nPeAnor

3AKOH
O BUOLIMOHUM NMPOU3BOAUMA

I. OCHOBHE OPEOBE
YnaH 1.

OBuM 3akoHOM ypeRyjy ce NUCcTe akTUBHUX CyMNCTaHLW; NOCTYNUU AOHOLIEHA
akata Ha OCHOBY KOjux ce GuoumaHu NPOM3BOAM YMHE OOCTYNMHUM Ha TPXULLTY U
KOpUCTe; UCTpaXxuBawe W pas3Boj; Knacudukaumja, nakoBakwe, obenexxaBare,
ornawaeawe N 6e3begHOCHM NUCT OuoumaHor npoussBoda; Peructap OuoumgHux
npounseoaa; 6e36eaHO kopullherwe OMoUMOHUX NPOM3BOAA; CTaBibake Ha TPXKULLITE
n obenexaBare TPeTMpaHUX NPOM3BOAA; HAA30p W Apyra nNuTakwa of 3Hayaja 3a
06e30e4HO YMHeHE OOCTYNHUM Ha TPXULWTY U Kopuwhewe droungHnx nponssoga u
TpeTMpaHMx Nnponssoaa.

YnaH 2.

OBaj 3akoH 3acHMBa ce Ha Hadeny npenocTpoXHOCTU KojuM ce obesbehyje
BMCOK HMBO 3alUTWUTE 34paBrba Jbyau, 34paBriba XMBOTUHA M XKUBOTHE cpeauHe, a
HapPO4UTO 3aLUTUTE OCETIBMBUX rpyna.

YnaH 3.
Oppenbe oBor 3akoHa He NpUMekYjy ce Ha:
1) MeanuMHMpaHy XpaHy 3a XXUBOTUHE;

2) akTuBHa umnnaHTabunHa MeauuuHCKa CpeacTea, in vitro gujarHocTudka
MeAWLUUHCKa CpeacTea U MeanumnHCKa CpeacTBa;

3) BeTepuHapCKe NEKOBE M NeKoBe 3a ynoTpedy y XyMaHO] MeAULMHY;
4) [popaTtke XpaHu 3a XUBOTUHE;

5) xurnjeHy xpaHe (npexpambeHux Npou3BOAa) W XUIMjeHy XpaHe
XXMBOTUH-CKOI MOPEKNa;

6) npexpambeHe aguTuBeE;

7) apome v Opyre cacTojke ca apomaTWMYHMM CBOjCTBMMA 3a ynoTpeby y
XpaHu;

8) XpaHy 3a XNBOTUHE;

9) cpepncTBa 3a 3aWTUTY OUIba;
10) Ko3meTu4ke NpPou3BoOaE;

11) wvrpauke;

12) petepreHTe W cypdaktaHTe y AeTepreHTMMa Ha Koje ce npuMemnyje
3aKOH KOjuM ce ypehyjy xemukanuje, a koju Hemajy 6rounaHo AejCcTBO;

13) XpaHy vnu XxpaHy 3a XUBOTUHE KOja Ce KOPUCTU Kao peneneHTu wunm
aTpakTaHTM 1 Ha BuoumagHe NPoM3BO4E KOjuU ce KopucTe kao nomohHa cpenctea y
NPOV3BOAHM XpaHe UMK XpaHe 3a XXUBOTUHE.

N3y3eTHO of cTtaBa 1. oBor YnaHa oapenbe OBOr 3akOHa NPUMEHYjy ce Ha
BuounaHe npom3sBoae 1 TpeTupaHe Npon3Boae Koju Ce KOpUCTe 3a HaMeHe Koje HUCY
obyxsaheHe nponucuma kojuma ce ypehyjy obnactu u3 craea 1. oBor unaHa.



Oppenbe oBor 3akoHa Koje ce OogHOCe Ha Kracudukauujy, nakoBahe WU
obenexaBarwe OGMouMaHMX NPoM3BOAA HE MpUMEkYjy Ce Ha TpaHCcnopT GuoumaHux
npouseoaa.

Ha TpeTupaHe npounssoge Koju cy buounaHu npon3soamn, Kao U Ha NpomsBoae
Koju cy TpeTupaHuM camo dymuraumjom wnu aesrmHEeKUnjom npocropuja wunm
KOHTEjHEepa Koju ce KopucTe 3a CKraguliTeHne UM TpaHCnopT U rge Hema octaTaka
HaKOH TaKBOr TpeTupaka He NpuMekyjy ce ogpeade OBOr 3aKOHa Koje ce ogHoce Ha
CTaBSbake Ha TPXULWITE U obenexaBare TpeTMpaHnx Nnpom3soaa.

3Hauere uspasa
YnaH 4.
MojeanHmn n3pasm ynotpebrbeHn y 0BOM 3aKOHY Umajy cnegehe sHademne:
1) 6uouudHu npouseod jecte:

(1) cyncTtaHua nnu cmella Koja ce cacToju, cagpXu unn cteapa jegHy
WUNW BULLE aKTUBHUX CyMNcTaHLUM, NpUNpemMrbeHa y obnuky y kome ce
cHabaeBa KOPWUCHMK, Ca HaMEHOM [a YHWWTW, OABpaTW, Y4YMHMU
GesonacHuM, crnpeyn genoBake UnNu Apyrayvnje KOHTPonmLLe LUTETHU
opraHmsam, Ha OWNo KOju Ha4YMH OCUM YMCTO (PU3UYKUM UMK
MEeXaHWUYKUM OEeNOBaHEM,

(2) cynctaHua nnm cmella Koja ce cTBapa of CyncTaHLUM Uiv cMeLla Koje
He cnagajy y nogradky (1) oBe Tauke, a Koja ce KOpUCTU ca HAMEHOM
Aa YHULITW, OABpaTW, yuuHu Oe3onacHum, Cnpeuyv AeroBare Unu
Apyrauvje KOHTpPONWLIE LUTETHW OpraHm3am, Ha Ouno Koju HauyuH
OCUM YUCTO (PUINYKMM MU MEXAHUYKUM OEeNOBaHEM,

(3) TpeTMpaHm NponsBog Koju nMma npumapHy GroungHy dyHKUMjY;

2) MukpoopeaHusam jecte henmnjcka wnm Hehenujcka MMKPOOMONOLLKA
jeonHka cnocobHa 3a pa3MHOXaBawe WNU MpeHoLlewe reHeTCKor maTepujana,
YKIbydyjyhu HWXe rromee, Bupyce, b6aktepuje, kBacue, nnecHu, anre, npoTos3oe u
MWKPOCKONCKE napasnTCcKe XerIMUHTE;

3) aKkmueHa cyricmaHya jecte cyncraHua nnm MMKpoopraHusam Koju genyje
Ha WTEeTHE OpraHn3Mme;

4) 3abpumasajyha cyncmaHuya jecte cyncTaHua Koja MMa crnocobHocT aa
NPOY3pOKyje HexerbeHun edekaTr Ha 3OpaBrbe Jbyau, HAPOYUTO OCETILMBUX rpyna,
XMBOTMHA UMW XMBOTHY CpeauHy W MpuUCyTHa je unu ce cteapa y 6uoumaHom
npov3Body Yy [OOBOSbHOj KOHUEeHTpaumju ga 6w ctBopuna TakaB edpekat, a Huje
aKTMBHa CyncTaHua, OAHOCHO ako He MoCToje ApYyrv pasno3un 3a 3abpuHYyTOCT TO je
CyncTaHua Koja je knacudukoBaHa Kao oOrnacHa unmM ucnywasa Kputepujyme 3a
knacudmkaumjy Kao onacHa y Ccknagy ca nponmcuma  Kojuma ce  ypehyje
Knacudumkaumja xemukanuvja n NpucyTHa je y TakBOj KOHUEHTpauuju y GuoumgHom
npoussogy Aa oH byae knacudukoBaH Kao onacaH, OAHOCHO CcyncTaHua Koja
nucnywasa KpuTepujyme 3a uaeHTudurkaumjy Kao ayrotpajHa opraHcka 3arahyjyha
cynctaHua (Mol1), nep3ncTeHTHa - BuoakymynaTusHa — TokcunyHa (MNBT) nnm Beoma
nep3ncTteHTHa - Beoma OuoakymynatusHa (Bl1BB) cyncrtaHua y cknagy ca
nponucuma kojuma ce ypehyjy xemukanuje;

5) wmemHu opeaHusam jecTe opraHmsam, ykibydyjyhn natoreHe areHce,
KOju je HernoxerbaH WM MMa WwTeTaH edekar Ha JSbyde, HMXOBE aKTUBHOCTMU,
Npou3BoAe KOje KOpUCTe NN NPOU3BOAE, HA XXUBOTUHE UMW XNBOTHY CPEOUHY;

6) ocmamak jecTe cyncTaHua MpuUCyTHa y WUNKU Ha npousBoauma GurbHor
UMK XKMBOTMHCKOT MOpPEKNa, BOOHUM pecypcuma, Boau 3a nuhe, XpaHWu, XpaHu 3a



XNBOTUHE UMW HA APYrMM MecTMMa Y XUBOTHOj CPeduHW, a Koja OCTaje HakoH
kopuwherwa GuoumaHor npoussoda, Ykibydyjyhu u metabonute Te cyncraHue wu
Nnpou3BoAe KOju HacTajy pasnarambem Unn peakuunjom;

7) 4Yumere QoCmyrnHUM Ha mpXuwmy jecte cBako cHabgeBarbe
GuounaHMM NPOM3BOAOM WU TPETUPaHUM MPOU3BOAOM paau AMCTpubyunje mnu
Kopuwhera y OKBMpY NOCMOBHE AenaTtHOCTH, 6uno y3 HakHagy nnv 6e3 HakHage;

8) cmaesbarbe Ha mpXuwme jecte NPBO YNHEHE AOCTYNMHUM Ha TPXULITY
GuoumaHor nNpousBoda Wy TPEeTUpaHOr NPou3BoAa, Mpu 4Yemy ce U yBO3 cmartpa
CTaBIbatbeM Ha TPXKULLTE;

9) Kopuwhere jecy cBe aKTMBHOCTW y Be3u ca GuoungHuM NPou3BOAOM,
yKIbyyyjyhu cknaguwitenwe, pykoBawe, Melawe M MPUMEHY, OCMM akKTUBHOCTW Y
BE3M ca M3BO30M BmoLmMaHOr Npom3Boda Unmn TpeTupaHor NPoun3Boaa;

10) mpemupaHu rpou3eold jecte cyncTaHua, cMella Unn NpousBOL4 Koju je
TpeTupaH ca jeaHnm unu Bue GroumMaHMX NPon3BoLa UM X HaMepHO CaapXxu;

11) nojeduHa4yHu buouudHU ripou3eod jecte OwuoumgHu npouseon 6e3
npeasuheHnx oactynawa y NpoLeHTY akTUBHUX WU APYTMX CYNCTaHUM KOje caapxu;

12) epyna 6uoyudHux rpouseoda jecy GuounaHn NponM3BOAN KOjU UMajy UCTe
aKTMBHE CYMCTaHUe, CrnYaH cactaB ca ogpefeHMM OAcTynawyMMa, CrMYHE HavvHe
Kopuwhera n CrimdHe HUBOE pu3nka n eqpnKacHoOCTH;

13) mexHu4Yka ekeusasIeHMHOCM jecTe CIIMYHOCT Yy nornegy Xemujckor
cacTtasa u npodumna onacHocTM n3amehny cyncrtaHue koja je nponsseneHa n3s n3sopa
KOjU HUuje pedepeHTHM U3BOp, UM U3 pedepeHTHOr M3Bopa ann HakKoH NPOMeEHe
NpouM3BOAHOr npoueca OAHOCHO MpPOM3BOAHE rokauuje, W cyncrtaHue wu3
pedepeHTHOr N3BOpa y OOHOCY Ha KOjy je n3BpLlieHa NnpBoOuTHA npoLeHa pu3uka;

14) oenawasar-e jecy HauMHW MpPOMOBMCaH-A MNpodaje wunu kopuwhewa
GuoumngHor Npon3Boaa y WTamnaHum, eNekTPOHCKMM Ui ApyrmMm Megunjuma;

15) HaHOMamepujan jecTe MNpPUMPOAHA WAW NpPou3BEedeHa akTuBHA Wnn
HeakTUBHAa CyncTaHua Koja cagpXXu YecTuue y HeBe3aHoOM CTamy, y 06nuky arperata
unu arnomeparta, u rge Hajmamwe 50 % vectuua y pacnogenu no 6pojHOj BENNYMHM
uma jedHy unu Bule cnosbHUX aumensuja namehy 1 n 100 nm, npu yemy yectuuya
jecte Bpno manu Jeo MaTepujana ca gedUHUCaHUM (OU3MYKUM  TpaHuLama,
arnomepaTt jecte ckyn cnabo Be3aHWX 4ecTuMua WNnu arperata 4umja je CrnorbHa
NnoBpLUMHA CNu4Ha 36upy noBpLUMHA MNOjeAMHaYHUX KOMMOHEHTU W arperart jecte
yecTuLa KOjy YMHe YBPCTO Be3aHe Unu cjeunmweHe yectuue. dynepeHu, rpadeHcke
Ibycnuue W jedHOCrOojHe YribeHWYHe HaHOUEeBM ca jeQHOM UMM BULlEe CMOSbHUX
aumeHsuja ncnog 1 nm cmaTpajy ce HaHoMaTepujanuma;

16) ocemsbuse epyre jecy nvua kKojuma je noTpebHO NocBeTUTU NnocebHy
NaXkHy MNPUITMKOM NPOLEHE aKyTHMX U XPOHMYHMX edhekaTa BuoumaHor nponseoaa Ha
34paBrbe, a Koje obyxsartajy TpyaHuue u gojurbe, HepoheHy aeuy, oaojvag un geuy,
cTapujy nonynauujy, Kao U pagHuke U CTaHOBHMLUTBO aKko CYy Y BESUKOj MepU Ayxe
N3noxeHn GuoumgHOM NponsBoay;

17) npou3sod u npouec-opujeHmucaHo ucmpax usare U paseoj jecte
Hay4YyHM pas3Boj KOju je y Be3n ca pasBojeM GuoumgHor NMpomsBoga WNu garbum
pa3BOjeM aKTMBHe CyMncTaHLe, Kao Takse, y CMellama unu y nponssoamma, Kaga ce
KOpuMCTe NWUoT NOCTpojera unu npobHe NponsBoaHe Y UMby pa3Boja Npon3BOAHON
npoteca, 0OAHOCHO UCMUTUBaHa NoApYyYja NPUMEHe akTUBHE CyNnCTaHLE;

18) HayyHO ucmpaxKueam-€ U pas3eoj jecTe Hay4dHO eKCnepuMeHTUCahe,
aHanM3npame UM XeMUjCKO UCTPaXKMBaHE aKTUBHE CYNCTaHLe, OQHOCHO GuounaHor
npou3Boaa Koje ce CNpoBOAM NOA KOHTPOSIMCAHUM YCIOBUMA;



19) nosenayere jecTe CBaka Mepa KOjoOM Ce chnpeyaBa darbu MNpomeT
GuouungHor Npon3Boaa Koju je Beh yumHeH AOCTYNHUM Ha TPXULLTY;

20) cyncmaHya jecte XeMUjCKU eNeMeHT U HheroBa jeaurera y npupoaHOM
cTawy unu pobujeHa y NpomM3BOAHOM Mpouecy, YKibydvyjyhm agutuee koju cy
HEOMXOA4HW 3a O4yBake HeHe CTabunHOCTUM M HevucTohe Koje npousunase us
npuMeH-eHor npoueca, udysammajyhm pacreapad Koju ce MOXe U3ABOjUTU Tako Aa To
He yTuye Ha CTabunHOCT CyncTaHue Unm NpoMeHy HeHOr cacTaBa;

21) cmewa jecte MeLlaBUHA UM PacTBOP ABE MIKN BULLE CYNCTaHUW;

22) npou3sod jecTe npegmMeT KOMe je TOKOM npov3BoAawe naT nocebaH
obnuk, noBpwMHa UNuU Am3ajH Koju Buwe oapehyje HeroBy YHKLM)y HEro LTo TO
YMHU HEroB XeMMJCKMN cacTas;

23) KOpUCHUK jecTe npaBHO nuue unM npedy3eTHUK ca ceguwTeM Ha
Teputopuju Penybnuke Cpbuje Koju kopuctu GuoumaHn npomsBog ca uubem Aa
n3BpwM OMOUMOHO [OEjcTBO Ha WTEeTHU opraHuM3am (NpodecuoHanHn  unm
WMHOYCTPWUjCKN KOPUCHWK), a Koje Huje ANcTpubyTep nnmn notpoLuav;

24) ducmpubymep jecTe NpaBHO nuue UNu nNpefyseTHUK ca ceguTeM Ha
Teputopujn Penybnuke Cpbuje, ykrbyyyjyhu TproBua Ha mano, Koju CKNaguwtu u
CTaBrba Ha TpXuULITe BroLnaHN NPOU3BOA,;

25) ¢opmariHa npoueHa dokymeHmMayuje je NocTynak y kojem MUHUCTapCTBO
HaONeXHO 3a MNOoCnoBe XWBOTHe cpeavHe (y Aarbem TekcTy: MuHucTapcTBo)
MPUITMKOM [OHOLIEeHa akaTa Ha OCHOBY KOjuX ce OuoumMgHu npou3Bog YWHM
AOCTYMHUM Ha TPXULUTY U KOPUCTU, OAHOCHO M3MEHE U JOMyHe TUX akaTta, yTBphyje
Aa N nogHeTa AOKYyMEeHTauumja CaapXu CBe nponucaHe AenoBe Yy cknagy ca OBUM
3aKOHOM M MponucumMa AOHETUM 3a CnpoBoheHe OBOTr 3aKOHa;

26) nipouseohay je nNpaBHO nuUUE WU NpPeny3eTHUK KOoju MpOM3BOAM
GrounagHN NPon3BOA4 UK ce y TOM CBOJCTBY NpeacTaBiba CTaBibakbeM Ha NPOU3BOA
CBOr NOCMOBHOI MMEHA, MMEeHa WNW Hasuea, Xura, WUNW gpyre npenosHaTibuBe
O3Hake.

Il. AKTUBHE CYNCTAHUE Y bMounagHOM npomn3sony
YnaH 5.

AKTMBHE cyncTtaHue ynucaHe cy Yy Jlucty | - Jlucta ogobpeHnx akTUBHMX
cynctaHum (y garbem Tekcty: Jlnucta ) un Jlncty la — Jlucta akTMBHMUX cyncTaHum Koje
MOry cagpxaTtu GuoumaHn NpomsBoAU Koju ce ogobpasajy No nojegHOCTaBIbEHOM
noctynky (y gareem TekcTy: Jlucta la) koje cy objaBrbeHe y EBponckoj yHuju (y
Aaroem Tekcty: EY).

Nuctom | ogpeheHn cy HapouUTO: Ha3WB aKTUBHE CYNCTaHLUE; MUHUMAmHK
cTeneH 4ynctohe akTMBHE CyncTaHue; BpcTa GuounaHOr NMpousBoAa Yy KOMe MOoXe
6uTK kopuLheHa Ta cyncTaHua; yCnoBu nog KojuMa Moxe BUTU JOHET akT Ha OCHOBY
KOr ce GuouMaHM NPOM3BOA, YMHWU OOCTYMHUM Ha TPXKULLUTY U KOPWUCTU; YCIOBU 3a
kopuLlhewe akTMBHE CyncTaHue y TPeTUpaHOM NpPou3BOAY, Kao M Ha3Haka aa nu je
aKTUBHA CyncTaHua kaHauaaT 3a 3aMeHy, OQHOCHO HaHoMaTepwjan.

Jinctom la ogpeheHn cy HapounTO: KaTteropmja akTMBHE CyncTaHue; Ha3uB
aKTMBHE CYMNCTaHLE N OrpaHuYeHa 3a akTUBHY CyncTaHLy.

AKTVBHe cyncTaHue 3a koje je oabujeH ynuc y nucte n3 ctaesa 1. oBOr YnaHa
3a pgarty Bpcty 6uoumgHor npowussoga ynucyjy ce y Jlucty Il — Jlucta aktuBHuMX
CyNncTaHLUM 3a koje je ogbujeH ynuc y Nucty | unn Jlucty la (y garsem Tekcty: Jlucta

).



