeHTH, ale  SKi  CHOemiallbHO  He
BHUKOPHUCTOBYIOTHCS IS iX BUPOOHHIITBA.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
§ paBy MOJIOKEHHS MDKHapOJAHO-
S €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
= . ; ; . .
2 [TonokeHHs IPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bianosinae, IIPaBOBUX (BlamoBijae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
§ 4aCTKOBO VYxpainu y chepi 4aCTKOBO
= BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BIMIOBiIa€, HE iHTerparnii BiJIIIOBiJTa€, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
82| II. TepMiHnu Ta BU3HAUYCHHS
83| 1. Y nux IToka3Hukax 6e3me4HOCTI (BUMOTax) Crats 3
TEPMIH «HpCriapat — XapHuoBOro — CHstMY» | 5 papoy 3aCTOCOBYIOTBHCS TaKl BU3HAUEHHS:
B)KUBA€ETHCS Y TAKOMY 3HAYEHHI: ) )
y y 6 (b) «mpemapat xap4oBoro GepMEHTY» 03HAYAE
mpernapar, IO CKJIaJaeTbes 3 OxHOro abo 6
JEKIJTbKOX XapuOBUX €H3UMIB, JI0 CKIIAAY SKUX PELEITYPY, IO CIUTA/IACTLEA 3 OAHOTO 400 . . . .
: . o6 KIJIBKOX XapuoBUX (PepMEHTIB, 10 CKIATy AKHX Binmnosinae -Il- Binnosinae
BXOJISITh TaKi PEYOBUHHU, K Xap4OBi JOOABKH . .
/260 irui 7 . G | BIUTIOUEHO TaKi PEHOBHHH, SK XapuOBi 00aBKH
Ta/abo iHII XapwoBi iHrpeientH, mWod | o <o . . 6
N 6eDi PUYOBI1 IHTPEIIEHTH, 110
TOJCTIIMTH  1X — SOCPITARILL, - TPOAAX, | oy i ix 36epiranms, mpota
CTaHJapTH3AIliI0 PO3BENCHHS abo O¢P » IPOIVE,
’ CTaHJapTH3Aallil0, PO3BEJICHHs a00 PO3YMHEHHS.
PO3YMHEHHSI.
84| 2. IHmi TepMiHM BXXHBAIOTHCS y 3HAUYEHHSX,
HaBeJleHUX y 3akoHax Ykpainu «lIpo ocHoBHi | CtaTTs 3
OPUHIUIM Ta BUMOTM 10 OesmewHocti Ta | 1. lns uineit uporo Pernmamenty
SAKOCTI ~ XapyoBMX  HOpoAyKTiB»,  «IIpo | 3acTOCOBYIOTbCS BU3HAUEHHS, BUKJIAJICHI B Bixmosinae m Bixmosinae

iH(pOpMAIliO IS CIIOKUBAYIB LIOI0 XapYOBHUX
MPOJYKTIB» 1HIIUX HOPMAaTUBHO-TIPABOBUX
aktax y cdepi Oe3MeYHOCTI Ta OKPEMHX
MTOKA3HHUKIB SIKOCT1 XapuOBUX MPOJIYKTIB.

PernamenTi (€C) Ne 178/2002, Pernamenti (€C)
Ne 1829/2003 ta Pernamenti (€C) Ne 1333/2008
[o10 XapuoBUX J0OABOK]