Jinctom Il ogpeheHn cy HapouuTO: HasvMB akTUBHE CyncTaHue W BpcTa
GuouungHor Npom3Boaa y Kome He Moxe BUTKn kopuwheHa Ta cyncTaHua.

AKTMBHE CyncTaHue Koje cy MnoCTynky npeucnutuBawa y EY pagu
kopuwhera y 6rounaHoMm npoussogy ynucaHe cy y Nporpam akTMBHMX CyncTaHum
3a ynuc y Jlncty | unn Jlncty la (y gareem TekcTy: lNporpam 3a ynuc).

AKTMBHE cyncTaHLe Koje ce npujasrbyjy 3a ykibyunBawe y Nporpam 3a ynuc
ynucaHe cy y JInCTy akTMBHMX CyncTaHuM 3a ykibydmBake Yy [porpam 3a ynuc (y
Jarbem TekcTy: Jlncrta 3a ykrbyunBamnse y lNporpam).

Mporpamom 3a ynuc, kao 1 Jluctom 3a ykrbyymBame y Mporpam ogpeheHn cy
Hapo4YUTO Ha3MB aKTMBHE CyNCcTaHue M BpcTa GuoumaHor npovssoaa y KOMe MOXe
6uTn kopuwheHa Ta cyncraHua.

Jincte ns ct. 1, 4. 1 7. oBor 4naHa, kao u Mporpam 3a ynuc ua ctasa 6. oBor
4ynaHa ob6jaBrbyjy ce y ,Cnyx6eHom rmacHuky Penybnuke Cpbuje”.

YnaH 6.

AKTMBHa cyncTaHua je kaHAnOaT 3a 3aMeHy ako je y ckrnagy ca nponmcuma
Kojuma ce ypehyjy xemukanuje knacudukoBaHa y ogpeheHy knacy onacHOCTU
OOHOCHO aKo Wucnywasa KpuTepujyMm 3a ugeHtudwukaumjy kao BT wnu BlMBb
OAHOCHO ako MMa CBOjCTBa Koja JoBofe A0 nopemehaja paga eHOOKPUHOT cuctema.

Knace onacHocTu 13 cTaBa 1. OBOr uYnaHa cy:

1) «kapuwuHoreHocT, kateropuja 1A wnm 1B unuM akTMBHaA CcyncTaHua
ncnywaBa KpuTepujyme 3a TakBy Knacudomkaumjy;

2) myTareHocT, kateropuja 1A unn 1b nnu akTMBHa cynctaHua ucnysaBa
KpuUTepujyme 3a TakBy Kracvudukauujy;

3) TOKCMYHOCT Mo penpoaykuuvjy, kateropuja 1A wnu 16 wnu akTtmuBHa
CyncTaHLa ncnykaBa KpUTepujyme 3a TakBy Krnacudgukauujy.

MwHucTap HagnexaH 3a MOCMoBe 3alTUTE XMBOTHE cpeaunHe (y Oarbem
TEKCTY: MUHUCTap) Nponucyje Kputepmjyme 3a ogpehuBare CBoOjcTaBa koja A4OBOAE
00 nopemehaja paga eHOoKpUHOT cucTema.

YnaH 7.

AKTVBHa cyncTaHua je kaHauaaT 3a 3aMeHy ako MCrMyHaea jefaH of ycrosa
3 YnaHa 6. OBOr 3aKOHa UM HEKW Of yCroBa:

1) y cknagy ca nponucMMa KojuMm ce ypehyjy xemukanuje ucnyhwasa
Kputepujyme 3a knacmdmkaumjy Kao CeH3nbunmsaTop pecnmpaTtopHUX opraHa;

2) HeH npuxBaT/bMB [OHEBHM YHOC, aKyTHa pedepeHTHa [os3a unu
NPUXBaTI/bMB HMBO M3MOXEHOCTM pyKoBaoua, ako je noTpebHo, je 3Ha4yajHO HWXK
Hero ko BehMHe 0J00pEeHUX aKkTMBHMX CYMNCTaHUM 3a WUCTY BPCTY MNpousBogda U
npegsuheHn HauymH kopuwhewa;

3) y cknagy ca npornucuMa Kojum ce ypehyjy xemukanvje ucnywasa [Ba
KpuTepujyma 3a naeHtudvkauujy kao NbT;

4) nocToje pa3no3n 3a 3abpuMHYTOCT NoBe3aHW ca NPUPOLOM KPUTUYHUX
edekata koju y komMOuHauuju ca HadmHuma kKopuwhewa pgoBoge A0 Tora ga
kopuwhere 1 garbe Moxe n3a3Batu 3abpMHYTOCT, Kao LUTO je BUCOKWU NOTEHLMjarHn
pu3MK 3a MNoA3eMHy BoAy, YaK W y3 BpPrO PeCTPUKTMBHE Mepe 3a Yynpasrbakbe
PU3NKOM;

5) cappxu 3HavajaH yaeo HeakTMBHUX U30OMepa Unu Hedncrtoha.



lll. NIOCTYNUX AOHOLWEHWA AKATA HA OCHOBY KOJUX
CE smoumnaHu neron3soam YMHE AOCTYNHUM HA
TPXULITY U KOPUCTE

YnaH 8.

BvoumaHn npousBoau pasBpcTaBajy ce Yy BpCTe npema HameHW OOHOCHO
LUTETHOM OpraHM3my Ha Koju genyjy.

MwuHucTap nponucyje Bpcte GuoumaHmMx Nnponssoaa.
YnaHn 9.

BuoumagHn npors3Bod Ce YMHM OOCTYMHUM Ha TPXULITY WM KOPUCTM ako
npoussohady, yBo3HUK, ANCTPUOYTEP OOHOCHO KOPUCHUK:

1) wuma ofobperse 3a YnNHbEHE OOCTYMHUM HA TPXULITY U KOpULLIhEHE;

2) wuma pewewe o0 ynucy y Jlucty GuoumgHux npomsBoga Koju ce Mmory
YUHUTU OOCTYNHUM HA TPXMLUTY N KOPUCTUTU OO AOHOWeEHa ogobpera n3 tavke 1)
OBOT YfaHa;

3) wuma pewerwe O npusHaBawy ofobpera 3a YNkeHe AOCTYMHMM Ha
TPXKULWTY U KOpUWNewe OOHETOr y cknagy ca nponncom EY oa ctpaHe HaanexHor
opraHa gpxase unanuue EY vnn og ctpaHe EBponcke komucuje.

Ha nutakba nocTynka Koja HUCy Apyradmnje ypeheHa OBUM 3aKOHOM
npumMemsyjy ce ogpenode 3akoHa Kojum ce ypefyje onwTh ynpaBHM NOCTYNaK.

1. Opo6peme 3a YNHEeHEe AOCTYNMHUM Ha TPXKULWITY U Kopuwherwe
OuoumgHor npousBoaa

YnaH 10.

3a goHowewe ofobpena 3a Ynkerse AOCTYNHUM Ha TPXULLTY U Kopuwherwe
GuoumaHor npowussoda (y Aarbem TekcTy: opobpere) MNOAHOCU Cce 3axTeB
MwuHucTapcTsy.

Ako 3axTeB 13 cTaBa 1. 0BOr 4naHa nogHocu rnpoussohay koju Hema ceguwiTe
y Penybnmum Cpbuju 3axteB ce MoOxXe NOOHETM MNPEeKo 3acTynHuKa, OOHOCHO
npegcraBHMKa Koju uma ceguwTte y Penybnvum Cpbuju n koju je ogrosopaH 3a
ncnywere cBux obaBesa NPONMcaHMX OBUM 3aKOHOM.

3actynHuk npousBohjaya u3 ctaBa 2. OBOr 4fiaHa Mopa MMaTtu YroBop O
3acTynamy KojuM ce Hapo4duTo yTBphyje 1 ocurypaBa oOroBOPHOCT 3@ €BeHTyalHe
LITEeTe Koje HacTaHy kopuwhewem GuounagHor npomssoaa Ha Teputopuju Penybnvke
Cpbuije.

Y3 3axTeB M3 cTaBa 1. OBOr unaHa [ocTaB/ba ce gocuje 3a buoumgHu
Npou3BO4 KOjU cagpXXu nogaTtke o GuoumMaHOM NPoM3BOAY U O aKTMBHOj CyncTaHUM Yy
GrounagHOM Npomn3Boay, Kao 1 caxeTak KapakTepucTika buounaHor nponssoaa.

[ocuje n3 ctaBa 4. oBor YnaHa gocraesrba ce MMHUCTapCTBY Ha CPrCKOM UMn
EHINecKoM je3uKy, [OOK Ce caxeTak KapakTepucTuka OuouugHor mnpoussoaa
AOCTaBrba Ha CPriCKOM je3uKy.

Hocuje 3a GuoumaHn NpousBoL CagpXu nogaTtke O NOAHOCMOLY 3axTeBa U
nogatke o 6GuounmgHOM MpPoOM3BO4Y WM O aKTUBHOj CYMCTaHUM, U TO HapO4MTO:
WOEHTUTET; nogatke O (PU3NYKMM N XEMUJCKUM CBOjCTBMMA; nogatke O (OU3NYKNM
onacHOCTUMa U ca HKMMa NoBe3aHMM CBOjCTBMMA; NogaTKe 0 MeTogamMa 3a AeTekumjy
n ngeHtudurkaumjy; nogatke o edmkacHOCTW; nodaTke o npeasuheHnM HaunHUMa
Kopuwhewa W M3M0XKEHOCTW; TOKCUKOMOLKMA MNpodun 3a Jbyde U XKUBOTUHSE,
€KOTOKCUKOSOLLKE CTyauje; nogaTke O cyabUHWM M MOHalawy y XMBOTHO] CPeauHY;



Mepe HeonxodHe 3a 3alTUTY Ibyau, XKUBOTUHA W XUBOTHE cpeauHe; nogatke o
knacudukaumju, obenexaearwy W NakoBaky, Kao W caxeTak Agocujea M HaupT
npoLeHe pusmka.

CaxeTak kapakTepucTmka 6uoumaHOr NpoM3BoAa CaapXu: TProBadku Hasvs
GuouungHor Npou3Boaa; Ha3MB 1 agpecy nogHocuoua 3axTeBa; AaTyMm JOHOLWeHa U
AaTyM UCTeKa poka Baxena ogobpera; 6poj ogobpetrsa 3a GuoumagHn nponssoa, a 'y
cnyyajy rpyne 6uouugHMx npou3Boda M CyqMKC KOjU Ce HaBOAM 3a CBaku
nojeanHayvyHn GuounaHn Npomnssog U3 rpyne GroumaHMx Npon3Boaa; KBanuTaTuBHU U
KBaHTUTATMBHW cacTaB akKTMBHUX CyNCTaHUM U APYrMX CyNCTaHUM Koje Cy 3Ha4vajHe 3a
npaesunHo kopuwherwe GuMoumagHOr NPom3BoAda, a 3a KBaHTUTATMBHM cacTaB rpyne
6voungHuUX Npou3Boda HaBOAW CE€ MUHMMANHU M MakKCUMarnHu npoueHaT cBake
aKTMBHE CYNCTaHue, Kao0 M MUHUMAnHM M MakCMMarnHu npoueHaT cBake apyre
CyncTaHue Nnpu YemMy MUHMMANHW HaBedeHM MnpoueHaT 3a ogpeheHe cyncTaHue
moxe 6utn 0%; npomssohaye GuoumaHor nponssoda (Ha3vee 1 agpece ykbydyjyhu
nokauuje npov3BOAHMX MOroHa); Mpou3Bofade akTMBHUX CyNcTaHuu (HasueBe W
agpece YKibydyyjyhu nokaumje npou3BOOHMX MOroHa); BPCTY opmynauuje
GuoumaHor npomssoaa; obaBeluTewa O OMACHOCTM U Mepama NPeaoCTPOXKHOCTY;
BpCTy OmoumngHor npoussoda W, ako je noTpebHo, TayaH onuc ogobpeHor HavMHa
Kopuwhewa; UMrbHe LITEeTHe OpraHu3me; A03€ Koje Ce KOpucTe W ynyTCTBO 3a
ynoTpeby; kaTeropuvje KopucHuka; nogaTke o Moryhum AMPEKTHUM UM MHANPEKTHUM
HexerbeHuM edekTMMa M ynyTcTBa 3a npBy MOMONh M XMTHE Mepe 3a 3awTuTy
XWBOTHE cpeauwHe; ynyTcTBO 3a ©Oe3begHo opgnarakbe npousBoda M Hero.e
ambanaxe; ycrnoBe cknaguwTewa M PoK Tpajaka OuouungHor npoussoga npu
HOpManHMM YCNoBMMa CKnaguwTewa, Kao u apyre umHdopmauuwje o buoumaHoM
npounssoay, No noTpedu.

AKo Heke of nojaTaka M3 cTaBa 6. OBOr YnaHa Huje HeonxogHO LOCTaBUTU
300r U3NoXeHOCTN noBesaHe ca NpPeanoXeHuMm HadvHuMma kopuwhewa ououmagHor
npou3Boga, OAHOCHO aKO HMje Hay4YHO HEONXoOHO AOCTaBUTU MoJaTke WK Huje
TexHudkn moryhe nobutn nogaTtke, nogHOCUNAL, 3axTeBa MOXe Aa Npeanioxu ga ce
npunaroge 3axTeBu 3a oppefeHnm nopjauMmMa M O TOME [JOoCTaBiba MUCMEHO
obpasnoxeme.

Y3 3axTeB M3 cTaBa 1. OBOr 4naHa MOXe ce MNOoOHETU M 3axTeB 3a
yTBpAMBake oOcTaTaka akTUBHE CYNCTaHUe Y XPaHW, XpaHW 3a XUBOTUHKE U Y
MaTtepujanumMa ca Kojuma xpaHa [oriasu y KOHTakT ako ce To 3axTesa y Jluctu I.

MwuHucTap nponucyje cagpXuHy 3axTteBa, 0bMM M cagpXuHy Jocujea 3a
bvounagHn Npou3BOA4 M ycrosBe 3a npunarofaBarwe 3axTeBa 3a nogauuma wu3
aocujea.

YnaH 11.

MuHUCTapCTBY Ce MOXE MOAHETU 3axTeB 3a MOjeJHOCTaBIbEHM MOCTyNak 3a
AOHowewe ofobpewa 3a UMtberse [AOCTYNHUM Ha TpXAWTY W Kopuwhere
ovoungHor npounssoaa:

1) u4uje cy cBe aKkTMBHe cyrncTaHue ynucaHe y Jlucty la n y cknagy cy ca
orpaHvyerMMa HaBedeHM y TOj INCTH;

2) KOju He cagpXu CyncTaHuy Koja nsasmsa 3abpuHyTOCT;
3) KoOju He cafpXu HaHoMaTepujane;
4) Kkoju je 4OBOIbHO edhnKacaH;

5) uuje pykoBawe W npeasuheHn HauuMH Kopuwherwa He 3axTeBa NUYHY
3aLUTUTHY ONpeEMY.



Y3 3axTeB 3a AOHOLLEHe oa06pera U3 cTtaBa 1. OBOr 4YnaHa AocTaBrba ce
caeTaK KapakTepucTuka buoumaHor npoussoga v3 YnaHa 10. ctaB 7. OBOr 3aKoHa;
nogauun o ecpukacHoOCTM GuoLMaHOr Npou3Boda M Apyrv nodauy Kojuma ce aokasyje
Aa GuoumaHu NponsBoa UcnyH-aBa ycrnose 13 cTaea 1. oBor ynaHa.

Mogaun o edmkacHocTM GUoLMAHOr Mpou3BoAa M3 cTaBa 2. OBOr 4naHa
AocTaBrbajy ce MUHUCTapCTBY Ha CPrCKOM UMM €HrMeckoM je3unky, OOK ce caxeTak
KapakTepucTuka GrounaHor Npon3Boaa 4OCTaBba Ha CPIICKOM je3uKy.

MwuHucTap nponucyje cagpkuHy 3axTeBa U3 ctaBa 1. OBOr unaHa.
Ynan 12.

3a pobujarbe nogaTaka 3a gocuje 0 PUINYKUM, XEMUjCKMM, TOKCUKOSOLLIKUM U
€KOTOKCUKOSOLWKMM CBOjCTBMMA akKTMBHE CyncTtaHue u 6uoumgHor npoussoga
npuMeryjy ce meToge wcnutMBakwa YTBpheHe nponucuma kojuma ce  ypehyjy
xemukanuje.

Kaga metoga ncnutmBamwa M3 ctaBa 1. oBor 4naHa Huje ogrosapajyha unu
HUWje onncaHa, KopuUcTKn ce gpyra Hay4dHo ogrosapajyha metoga, v kag rog je moryhe
MeRyHapoaHO npu3HaTa MeToaa.

MpuknagHOCT MeToAe ucnuTMBaka M3 CTaBa 2. OBOr 4YnaHa Mopa outm
obpasnoxeHa y 3axTeBy 13 unaHa 10. ctaB 1. OBOr 3akoHa.

Kaga ce meTtoge ucnutusara npuMensyjy Ha HaHoMmartepuvjane, JocTaBrba ce
obpasnoxewe O HUXOBOj Hay4yHO] NPWUKNIAQHOCTM 3a HaHoOMaTtepwjane W, ako je
noTpebHo, 0O TEXHWYKMM MpunarohaBakbuMa Koja Cy usBpLleHa kako 6u ogrosapane
cneumdnyHMM KapakTepucTukama Tux matepuvjana.

AKO 3a ucnutMBaka HUCY KopuwheHe meTode u3 ctaBa 1. OBOr 4naHa,
MuvHucTapcTBO npouewyje afekBaTHOCT AOCTaBfbEHWX MnodaTtaka M oanyyyje o
notpebu ga ce cnposedy HOBa UCNUTMBaHA Yy CKragy ca TUM meTogama, Boaehu
padyHa oa ce ucnutuBara CBeay Ha HajMakby Mepy.

NcnutnBamwa (pmsmyknux n xemmnjCkMx CBOjCTaBa M CBOjCTaBa CynCTaHUe Koja
Cy 3HavajHa 3a 6e3bedHOCT crnpoBode ce, HajMawe, Y ckrnagy ca MehyHapooHUM
cTaHgapauma.

ToKkCMKOMOLWIKa M EKOTOKCUMKOMOLLKA WCNUTUBaka akTUBHE CyncTaHue u
GuouungHor npomssoga cnpoBode ce y nabopartopuju umju je pag ycknaheH ca
npyvHuMnuma gobpe nabopartopujcke npakce.

HoBa ncnutuBama Ha KMuMeraluMma CrnpoBOAE CE CaMO ako NopaTke Huje
moryhe 0o6GUTK Ha ApYrv HAYUH.

YnaH 13.

3a pobujarbe nogataka 3a gocuje o edmkacHOCTM GMouMAHOr npousBona
npumemwyjy ce cmepHuue EY 3a ncnutuBamwe edqukacHOCTU unu gpyre metone
ncnutmeawa (ISO, CEN wnn gpyre mehyHapogHe, HauuoOHamnHe W UHAYCTPUjcke
CTaHgapgHe MeTode wnu CTanHgapdHe meTtoge npowssohada, OAHOCHO nogauum
nobuvjeHn y NOCTynKy pasBoja HOBOr OuouMAHOr MPOM3BO4A) WU penieBaHTHU
nogaum ca TepeHa.

YnaH 14.

INvue koje nma Hamepy Aa M3BPLUM UCNUTMBaHA Ha KMYMEHauuma OYyXHO je
Aa oa MuHucTapcTBa 3aTpaxu nogaTke O TOMe da nv Cy TakBa ucnuvTuBawa Beh
AOCTaBIbeHa 3a UCTY aKTMBHY CyMncTaHLy, OAHOCHO 3a UCTU Unu cnuyaH buouunaHu
npousBsoa.



MwuHucTapcTBO je ayxHo ga y poky og 30 gaHa of gaHa npujema 3axteBa u3
cTtaBa 1. oBOr YnaHa JocTaBu nogaTke O Nuuy Koje je 4OCTaBuo TakBa UCNUTUBaHA
W O BNacHWKY nogartaka.

YnaH 15.

MwuHuctapctBo y poky og 30 gaHa og AaHa npujema 3axtesa 3 un. 10. n 11.
OBOr 3aKOHa BpLUM hopmarnHy NpoLeHy AOKYMeHTauunje 4OCTaBIbeHE Y3 3axXTEB.

AKO 3axTeB M [OOKYMeHTauuja M3 crtaBa 1. OBOr 4naHa Huje NOTNyHa,
MwuHuctapcTBo obaBeluTaBa nogHoOCHOLA 3axTeBa ga WUCTe gonyHu y poky og 90
JaHa o AaHa obaBeLlTeHa.

MwuHucTapcTBo BpwM NpoueHy OuoumgHOr npousBo4a OOHOCHO rpyne
6vounagHUX Mpou3BOA4a Ha OCHOBY [OCTaBSfbeHe AOKYMeHTauumje, a y cknagy ca
CMepHMUamMa 3a npoueHy GuoumaHor npoussopa, u3pahyje u3BewTaj O MpoueHu
GuoumaHor npovsBoda M OOHOCKM ojobpewe y POKy of roauHy AaHa of AaHa
npujema noTnyHe gokyMmeHTaumje m3 unaHa 10. oBor 3akoHa O4HOCHO y poky og 90
JaHa of gaHa npujema notnyHe AoKyMeHTauuje ua ynaHa 11. oBor 3akoHa.

AKO npunukoM MpoLeHe [OKyMeHTauuje w3 cTaBa 3. OBOr u4naHa
MwuHucTapcTBo yTBpAM Oa je NoTpebHO fa ce AocTaBe AodaTHM nogauun, o Tome
obaBellTaBa NogHocuoLa 3axTeBa 1 gaje pok og 180 gaHa og gaHa obaBeluTera ga
ncte goctaBun. Pok 13 cTaBa 3. OBOr 4YnaHa ce npekuaa u HacTaerba Aa Tevye JaHoM
npujema gogatHux nogaraka.

3a dhopmarnHy npoueHy AoKyMeHTaumje 13 ctasa 1. OBOr unaHa u 3a npoueHy
GuoumngHor npovsBoda OOHOCHO rpyne 6GuoumaHux npou3Boga M3 ctaBa 3. OBOT
ynaHa nnaha ce Takca.

Ha ogoGpere 13 ctaBa 3. OBOr unaHa Moxe ce 13jaBuTu xanba Brnagn.

Pewere no xanbu na ctaBa 6. OBOr 4naHa je KOHa4YHO U MpPOTMB H-era ce
MOXe MOKPEHYTU ynpaBHU Crop.

MwuHucTap nponucyje cMepHuLe 3a NpoLeHy bruounagHor Nnpon3soaa.
YnaH 16.

Opobperse 3a YMbEHe AOCTYMHUM Ha TPXUWTY M kopulhewe BuounagHor
npoussoaa 3 YnaHa 10. oBOr 3aKoHa JOHOCK Ce aKo:

1) cy aKTuBHe cyncTaHue y ToM buoumaHom npoussody ynucaHe y Jlucty |
3a peneBaHTHY BpCTy BuoumaHor npomssoaa unu JlIncty la n ucnywasajy cBe ycroBe
HaBe[eHe y TUM nuctama;

2) je buounaHn Npom3Boa AOBOSBLHO edmnKacaH;

3) OwvouuaHu nNpov3BO4 Hema HenpuxeaT/bMBe edekTe Ha  LuIbHe
OpraHM3Me Hapo4YMTO ako He [OoBoAW [0 HenpuxeaT/bUBe WU yHaKpcHe
pes3ncTeHumje Unn He n3asnea HenoTpebHy naTiy U 60N Ko KUUMeHaka;

4) OuouMOHM NPOM3BOL WIM HETOBM OCTaUM HeMajy TPEeHYTHUX Unn
OANOXEHUX HEMPUXBATIBLUBUX edhekaTa OMPEKTHO MNN Npeko Boae 3a nuhe, xpaHe,
XpaHe 3a XMBOTWH-E, Basgyxa Wnu OPYrUx VMHOMPEKTHUX edpekaTa Ha 3[apaBrbe
bYAK, yKIbyyyjyhu oceTrbuBe rpyne, Unm Ha 3apaBrbe XUBOTUHA;

5) 6uounaHu NpousBOL4 UMM HEroBUM OCTaUM HeMajy HenpuxBaTibUBUX
edekaTa Ha XMBOTHY CpeauHy HapouuTo nmajyhu y sugy: cyabuHy n anctpmnbyumjy
GuoumngHor Npou3BoAda Y XMBOTHO] CPeauHW; KOHTaMuHauMjy MOBPLUMHCKUMX BOAA,
noasemMHux Boda u Bode 3a nuhe, Basgyxa v Tna, y3umajyhu y o63up nokauuje
yAarbeHe of, Mmecta kopuwhera duounaHor npons3soaa 360r TpaHcnopTta Ha BENuKY
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YAarbeHOCT Yy >XMBOTHOj CpPeauHW; yTuuaj 6GuoumaHor npousBoda Ha HeuurbHe
opraHuame; yTuuaj GuoumaHor npovnssoaa Ha 6MoanBeEP3NTET U EKOCUCTEM;

6) ce Mory oapeaouTu XemujckM WAOEHTUTET, KOMUYMHa U TexHWU4Ka
€KBMBANEHTHOCT aKTUBHUX CyncTaHuu y 6uoumaHoM npomnssogy W, ako je noTpebHo,
HeuncTtohe 1 gpyre cyncraHue koje Cy 3HayajHe U peneBaHTHe 360r TOKCUKOMOLLKNX
N EKOTOKCWMKOSOLUKMX CBOjCTaBa, KaO M HUXOBM OCTaUM KOju Cy 3HayajHu 36or
TOKCUKOMOLLKUX CBOjCTaBa WM 3a XMBOTHY CpeauHy, Koja MOTU4y of HayuHa
Kopuwhena koju ce ogobpaea;

7) cy wm3nMyka n xemujcka cBojcTBa OuoumagHor npoussoga ogpeheHa u
npuxBaT/bMBa 3a NpaBUNHO Kopulhewe 1 TpaHcnopT GMouMaHOr NpoM3BoAa;

8) cy, Kaga je 1o noTpebHo, yTBphEeHn ocTaum akTMBHE CYMCTaHUE Yy XpaHu
N XpaHW 3a XMBOTUHE Y CKNady ca nponmcuma Kojuma ce ypehyje xpaHa u xpaHa 3a
XuBoTuke, 6e3beHOCT XxpaHe, cpeacTBa 3a 3awWTUTy Ourba M NEKoBUM KojU ce
KOpPMCTE UCKIbYYMBO Yy BETEPUHAPCKO] MEOULVHN;

9) je pusMK Ha 3OpaBrbe FbyaW, 30paBrbe XKMBOTUHA U XKUBOTHY CPEAUHY,
kaZda ce y TOM Npou3Body KOpUCTE HaHOMaTepwjanu, NPoLeHEeH OABOjEHO.

YnaH 17.

OppeheHn GuoLMOHM NPOM3BOAM HE MOy Ce YMHWUTU OOCTYNMHUM pagu
kopuwwhersa 3a onwTy ynoTpeby.

MwuHucTapcTBo Hehe aoHeTM ogobperse 3a YnHbeHe LOCTYMHUM Ha TPXULLTY
ovoumgHor npomsBoda pagum kopuwhewa 3a onwTy ynotpeby ako Taj buounaHu
npouseos;

1) wucnywaBa Kputepujyme 3a Knacudukauujy Kao: akyTHO TOKCUYaH,
nepoparnHo, kateropuja 1, 2 unun 3; akyTHO TOKCUYaH, AepmanHo, kateropuvja 1, 2 unum
3; aKyTHO TOKCMYaH, UHXanaunoHo (racoBu M npawunHa/marna), kateropuja 1, 2 unm
3; aKyTHO TOKCW4YaH, MHXanauuoHo (nape), kateropuja 1 wnmn 2; cneynduyHo
TOKCUYaH 3a UMIbHW OpraH, jeJHOKpaTHa Unn BULLEKpaTHa W3NOXEHOCT, KaTeropuja
1; kapuuwHoreH, kateropuja 1A wunu 1Bb; wmytareH, karteropumja 1A unn 16;
penpoayKTUBHO TOKCcKMYaH, kaTeropuvja 1A wnn 16, y cknagy ca nponucuma Kojum ce
ypenyjy xemukanuje;

2) cacTtoju ce, cagpXkv WM MPOU3BOAM CyncCTaHUe Koje ucnyhwaBajy
Kputepujyme 3a ngeHtudukauujy kao NBT wnu BMNBB y cknagy ca nponucrMma Kojum
ce ypehyjy xemukanuje;

3) wuma cBojcTBa Koja gosBoge A0 nopemehaja paga eHOOKPUMHOr cuctema,
mnm

4)  Ma HEeYPOTOKCUYHE UITM UMYHOTOKCMYHE edpeKTe Ha pacT 1 pasBeoj.
YnaH 18.

Ako ©un HeopobpaBawe OuoumgHOr npousBoda MMarno HecpasMepHO
HeraTuBaH yTuuaj Ha ApywTBO Yy nopehewy ca puanuMMa Ha 3gpasibe rbyaum,
3[paBibe XMBOTUHbA WITM XMBOTHY CpeauHy Koju npowusnase u3 kopuwhera Tor
6uoumaHor npoussoda y cknagy ca ycnosuma yTBpheHuM y ofobpery, Moxe ce
AoHeTn ogobpere 3a Yihbere AOCTYMHUM Ha TPXULWITY U Kopuwherwe 6uoumgHor
npovsBoda ako He ucnykwasa y MOTNyHOCTU ycrnose u3 ynaHa 16. Tad. 4) n 5) osor
3aKoHa, OAHOCHO ofobpere 3a YMHtbere OOCTYMHUM Ha TPXUWTY OuoumaHor
npoussoa paau kopuwhera 3a onwTy ynotpeby ako ncnywasa ycrnos u3 4naHa 17.
CTaB 2. Tayka 2) OBOr 3aKOHa.
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YnaH 19.

Opobpete 3a UMtbEHE [AOCTYMHUM Ha TPXUWTY UM Kopuwhewse rpyne
GuoumnaHMX NPon3BoAa AOHOCK Ce aKo:

1) cy npunukom npoueHe y3eTn y o63np MakcumanHu pusvK Ha 3gpaBrbe
Ibyawn, 34paBIbe XUBOTUHA U XMBOTHY CpeauHy U MUHUManHW HUBO eurKacHOCTH,
Kao M [03BOSfbeHe Bapuvjauumje y cactaBy M HauyumHuma kKopuwhewsa, 3ajegHo ca
ogrosapajyhom knacudukaumnjom, obaBewTewMMa O OnMacHocTMMa M Mepama
NpeAoCTPOXHOCTM 1 ogroBapajyhm mepama 3a CMarwehe pusmka;

2) cBuM GUoLMOHM NPOU3BOAM U3 rpyne BroumMaHUX Npous3Boda MUCNyHaBajy
ycroBe 13 YnaHa 16. oBOr 3akoHa.

YnaH 20.

Opobpetse HAPOUMTO CafpXKU YCroBe 3a YNHEHE AOCTYNMHUM Ha TPXULLTY U
kopuLwhere nojeanHayvyHor GuounaHor Nponseoaa unm rpyne GroumMaHux npovssoaa.

CactaBHn peo opobpewa M3 crTaBa 1. OBOr unaHa jecTe caxeTak
KapakTepucTunka buoungHor nponseoga ua ynana 10. ctaB 7. OBOr 3aKoHa.

Opobpene Baxun HajBuLLe AeceT roguHa, a ako buounagHn NponsBog cagpXu
aKTMBHY CyrncTaHUy Koja je KaHauMaaT 3a 3aMeHy ogobper-e BaXu HajBuwie net
roguHa.

2. Ynuc 6uoumngHor npousBopga y Jiucty moumnagHmx npoussoga
KOju ce MOry YMHUTU JOCTYMHUM Ha TPXKULLTY U KOPUCTUTU

YnaH 21.

MojeguMHauynn GuoungHM npousBog ynucyje ce y Jlucty  GuoungHux
npounssoda Koju ce MOry YNHUTU SOCTYNHUM Ha TPXKULITY U KOPUCTUTU OO0 AOHOLEHa
ogobpera 3a uUukbere [AOCTYNHUM Ha TpXuwTy wn  kopuwhewe OGuoungHor
npousBoaa (y garoem TekcTy: [NpmMBpemeHa nucTa) ako je akTuBHa CyncTaHua y ToM
GuoumnagHom npounssogy ynucaHa y Jiucty | unm y Jlucty la wnum y Mporpam 3a ynuc
unn y Jlucty 3a ykibyumBawe Yy [lporpam 3a peneBaHTHy BpCTy OGuoungHor
npoussoaa.

BuoungHm npomsBoa He Moxe ce ynucatu y [puBpeMeHy nUCTy ako je
aKTUBHAa cyncTaHua y Tom 6ruoumaHom npomssogy ynucaHa y Jiucty Il 3a penesaHTHY
BpCTy ©OuoumagHOr npousBoda OOHOCHO ako je OOHeTO ofobperwe 3a uUnmbere
OOCTYNHUM Ha TPXUWTY M Kopuwhewe Tor GuoumaHor npom3Boda y ckragy ca
nponucoMm EY of cTpaHe HagnexHor opraHa gpxase udnaHuue EY wnu op ctpaHe
EBponcke komucuje.

YnaH 22.

3a JoHoLene pellera o ynucy GuouuaHor npounssoaa y MpuspemeHy nucty
noaHocu ce 3axteB MuHUCTapCTBY.

Ako 3axTeB 13 ctaBa 1. 0BOr 4naHa nogHocu npoussohay Koju Hema ceguwlTe
y Penybnuum Cpbuju 3axteB ce MOXe MNOAHEeTW MNPeKo 3acTyrnHuKa, OOHOCHO
npegcrtaBHMKa Koju uma ceguwTte y Penybnmum Cpbuju n koju je ogrosopaH 3a
ncnykwere cBnx obaBesa NPonncaHnX OBUM 3aKOHOM.

3acTynHuk npou3Bohaya M3 cTaBa 2. OBOr 4fnaHa mMopa umaTu yroBop O
3acTynamy Kojum ce HapoyuTo yTBphyje n ocurypasa oAroBOPHOCT 3a eBeHTyarnHe
liTeTe Koje HacTaHy npuyMmeHoM BuoumaHor npowussoga Ha Teputopuju Penybnuke
Cpbuije.

Y3 3axTeB M3 cTaBa 1. OBOr unaHa 4OCTaBrbajy ce OCHOBHE MHopmauuje o
GroungHOM NPOU3BOA4Y M O aKTMBHOj CyncTaHuM y Tom GuoumgHom npowussony (Y
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JarbemM TeKCTy: OCHoBHe uHdopmauuje), nogaum o edmkacHocTn OGuoungHor
npousBoaa, Npeasior eTukeTe n ynytcTea 3a ynotpeby, 6e36egHOCHN nUCT 3a cBe
aKTMBHE CyrncTaHLe W CBe onacHe CyrncTaHue cagp)aHe y GuounaHom npoussoay,
Kao n 6e3begHOCHN NUCT 3a BroungHN NPOn3BoA.

Mogauun o edmkacHOCTM BroumgHor nNpomsBona, kKao n 6e3begHOCHN NUCT 3a
CBE aKTUBHE CYMNCTaHUue W CBe OnacHe CyncTaHue cagpxaHe y 6uoumaHom
npous3Boay M3 cTaBa 4. OBOr YfnaHa goctasrbajy ce MuHMCTapcTBY Ha CPNCKOM je3unKy
WIN Ha €HIMECKOM je3UKY.

YnaH 23.

OcHoBHe MHdOopMauumje 13 ynaHa 22. ctaB 4. OBOr 3aKOHa cajpke Hapo4mMTo
nogatke O: WOEHTUTETY aKTMBHEe cyncTaHue n buoumaHor npoussoga; npoussohavy
aKTMBHe cyncTaHue n GuoumaHor nponssoaa; BpCcTu GuoumagHor nponssona; nyHom
cactaBy OwuoumaHor npoussoga; npenBuheHoM HaunHy kKopuwhewa, kao u
Knacudpuvkaumju, obenexasamy U NakoBawy duoumaHor npomssoaa.

MwuHucTap nponucyje cagpXuHy 3axTeBa u3 4naHa 22. ctaB 1. OBOr 3akoHa 1
CafpXXMHY OCHOBHMX WHopMaumja o 6uouMaHOM npom3BogY W O aKTUBHO]
cyncTaHum y Tom broumaHomM npounseoay.

YnaH 24.

MuHuctapcteo y poky oa 30 gaHa o4 gaHa npujema 3axTeBa M3 4ynaHa 22.
cTaB 1. OBOr 3aKOHa BpLUM NMPOLEHY AOKYyMeHTauuje 4OCTaBIbeHe y3 3axTeB.

AKO 3axTeB W [JoKymeHTauuja n3 ctaBa 1. OBOr 4naHa Huje noTnyHa,
MwuHuctapcTBo obaBeluTaBa NogHOCHOLA 3axTeBa ga MUcTe gonyHu y poky og 30
AaHa oa AaHa obaBeluTena.

MuHucTapcTBo [OHOCU pelewe O ynucy 6OuoumaHor npousBoda Yy
MpuBpemeHy nucty y poky go 30 gaHa og AaHa npujema noTnyHe JoKyMeHTauumje.

AKo je To NnoTpeGHO paayu 3alTUTe 34paBrba fbyau, 30paBrba XUBOTUHA UK
XMBOTHE cpeauHe pellereM U3 cTaBa 3. OBOr YriaHa Mory [a ce ogpee YCcrnoBu 3a
Y/HEHE AOCTYMHUM Ha TPXKULWITY U Kopulihewe Tor GuouuaHor nponssoaa.

3a npoLeHy OOKyMeHTauuje paau AOHOLLEHa pelleHa O ynucy GuoumaHor
npoussoaa y MpuBpemMeHy nucTy nnaha ce Takca.

Ha pelwene u3 ctaea 3. oBOr YnaHa Moxe ce nsjaButu xanba Bnagu.

Pewere no xanbu u3 craBa 6. OBOr YnaHa je KOHa4YHO W NPOTUB Hera ce
MO>XE MOKPEHYTU yNpaBHU CNop.

3. NMpu3HaBawe oaob6pera 3a YMHeHe AOCTYNMHUM Ha TPXULLTY U
kopuwhewe 6MoumMaHOr NnpousBoAa AOHETOr y cKknaay ca
nponucom EY of cTtpaHe HagneXxHor opraHa gpxase 4YnaHuue EY
unu op ctpaHe EBponcke komucuje

YnaH 25.

3a [oHowewe pelwewa Kojum ce npusHaje opobperwe 3a  Unkbene
OOCTYNHUM Ha TPXULWITY U Kopuwherwe BuoungHor npon3Boaa AOHETOr y cknagy ca
nponucomMm EY op cTpaHe HagnexHor opraHa gpxase ynaHuue EY unu og ctpaHe
EBponicke komucuje (y AarbeM TEKCTY: pellere O NpusHaBaky ogobpena) nogHocu
ce 3axTeB MuHucTapcTBy.

AKoO 3axTeB 13 cTaBa 1. 0OBOr YnaHa nogHocu npouasohay koju Hema ceguwlTe
y Penybnuum Cpbuju 3axteB ce MOXe MNOAHEeTW MNPeKo 3acTyrnHuKa, OOHOCHO
npegcraBHMKa Koju uma ceguwte y Penybnvum Cpbuju n koju je ogrosopaH 3a
ncnykwere cBnx obaBesa NPonNMcaHnX OBUM 3aKOHOM.
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3acTynHuk npou3Bohava M3 cTaBa 2. OBOr 4faHa Mopa umaTu yroBop O
3acTynamy KOjuMm ce HapouuTo yTBphyje um ocurypaBa oAroBOPHOCT 3a eBeHTyarHe
lUTETE Koje HacTaHy npuMeHoM GuoumaHor npoussoga Ha Teputopujn Penybnuke
Cpbuije.

MwuHucTap nponucyje cagp>uHy 3axTeBa M3 ctaBa 1. OBOr YnaHa.