85

III. 3arampHi yMOBM ISl BHUKOPHUCTAHHS
XapuyoOBUX €H3UMIB
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoBY€, HE €BPOTIECHCHKOT BPaxoBY€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
86| 1. XapyoBi CH3UMHU MOXyTh | CTarTs 6
BUKOPHUCTOBYBATHCh y XapUOBHX MPOJYKTax, | Xap4oBUH (EpMEHT MOKe OyTH BKJIFOYCHUH 10
3a TaKUX YMOB: cnucky CriBTOBapuCTBa, JHINE SKIO BiH
1) xap4yoBuii €H3UM BIJIOBIAHO /10 HASBHHUX | BIAMOBIJAa€ HACTYITHUM YMOBaM 1 SIKIIIO
HAYKOBUX JaHUX HE CHPUYHMHSE IIKIJUIMBOTO | 1HII 3aKOHHI (pakTopu:
BIUTUBY Ha 3J0pOB’S JIOAWHM Yy BUMNAJAKY | () BiH, Ha OCHOBI HASIBHUX HAYKOBUX JTOKA3iB, HE
3aCTOCYBAaHHS Y KUIBKOCTSIX, JO3BOJICHHX IO | CTBOPIOE 3arpo3| JJIsl 3I0POB’Sl CIIOKMBada Ha
3aCTOCYBaHHS, 3aMpoNOHOBAaHOMY PiBHI BUKOPUCTAHHS,
2) icHye TexHoJoryHa notpeda o0rpyHToBana | (b) icHye po3ymMHa TeXHOJIOTIYHA OTpe0a, 1 Binnosinae -/l- Binnoginae

OIIEepaTOpOM PHUHKY;
3) BUKOpHCTAaHHS XapyoOBOTO €H3UMY He
BBOJIUTh B OMaHy CIIOKMBadya. BBeJeHHS B
OMaHy CIIO)XMBaya MOXE  CTOCYBaTHCS
KaTeropii CBIKOCTI Ta SKOCTI BUKOPUCTAHUX
IHTpEIEHTIB, HATYpPaJIbHOCTI MPOAYKTY abo
BUPOOHUYOrO Tporecy, abo TMOXKUBHUX
BJIACTUBOCTEH Xap4yOBOTO MPOIYKTY.

(c) iforo BUKOpHUCTaHHS HE BBOJUTH CIIO’KMBAya B
oMaHy. BBeneHHs criokuBaya B OMaHy BKJIIOUAE,
ajie He OOMEXKYy€eThCsl TUTAHHSAMU, [TOB’I3aHUMH 3
MIPUPOJIOIO, CBIXICTIO Ta AKICTIO
BUKOPUCTOBYBAaHUX IHTPEIIEHTIB,
HaTypaJIbHICTIO TPOJIYKTY 4YH BHPOOHHUYOTO
nporecy abo XapuoBOIO AKICTIO MPOAYKTY.

87

IV. MapkyBaHHs XapuOBUX €H3UMIB




54

Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
88| 1. MapkyBanus xapuoBux eHzuMiB Ta | Crarrs 10
npenaparis XapuYoOBUX €H3HMIB, He | 1. XapuoBi ¢depMeHTH Ta XapyoBi (PepMeHTHI
NpU3HAYCHUX Ui pealizalii KiHIEBOMY | mpemapaTd, HE MpPHU3HAYCHI IS TMPOJAKy
CHOXKMBady, 110 MPOAAIOTHCS OKpPEeMO abo y | KiHLIEBOMY CHOXKMBady, HE3aJIEKHO BiJ] TOTO, YU
CyMilIax OJWH 3 OJHUM Ta/ab0 3 IHIIMMH | IPOJAIOTHCS BOHM OKPEMO YW B CyMillli OJMH 3
IHTpeliEHTaMH, HOBHUHHO BIJIIIOBIIATH | OOHUM Ta/abo IHIIUMHA XapuYOBUMH
BUMOTaM YaCTHHH BOCBMOI CTATTi 5, YACTUHM | IHTpENi€HTaMHU, SK BHU3HAUYeHO B cTaTTi 6(4) . . . .
.. ) i Binnosinae -1/- Bigmnosinae
Tpetboi ctarti 8 3akoHy VYkpainu «lIpo | Jupextuu  2000/13/€C, MoxyTh  JuIe

1H(OpMaIIio IS CTI0KUBAYIB MIOI0 XapUOBUX
MpoayKTiB» Ta 1uM [TokazHukam Oe3meuHoCTi
(BuUMoOTam).

MPOAABATUCS 3 MapKyBaHHSAM, TNepeadaueHuM
crarreto 11 mporo PernameHTy, sike NMOBHHHO
OyTH JIerKO BHUJIUMHUM, YITKO pO30ipJIMBUM 1
He3MuBHUM. [H(popmartis, HaBeneHa y cratTi 11,
MOBUHHA OyTH HaJlaHa MOBOIO, 3PO3yMLIOIO JIJIst
TOKYIIIIIB.
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2. Xap4oBi €H3MMHM Ta IpenapaTd Xap4yoBUX
€H3MMIB, HE TMpHU3HAYCHI I peami3arii
KIHLIEBOMY CIOXKMBau€Bl, L0 MPOJAIOTHCS
OKpeMo a0 B CyMillli O/IUH 3 OJHUM Ta/abo 3
IHITUMU 1HTPEIiEHTaMH, TOBUHHI MICTUTH Ha
YIaKOBKax abo KOHTEHHEepax TaKy
iHdopmartito:

1) Ha3By  XapuoBOoro eH3uMy,  abo
TOPIrOBEJILHUM OIUC, SKUM MICTUTh Ha3BY
KO)KHOTO  Xap4yoBOr0 €H3UMy, abo, 3a
BIICYTHOCTI Takoi Ha3BH, Ha3By, SKa
nependadeHa y HOMEHKIATypi Mi>KHAPOIHOTO
coro3y Oioximii Ta MOJEKyIspHOi OioJorii
(luBMB);

2) cnoBa «UIS  XapyoBUX IIeH» abo
«oOMeXeHEe BUKOPUCTAaHHA B  Xap4yOBUX
IPOAYKTax» ab0 KOHKpETHE IOCHJIaHHS Ha
[TbOBE  BUKOPUCTAaHHA Yy  Xap4yOBUX
MPOAYKTaX;

3) ocobnuBi yMoBHM 30epiraHHs Ta/abo
BUKOpUCTaHHSA (Y pa3i He0O0XiTHOCTI);

4) mo3HaveHHs, 10 1AeHTU(IKYE TapTiio;

5) IHCTpYKLIi 3 BUKOPUCTAHHS — y Pa3i AKILO
BIJICYTHICTh TaKUX I1HCTPYKLIN YCKJIaJHIOE
HaJIe)KHE BUKOPUCTAHHS XapuOBOI'0 €H3UMY;
6) HaliMeHYBaHHS Ta MICIE3HAXOKEHHS
BHUPOOHMKA, TaKyBaJIbHHUKA a00 MPOJIABIIS;

7) naHi PO MaKCUMaIbHY KIJTBKICTh KOXXHOTO
iHrpenieHty  abo  Tpynd  iHTPEII€HTIB,
KUIBKICTh SIKHX OOMEXYETbCS B XapuOBHUX
NpOAYKTax, Ta/abo BiANOBIIHY iH(pOpMaIliio,
110 T03BOJISIE JTOTPUMYBATHCS X
IToxa3HuKiB O€31EYHOCTI (BUMOT).

Crarra 11

1. Sxkmo xapuoBi (QepMeHTH Ta XapyoBi
(dbepMeHTHI TpenapaTtv, He TMpPU3HAYEHI IS
MPOJaXy KIHIICBOMY CITOKHBady, MPOAAFOTHCS
OKpeMO abo B CyMiln OJWH 3 OJHHM Ta/abo
IHIIMMU ~ XapyOBUMH  IHTpEOIEHTaMH, iXHS
ynakoBka a00 KOHTEHHEPH IIOBHHHI MICTHTH
TaKy iH(popmario:

(a) Ha3Ba, BCTAHOBJIEHA BIAMOBIAHO JO IHOTO
PermamMeHnTy o0 KOXKHOTO  Xap4oBOTO
dbepMenTy, ab0 TOProBEeNbHUI OIUC, SKHMA
BKJIFOYA€ Ha3BY KOKHOTO Xap4oBOTO ()EPMEHTY,
abo, 3a BIJACYTHOCTI Takoi Ha3BH, IPHHHATY