Y3 3axTeB 13 ctaBa 1. OBOr uYriaHa JOCTaBiba Ce OBEepeHa Komnuja akta Kojum
ce y cknagy ca nponvcom EY opobpaBa uumberse AOOCTYMHUM Ha TPXULWITY WU
kopuwhere GuounagHor Npon3Boaa AOHETOr 04 CTpaHe HaAnexHor opraHa gpxase
ynanuue EY vnn og ctpaHe EBponcke KoMmucHje ca oBepeHUM NpeBo4OM Ha CPNCKOM
jesuky; nyH cactaB OGuoumgHor npousBoda; nogaum O edukacHoctTu GuoumgHor
npov3BoAa; M3BeLlTaj O nNpoueHn BuoumaHor NpovsBoaa; CaxeTak KapakTepucTuka
GuoumngHor npomssBoga u3 unaHa 10. ctaB 7. OBOr 3aKkoHa; npeasior eTukete u
ynyTcTBa 3a ynotpeby; 6e36eqHOCHN NUCT 3a CBE aKTUBHE CYMNCTaHLUe M CBe onacHe
CyncTaHue cagpxaHe y 6uouugHOM npousBody, kao u 6e3begHOCHM NUCT 3a
ovoungHn Nponssoa.

M3BewTaj o0 npoueHn OuouungHor npowusBoga, nogaum O edurKacHOCTH
GuoumngHor npomsBoaa, kao n 6e36eqHOCHN NUCT 3a CBe aKkTMBHE CYMCTaHLe U CcBe
onacHe cyncTaHue cagpXaHe y OuoumgHoM Mpou3BoAdy M3 cTaBa 5. OBOr 4ynaHa
AocTaBrbajy ce MnHMCTapCTBY Ha CPrCKOM UMW €HrNECKOM je3uKy, LOK Ce caxeTak
KapakTepucTuka duoumaHor npouseoaa AOCTaBriba M Ha CPrICKOM M Ha EHINeCKoM
jesuky.

MuWHNCTApCTBO AOOHOCKM pellewe O Mnpu3HaBawy o0O00pewa ca UCTUM
yCnoBMMa 3a Ynkerse LOCTYMHUM Ha TPXULWTY U Kopuwhere 6ruoumagHor npomssoaa
Kao y aKTy Kojum ce y cknagy ca nponvcom EY ogobpaBa untberse OOCTYMHUM Ha
TPXKUWTY M kopuwhewe GuoungHor npousBoda OOHETOr of CTpaHe HaafeXxHor
opraHa gpxase unanuue EY vnn og ctpaHe EBponcke komucuje.

CactaBHM p[eo pellewa O Mpu3HaBawy opobpera jecTe caxeTak
KapakTepucTuka GrounaHor nponssoaa u3 ctasa 5. oBor YnaHa.

OBepeHa konuja akta 13 ctaBa 5. OBOr YnaHa He MoXe BuTu cTapuja og LwecT
mMeceLMm.

YnaH 26.

MwuHucTapcTBo npoBepaBa Aa M Cy nMofaun HaBeAEHUW Yy CaXeTKy
KapakTepucTuka duoumaHor npomsBoda M3 vnaHa 25. ctaB 5. OBOr 3akoHa, Kao u
nogaum HaBedeHu Yy npeanory etukete M ynytcTtBa 3a ynoTpeby y cknagy ca
YCNoBMMa 3a Ynkberse AOCTYMHUM Ha TPXULWTY 1 Kopuwhere 6uoumagHor npomssoaa
n3 ogobpera goHeTor y cknagy ca nponmcom EY of cTpaHe HagnexHor opraHa
apxaee udnaHuue EY wnm opg ctpaHe EBponcke komucuje, OOQHOCHO Ja nn cy Yy
ckragy ca nponvcuma kojuma ce ypehyje knacudukaumja, nakoBamwe, obenexasare
M ornawaBake Xemukanuvja W  CcneunuuyHnMMm 3axTeBuma 3a NakoBakbe,
obenexaBare 1 ornawasawe GuounagHor nponssoaa.

YnaH 27.

MwuHucTapcTBo Moxe oabuty npusHaBawe ofobpersa UnNn Moxe U3MEHUTH
YCIOBE 33 YNHEHE OOCTYNMHUM Ha TPXULLTY 1 kopuwhewe GrnoumaHor npomnssoaa us
ogobperwa goHeTor y cknagy ca nponucom EY op ctpaHe HagnexHor opraHa
OpxaBe YnaHuue EY wunu oa ctpaHe EBponcke komucuje:

1) ako je To NOTPEBHO paan 3alTUTE: XKMBOTHE CPEANHE; jaBHE MOMUTUKE U
jaBHe 6e36egHOCTM; 34paBiba M XKMBOTA JbyAW, HAPOUUTO OCETILUBUX Tpyna;
XMBOTMHA UNU Burbaka; HauuoHanHor Onara of YMETHWYKE, WUCTOpujcke Wnn
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apxeosnowke BPeaHOCTU; aKo UWIbHM OPraHu3MyM HUCY MPUCYTHU Yy LUTETHUM
KONMMYMHaMa MMM ako je akTMBHAa CyrncTaHua KaHauaaT 3a 3aMeHy; Kao U

2) pagv 0obpobuTu XmBoTUHA 3a BpCTe GuounaHux npoussoga PT 15, PT
17 n PT 20 yTBphEeHMx NnponmMcom 13 unaHa 8. oBor 3akoHa.

YnaH 28.

MuHuctapctBo y poky oa 30 gaHa o4 JaHa npujemMa 3axTeBa M3 ynaHa 25.
cTaB 1. OBOr 3aKOHa BPLUM NPOLEHY AOKYMEHTaLUMje 4OCTaBIbEHE Y3 3aXTEB.

AKO 3axTeB M [OOKYMeHTauuja M3 crtaBa 1. OBOr 4naHa Huje NOTNyHa,
MuHucTapcTtBo obaBellTaBa nogHocuoua 3axTeBa fa ucte gonyHu y poky og 30
AaHa oa AaHa obaBeluTena.

MuHUCTapCTBO AOHOCK peLlere O Npu3HaBaky ogobpera 13 unaHa 25. oeor
3aKoHa unu pellewa U3 uynaHa 27. oBor 3akoHa y poky oa 120 gaHa of gaHa
npvjema noTnyHe JOKymeHTauuje.

Pok Baxera pelera 0 npusHaBakwy ogob6pera Mopa OuTn NCTK Kao 1 pokK
BaXeta opobpera OoHeTor y ckragy ca nponmcoMm EY op ctpaHe HagnexHor
opraHa gpxase unanuue EY vnn og ctpaHe EBponcke komucuje.

3a npoueHy JOoKyMeHTauumje JocTaBrbeHe y3 3axTeB nnaha ce Takca.
Ha pelwene 13 ctaBa 3. oBOr YnaHa MoXxe ce nsjaButu xanba Bnagu.

Pellerwe no xanbu u3 ctaea 6. oBor 4naHa je KOHa4YHO " MNMpoOTUB H-€era ce
MOXXe NOKPEHYTU ynpaBHU CMNop.

4. Mpoayxewe, npecTaHaK BaXkeHa U UI3MEHa akata Ha OCHOBY
KOjux ce 6MounAHN NPOU3BOA YAHN [OCTYNHUM Ha TPXKULLTY U
KOPUCTH

YnaH 29.

Pok Ha Koju je poHeTo ogobpere OOHOCHO pellee O Npu3HaBaky
ofobpera MOXe ce MPOAYXKUTU Ha 3axTeB Hocuoua ofobpera OAHOCHO Hocuoua
peLlera o nNpuaHasakwy ogobpersa.

3axteB 3a npopgyxewe ogobperwa nogHocu ce HajkacHuje 550 gaHa npe
ncTeka poka Baxewa ogobpema.

3axTeB 3a MpoAyXewe pellera O MnpusHaBakwy ofobperwa nogHocu ce
HajkacHuje 180 gaHa nNpe UcTeka poka Baxkewa pellera 0 NnpusHaBawy ogobpema.

MwuHucTap nponucyje cagp>XuHy 3axTeBa U3 CT. 2. 1 3. OBOr YnaHa.

AKO je npoayXeH poK Baxewa ogobpera AOHETOr y cknagy ca nponucom EY
o4 CTpaHe HaamnexHor opraHa apxase unanvue EY wnm op ctpaHe EBponcke
komucuje, MMHUCTapCTBO OOHOCU peLleHe O MPOAYXEhY pellera O Npu3HaBaky
opobpera ca MCTUM POKOM Bakera Kao 1 ogobpere AOHETO y cknagy ca Nponucom
EY oa ctpaHe HagnexHor opraHa Apxase unadvuue EY wvnm op ctpaHe EBponcke
Komucuje.

N3y3eTHO of cTaBa 5. OBOr 4maHa ako MOCTYMak 3a MpodyXehe BaKera
ogobperwa goHeTor y cknagy ca nponucom EY of cTpaHe HagnexHor opraHa
OpxaBe unaHvue EY wnn op ctpaHe EBponcke Komucuje HWje OKOH4YaH,
MwuHMCTapCcTBO AOHOCK peLLere O NMPOoAYXKEHY pellewa O npusHaBamwy oaobpera
Ca pPOKOM Baxeh,a Koju He Moxe OuUTK Oyxu oA roavHy AaHa of AaHa AOHOoLLeHa
OBOr peLuemsa.
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Mpoayxewe Baxewa opobperba OOHOCHO pelleHwa O MNpusHaBaky
ofobperba BpLWM Ce Ha HauMH U MO MOCTYMKY NPONMcaHUM 3a AOoHOLEHe ofobper-a
O[HOCHO peLleHsa 0 NpusHaBamy ogobpeH-a.

YnaH 30.

Hocunay ogobpersa, Hocunal pelleda O ynucy GuoumaHor npovssoda y
MpvBpemMeHy NUCTY U HOocunal pellerwa O NpusHaBakby ofobpera AykKaH je aa
MuHMCTapCTBO oaMaXx Mo casHaky 06aBecTV 0 HOBUM Mojaluma Koje ce OfIHOCe Ha:

1) HexerbeHe edekTe aKTMBHE CyrncTaHue unu GuoumaHor npoussoda Ha
rbyde, HApPOYMTO Ha OCETIbMBE rpyne, Ha XXMBOTUHE UM HA XXUBOTHY CPEAMHY;

2) MoryhHOCT pa3Boja pe3ucTeHumje Ha akTUBHY CyrncTaHLy;
3) HemoBOSbHY edmkacHOCT GBuoumagHor npom3eoaa.

Hocunay ogo6persa 1 Hocunay, pellera o NpusHaBaky o400pera ayXKaH je
Aa 6e3 ognarakba MuHucTapcTBo 06aBecT 0 CBakOM HOBOM GMOLMAHOM Npou3Boay
y rpynu GuouMaHuX npousBoda 3a Kojy je AOHeT aKT O YMhsehsy AOCTYMHUM Ha
TPXULWTY U Kopuwihewy M OOCTaBM TProBayku Has3uMB M nogaTtke O MyHOM cacTasy
GuoumaHor Nnpounseoaa.

YnaH 31.

MuHMCTapCcTBO MOXE, Ha OCHOBY HOBMX nogaTtaka u3 dnaHa 30. oBOr 3akoHa,
Aa oA Hocuoua opobpensa, Hocuoua pellewa O ynucy GuoumaHor npoussoga y
MpuBpeMEHY NUCTY U HOCMOLA pellewa O npusHaBawy oaobperwa 3axTeBa [a
[ocCTaBu gogaTtHe nHdopmaumje.

AKO y MOCTYNKy 3a npodyXewe Baxewa opobpera OOAHOCHO pelwlewa o
npusHaBawy ogobpewa M3 uynaHa 29. OBOr 3akOHa WM ako Ha OCHOBY HOBMX
nogataka m3 unaHa 30. oBOr 3akoHa npoueHu Aa GuoumaHu NpPou3BO4 BULLE He
ncnywasa ycnose un3 yn. 16 - 19. osor 3akoHa u un. 21, 26. n 27. 0BOr 3aKoHa; Aa je
aKT Ha OCHOBY KOr ce GuouMaHM NPOM3BOA YMHU OOCTYNHUM Ha TPXULLTY U KOPUCTU
OOHET Ha OCHOBY HeTa4yHMX UK NOrpeLLHnX nogataka, 04HOCHO Aa nvue 13 ctasa 1.
OBOl uYnaHa He ucnywasa obaBese yTBphieHe akTOM Ha OCHOBY Kor ce GuoumaHu
NPON3BO4, YMHW OOCTYNMHUM Ha TPXULWITY M KOpUCTU unu obasese yTBpheHe oBUM
3akoHoM, MyHMUCTapCTBO MOXe Aa:

1) M3MEHM aKT Ha OCHOBY KOI ce GMouMAHM NPOM3BOA YMHU AOCTYMHUM Ha
TPXKULLTY U KOPUCTY;

2) [OHece pellere O NPecTaHKy BaXkeka akTa Ha OCHOBY Kor ce GrounaHm
NPOV3BOA YMHU OOCTYMHUM Ha TPXKULLTY U KOPUCTW.

Y nocTtynky u3 ctaBa 2. oBOr unaHa MwuHucTtapcTBo obaBeluTaBa HOcuoLa
ofobpetra, Hocuoua pellewa o ynucy buouugHor npoussoaa y lNpuBpemeHy nucty
N HOcKoLUa pellena O NpusHaBawy ofobpera 0 Hamepun Aa U3MEHM akT Ha OCHOBY
Kor ce GuounaHN NPOM3BOA YMHWU OOCTYMHUM Ha TPXWULITY M KOPUCTM OAHOCHO Aa
AOHece pellere O NPecTaHKy BaXKera akTa Ha OCHOBY KOr ce 6uouuaHu npounssog,
YUHU OOCTYMHUM Ha TPXULUTY Y KOPUCTU U aje My POK [ia Ce U3jaCHN O YnkeHuLama
Koje Ccy of, 3Hayaja 3a oanyymBame.

YnaH 32.

Hocunau opgobpera, Hocunay pellewa o ynucy ououmgHor npoussoga Y
MpuBpemeHy NUCTY 1 HOocunay, peLlerwa o Npu3HaBawy ogobpera AyxaH je aa 6e3
ognaraka MwuHMCTapCTBY NOAHece 3axTeB 3a M3MeHy nojartaka [OCTaBIbeHUX Y
MOCTYMNKy [OHOLWEeHa akaTa Ha OCHOBY KOjux ce 6uoumaHu npousBO4 YWUHU
AOCTYMHUM Ha TPXULUTY U KOPUCTW.
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Y3 3axTeB U3 cTaBa 1. OBOr YnaHa gocTaBIba Ce CrMcak CBMX akaTa Ha Koje
ce OOHOCUM W3MeHa, OMMC M3MEHe W MponucaHa OOKyMeHTauuja ca M3MEHEHUM
nogauuma.

AKO 3axTeB M OOKYMeHTauuja 13 CT. 1. u 2. OBOr unaHa Huje NoTnyHa,
MwuHuctapcTBo obaBeluTaBa nogHocUoua 3axTeBa ga mcTe gonyHu y poky og 30
JaHa of AaHa JocTaBrbakba obaBeLlTeHa.

MwuHucTapcTBO BpLUM NPOLEHY Aa N GuounaHn Npon3BoA U garbe UcnyHasa
ycnose 13 un. 16 - 19. osor 3akoHa n 4n. 21, 26. n 27. OBOr 3akoHa 1 ga nu je
NnoTpebHO N3MEHUTN aKT Ha OCHOBY KO ce BUounaHn Npon3BoA4 YMHM OOCTYNHUM Ha
TPXMULUTY U KOPUCTU M OOHOCKU OAMYKY MO 3axXTeBYy M3 CTaBa 1. OBOr YnaHa y poky Ao
120 gaHa og gaHa npujema noTnyHe JOKyMeHTauuje.

YnaH 33.

MuHUCTapCTBO OOHOCK peLlere O NPeCTaHKy BaXkeka akta Ha OCHOBY KOT ce
GuounaHM NPOM3BOL YMHM OOCTYMHUM Ha TPXULITY U KOPUCTWU W y Cryyajy kaga ce
aKTMBHA cyncTaHua y ToMm 6uounaHoM npomussoay ynuwe y Jiucty |l 3a peneBaHTHY
BpPCTY GuoumaHor npomssoda Wnu Kaga TO 3axTeBa Hocunay ogobpernsa, Hocunal
pellera o ynucy duoumgHor npomnssoaa y NpuBpemMeHy nucTy n Hocunal, pellexa o
npusHaBaky ogobpet-a.

YnaH 34.

Y akty n3 un. 31. n 33. oBor 3akoHa yTBphyje ce pok y kome ce GuounaHu
NPOM3BOA4 MOXE YMHUTU OAOCTYMHUM Ha TPXUWTY W POK Kopuwhewa nocTtojehunx
3anuxa.

Pok n3 craBa 1. oBor 4naHa He moxe 6utn ayxm oa 180 gaHa 3a Ynhber-e
OOCTYMHMM Ha TpXuwTy OuoumgHor npou3Boga W gopatHux 180 paHa 3a
kopuwhene noctojehunx 3anmxa GuoumaHor npomseoaa.

N3y3eTHO of cTaea 1. oBor ynaHa MWHUCTapCTBO MOXE HanoXutu ga ce
oamax nosy4ye GMOLMAHM NPOU3BOA ako OU Oarbe YnkbeHe OOCTYMHUM Ha TPXULITY
nnu kopuwhere Tor GuouMaHor npomusBoda NpPeAcTaBIbano HEMPUXBATILUB PUSMK
Ha 34paBrbe Ibyau, 3APaBIbe XNBOTUHA UIMU KUBOTHY CpeanHy.

Ha akt 13 un. 31, 32. n 33. oBor 3akoHa MoXxe ce 13jaBuTun xanba Bnaagn.

Pelwwere no xxanbu 13 ctaBa 4. OBOr YnaHa je KOHa4YHO 1 NPOTUB Hera MOXe
ce MNOKPEHYTUN ynpaBHU Cnop.

3a npoueHy HoBMX MNogaTaka M3 unaHa 31. OBOr 3akoHa, Kao U MNpoueHy
AOKyMeHTauuje 3a ogobpere nameHe u3 unaHa 32. 0BOr 3akoHa nnaha ce Takca.

5. NpuBpemeHa go3Bona
YnaH 35.

Y cny4ajy HenpeasuheHe nojaBe LUTETHUX OpraHu3ama Koju He mory 6uTu
KOHTpOnuMcaHn gpyrm cpeactsMMa unv 6uouuaHvM npousBogoM 3a Koju je AOHeT
aKT Ha OCHOBY KOr ce BuounaHWM NPOU3BOA YMHU AOCTYNHUM Ha TPXULITY U KOPUCTH,
MOXe Ce OOHEeTM NpuBpeMeHa [03Bofa 3a YMherse AOCTYMHUM Ha TPXULITY Unu
kopuwhere 6uoungHor nponssoga (y garbem TeKCTy: NpuBpeMeHa J03Bora).

3a [oHollewe npuBpemMeHe [A03Borie npoussohad, YBO3HWMK MIN KOPWUCHUK
GuoumaHor npomssoaa NoaHocK 3axTeB MuHUcCTapcTBy.

AKO 3axTeB 13 CTaBa 2. OBOI YfiaHa nogHocuK npouasohay koju Hema ceguwlTe
y Penybnuum Cpbuju 3axteB ce MOXe MNOAHEeTW MNPeKo 3acTyrnHuKa, OOHOCHO
npegcraBHMKa Koju uma ceguwTte y Penybnvum Cpbuju n koju je ogrosopaH 3a
ncnykere cBnx obaBesa NponMcaHnX OBUM 3aKOHOM.
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3acTtynHuk npoussohava M3 ctaBa 3. OBOr 4naHa Mopa umaTu yroBop O
3acTynamy KOjuMm ce HapouuTo yTBphyje um ocurypaBa oAroBOPHOCT 3a eBeHTyarHe
LUTEeTe Koje HacTaHy kopuwhewem GuounagHor npomssoaa Ha Teputopuju Penybnuke
Cpbuije.

Ha 3axTeB MuHucTapcTBa nogHocunal, 3axTeBa 3a MNPUBPEMEHY [O03BOIY
AYyXaH je Aa AocTaBum y3opak GuounagHor nponseoaa.

MwuHucTap nponucyje cagp>uHy 3axTeBa M3 cTaBa 2. OBOr YfaHa.
YnaH 36.