Ha3BYy, BCTAHOBJICHY B HOMEHKJIATYpi
MixHapoaHoro coro3y bioximis Ta MoJeKyIspHa
6ionoris (IUBMB);

(b) 3asBa «1s XapyoBUX MPOAYKTIB» ab0 3asBa
«OOMEKEeHE  BHKOPUCTAaHHS B XapyoBHUX
MPOIYKTax» abo OLIbII KOHKPETHE OCUTIAaHHS Ha
I[IJThOBE BUKOPUCTAHHS B XapUOBUX MPOTYKTAX;
(c) saxmo HeoOXiAHO, OCOOIWBI  YMOBH
30epiranHs Ta/ab0 BUKOPUCTAHHS;

(d) 3HaK, mo ineHTHdIKYe MapTito abo MapTiko;
(e) 1HCTPYKIi MO0 BUKOPHUCTAHHS, SKIIO iX
BiJICYTHICTh YHEMOXKIIUBUTD HaJeKHE
BHKOPHUCTAHHSI XapuyoBOTo (pepMeHTY;

(f) iM's abo wHa3zBa KoMmmaHii Ta ajpeca
BHPOOHWKA, TaKyBAJIbHUKA 200 MPOJIABIIS;

(g) 3a3HaueHHs MaKCHUMaJbHOI  KIJIBKOCTI
KOXXHOTO KOMIIOHEHTa ab0 Ipynu KOMIIOHEHTIB,
SIKi MAJSATAl0Th KUTBKICHOMY OOMEXEHHIO B
XapuoBHUX  MPOAYyKTaxX, Ta/abo  BIAMOBIIHY
iHpopMalli0 B YITKHX 1 3pO3yMUIMX TEpMiHaX,
10 JTO3BOJISIE TIOKYIIIEBI JIOTPUMYBATHCS ITHOTO

Bianosinae

-//-

Bianosinae
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BUKOPHUCTOBYIOTHCSI OKpeMO a0 B KOMOiHaIlii,
3aCTOCOBYETHCS ~ OJHAKOBA  MaKCHMallbHa
KIUIBKICTh, MOXE OyTH HaBeJEHUH 3araibHUA
BiJICOTOK, BUPQXKCHUH OJIHIEIO ITUDPOIO.
OOMeXeHHsT  KUIbKOCTI ~ NOBHUHHO  OyTH
BUPAXEHO ab0 YMCIIOBUM crocobom, abo 3a
INPUHIUIIOM quantum satis.

8) HOMIHaJIbHA KUIbKICTh (Maca HETTO);

9) akTuBHICTH (MeXaHI3M [ii) Xap4OBOTO
CH3UMY;

10) MiHiMalbHUI TepMiH HpUAATHOCTI abo
JaTa «BXUTH JI0%;

11) y pa3i HeoOXiHOCTI — 1HPOPMALIIO TPO
€H3UMH B YaCTHHI, [0 CTOCYETHCS 3a3HAYCHHS
B MapKyBaHHI1 1HTPEII€HTIB, HAABHUX Y CKJIa1
Xap4YOBHX MPOAYKTIB.

3akoHoaBcTBa CIIBTOBApUCTBA; SKIO OIHAKOBE
0OMEKEHHS KUTbKOCTI 3aCTOCOBYETHCS 110 TPYIH
KOMIIOHEHTIB, II0 BHMKOPHUCTOBYIOTBHCS OKPEMO
abo B koMOiHamii, 00’€qHAHNNA BIACOTOK MOXKE
OyTH HaBEJCHHH OJIHIE0 MUPPOI; 0OMEKECHHS
KUTBKOCTI Ma€ OyTH BUPaXEHO YMCENbHO abo 3a
MPUHIUIIOM quantum satis;

(h) K1IBKICTH HETTO;

(1) akTUBHICTH XapuoBoro ¢pepMeHTY(iB);