Y3 3axTeB 3a [OHOLIEeHE NPUBPEMEHE [03BOSIe OO0CTaBrbajy ce: nogaum o
WOEHTUTETY aKTUBHE CyncTaHue U GuoumaHor npovsBoaa; nogaun o npovssohady
aKTMBHE cyncTaHue u 6GuouuwaHor npoussBoga; BpcTa GuoumaHor npowssoaa; MyH
cactae OuoumaHor npoussoda; nodaun o npenBuheHOM HauuHy Kopulhewa;
nogauu o knacudukaumju, obenexaBary M MakoBaky; nogaun o eduKacHOCTU
GuoumaHor npousBoda; nogauy O MOTPEOHUM KonMuMHama M o nuumMma koja he
KOPUCTUTK GUOLMAHM NPOU3BOA, Kao 1 Npeasior cuctemartckor npahemwa kopuwhera
Tor GuouunaHor npoussoaa.

Mogaum o edhmkacHocT GuoumaHor npou3soda M3 ctaBa 1. OBOr uynaHa
pocTtasrbajy ce MMHUCTapCTBY Ha CPrICKOM je3MKy UMK Ha EHINIECKOM je3UKY.

MuHKUCTapCTBO Ha OCHOBY NpoLEeHe nogaTtaka U3 ctasa 1. OBOr YnaHa AOHOCK
npuBpemeHy gos3sony y poky og 30 gaHa of AaHa npujema noTnyHe JOKyMeHTauuje.

Y npuBpeMeHoj 403BoNM ogpelyjy ce yCcnosu 3a orpaHNYeHo U KOHTPONUCaHO
kopuwherwe 6uoumaHor npousBoda, M TO: KOMWYMHE; AaH noveTka Kopuwhewa;
nogpyyje kopuwhewa; HauMH Kopuwhewa; HauMH cuctemaTckor npahexa
Kopuwheha; Ha3nB nuua koje he ra KOpUcTUTN N pok Kopuhemsa.

Pok Baxera npmMBpemMeHe 403Borle He Moxe ouTtn ayxum og 180 gaHa.
3a npoueHy nogartaka u3 crasa 1. oBor YnaHa nnaha ce Takca.
Ha akt 13 ctaBa 3. 0BOr YnaHa Moxe ce usjaBuTtu xanbda Brnaaw.

Pelwwere no xanbu n3 ctaBa 7. OBOr YnaHa je KOHa4YyHO U NPOTUB Hera Moxe
ce NOKPEHYTU ynpaBHM Cnop.

KopucHuk GuoumaHor npousBoda 3a Koju je AoHeTa npuBpemMeHa [03Bona
AyXaH je Oa ce mpuapxaea ycrioBa 3a OrpaHMYeHO M KOHTPOMuUcaHo Kopuiuhewse
BuoumaHor nponssoaa uU3 403Bore.

IV. ACTPAXXUBAHKE N PA3BOJ
YnaH 37.

BuoungHM npou3Bog 3a Koju HUje AOHET akT M3 yraHa 9. OBOr 3akoHa unmu
aKTMBHA CyncTaHLa Koja Huje ynucaHa y Jlucty |, Jlucty la, MNMporpam 3a ynuc, Jlincty
3a ykibyumBawe Yy [lMporpam unu y Jlucty Il 3a peneBaHTHy BpCTy OGuouungHor
npov3BoAa, a HaMeHeHa je UCKIby4MBO 3a Kopuwhewe y BuoumaHoM npoussony,
MOXe da Ce YMHM AOCTYMHMM Ha TPXKULLTY camo pagu Kopuwhera y eKCnepuMeHTy
UM UCMMTMBAKY 3a CBPXE HAy4YHOr UCTpaXuBakwa W pasBoja UM Npou3Bog U
npouec-opujeHTUCaHOr NCTpaXKmBarba 1 passoja.

3a Ynbere JOCTYMNHUM Ha TPXUMLWTY GuouungHor npomsesoda 13 ctaea 1. oBor
ynaHa MuHucTapcTBO AOHOCK NOTBPAY.

3a goHolwene noTBpAe U3 cTtaBa 2. OBOr 4YnaHa npou3sohad, yBO3HUK UNK
KOpUCHMK OuoumaHor npousBoga MNOAHOCKM 3axTeB WM [OCTaBrba NogaTke o
NOEHTUTETY aKTUBHE CyncTaHue u druoumaHor npomnseoaa; nogaTke o0 MyHOM cacTaBy
GuouungHor npoussoaa; nogatke o obenexaBawy dvouMaHOr NPoM3BoOAa; nogaTke o
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nraHNpaHo] KONMWMYMHM Koja he ce YMHUTM JOCTYNHOM Ha TPXUWTY; nodaTke o
nmumma koja he kopuctutn GuoumaHu NpoumsBopg; AOCTynHe nogaTtke o Moryhum
edekTuma broumaHOr NpoM3Boa Ha 34paBibe Fbyan UK XXUBOTUHA UK yTULAjy Ha
XWBOTHY CpeguHy, Kao W O nnaHupaHoM pJaTymMy nodveTka W 3aBplleTka
eKcrnepuMeHTa U UCNuTBamAa.

AKO 3axTeB M3 CTaBa 3. OBOr YfiaHa nogHocu npomssohay Koju Hema ceguiTe
y Penybnnun Cpbuju 3axteB ce MOxXe MNOOHETM NPEKO 3acTynHuKa, OAHOCHO
npegcraBHMKa Koju uma ceguwTte y Penybnmum Cpbuju n koju je ogroBopaH 3a
ncnywere cBux obaBesa NPONMcaHnx OBUM 3aKOHOM.

3acTynHuk npoussohada M3 ctaBa 4. OBOr YraHa Mopa MMaTu YroBop O
3acTynakby KOjuM ce HapouuTo yTBphyje n ocurypasa OOroBOPHOCT 3a €BEHTyasnHe
LUTEeTe Koje HacTaHy kopuwhewem GuounagHor npom3soaa Ha Teputopuju Penybnvke
Cpbuije.

MwuHucTap nponucyje cagp>XuHy 3axTeBa M3 ctaBa 3. OBOr YfaHa.

Jlvua koja Bpwe eKCnepMMEHT WNU UCMUTUBAHE AyXHa Cy Aa cadvHe
u3BewTaj ca AeTarbHMM nogjauuma O uaeHTuTeTy OuoumaHor npovssoda wnuv
aKTMBHe CyncTaHue; nogauvMMma o obenexaBaky, HabaBrbeHMM KONMMYMHaMa,
nuumMma kKoja he ux Kopuctutu, Kao M AOCTYNHUM nogauuma o moryhum edpektmuma
aKTMBHE cyncTaHue nnym GuoumaHor Npom3BoAa Ha 34paBribe Sbyau Unv XKUBOTUH-A
Unun yTuuajy Ha XXMBOTHY CPeanHy.

Jlvua koja Bpwe eKCnepuMeHT WM UCMMTUBawE AOyXHa Cy Aa AocTaBe
n3BewTaj n3 ctasa 7. oBor 4YiaHa MMHUCTapCTBY Ha H-EroB 3axXTEB.

YnaH 38.

Ako npu kopuwherwy OuoumgHor npomssoga u3 unaHa 37. ctaB 1. oBor
3aKkoHa mMoxe Aa gohe oo ucnywTawa GuoumaHor Npom3soda Yy XUBOTHY CPeavHy,
nuue Koje HamepaBa [a M3BPLUM eKCMEepUMEHT UMM UCIUTUBaHE OYXKHO je Aa
nogHece MwuHucTapcTBy 3axTeB 3a [JOHOLLEHEe [03BOSie 3a Taj eKCNepuMEHT unu
NCNUTMBak-E.

MI/IHI/ICTap nponmcyje cagpXuHy 3axTeBa U3 CTaBa 1. oBOr YnaHa.

Y3 3axTeB M3 cTaBa 1. OBOr YnaHa AOCTaBrbajy ce nogauy O WOEHTUTETY
OGuoumaHor npousBoda WM akTMBHE CyncTaHue; nogaumM o obenexaBawy WU
HabaBIrbeHMM KONMYMHaMa, kao M AOCTYMNHM nogaum o moryhmm edektuma akTuBHe
cyncrtaHue wnu GuoumaHor npoussBoda Ha 34paBibe JbyAM WIU KUBOTUHA MIK
yTULajy Ha XMBOTHY CpeauHy; Nofdaum o nriaHupaHoM AaTymy noyeTka U 3aBplueTka
eKcnepuMeHTa Unm UCNuTMBaka, NnaHy U HaMeHW ekcrepuMeHTa Unu UCNUTUBaHa,
npahekwy TOKa €KCNepuMeHTa WM UCNUTUBAKA; Modaunm O  CTPYYHO]
0CMNOCOBILEHOCTM NULIA KOja BpLUE EKCNEPUMEHT UM UCNUTUBAaHE, Kao 1M nogaum o
OonpeMy OOHOCHO MOCTPOjely M YCroBMMA 3a BpLUEHE EeKCNepumeHTa Wunu
NCnuTMBaH-a.

AKO Ha OCHOBY MpoueHe nogartaka uM3 ctaBa 3. oBor ynaHa MuHUCTapcTBO
OLIEHM [a eKCNEePUMEHT UMK UCMUTUBaHE NpeacTaBrba NPUXBATIbLUB PU3NK, JOHOCH
[03BONY 3a Taj eKCNepUMEHT UMK TO UCTIUTUBAHSE.

AKO eKCnepuMEHT UIM UCMUTUBaHE MOXEe UMaTU TPEHYTHE WM OASIOXKeHe
LWTETHe edpekTe Ha 34paBibe fbyaun, HAPOUYMTO OCETIBUMBUX FPyna UMn XNBOTUHA UMK
HenpuxesaTI/bMBE HeXerbeHe edekTe Ha Sbyae, XXMBOTUHE UNWN XUBOTHY CpeauHy,
MwuHucTapcTBo MOXe fa 3abpaHu ekCnepuMeHT Unn ucnuTueake Unu aa 'y 4o3sonu
Aa nponuwe ycnose (HMAP. KonuuvMHa 6OuoumgHoOr npousBoAa Koja ce MOoXe
KOpUCTUTKN, BENMYMHA nogpydja Koje he ce TpeTupatu) nog kojuma he ce Bpwntn
eKCMepuMeHT Unn cnuTBame.
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Hocunau pgossore 3a €eKCNEpUMEHT WM WUCMMTUBaHKE [AyXXaH je Aa ce
npuapxasa ycrnoea v3 J03BOJE.

3a npoueHy nofaTtaka U3 ctaea 3. OBOr YnaHa nnaha ce Takca.
Ha akT 13 ctaBa 4. oBor 4naHa Moxe ce usjaButn xanba Bnagu.

Peluete no xanbu u3 ctaBa 8. 0BOr YnaHa je KOHa4YHO M NPOTUB Hera Moxe
ce MOKPEeHyTUN yrnpaBHu crop.

V. KTACU®UKALUJA, MAKOBAHE, OBEJIEXXABAIGE,
OMALWABAKE U BESBEOHOCHUW JIUCT BUoUMNAHOI
NMPOU3BOOA

YnaH 39.

Hocunau opobpena, Hocunal pewenwa O ynucy GuoumaHor npoussoga Y
MpuBpemeHy nuUCTy, Hocunay pellerwa O MnpudHaBakwy ofobpewa W Hocunay
NpUBpPEMEHE [O03BONE AYXKaH je Aa knacudukyje, nakyje, obenexasa u ornaiwiasa
GuounagHn Npoms3Bog Y cKnagy ca nponucuma Kojuma ce ypehyje knacudukaumja,
nakosawe, obenexaBarke W oOrnawaBake Xemukanuja, Kao M Yy cknagy ca
crneundunyHUM 3axTeBMMa 3a nakoBawe, obenexasare M ornawaBsake GuoungHor
npoussoaa.

Jlnua m3 ctaBa 1. OBOr 4YnaHa AyxHa Cy Oa M3page U YMHE OOCTYNMHUM
©e3begHOCHM NUCT 3a GuouMaHM NPOM3BOA Y CKMagy ca nponucuMa Kojuma ce
ypenhyjy xemukanuije.

MwuHucTap nponucyje cneunduryHe 3axTeBe 3a NakoBawe, obenexaBare u
ornawasake buoumagHor npomssoaa.

VI. YBO3 bMOLUMOHUX MPOU3BOAA
YnaH 40.

LlapnHckn opraH gossonuhe yBo3 OmoumgHor npomsBoda 3a Koju je AOHETO
onobpere nnu pellewe o ynucy buoumaHor npoussoa y NpuBpemeHy nucty mnu
pelLere 0 NpusHasaky ogobpera unu npMBpemMeHa Ao3Bosa, OAHOCHO noTepaa.

Y cny4ajy notpebe 3a pasjalHereM UnNn Cymebe aa v ce Ha Npom3Bog, Koju
je NnpeameT LapuHCKOr NOCTynKa yBo3a npumetbyjy ogpenbe oBor 3akoHa, LapuHCKK
opraH obpatuhe ce MuHucTapcTBy paam gobujarwa cTpydHe nomohu.

LlapunHckn opraH ayxaH je ga Ha 3axteB MuHunctapctea oo 31. mapta tekyhe
roguHe [OCTaBM M3BELWTaj O peanu3oBaHOM yBO3y OuouugHux npous3soda Yy
NPeTXO4HOj FOOUHM.

VIl. BESBEAQHO KOPULWUKREHE BMOUMOHUX MPOU3BOOA
YnaH 41.

BvoumaHu nponssoa Mopa Aa ce KOpUCTKU y cKnagy ca ycnosuma yTBpheHuM
y aKTy Ha OCHOBY KOr ce OuouugHu npov3BoA YMHM AOCTYMHUM Ha TPXULTY W
KOPUCTW N 3axTeBMMa 3a obenexasarwe M nakoBawe yTBpheHum y unaHy 39. oBor
3aKoHa.

MpaBunHo kopuwhewe OGuoumaHor npoussoga obyxsata paumoHarHy
npuMeHy KombuHaumje U3NYKnX, BUOMOLIKMX, XEMUjCKUX WUnn ApYyrux mepa, Mo
notpebu, yime ce kopuwhewe GrvounaHMX MPOM3BOAA OrpaHM4yaBa Ha HajMakby
moryhy mepy 1 npegysmmajy ce ogroeapajyhe mepe npegocTpoXHOCTH.

BuouungHu nponssoa M3 ynaHa 18. oBor 3akoHa Mopa fa ce KOpUCTW Tako aa
Ce M3MOXEHOCT byaM W XMBOTHE cpeauvHe ToM O6uouMaHOM NpoM3BOAY CBeAde Ha
Hajmary mMoryhy mepy.
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VIIl. TPETUPAHU NPON3BO4
YnaH 42.

CraBrbame Ha TpXuWTe TpeTupaHor NpomMsBoga Moxe ce BPLUMTU CaMO ako
je Taj npoussog TpeTuMpaH 6uoumaHMM NPOM3BOAOM WM  cagpxun GuoumaHu
npousBo4 Yuja je akTMBHa cyncTaHua ynucaHa y Jlucty | 3a peneBaHTHy BpPCTY
GuouungHor npoussoga unu y Jlucty la u ucnywasa cneuudpmyHe ycrnose wnu
orpaHuyera M3 TUX NUCTU UNKu je ynucaHa y [porpam 3a ynuc vnu y Jlucty 3a
yKIbydmBakbe y Nporpam 3a peneBaHTHY BPCTY GuoumaHor npomssoaa.

Kapga npomsBohay TpeTupaHor npom3soga Koju cagpu 6uounaHn npovs3Bos
HaBege Ada Taj TpeTupaHu npou3Bog umMa OMOLMAOHO CBOJCTBO MMM ako je To
nNponuMcaHo 3a akTMBHY cyncTaHuy Yy Jluctm |, nuue koje cTaBrba Ha TpXULWTE
TpeTupaHu Npon3Bo, AYKHO je Aa Ha eTUKETU HaBede HapounTo crniegehe nogaTke:

1) wusjaBy ga TpeTUpaHu NpounsBog cagpxu GUouMaHN NpounsBos;
2) ©uoungHo CBOjCTBO TPETMPAHOr NPOM3BOAA, aKO j& AOKa3aHo;
3) HasMB CBUX aKTMBHWX CYNCTaHUM y GuounaHoM nNporssoay;

4) HasuB CBMX HaHoOMaTepujana cagpXaHux y GuounmgHom Npou3Boay m3a
KOjuX ce y 3arpaav HaBoau ped: ,HaHo”;

5) cBa peneBaHTHa ynyTcTBa 3a ynoTpeby ykbyyyjyhm cBe wmepe
NpeaoCcTPOXHOCTKN Koje Tpeba npeayseTtw 36or GuoumagHor npoussoda ca Kojum je
TpeTMpaHu NPoM3BOA TPETUPAH UMK KOjU TPETUPAHN NMPON3BOA CaapPXMu.

ETvkeTa TpetupaHor nponssoga mopa 61K jacHO BUASbMBA, NAKO YATIbUBA U
AOBOSbHO M3gpXbuBa. ETukeTa ce wtamna Ha Cpnckom je3nky Ha ambanaxu, Ha
ynyTCTBMMa 3a ynoTpeby unu Ha rapaHuuju, kag je noTpebHo 36or BenuumHe mnm
dyHKUMje TpeTupaHor nponssoaa.

AKO TpeTunpaHn NponsBOA HWje Aeo cepujcke npoussoahe Beh je nponsseaeH
no nocebHoj nopyLbuHK, Npomnssohay 1 Hapyyunal Mory ce AOroBOPUTU O HAaYUHY
AOoCTaBrbakba peneBaHTHUX nogataka.

Jlnue koje ctaBrba Ha TPXULLITE TpeTUpaHU NMPou3BOoL OYXKHO je [a Ha 3axTeB
noTpowlaya y poky og 45 naHa 6ecnnaTHo gocTaBu nogaTtke o GrounagHoOM TpeTMaHy
TpeTupaHor Npomssoaa.

IX. CTPYYHA NTOMOTh MMHUCTAPCTBY
YnaH 43.

Paan npyxara cTpy4yHe NnoMohu y HajcnoXeHnjuM nocrnosmma (HMp. npoueHa
nogataka 3a [JoHowewe ofobpewa W OOHOWEHEe pelwewa O npusHaBawy
ofobpera), MMHUCTapCTBO MOXe Ada aHraxyje npaBHO UM PU3NYKO Nuue Koje
nucnywasa ycrnoBe CTpyyHe chnpeme u crneunduyHux 3Hawa noTpebHux 3a
obaBrbare TMX Nocnosa.

JInua ns ctaea 1. oBor 4YnaHa He cmejy 6uTn nuua koja npom3soge, 0OHOCHO
4YMHE AOCTYMHMM Ha TPXULITY BuoumnaHe Npon3Boae, nNvua Koja y4ecTByjy y nspaam u
npoueHn gocujea 3a GuounaHn Npom3Bod, kao u 6pavyHn Opyrosu, KPBHU CPOLAHMLM
A0 4eTBPTOr CcTeneHa cpoacTtBa M CpoaHMuM no TasbwHu [o Apyror creneHa
CpoAcTBa TUX Nnuua.

Jlvua n3 crtaesa 1. oBor 4ymaHa Mopajy noTnucaTtu u3jaBy O HEMnocTojamy
cykoba nHTepeca.
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X. OOCTYNMHOCT NOOATAKA
YnaH 44.

MogHocunay, 3axTeBa 3a AoHOWeEHe opobpera, nogHocunal 3axTeBa 3a
ynuc GuoumaHor npoussoaa y [pvBpemMeHy nuMCTy, nogHocunal 3axTeBa 3a
[OHOLWIEH-E pelleta O MNpu3HaBaky opobpera UMM MogHocuNal 3axTeBa 3a
[OHOLLEHE MPUBPEMEHE LO03BOSIE MOXE O3HAYUTU NojeanHe noaaTke NoBEeprbLUBUM,
y3 NUcMeHo obpasnoxerwe ga 6u OTKpMBake TUX ModaTaka MOIMo yTuuatu Ha
HE€roBO NOCNoBake Unv NpuBaTHOCT Unn 6e36egHOCT.