(j) nata MiHIMaJILHOTO TEPMiHY IPUAATHOCTI 200
TEpMiH MPUAATHOCTI;

(k) y BignmoBigHMX BUIAAKax 1HQOpMaIis MOpo
Xxap4yoBuil ¢epMeHT abo IHIII PEYOBMHH,
3a3HayveHI B I[i{ cTaTTl Ta nepemnivyeHi B JlonaTky
[Ila no Jupextusu 2000/13/€C

Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a 4acTKOBO VYxpainu y chepi 4acTKOBO
é BPaxoBY€, HE €BPOTIECHCHKOT BPaxoBY€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
SIkmo 1m0  rpynmM  KOMIIOHEHTiB, 1o | Permamenty  abo  iHmIOro  BIATOBIZHOTO
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
90| 3. V pa3i sxmo xapyoBi eH3umu abo | Crarrs 11
IpernapaTy XapuoBUX €H3UMIB MpoJaroThes y | 2. SIkmo xapuoBi ¢epmMeHTH Ta/abo mpemnapaTh
CyMilIax OJWH 3 OJHUM Ta/ab0 3 IHIIMMH | XapuyoBUX ()EPMEHTIB NPOAAIOTHCS B CyMImI
IHrpejlienTaMu iX yakoBKa a§o Tapa MOBUHHI | ONUH 3 OJIHUM "Ta/a6o 3 IHIIMMH XapuOBUMH Binmosinac /- Bixmosinac
MICTHTH TIEpEITiK YCiX iHTPEIIEHTIB y MOPSAAKY | IHTpEIi€eHTaMH, IXHs yIakoBKa ab0 KOHTEHHEpH
3MEHILEHHS BiJICOTKY 1X BMICTY BiJl 3arajibHOi | MOBUHHI MICTUTH IEPENiK yCiX IHTPEAI€HTIB y
Baru. MOPSJIKY 3MEHIIIEHHS iX MacoBOTO BiJICOTKA Bij
3arajbHOi KUTBKOCTI.
91| 4. YnakoBka abo Tapa mpemnapariB xap4doBux | Crarrs 11
€H3UMIB TIOBUHHI MICTUTH Tepenik Yycix | 3. YmakoBka ab0 KOHTEHHEpH Xap4yoBUX
IHTE/IIERTIB y MOPS/IKY SMEHIICHHS Bi/ICOTKY q)epMe?HTHHX _ TIpenapatis  MOBHHHI ~ MICTHTH Bianosizae - Biamosizac
X BMICTY BiJ 3arajibHO{ Bar. Nepeiik  yciX  KOMIIOHEHTIB Yy  TOPSIKY
3MEHIICHHS iX BIJICOTKOBOTO BMICTY  BIJ