MwuHucTapcTBO OQHOCHO nuua u3 unaHa 43. ctaB 1. oBor 3akoHa Hehe
YYMHUTM OOCTYMHE jaBHOCTM nogaTtke O MyHOM cactaBy OuoumgHor npowussoda,
NPeUn3HOj KONIMYMHN aKTUBHE CyncTaHue unu GuoumaHor npom3Bona npoussegeHor
WNN YYUHEHOT AOCTYMHMM Ha TpXuWTy, Be3an wuamehy npoumssohava akTuBHe
CYNCTaHLE U Nuua Koje CTaBSba Ha TpXuwTe dnoungHn NpounsBog unv Besun namehy
nuua Koje cTaBiba Ha TpXuwTte GuoumagHuM NpousBog M guctpmbyTtepa GuoumaHor
npovsBoda, kKao M nogaTtke O Has3WBYy WM agpecyu nuua Koja Cy YKibyyeHa y
ncnnTMBaka Ha KudmMerauuma.

Y XUTHUM CydajeBuMa, Kaga je ToO Heonxo4HOo 300r 3aWwTuTe 34paBiba Jbyau,
34paBrba XMBOTUHA, 6€36e4HOCTM UK 3allTUTE XUBOTHE CpeavHe Unu U3 Apyrnx
pasnora of jaBHor 3Havaja, MMHUCTapCTBO MOXe Aa YYMHU SOCTYNHUM U nogaTtke 13
cTaBa 2. OBOr YnaHa.

YnaH 45.

CBako MOXe MogHeTM 3axTeB Aa My Ce Y4uMHe AOCTYMHM nojaum Kojuma
pacnonaxe MnHncTapcTBo.

MwuHucTapcTBO HEhe TpaxuoLuy u3 ctaBa 1. oBOr ynaHa oMoryRuTn npucTyn
nogauMma Koju Cy O3Ha4yeHM Kao MOBEPSbMBM ako NPOLEHM ga je NpUcTyn Tum
nogaumma noTpebHO OrpaHMuYnTM Yy CKnagy ca OBMM 3aKOHOM W 3aKOHOM KOjUM ce
ypehyje crnobogaH npucTyn mMHdopMaumjama of jaBHOr 3Hadaja U 0 TOMe OOHOCU
peLleme.

Ha peliene 13 crasa 2. 0BOr YnaHa Moxe ce u3jaButu xanba Bnagn.

Pewere no xanbu u3 ctaBa 3. OBOr 4naHa je KOHa4yHO U MPOTMB Hera ce
MOXe NOKPEHYTU YNpaBHW Crop.

YnaH 46.
Kao noBepsbmBM HE MOry ce 03HaunTu criegehn nogauum:

1) HasMB M agpeca HOcuoLa akTa Ha OCHOBY KOr ce GuoumaHu npoussopn
YMHW OOCTYMHUM Ha TPXKULLTY U KOPUCTY;

2) HasuB U agpeca npoussohadya GuoLnaHor Nponssoaa;
3) HasuB 1 agpeca npousBohaya akTUBHE CyNncTaHUe;

4) cappxaj akTuBHe cyncTtaHue y 6uoumaHomM npou3Body W HasvB
dvoungHor NponsBoaa;

5) nogaum 0 PU3NYKUM U XEMUjCKMM CBOjCTBMMA BMOLMAHOr NPOM3BOAA;

6) MeToae 3a npeBohere akTMBHE cyncTaHue unmn GuoumagHor npomssoaa y
MaH-€ onacHe;

7) caxeTak pesynTata ucnutmeaka eukacHocTn GuoumngHor npomsesoga u
HEeroBux edekata Ha Jbyae, XMBOTUHE U XXUBOTHY CPEAVHY W, ako je noTpebHo,
nogaum 0 HeroBoj CNOCOBHOCTM a AoNpPUHECe pa3Bojy pe3ncTeHuumje;
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8) npernopy4yeHe MeTode W Mepe MPEeAOCTPOXKHOCTU 33 CMaheHe
OMacHOCTU KO pyKOBak-a, TpaHcnopTa M kopuwhera, Kao 1 y cryyajy noxapa mnm
oCTanux onacHoCTy;

9) ©e36egHOCHM NCT;

10) meToge wucnuTuBamwa koje cy kopuwheHe 3a pobujake nogaTtaka o
XEMUCKOM  WOEHTUTETY, KOMUYMHM U  TEXHWYKO] EKBMBANEHTHOCTM aKTMBHUX
CyncTaHum y GumoumgHoOM npou3Bogy W, ako je noTpebHo, HeuucTtohama u gpyrum
cynctaHuama Koje Cy 3HayajHe U peneBaHTHe 300r TOKCMKOSMOLWIKUX WU
€KOTOKCUKOSMOLLKMX CBOjCTaBa, kao WM nojaTtaka O HWUXOBUM OCTauMma Koju cy
3Ha4ajHu 360r TOKCMKOSOLLKNX CBOjCTaBa MNn 3a XMBOTHY CPEeAVHY, a Koja NoTu4y oA
HaudnHa kopuwhera koju ce ogobpasa;

11) HauuH ognarawba GrMoumaHor NPon3BoAa U Herose ambanaxe;

12) npouepype koje Tpeba cnpoBecTn M Mepe Koje TpeGa npeaysetu y
Crnyyajy uanuBara Unu Lypema;

13) HauynH Ha koju Tpeba npyXxuTn nNpBy NMOMON M 30pPaBCTBEHW caBeT Yy
cny4ajy nospepga.

YnaH 47.

3anocneHn y MuHucTapcTBy, Kao M Apyra nuua kKojuma cy y obaBrbarby
nocrioBa AOCTYMHU MOBEPSbUBM Nofdauu, AYXKHU Cy Aa WX 4YyBajy M NO MPeCcTaHKy
obaBrbarka TUX Nocnosa.

YnaH 48.

lMopaTtke koju ce gocTaBrbajy Y NOCTYMNKY OOHOLWEHa akaTa Ha OCHOBY KOjuUX
ce BmoumMaHN NPoM3BO4 YMHU OOCTYNHUM HA TPXULUTY U KOPUCTU MMUHMUCTapCTBO He
MOXEe KOPUCTUTU Yy OPYromM MOCTYNKY OOHOLIEHa OBMX akaTa OCUM ako je NpoTekao
nepvog 3awTuTe TUX nogartaka.

Mepuon 3alWTuTe nogaTaka Koju Cy OOCTaBIbEHW Y MOCTYMKYy AOHOLLEHa
akaTa Ha OCHOBY KOjUX ce GuouMOHW MPOM3BOA YMHU AOCTYMHUM Ha TPXULWTY W
KOPUCTU MCTMYEe [OeceT roauHa of NpBOr JaHa Yy Mecely KOoju creau HakoH
[OHOLLIeH-a NPBOr aKTa.

Mepuroa 3alwTnTe nogaTaka Koju cy AOCTaBIbEHWN Y MOCTYNKY NPOAYXeHa UIn
N3MeHe akaTa Ha OCHOBY KOjUX ce BUOLMAHM NPOU3BOA YMHW AOCTYMHUM Ha TPXULLITY
N KOPUCTU UCTMYE NET roAMHa o4 NPBOT AaHa y Mecely Koju Creay HaKoH AOHOLLEHa
akTa.

Mopauu Kojuma je uctekao nepuop 3alTUTe He MOry ce MOHOBO 3aLUTUTUTMU.
UYnaH 49.

Op paTyma [oHOLeHa akTa Ha OCHOBY KOr ce GMouMAaHW Mpou3Bog, YMHU
AOCTYMHUM Ha TPXULUTY W KopucTM MuHucTapcTtBo 6ecnnatHO YMHM  jaBHO
AOCTYNHUM cnegehe nogaTke:

1) ycrnoBe M3 aKTa Ha OCHOBY KO ce BUOLMAHW NPOU3BOA YMHWU JOCTYMHUM
Ha TPXXULLTY U KOPUCTY;

2) caxeTaK kapakTepucTuka buoumgHor Npon3Boaa.
XIl. EBUAEHUNJE
YnaH 50.

Hocunay opobpera, Hocunaly, pellewa o ynucy GuoumgHor npoussopa y
MpuBpeMeHy NUCTY 1 HOCcWMaL, peLLlera O Npu3HaBaky o400pera AyxaH je Aa Boawn
eBUAEHLMjy O CTaBrbaky Ha TPXKULWTE GUoLmMaHor NponsBoa.
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MopaTtke u3 eBuaeHuuje o GuoumagHom npoussBody Nuue m3 ctasa 1. oBor
ynaHa OyXHO je Aa YyBa Hajmawe AeceT roauMHa of AaHa CTaBrbaka Ha TpXulTe
Tor GuoumngHor Npom3BoAda OAHOCHO AeCeT roAvHa of AaHa ykuaawa UnvM ucteka
pOKa BaXkerba akTa Ha OCHOBY KOT je Taj buoumaHn Npoms3Bo CTaBIbEH Ha TPXULITE U
KopuwheH, y 3aBUCHOCTM O, Tora LiTa je paHuje, kao 1 ga ux gocrasn MuHuctapcTsy
Ha HEroB 3axTeB.

AKo je nuue u3 ctaBa 1. OBOr YnaHa CBOje MOCNOBE UM OO0 CBOjMX NOCMoBa
yctynuo Tpehem nuuy, obaBesa vyBawa nogaTtaka npenasv Ha TO nvue, a ako je
npectao ca pagoM OAroBOPHO NMLE HOCMOLA akTa Ha OCHOBY Kor ce 6GuoumaHu
NPON3BO4 YNHWN JOCTYMHUM Ha TPXULLTY M KOPUCTU OYKHO je Aa ogMax no npecTtaHky
paga Te nogaTke gocrtasn MuHuctapcTsy.

MwuHucTtap nponucyje GnvKy cagpXvHy W HadvH Bohewa eBuaeHumje u3s
ctaBa 1. oBor 4naHa.

YnaH 51.

Mopea eengeHuuje n3 unaHa 50. ctaB 1. oBor 3akoHa npounssonay GruoumngHor
npon3Boda CTaBIbLEHOr Ha TPXULITE OyXaH je Aa BOAW eBuAeHUn)y O NPOn3BOAHOM
npoLecy Koja je peneBaHTHa 3a kBanuTteT n 6e36eaHOCT GruounaHor Npom3eoaa Koju
Ce CTaBISba Ha TPXULLITE, KA0 U Oa CKNaguLLITH y30pKe NMPOM3BOLOHMX LLUAPXKN.

EBvageHumja u3 crtaBa 1. oBOr umnaHa HapouuTo cagpxu: 6e3begHocHe
nuctoBe M cneumdukaumje akTUBHUX CyMncTaHUM W OcTanux cactojaka Koju ce
KOpuUcTe 3a nNpou3BOAHkY OMOUMAHOr MNpPOM3BOAA; €BUAEHUM)Y O pasnuynuTum
M3BPLUEHMM MPOM3BOAHMM oOfepauujama; pesynTtate YHyTpallke KOHTpore
KBanuteTa 1 ngeHTMduKaumjy Npon3BoaHNX LLAPXKM.

MwuHuctap nponucyje Onwxy cagpXuHy M HauuH BoOhewa eBuaeHuuje us
craBa 1. oBor 4naHa.

XIl. PETUCTAP BuoumnaHnX nPON3BOOA
YnaH 52.

MuHuCTapcTBO Ha OCHOBY MofdaTka Koju ce [JOCTaBrbajy Yy MOCTYNKY
OOHOLIEHEe aKTa Ha OCHOBY KOr ce 6uoungHu Npom3BOA4 YWHW LOCTYNHUM Ha
TPXULLTY U KOPUCTU, KAO N HaA OCHOBY NoAaTka u3 ynaHa 36. ctaB 1, ynaHa 37. cTaB
3. n ynaHa 38. ctaB 3. oBor 3akoHa Boan Perncrap 6uoumaHmx nponssBoga, Koju je
cacTaBHW Aeo VHTerpanHor perucTpa xemukanuja, yrepheHor nponmcuma kKojuma ce
ypenyjy xemukanuje.

Perncrap 6uoumaHmx npon3Boaa cagpu HapoynTo crnegehe nogaTke: Ha3uB
N cegmwiTe Hocuoua ogobpera, Hocmoua peLlera o ynucy buoumnaHor npomssoaa y
MpuBpeEMEHY nWCTy, HOCMOLA pelewa O npusHaBawy opobpena, Hocuoua
npuBpemMeHe O003BONe, HocMoLua NOTBPAE M HOCMOoLA [03BOME 3a eKCNepuMEHT unu
ncnutuBarwe; 6poj, gaTym AOOHOWeEHa M OaTyM UCTEKa poka BaXewa TUX akaTa;
NWOEHTUTET aKTUBHE CYMNCTaHLUe M TproBaykm Hasve GuoumaHor npovssoga; Hasve
npoussohaya akTMBHe cyncTaHue u GuoumaHor nponssoda; NyH cactas GuounaHor
npoussoaa; BpCTy GmuoumaHor Nnpomssoda M Onuc A03BOSbEHON HauYnHa Kopuwhemwa;
BpCTYy hopmynaumje 6uoumaHor npomsBoaa; obaBelTea O ONacHOCTU U Mepama
NPeAOCTPOXHOCTM; YCINOBE 3a YMHEHE LOCTYMHUMM Ha TPXUWTY U Kopuwhere
ovoumgHor npouseoga, kao u 6e3begHOCHM NMUCT 3a OuMouMOHM MPOM3BO4 WU 3a
aKTUBHY CYMCTaHLy.

MuHuctapcTBo jegHoM roguwhe objaBrbyje y ,CnyXO6eHOM rnacHuKy
Penybnuke Cpbuje” cnegehe nogaTtke us Peructpa 6noumaHmx npomnssoaa: Ha3ue U
ceguwTe Hocuoua ofobpera, HocMoLa pellewa O ynucy buouuaHor npounssoda y
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MpuBpemMeHy NUCTY UMM HOCMOLA pellewa O npusHaBaky ofobpera; Hasve
GuoumaHor npomssoaa; 6poj, 4aTyM AOHOLEHa U POK BaXkeka TUX akara.

MwuHuctap nponucyje OnuXy cagpXkvHy W HaumH Bohewa Peructpa
GrounagHuX Npon3Boaa, kKao U HaYMH AoCTaBrbakwa nogataka y Perncrap 6uoumaHmx
npoussoaa.

XIl. HAO30P
YnaH 53.

Hap,aop Haa4 npuMMeHOM OBOI 3aKOHa M nponuca OOHETUX Ha OCHOBY H-€ra
BPLWN MUHUCTapPCTBO HaAAJIEXXHO 3a MNOocCJioBe 3alUTUTE XNBOTHE CpeanNHe.

NHcnekumjckn Hags3op BPLUM MUHUCTApPCTBO HAZAEXHO 3a MocrioBe 3alTuTe
XMBOTHE CpeaMHe MPEeKo MHCMEeKTopa 3a 3alUTUTY XXUBOTHE CpeavHe, MUHUCTapCTBO
HagneXxHo 3a MocnoBe 3[paBrba MNPeKo CaHUTapHUX MHCMEKTopa M MUHWUCTapPCTBO
HaOJ1IeXXHO 3a MOCroBe BETEPUHE MPEKO BETEPUMHAPCKUX MHCMEKTOPA.

MHcnekTop 3a 3aWwTUTy XMBOTHE CpeauHe BPLUM MHCMEKUMjCKM Hag3op Hag
YNHEeHEM OOCTYNHUM Ha TPXUWTY U Kopuwhewem OuoumgHor npoussoaa,
Knacudpumkaumnjom, nakoBaweMm, obenexaBakeM W oOrnawaBakem OGuoungHor
nponseoda, M3pagoM M YnbeHEM OOCTYNHUM 6e3begHocHOr nucra 3a ououngHu
Nnpou3Bod, CTaBibatbeM Ha TPXULITE U obenexaBaweM TpeTupaHor Npov3soda Kao
n Hag cnpoBofewem oapenaba oBOr 3aKOHa KOje HUCY Y HaAIEXXHOCTU CaHUTapPHOT,
O HOCHO BETEPUHAPCKOr MHCNEKTOpa.

CaHuTapHM WHCMEKTOP BPLUM MHCMEKUMCKM Haa3op Hag Kopuwherem
GrounagHux npou3Boda KoA NpodecuoHanHMX KOPUCHMKA KOju Kopucte buounaHe
npoussoge 3a obaBrbawe perucTpoBaHe nAenaTtHOCTW, kao My obnactuma,
objekTMMa M pgenaTHOCTMMa KOje Cy Mo CaHUTapHUM Haa30poM, OCUM  Hafg
kopuwhewem ©OwvoumgHux npousBoga Yy objektMma y Kojuma ce obGaBrba
BETepMHapcka AenaTHoCT y cknagy ca nocebHum nponucuma.

BeTepunHapcKn MHCMNEKTOP BPLUM MHCNEKUMjCKM Haa3op Hag Kopuwhewem
GuounagHux npoussoda Kog NpodeCUoHanHUX KOPUCHMKA KOju Kopucte BuounaHe
npouvssBode 3a obaBrbawe perucTpoBaHe [AenaTtHoCcTW, Kao wu y obractuma,
objekTnma n genaTHOCTMMa Koje Cy NOoA BETEPUHAPCKUM HAg30pOM.

WHcnekunje un3 craBa 2. oBor 4naHa MehycobHo capafyjy, OAHOCHO
MeRycobHO ce obasewTaBajy O npedy3eTuMm Mepama, pasmenyjy mHbopmauuje,
npyxajy HenocpegHy nomoh v npeaysmMajy 3ajeqHu4ke mepe 1 akTMBHOCTU 3HavajHe
3a cnpoBoheke Haa3opa.

Ha nocTtynak Bplewa WHCNEKUWjCKOr Haasopa npuMmemnsyjy ce ogpenbde
3aKkoHa Kojum ce ypehyje MHCMeKUMjCK1n Haa30p, ako OBUM 3aKOHOM HUje gpyraduje
nponuncaHo.

YnaH 54.

MHcnekTop 3a 3awTuTy >KMBOTHE CpPeAMHe, CaHUTapHU WHCNEKTOp W
BETEPMHAPCKN MHCNEKTOP MOXeE [a BPLUM Y30pKoBakwe GvoumaHor npovssoga unmu
TpeTupaHor npov3soda paau yTephuBama Aa v Cy UCNYyHEHU YCIOBU 332 YUHEHE
AOCTYMHMM Ha TPXWULWTY OAHOCHO 3a Kopuwhewe 6uoumaHor npousBoga MUinu
TpeTupaHor npovseoaa.

MpunukoM y3umaka y3opaka MpaBHO, OAHOCHO M3NYKO nuue unu
Npeady3eTHUK JyxaH je [a Haa/leXXHOM WHCMeKTopy cTaBu 6GecnnatHo Ha
pacrnonarame noTpebHe KonuynHe y3opaka pagu ucnuTvBarba.

TpolKoBe Yy30opkoBata W UCMUTUBAwA OWouMAHOr MNpou3BoAda  MNK
TPEeTUpaHor NPon3BoAa CHOCU NPaBHO U OU3UYKO NULLE UK Npeay3eTHUK Of KOr je
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y30pak y3eT, ako ce y KOHa4yHOM MOCTYMnKy YTBPAM Aa He ogroBapa MnponvcaHum
yCrnoBMMa 3a YMHbeHe AOCTYMHUM Ha TPXULWITY, OAHOCHO 3a Kopuwhere GuoumaHor
npousBoAa Unu TpeTupaHor Nponseoaa.

AKO y3opak ogroBapa MpOMMCaHWM YCNOBMMA 3a YMHbEHE OOCTYMHUM Ha
TPXUWTY, OAHOCHO 3a kopuwhewe OuoungHoOr npoussBoda WM TpeTupaHor
npovsBoda TPOLUKOBU Yy30pKOBawa W WUCMUTMBaka OuoumgHor npou3soga  wnm
TpeTMpaHor npou3BoAda Magajy Ha TepeT cpeactaBa npeasuheHnx 6Gyletom
Peny6nunke Cpbuije.

YnaH 55.

y BpLuel-by VIHCI‘IeKLI,VIjCKOF Hag3opa MHCNEeKTOop MMa npaBo U ,El,y)KHOCT aa
yTBphyje:

1) pa nu ce GuoUMOHM NPOM3BOA YMHW OOCTYMHUM Ha TPXUWTY WK
kopuctn 6e3 opobpewa wnu 6e3 pewewa o ynucy 6uoumgHor npoussoga y
MpmBpemeHy nucTy unm 6e3 peluera o Npu3HaBaky 04006pem-a;

2) [a nu ce GrounaHM NPOM3BOA KOjU HE MOXE [Aa Ce YMHWU AOCTYMHUM Ha
TPXKUWTY pagn Kopuwhewa 3a onwTy ynoTpedy YMHM AOCTYMHUM Ha TPXULITY
CYnpoTHO oapenbama OBOr 3aKoHa;

3) [a nu je nogHeT 3axTeB 3a U3MeEHY nodartaka AOCTaBIbEHMX Y MOCTYMNKY
[OHOLLEH-a akaTa Ha OCHOBY KOjUX ce OMouMAHW NPOU3BOA YMHWM OOCTYMHMM Ha
TPXKULLTY U KOPUCTY;

4) pa nu ce noctyna y ckrnagy ca pokom y kome ce GuoumaHu nponssoa
MOXE YMHUTW OOCTYMHUM Ha TPXULWITY WU POKOM Kopuwherwa nocTojehux sanuxa
yTBpheHnx aktuma u3 yn. 31. n 33. OBOr 3aKoHa;

5) pfpa nu ce noctyna y cknagy ca Hanorom MuHucTapcTBa O noBnavemy
ovoungHor NponsBoaa;

6) Oa nu je Npe uukbewa OOCTYNMHUM Ha TPXUWTY wnn kKopuwhera
npubasrbeHa npuBpemMeHa [[oO3Boria 3a O6uouMaHM MpPoM3BOL KOjUM Ce  MOoXe
KOHTponucaTtu HenpeasuheHa nojasa LWTETHUX OpraHn3ama;

7) na nu ce BuoumaHW NPOM3BOA 3a KOju je AoHeTa npuBpeMeHa [03Bona
KOPMCTM NoA NPOMNMCaHUM YCroBUMA;

8) [a nu je Npe Ynksera AOCTYMHMM Ha TPXULWTY GrMoumaHor npovssoaa
pagn Kopuwhewa Yy €eKCNEePUMEHTY WM  WUCMUTUBAKY 3a CBPXE HayyHOr
NCTpaxkuBaka W passoja UMM NPoM3BOA4 U NPOLEC-OPUjEHTUCAHOr UCTpaXuBara U
pa3Boja NnpubaBrbeHa NoTBpAa;

9) p[a nu cy nuua Koja BpLle eKCrnepuvMEeHT unu ucnuTuBakwa JocTaBuna
n3BewTaj n3 ynaHa 37. ctaB 7. OBOI 3aKOHa;

10) pa nu je Npe BpLUEHa EKCrepuMeHTa Unu UcnuTUBamwa ca GuounaHUM
NPoOuM3BOAOM Yy KOMe MOoXe Aohu [0 uchylTawa GuounaHOr Npon3BOAA Y KUBOTHY
cpeavHy npubaerbeHa A03BoSa 3a Taj EKCNIEPUMEHT UIN UCNUTUBAHE;

11) pa nu ce Hocwunay [O03BOSfie 3a EeKCNepUMMEHT WM UCNUTUBaHE
npuapkasa ycrioBa u3 JO3BOre;

12) pa nn je BuoumaHn NpomsBog KracuduKoBaH, obenexeH, ynakoBaH u
ornawlaBaH, Kao 1 ga nu uma 6e3begHOCHM NUCT Y CKnagy ca OBUM 3aKOHOM;

13) pa nu ce OuoumaHM nNPoOM3BOL KOPWUCTW Yy CKMagy ca ycrnoBuma
yTBpHEHNM Yy aKTy Ha OCHOBY KOr ce GuoumaHu npov3BOo4 YWMHW AOCTYMHUM Ha
TPXMULUTY U KOPUCTU 1 3axTeBMMa 3a obenexaBare 1 NakoBake yTBpHEeHUM y YnaHy
39. oBor 3aKkoHa;
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14) pa nu je TpeTupaHu NPOM3BOL CTaBIbEH Ha TPXUWTE M obenexeH y
CKrnagy ca OBUM 3aKOHOM;

15) [Aa nu nuue Koje cTaBrba Ha TPXKULLTE TPeTUMPaHW Npou3BOA Ha 3axTeB
noTpowaya y MpOnMcaHoM pPoKy GecnnaTHO AocTaBrba nopatke O GuouUaHOM
TpeTMaHy TpeTupaHor Npou3BoAa;

16) pa nu ce Bode nponucaHe eBupeHuMje, OOCTaBIbajy OOHOCHO 4yBajy
nponucaHn nogauu o GMounaHOM NPOM3BOAY, Kao U TAYHOCT TUX NogaTaka.

YnaH 56.

Y Bpluewy nocroBa M3 unaHa 55. oBor 3akoHa WMHCNEKTOp je oBnawheH u
AyXaH aa:

1) 3abpaHu ga ce GuoOUMAOHM NPOM3BOL YMHWU OOCTYMHUM Ha TPXULITY W
kopuctn 6e3 opobpewa wnu 6e3 pewewa o ynucy GuoumaHor npoussoga Y
MpuBpemeHy nucTy unm 6e3 peluera o NpusHaBakwy 0Aobpemsa;

2) Hapeau ga ce noBy4ve GUOLMAHM NMPOU3BOA KOjU CE€ YMHWU AOCTYMHUM Ha
TPXULITY 1 KopncTu 6e3 ogobper-a nnu 6e3 pellewa o ynucy ruoumgHor nponssoga
y MNpuBpemeHy nucTy unu 6e3 pellera o NpusHaBakwy 0400pesa;

3) Hapeau Aa ce nofdHece 3axTeB 3a M3MeHy nofaTaka [OCTaBIbeHUX Y
NOCTYNKy [OHOLIEH-a akaTta Ha OCHOBY KOjUX ce OuouMZHM NPOM3BOL  YMHU
[AOCTYMHUM Ha TPXULITY U KOPUCTU;

4) 3abpaHn pa ce GuouMAHM NPOM3BOA YMHW LOCTYNMHUM HA TPXULLTY W
KOpUCTK 0O AOHOLWEHa oaSlyKe 13 unaHa 32. ctaB 4. OBOI 3aKOHa;

5) 3abpaHn pa ce OumoumgHM NPOM3BOA KOjU HE MOXE [Oa Ce YMHU
OOCTYNHUM Ha TPXMLITY paan kopuwhewa 3a onwTy ynoTpeby YMHM OOCTYMHUM Ha
TPXULTY CYNnPOTHO ofpenbama OBOr 3aKOHa;

6) Hapeau ga ce nocTtyna y cknagy ca pokOM 3a YukseHe OOCTYMHUM Ha
TPXUWTY 6roumaHor npoussoga UM PokoM 3a Kopuwhewe noctojehux 3anuxa
yTBphHeHn aktuma n3 yn. 31. n 33. 0BOr 3aKOHa;

7) Hapeau ga ce nosyve GMOLMAHM NPOM3BOA KOjU CE€ YMHU OOCTYMHUM Ha
TPXULWTY MNKU Ymje noctojehe 3anuxe ce KOpUCTe CYNpOTHO POKOBUMA YTBPhEHUM
aktnma u3 yn. 31. n 33. oBor 3aKkoHa;

8) Hapeau QHa ce nocTyna y ckrmagy ca Hanorom MwuHuctapctBa O
nosrayexy GUoLnaHOr NPOM3BOAA;

9) Hapeau ga ce noey4e BMOLMAHN NPOM3BO/ KOjUM CE MOXE KOHTponucaTu
HenpeasuheHa nojaBa LUTETHWX OpraHMsama Ao npubaBrbakba nNpUBPEMEHE
[03BONeE;

10) Hapegon pa ce 6GuoumgHM NPoOU3BOA 3a KOjU je OOoHeTa npuBpeMeHa
A03BOS1a KOPUCTK Nog, NponMcaHuM yCnoBmuma;

11) 3abpaHu ga ce GuouMaHM NPOU3BOA YMHM OOCTYMHUM Ha TPXULLTY pagu
Kopuwhera y eKCnepumMeHTy UM UCMMTUBaKY 3a CBPXE HaydHOr UCTpaxusaka u
pa3Boja WM NPOU3BOA W NPOLEC-OPUjEHTUCAHOr UCTpaXxuBawa W passoja [o
npnbasrbara NOTBPAE;

12) Hapeou da nuvua Koja BpLUe eKCNepUMEHT UK MUChuTMBawa AOoCTaBe
n3BewwTaj n3 ynaHa 37. ctaB 8. OBOr 3aKOHa;

13) 3abpaHu ga ce BpLIM EKCNEPUMEHT WM UCNUTUBaAKE ca GuouMaHUM
npov3BoAOM y Kome Moxe Aohu 0o vcnywTawa GuoumaHor Nnpom3Boaa y XMUBOTHY
cpeauHy ao npubaerbara [O3BOSE 3a Taj EKCNIEPUMEHT MU UCMUTUBAHE;
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14) Hapeou ga ce Hocunal, [03BOSie 3a eKCNepMMEHT WNU UCTIUTMBaHE
npuapxasa ycrnoea u3 403BOSE;

15) Hapeau ga ce GuouuaHu Npovs3BoA knacudukyje, obenexu, ynakyje un
ormacu y ckragy ca OBMM 3aKOHOM;

16) Hapegu ga GuoumaHm npousBod MMa 6e30edHOCHM NUCT Yy cKnagy ca
OBUM 3aKOHOM;

17) 3abpaHu ga ce GuoOUMAOHM NPOM3BOL YMHWU OOCTYMHUM Ha TPXULWITY W
KOPUCTW ako Huje KracudurkoBaH, obenexeH, ynakoBaH M ornawasaH y ckragy ca
OBWM 3aKOHOM,;

18) Hapegu unu opraHusyje ga ce noeyye GuoumaHW NPoOU3BOL KOjU Huje
KnacudunKoBaH, ynakoBaH, obenexeH 1 orrnalwuasaH y cknagy ca OBUM 3aKOHOM,;

19) 3abpaHu Oa ce GUOUMOHM NPOM3BOA YMHWM OOCTYMHUM Ha TPXKULLTY M
KOPUCTU ako Hema 6e36eAHOCHM NIUCT Y CKrnagy ca OBUM 3aKOHOM;

20) Hapean unu opraHu3yje ga ce noByye OMoOUMAHM NMPOU3BOA KOjU HeMa
©e30eHOCHM NUCT y CKNagy ca OBMM 3aKOHOM;

21) Hapean pa ce GuouMOHW MNPOM3BOA KOPUCTM Yy CKnagy ca ycrnoBuma
yTBpHEHNM Yy aKTy Ha OCHOBY KOr ce OuoumaHu Npov3BO4 YWHWM OOCTYMHUM Ha
TPXULUTY U KOPUCTU 1 3axTeBMMa 3a obenexaBare 1 NakoBake YTBpHEeHUM y YnaHy
39. oBoOr 3aKoHa;

22) Hapeau ga ce TpeTupaHu NPOU3BOA CTaBiba Ha TpXULWTEe U obenexasa y
CKrnagy ca OBUM 3aKOHOM;

23) Hapedu Oa nuue Koje CTaBrba Ha TPXULITE TpeTMpaHu NpoM3BOA Ha
3axTeB NoTpollaya y nponvMcaHoM poky 6ecnnatHo gocTaBu nogaTke o GUOLMOHOM
TpeTMaHy TpeTupaHor Npov3Boaa;

24) Hapean pga ce BoAe MNponucaHe eBuaeHuuje, OOCTaBibajy OAHOCHO
4yBajy nponucaHu nogaum o GnouMaHOM NPon3BoaY;

25) Hapeawu ga ce ucnpaee HeTadHu nogauu y nponucaHoj eBuaeHuUnu;
26) Hapeawu n3BpLUEHE ApYrnx nponucaHux obasesa y ogpefheHom poky.
Ynan 57.

MpoTuB peluera MHCMEKTOpa 3a 3aLUTUTY XMBOTHE cpeauHe AonyliTeHa je
xanda MUHUCTPY.

MpOTUB pellera caHMTapHOr WHCMEeKTopa Aoyl TeHa je xanba MUHUCTPY
HaaIeXXHOM 3a NoCnoBe 34paBrba.

MpoTUB peLleHa BETEPMHAPCKOr MHCNEKTOpa AoNyLUTEeHa je xanta MUHUCTPY
HaaneXHOM 3a NoCroBe BETEPUHE.

»Kanba mn3 ct. 1-3. oBOr unaHa nNogHocu ce y poky oA 15 gaHa oa gaHa
npujema peLuema.

YKan6a Ha pellere MHCNEeKTopa He oaraxe HeroBo U3BPLLEHE.

Pewere no xanbu n3 cr. 1-3. 0OBOr YnaHa je KOHa4HO M MPOTUB Hera ce
MO>XE MOKPEHYTU yNpaBHU CNop.

YnaH 58.

CBako npaBHO nuvue, Npeay3eTHUK U (U3NYKO NnLE OYXHO je Aa MHCNEKTopy
omoryhu BpLuewe WHCNEeKUUjCKor Haasopa, Aa My 6e3 oanarawa CTaBu Ha yBug u
pacrnonararwe noTpebHy JOKYMeHTauujy 1 apyre fokase v u3jacHu ce 0 YheHuuama
Koje cy of 3Haudaja 3a BpLUEeH-e Haa30pa.
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YnaH 59.

AKO MHCMEKTOop y Bpllewy Hag3opa Hahe aa cy noBpeheHn apyrn 3akoHU 1
nponucK Ymnja noBpeda MoOXe MMaTu yTuuaja Ha 34paBribe Sbyau, XMBOTUHA WK
XMBOTHY CpeauHy OAHOCHO 6e3benHOCT Ha pagy, AyXKaH je ga o ToMe ofMax
obaBecTn HagnexHu opraH, 3ajegHo ca UM M3BPWWM Hag3op W npegy3me
oarosapajyhe mepe.

XIV. KASHEHE OAPEQBE
1. MpuBpegHu npectynun
YnaH 60.

HoBuyaHom kasHom og 1.500.000 go 3.000.000 guHapa kasHuhe ce 3a
npuBpeaHn NPecTyn NpaBHO N1LE aKo:

1) npe u4nwera [JOCTYNHUM Ha TPXUWTY U Kopuwhewa OGuoungHor
npoussoga He npubaBm opobpere unu pewewe o ynucy y Jincty BuoumgHux
npounsBoda U pellere 0 NpMsHaBawy ogobpera (YnaH 9);

2) 6GuoumaHn NPou3BOL YYMHW AOCTYMHMM Ha TPXWULWITY pagu kopuwhena
3a onwTy ynotpeby cynpoTHO oapeabdama oBor 3akoHa (4naH 17. ctas 2);

3) He nogHece 3axTeB 3a M3MeHy nojartaka [OCTaBIfbeHWX Y MOCTYMNKy
AOHOLLeHa akaTa Ha OCHOBY KOjUX ce GuoumaHuM NpousBof YMHW OOCTYMHUM Ha
TPXULITY N KOPUCTU (4naH 32. ctas 1);

4) nocTyna CynpoTHO peLlehy O NPECTaHKy BaXkeHa UM O U3MEHU akTa Ha
OCHOBY KOT ce GMOLMAHN NPOU3BOA YMHM AOCTYMHUM Ha TPXULLTY U KopucTu (4n. 31.
n 33.);

5) He noByye OuoumgHu nNpousBon Yy Cknagy ca Hanorom MwuHucTapcTBa
(ynaH 34. cTaB 3);

6) YMHM OOCTYNHWUM Ha TPXULITY U KOPMUCTU BUOLMAHM NPOU3BOL KOjUM Cce
MOXe KOHTpomnucaTn HenpeasuheHa nojaBa LUTETHUX OpraHn3ama npe npubasrbama
npvepemeHe ossore (4naH 35. ctas 1);

7) Ha 3axTeB MuHucTapcTBa He AOCTaBM y3opak buoumaHor npov3soga 3a
KOju je NOAHET 3axTeB 3a NpMBpeMeHy 003Bosy (YnaH 35. ctas 5);

8) OuouuaHM NPom3BOA 3a KOju je oHEeTa NpMBpEeMEHa A03BONa He KOpUCTH
noa nponucaHnm ycnosmma (4naH 36. ctas 4);

9) YMHKU OOCTYMHUM Ha TPXMLWTY BGuouunagHu Npomseon pagun kopuwhewa y
E€KCMEePMMEHTY UNU UCMUTUBAKY 3@ CBPXE Hay4yHOr UCTpaxmBaka W pasBoja unu
Npou3Bo4 1 NpoLLeC-OpUjeHTUCaHOT UCTpaXueara 1 passoja 6e3 notepae (unaH 37.
ct. 1.n2);

10) BpLIM eKCNepUMEHT WM UCnNUTUBaKeEe ca BuounaHUM MPOU3BOAOM Y
koMme Moxe gohu A0 ucnywTawa GuoumaHor NpoussBoda y XUBOTHY cpeauHy 6es
A03BOJIE 3a Taj eKCnepuMeHT unun ncnutmeare (4nax 38. ctas 1);

11) ce He npuapxasa ycroea u3 gossose (4naH 38. ctas 6);

12) 6uoumaHn npomsBo4 He knacudukyje, obenexu, ynakyje u ornacu y
cknagy ca oBum 3akoHoM (unaH 39. ctas 1);

13) 3a 6uoumngHu NpousBoa He u3pagm 0e30e4HOCHU JIUCT U HE YMHKU ra
OOCTYMHMM Y CKnagy ca OBMM 3aKoHOM (4naH 39. cTaB 2);

14) ce GroumaHV NPomU3BO HE KOPUCTY Y CKIady ca ycrnosuma yTBphHeHnm y
aKTy Ha OCHOBY KOT ce BMoLMaHN NPOU3BOA YMHWU JOCTYMHUM Ha TPXULUTY U KOPUCTU
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N y ckrnagy ca 3axTeBuMma 3a obenexaBare M NakoBakwe yTBpheHum y unany 39.
OBOr 3aKoHa (4naH 41. ctas 1).

3a npuBpegHu npectyn u3 crtaeBa 1. oBOr 4naHa moxe ce m3pehun HoB4yaHa
KasHa y cpasMepu ca BUCUMHOM YyuYMH€HE LTeTe, HeumsBpweHe obasese unu
BpegHocTn pobe wnu gpyre cTBapu Koja je npeaMmeT npuBpedHor npecTtyna, a
HajBMLIEe 0O OBafeCeTOCTPYKOr M3HOCA yYnHeHe LwTeTe, Hem3dBpleHe obaBese unm
BpegHocTu pobe unu gpyre cTBapu Koja je npeaMeT NpyMBpPeLHOr NpecTyna.

3a npuBpeaHn npecTtyn M3 cTtaBa 1. OBOr YnaHa kasHuhe ce U oaroBOPHO
nuue y npaBHOM nnuy HoBYaHOM KasHom of 100.000 go 200.000 guHapa.

3a npuBpedHU NpecTyn 13 ctaBa 1. OBOr YnaHa NpaBHOM NULY MOXe ce y3
nspeyeHy kasHy uspehu sawTuTHa Mepa 3abpaHe npaBHOM nuuy Oa ce 6asu
oapeheHom npuBpegHOM genaTtHowhy 0o AeceT roavHa.

3a npvBpeaHun NpecTyn 13 cTaea 1. 0BOr YnaHa oAroBOPHOM NULLY Y NPaBHOM
nuuy ce y3 M3peyeHy KasHy Moxe u3pehu sawTutHa Mepa 3abpaHe OAroBOPHOM
nuuy aa Bpm ogpeheHe oy>KHOCTM A0 OeceT roamHa.

2. MNpekpwaju
YnaH 61.

Hos4yaHom kasHom og 500.000 go 1.000.000 gmuHapa kasHuhe ce 3a NpekpLLaj
nNpaBHO NnLE ako:

1) Ha 3axTeB MuHucTapcTBa He AoCTaBu M3BewTaj u3 ynaHa 37. ctaB 7.
OBOT 3aKoHa (4naH 37. ctas 8);

2) TpeTupaHu NPOM3BOA He CTaBfba Ha TPXMULITE U obenexasa y cknagy ca
OBWM 3aKOHOM (4naH 42. ct. 1-3);

3) Ha 3axTeB noTpowada y nponucaHoM poky GecnnaTtHO He [OoCTaBu
nogaTtke o GuouMaHOM TpeTMaHy TpeTMpaHor nponseoda (4naH 42. crtas 5);

4) nogaTke O GMOUMOHOM MPOM3BOAY KOjU CYy O3HAYEHW Kao MOBEPIbLUBU
YYUHWN JOCTYNHUM jaBHOCTU (YnaH 44. ctas 2);

5) He Bogu NponucaHe eBuaeHUMje N nogaTke U3 eBUMAEHUMjE He YyBa Y
NPOMNMcaHoOM POKY Unn nx He JocTaemn Ha 3axTeB MuHuctapctaa (4naH 50. cT. 1. un 2.
nynaH 51. ctas 1);

6) He MOCTynNW MO peLlewy MHCNEKTopa, OAHOCHO He oMoryhu MHCneKkTopy
BpLeHe Haa3opa (4n. 56. n 58).