3arajbHOI MacH.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy HOJIOKEHHS MDKHapOAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoOBYE, HE €BPONENHCHKOT BPAXOBYE, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
92| 5. Sk BukitoyeHHs, iHdopmaris, mependadena | Crarrs 11
B MIANYHKTax 5 — 6 myHKTy 2, myHkTax 314 | 4. Sk Bigctyn Big mnaparpadis 1, 2 1 3,
BOrO  PO3AUTYy, MOXKE 3a3Ha4yatucs Yy | iHhopMmallis, ika BUMAraeThCs B MyHKTax (€) - (Q)
TOBapOCYMPOBIAHUX JOKYMEHTAaX, mio | maparpadga 1 1 B maparpadax 2 1 3, Moxke
CYNPOBOJUKYIOTh naprito, Ta Mae HaJaBaTACD BiOOpaXkaTucst  JIUIIE B JIOKYMEHTaX, 1O Bismosinae - Bimmosizae
nig yac ii goctaBku abo 10 ii JOCTaBKH, 3a | CTOCYIOThCS BaHTaxy, sIKi OBUHHI OyTH HaJaHi
YMOBH, 110 HAa BUAWMIN IS OISy YacTHHI | pa3oM 3 a0o Iepel JOCTaBKOK, 3a YMOBH, IO
yIIaKOBKM a00 KOHTEiHepa 3 BIJNOBIIHUM | MO3HAYKa «HE I PO3APIOHOI  TOPTiBID»
MPOJYKTOM BKa3aHO «HE [JIsi PO3ApiOHOI | MICTUTHCS Ha 100pE BUAUMIN YaCTUHI YITAKOBKH
TOPTiBIII». a0o0 KOHTeiHepa BiINOBITHOTO IPOIYKTY.
93| 6. Sk BUKIIIOUEHHS, Y BUTIaAKaX, Koiu xapyoBi | Crarts 11
€H3UMM Ta IIpernapaTd XapyoBUX €H3MMIB | Sk BiacTym Bij naparpadis 1,2 13, AKIo Xxapyosi
MOCTayalOThC B LUCTEpHax, 1HQopmalis, | GepMeHTH Ta Ipernapatd XapuyoBUX (DEpPMEHTIB
nepeadaveHa B MyHKTax 2 — 4 LBOTO po3ity, HOCTa‘{aIO,TBC}I B LIACTEpHAX, ycs iH(I)OpMElI.IiH Bixmosinae - Bixmosinac
MOKe 3a3HaYaTUCs TUTBKH B | MOKE€ 3’SIBISITUCS JIMIIE B  CYNPOBITHUX
TOBApOCYNPOBITHUX JOKYMEHTax, IO | TOKYMEHTax, IO CTOCYIOTbCS BaHTaXy, SKi

CYNPOBOKYIOTh MApTi0, IO HAJAIOTHCS
OJIHOYACHO 3 IIOCTAaBKOIO TOBApY.

TMOBUHHI OyTH Ha/IaH1 pa30oM 3 JTOCTaBKOIO.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BpPaxoBYye, HE €BPOIEHCHKOT BpPaxoBye, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
94| 7. MapKy}saHHﬂ XapuoBUX ~CH3UMIB, Kl | ~ 1,
MpU3HAUYeHI U1 KIHIIEBOTO  CIIOXKHBAya,

MOBUHHO BIJIMOBIAaTH BHUMOTaM YaCTHHH
TpeThoi crarTi 8, crarTi 12 3akony Ykpainu
«[Ipo indopmarmiro s CHOXKHUBAUIB MO0
Xap4yoBHX MPOAYKTiB» Ta IuM lloka3znukam
0e3meyHoCTi (BUMOram).

bes mkonu dupextusi 2000/13/€C, dupexTusi
Pamu 89/396/€EC Bin 14 uepBast 1989 poky npo
BKa3iBKM a00 TMO3HAYKHU, IO 1ACHTH(IKYIOTh
MapTiro, 10 SIKO1 HAJCKHUTh XapYOBHH MPOTYKT
(17) ta Permament (€C) Ne 1829/2003.
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Ornigka Omiuka
BIITOB1AHOCTI Binnosigui BIIIIOB1AHOCTI
) npaBy TIOJIOXKCHHS MDKHapOJAHO-
§ €BponenchKOro JoKepen IIPaBOBUM
= BinmnoBigHi1 MOJ0XKEHHS KEpen MpaBa Coro3y (acquis MDKHapOJIHO- 3000B’ I3aHHIM
% [Tono>xeHHs MPOEKTY aKTa E€pponeiicbkoro Corwsy €C) (Bignosinae, IIPaBOBUX (BinmoBinae, He
= (acquis €C) HE CyNepeUHnTh, 3000B’s13aHb CyNepeUunTh,
a YaCTKOBO VYkpainu y chepi YaCTKOBO
é BPaxoBY€, HE €BPOTIECHCHKOT BPaxoBY€, HE
BiAIIOBigae, He iHTerparnii BIAIIOBizaE, HE
BPETyJbOBAHO) BpETyJIbOBAHO)
95| 8. Xap4oBi eH3uMH, 5Ki poAarTbes okpemo | Crarrs 12
abo0 y cyMilni oJIvH 3 OMHUM Ta/abo 3 iHmuMHU | Xap4yoBl (QepMeHTH Ta XapuoBi (HEepMEeHTHI
Xap4YOBUMH IHTPEIIEHTAMU Ta MPU3HAYEH] U | IperapaTd, IO TPOJNAIOTHCS OKpeMo abo B
KIHIIEBOT'O CIIOKMBa4a MOXKYTh OyTH BBEJICHI B | CyMillli OJWH 3 OJHUM Ta/ab0  IHIIUMH
o0ir JMmie y BWIAJIKY, SKIIO iX YIAaKOBKA | XapuOBHMH iHTPEIi€HTaMH, MPU3HAYCHUMH JUIS
MICTUTh TaKy iH(OpMAIIilO: MPOJaXy KIHIEBOMY  CIIO)KMBady, MOXYTh
1) Ha3By XapyoBOro e€H3WMy, a0O | HAAXOJUTH B OOIr JUIIE 32 YMOBH, IO iXHS
TOPrOBEJIbHUM OINUC, SKUM MICTUTh Ha3BY | YIIAKOBKA MICTHTb TaKy iH(popMallio:
KOXHOTO  XapuyoBOro e€H3uMy, abo, 3a | (a) Ha3Ba, BCTAHOBJIEHA BIANOBIJHO A0 LOTO
BIICYTHOCTI ~Takoi Ha3BM, Ha3By, fAKa | PermamMeHTy 11040  KOXXHOIO  XapyoBOIO Bingnosinae -11- Binnosinae

nepeadaveHa y HOMEHKIaTypl MixKHapOIHOTO
coro3y OloxiMii Ta MOJEKyJIIpHOi OioJyorii

(IJUBMB);
2) crnoBa «UIA XapyoBHX Iineid» abo
«OOMe)KeHEe BHKOPUCTAaHHS B  XapyOBHX
MPOJYyKTax» ab0 KOHKPETHE MOCHUJTIaHHS Ha
IITbOBE  BHKOPUCTAaHHS Yy  XapyOBHX
MPOJYKTaX.

(dbepmeHTy, a0 TOPTOBUM OMUC, KU BKIIIOYAE
Ha3By KOXKHOTO XapuoBoro QepmeHty, abo, 3a
BIJICYTHOCTI TaKOi Ha3BW, MPUHHATY Ha3BY,
BCTaHOBJIEHY B HOMeHKIaTypi [UBMB;

(b) TBepKEHHS ISl XapUOBUX IMPOAYKTIB» 200
TBEP/UKEHHS  «OOMEXEeHe BHMKOPDHCTAaHHSI B
XapyoBHX MPOAYKTax» abo OuLIbIl KOHKpPETHE
ITOCHJIAHHS Ha MOro NpU3HaYeHe BUKOPUCTAHHS B
Xap4yOBHX IPOAYKTaX.

5. OuikyBaHi pe3yabTaTn

[IpuiHATTS LBOTO MPOEKTY aKTa CIPUATUME aJanTallli 3aKOHOIaBCTBa YKpaiHu /10 3aKOHOJaBCcTBa €Bponeiicbkoro Cowo3y
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y cdepi caniTapHux Ta (¢ITOCAHITAPHUX 3aXOIiB, IO JACTh 3MOTY 3a0e3MeUYuTH
BUCOKHUH PiBEHb 3aXUCTY 3/I0POB’S Ta IHTEPECiB HACETICHHS.
6. Y3arajbHeHuil BHCHOBOK

[leii npoeKT axTa BIANOBIAa€ OCHOBHUM TIOJIOKEHHSIM 3aKOHO/JABCTBA
€Bporneiicekoro Coro3y y BIAMOBIAHUX cpepax MpaBOBOTO PETYIIOBAHHS.

MinicTp
OXOPOHH 3/10POB’s1 Y KpaiHu Bikrop JIALIKO

«__ » 2023 poxy