3a npekpwaje n3 ctaBa 1. oBOr ynaHa mMoxe ce mspehm HoBYyaHa KasHa y
cpasmMepu ca BMCMHOM MpUYMHbEHe LTeTe MnuM Heu3BplleHe obaBese, BpeaHOCTU
pobe wnu pgpyre cTBapuM Koja je npegMeT nNpekpwaja, a Hajpuwe [o
ABafeceTOCTPYKOr N3HOCA TUX BPEOHOCTM.

3a npekpluaj U3 ctaBa 1. OBOr YnaHa NpaBHOM NULLY MOXeEe Ce Y3 M3peyeHy
KasHy uspehu u 3alwTMTHa mepa 3abpaHe Bpluera odpefeHe aenaTHOCTV 40 Tpu
roguHe.

3a npekpwaj u3 crasa 1. oBor uynaHa kasHuhe ce M OQroBOPHO nvue y
npaBHOM MLy HoBYaHOM Ka3HoM of 25.000 go 50.000 guHapa.

3a npekpwaj n3 ctasa 1. OBOr 4naHa OArOBOPHOM fMUY y NPaBHOM nuUy
MOXe ce y3 u3peudeHy KasHy m3pehu n 3awTutHa mepa 3abpaHe OAroBOPHOM NuLy
4a BpLum ogpeheHe nocnose y Tpajamy 0 jeAHe roguHe.

3a npekplwaj 13 ctasa 1. oBOr unaHa kasHuhe ce u npeay3eTHUK HOBYAHOM
kasHom og 50.000 go 250.000 guHapa.
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3a npekpLuaj 3 ctasa 1. oBor 4naHa kasHuhe ce u pmsnyko nuue HOBYaHOM
kasHoM og 10.000 go 50.000 guHapa.

3a npekpwaj u3 ctasa 1. oBor 4naHa npegyseTHUKY MoXe ce Y3 U3peyeHy
KasHy wu3pehu u 3awTutHa Mepa 3abpaHe Bpliewa ofpeheHnx penatHocTU vy
Tpajaky 4O TPy roguHe.

YnaH 62.

HoeuaHom kasHom og 10.000 gmo 50.000 gmHapa kasHuhe ce 3a npekpLuaj
04roBOpPHO Nnuue y MuHucTapcTBy ako:

1) nopaTtke o GmMouUMAHOM MPOM3BOAY KOjU Cy O3HAYEHW KAao MOBEPSbUBM
YYUHWN OOCTYMNHUM jaBHOCTU OCUM Yy CrlyqajeBUMa NponmMcaHMM OBMM 3aKOHOM (4naH
44. cT. 2. n 3);

2) nopaTke O GUOLMOHOM MPOU3BOAY HE YYMHW AOCTYMHE jaBHOCTM (YnaH
49),

3) KopuCTM nopgaTtke Koju ce OOCTaBrbajy Y MOCTYMNKY AOHOLEHa akaTa Ha
OCHOBY KOjuX ce 6vounaHW NPOou3BOAM YMHWU OOCTYMHUM Ha TPXWLITY U KOPUCTE Y
APYrom nocTynKy JOHOLLEHa OBUX akaTta OCUM ako je NpoTeKao nepuog 3awtuTte Tx
nopgaraka (4naH 48. ctas 1).

3a npekpwaj n3 crtaea 1. oBOr 4YnaHa OAroBOpPHOM nuuy y MuHucTapcTBy
MOXe Ce y3 U3peyeHy KasHy nspehu 3awtutHa mepa 3abpaHe OAroBOpHOM nuvuy Aa
BpLIKN ogpeneHe nocnose y Tpajamwy of jeAHe roguHe.

YnaH 63.

Hos4yaHom kasHoM og 50.000 go 500.000 guHapa kasHuMhe ce 3a MpeKpLUaj
npenyseTHUK ako:

1) npe unwera Q[OCTYMHUM Ha TPXUWTY M Kopuwhewa OGuoumnaHor
npoussoda He npubaBu ogobpere unu pelewe o ynucy y Jincty omoumgHux
npovsBoAa Unn peLlere o NpusHaBamwy ogobpera (YnaH 9);

2) 6GuoumaHn NPou3BOA YYMHWU AOCTYMHMM Ha TPXWULWITY pagu kopuwhena
3a onwTy ynoTpeby cynpoTHO oagpeabama oBor 3akoHa (4naH 17. ctas 2);

3) He nogHece 3axTeB 3a WM3MeEHy nogataka AOCTaBIbeHWX Yy MOCTYMKY
AOHOLWEHa akaTa Ha OCHOBY KOjuX ce GuoumaHuM Mpou3BOA YMHM OOCTYMHUM Ha
TPXULTY M KOPUCTU (4naH 32. ctas 1);

4) nocTyna CynpoTHO peLleHy O NPeCTaHKy BaXeka UM O U3MEHU akTa Ha
OCHOBY KOT ce BuoLMaHN NPOU3BO4, YNHN AOCTYNHUM Ha TPXMULUTY U KOPUCTK (4. 31.
n 33.);

5) He noByye GuouMaHW Npou3BOA Yy CKNagy ca Hanorom MwuHuctapcTBa
(4naH 34. cTaB 3);

6) YMHM OOCTYNHWM Ha TPXULITY U KOPUCTU BUOLMAHM NPOU3BOL KOjUM Ce
MOXe KOHTponucaTtu HenpeasufeHa nojasa WTETHUX OpraHnsama npe npunbasrbama
npuBpeMeHe gossorne (4naH 35. ctas 1);

7) Ha 3axTteB MuHucTapcTBa He AOCTaBu y3opak buouuaHor nponsBoaa 3a
KOju je NoAHeT 3axTeB 3a NpuBpeMeHy Ao3Bony (YnaH 35. ctas 5);

8) GuounaHn Npon3BOA 3a Koju je AoHEeTa NpMBpeMEHa 403B0OSIa HE KOPUCTU
nog, nponucaHum ycrnosmma (4unaH 36. ctas 4);

9) YMHM OOCTYMHMM Ha TPXMWTY BMoumaHM Npoussog paau Kopuwhewa y
eKCNepuMeHTY WM UCMUTUBAKY 3a CBPXE Hay4yHOr UCTpaxuBaka W passoja Wnu
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Npoun3Bo4 1 NPOLEC-OPUjEHTUCAHOT NCTPaXMBaka MU pa3Boja 6e3 notepae (4naH 37.
ct. 1.n 2);

10) BpLWM €KCNEPUMEHT WM UCNUTUBaHE ca OMOUMOHUM MPOM3BOAOM Y
kome Moxe gohu go mcnywTawa GuoumaHor nNpousBoda y XUBOTHY cpeauHy 6es
[03BOSE 3a Taj EKCNEPUMEHT NN ncnuTueare (4naH 38. ctas 1);

11) ce He npuapxasa ycriosa u3 gossorsie (4naH 38. ctas 6);

12) GuoumaHn npoumsBog He knacudumkyje, obenexu, ynakyje u ornacu vy
cknagy ca oBMM 3akoHoMm (4naH 39. ctas 1);

13) 3a GuoumaHn npomsBog He u3pagn 6e36egHOCHU NMUCT M He YMHM Ta
OOCTYMHUM Y CKnagy ca OBMM 3akKoHOM (4naH 39. cTaB 2);

14) ce 6GuoungHM NPoOM3BOA HE KOPUCTU Yy CKnady ca ycrioBuma yTepheHum y
aKTy Ha OCHOBY KOr ce GuoumaHn NPoM3BOA YMHM AOCTYMHUM Ha TPXKULLTY U KOPUCTH
Ny cknagy ca 3axTeBuMMa 3a obenexaBawe M nakoBawe yTBpheHum y udnaHy 39.
OBOT 3aKoHa (4naH 41. ctas 1).

3a npekpliaj n3 ctaBa 1. oBOr unaHa npeay3eTHUKY ce MOXe y3 KasHy n3pehu
N 3aWTUTHa Mepa 3abpaHe BpLueHa oapefheHe AenaTHOCTM A0 TPU roanHe.

YnaH 64.

HosyaHom ka3Hom og 10.000 go 50.000 gmHapa kasHuhe ce 3a MpekpLuaj
dum3nyKo nNuue ako He YyBa NoBepsbMBeE NogaTke No nNpecTaHky obaBrbara Nocrnosa
(unaH 47).

3a npekpwaje n3 ctaBa 1. oBor 4ynaHa moxe ce mspehm HoBYaHa KasHa y
cpasmMepu ca BMCMHOM MpUYUHbEHe LTeTe MnuM Heu3BplleHe obaBese, BpeaHOCTU
pobe wnu pgpyre cTBapuM Koja je npegMeT nNpekplaja, a Hajpuwe [o
ABafeceTOCTPYKOr U3HOCA TUX BPEOHOCTH.

XV. NPENA3HE U 3ABPLUHE OOPEONBE
YnaH 65.

MocTynun koju cy 3anoyeTu OO0 AaHa CTynaka Ha cHary OBOr 3aKoHa
okoH4yahe ce no ogpenbama nponuca Koju cy 6Unu Ha cHasu OO0 AaHa CTynawa Ha
CHary oBOr 3aKoHa.

YnaH 66.

BvoumaHn npousBog 3a Koju je OOHEeTO pewewe O ynucy 6uoumaHor
npounssoda y lNpuBpemeHy nUCTy y cknagy ca nponucmuma koju cy 6mnmn Ha cHasm oo
CTynawa Ha CcHary OBOl 3aKOHA MOXE Ce YMHUTU LOCTYNHUM Ha TPXUWTY U
KOPMCTUTU OO0 OOHOLWeHa jegHor o akaTta m3 YnaHa 9. ctaB 1. Tay. 1) u 3) osor
3aKoHa.

3a 6rounaHM NPom3BoA, KOju Ce YNHWM AOCTYMHUM Ha TPXULLTY UM KOPUCTH, a
3a KOjM HuWje MpemMa nponucuma Koju cy Gunu Ha cHasu OO0 CTynakwa Ha cHary OBOr
3akoHa 6una nponucaHa obaBe3a gobujarba akata Ha OCHOBY KOjux ce GuouungHu
NPOU3BO4 YMHW AOCTYNHWM Ha TPXULITY WM KOPUCTM, NpousBohad, YBO3HMK,
anctpmbyTep 0QHOCHO KOPUCHMK AYXKaH je Aa y poky of 60 gaHa oa gaHa crynamwa
Ha cHary nponuca u3 unaxa 10. ctaB 10. oBor 3akoHa u 4ynaHa 23. cTaB 2. oBOr
3aKoHa nogHece 3axTeB 3a JOHOLLEH€e jeJHOr O akaTa U3 YnaHa 9. oBOr 3akoHa.

Jlnue Koje cTaBrba Ha TpXKULITE TPETMPAHM NPOU3BOA, 3a KOju je nponssofhay
HaBeo Aa nma buounaHO CBOJCTBO MMM ako je TO NPOMUCaHO 3a aKTUBHY CyMNCTaHLy Yy
INuctu |, ayxHo je pa y poky oa 180 naHa o gaHa cTynawa Ha cHary OBOr 3aKoHa Ha
eTUKETN TpeTupaHor Npou3BoAda HaBede MopaTke nponucaHe y unaHy 42. ctas 2.
OBOr 3aKOHa.
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YnaH 67.

MoasakoHCKM NponucK 3a M3BpLUaBake OBOr 3akoHa AoHehe ce Y POKYy oA
wecT meceun og AaHa CTtynaka Ha CHary OoBOrI 3akOHa.

[lo poHowena nog3akoHCKMX Mponuca Ha ocHOBY osnawhewa m3 oBor
3aKoHa npvMermBahe ce nponucu Ha OCHoBYy 3akoHa O BuoumaHMM Npou3Boanma
(,Cnyx6eHun rmacHuk PC”, 6p. 36/09, 88/10, 92/11 n 25/15), ako HUCY y CynpOTHOCTM
ca ogpenbama OBOr 3aKOHa.

[lo goHowera 3akoHa Kojum he ce nponmcaTu Takce M3 ynaHa 15. ctae 5,
ynaHa 24. ctaB 5, unaHa 28. ctaB 5, ynaHa 34. ctaB 6, unaHa 36. ctaB 6. 1 ynaxHa
38. ctaB 7. oBor 3akoHa npumewuBahe ce Takce nponucaHe Ypeabom O BUCUHU
Takcu, obBesHMuMma nnahama, Kao U HaumMHy nnahawa Takcu 3a NPoLEHY 1 NPoBepy
nogaraka o 6uoumaHmum npounssoamma (,Cnyx6exun rmnacHuk PC”, 6poj 90/15).

YnaH 68.

[aHoM cTynawa Ha cHary OBOI 3akoHa MpecTaje ga Baxu 3akoH O
ovoungHum npowussoguma (,Cnyx6eHn rmacHuk PC”, 6p. 36/09, 88/10, 92/11 un
25/15).

YnaH 69.

OBaj 3aKkoH cTyma Ha cHary OCMOr fdaHa of JdaHa objaBrbMBama Yy
,Cnyx6eHom rnacHuky Penybnuke Cpbuje”.
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OBPA3JNNTOXEHWE

. YCTABHU OCHOB 3A JOHOLWLEHE 3AKOHA

YcTaBHU OCHOB 3a JOHOLLEH-€ OBOI 3aKOHa CafpXaH je y oapeabu ynaHa 97.
Tayka 9. YcrtaBa Penybnuke Cpbuje, npema kojoj Penybnuka Cpbuja ypehyje u
o6e3behyje cuctem 3awTute n yHanpehewa XUBOTHE CpeaunHe.

Mopen Tora, ycTaBHU OCHOB ypeleH je ogpendbom unaHa 99. ctae 1. Tauka 7.
YcTaBa, carnacHo Kome HapogHa ckynwTvHa OHOCK 3aKOHe W Apyre onwTe akTe 13
HagnexHocTn Penybnuke Cpbuije.

Il. PA3JTO3U 3A AOHOWEHE 3AKOHA

3akoH o GuouugHMM npomsBoaMMa koju je goHeT y majy 2009. rognHe Ha
NMOTMAYHO HOB Ha4uH ypeauo je cTaBrbake Yy npomeT u kopuwhewe GuoungHux
npoussoga Ha teputopuju Penybnuke Cpbuje. Y 0BOM 3akoHy TpaHCMOHOBaHa je
BehuHa ycrnoea n3 EY Oupektnee 98/8/E3 EBponckor napnameHTa n Caseta og 16.
debpyapa 1998. roanHe o cTaBrbarwy GUOLMAHMX NPON3BOAA HA TPXKULLITE.

Y mMmefyBpeMeHy oOBa OMpPEKTMBA je CTaBibeHa BaH cHare u y EY ce og 1.
centembpa 2013. roguHe npumekyje Ypegba (EY) 528/2012 Esponckor
napnameHTta n Caseta of 22. maja 2012. roguHe 0 Ynkbery AOCTYMNHUM Ha TPXULITY
n kopuwhewy 6GuoumaHux npoussopa (y AarbeM TekcTy: Ypeaba o GuoungHum
npounssoauma). [JoHowene oBe ypeabe ykasyje Ha HEeONnxXOAHOCT XapMOHM3auuje
npaBuna 3a Ynkbere AOCTYMHUM Ha TPXUWTY 1 kopuwherwe GuounaHux nponssoaa
Ha HuoBy EY, Hapounto pagu ocurypawa jeQUHCTBEHMX YCnoBa MnocrioBawa Yy
OKBUPY jeanHcTBeHor EY Tpxuwra.

Y okBupy nperoBopa O npuctynawa EY, Ha bBunatepanHom cactaHky
aHanuTWuKor npernega 3akoHoaascTBa, Penybnuka Cpbuja je nssectuna Esponcky
KomMucujy O cTaTycy YycknaheHocTu nponuca kojuma ce ypehyjy OuoumnaHm
Nnpov3BOAN, Kao 1 O HaMepu fa Yy HapeaHOM nepuoay ocurypa garoe ycknahusane
ca 3axTeBuma Ypenbe o dmoungHum npomssogmma.

Y CkpvHuHr wusBewTajy 3a [lornaerbe 27, [Heo lll. lMpoueHa cTteneHa
ycknafeHocTM K KanauuTeTa 3a wuMmnremeHtauujy, EBponcka komucuja je
eKCnnMuUMTHO HaBena fa je HeonxogHo ga Penybnuka Cpbuja HactaBu npouec
ycknafhueakwa nponuca kojuma ce ypehyjy GuoumgHu npoussogu ca Ypenbom o
GuoungHumM npomnssoguma.

Ypepba o GuoumaHum NpomsBOAMMA perynuile yHyTpawmwe TpxuwTe EY,
Tako fa noTnyHa XapmoHuM3auuja y 3eMibW Koja MMa cTaTyc kaHaugata 3a
npuctynawe EY Huje moryha. M3 Tor pasnora, y oKBUpy TBUHWHI npojekta ,J[arbu
pa3Boj ynpasrbaka Xemukanuvjama u 6buoungHum npowussogmma y Penybnvum
Cpbuju” usBplieHa je AeTarbHa aHanu3a, UAEeHTUMUKOBAHM Cy 3axTeBU Koje je
moryhe npeys3eTM y Halwe 3akoHO4aBCTBO W u3pafheHe ce npenopyke 3a
ycknafuBawe MpaBHOr OKBMpa 3a ynpaeibake OuouMgHum npomsBoaMma  ca
3axteBuma Ypenbe o OGuoumgHum npousBogmma. Tako je HoBuMM 3aKkOHOM O
ovoungHuM npomsBoAMMa OcurypaHa MakcumanHo Moryha ycarnaweHocT ca
Ypeabom o GuoungHum npomssogmma, OOK ce UCTOBPEMEHO yknamajy HenoTpebHe
npenpeke y TproBnHy1 GMounaHUM Npon3BoanuMa u TpeTMpaHnm nNpovMssoanma.

MNprvmMeHa HOBOr 3akoHa Yy nepuogy A0 MyHOMpPaBHOM unaHcTBa ocurypahe
afleKBaTHy NpunpemMy HafnexHor opraHa 3a ynpaerbake 61MounaHuM npovssoamma
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3a cnposohewe Ypeabe o GuouMaHMM NPOM3BOOUMA HAKOH MPUCTyNaka, Kao u
WMHOYCTpUje 3a NpMMeEHy 3axTeBa M HacTaBak NocrnoBaka y cKkrnagy ca npasunvma
jeauHcTBeHor EY TpxuwrTa.

OcCHOBHM UMIb [JOHOWEHa W OBOr 3akoHa je YyHanpehewe cuctema
CTaBibawa Ha TpxXuwTe u kopuwhewa OuoUMAHMX Mpou3Boda W TpeTUpaHUx
npounssoda Ha Teputopujn Penybnuke Cpbuje. Homme ce n garbe ocurypaBa BMCOK
HMBO 3alTuWTe 34paBrba fbyau, 30paBrba XUBOTUHA W XMBOTHE cpeauHe, Kao u
noborblwarwe TproBuHe OuouuaHMM npousBoguma ca 3emrbama EY u gpyrum
3emrbama, ocurypasajyhm KOHKYpeHTHOCT npuBpede, a noactudyhu passoj
6e3begHnjux antepHatmea. Takohe, yHanpehyje ce cuctem kojum ce obesbehyje aa
Ce Ha TpXuwTe cTaBrbajy 6vounaHy NpousBoAM KOjU Cy OOBOSbLHO edumkacHW Aa
YHULUTE HENoXerbHe opraHM3Me W TakBW Aa Hemajy LTeTHe edeKkTe Ha 34paBrbe
IbyOWN VMW XUBOTWUHA, UIM HEMpuxBaTIbMBe edekTe Ha XMBOTHY cpeduHy. To ce
MOCTMXE MNPOLIEHOM akTMBHE CyncTaHue W npoueHoM bBuoumaHor npoussoga npe
CTaBrbaka Ha TpXuWTe, Kao 1 oaroeapajyhoM knacudukaumjom n obenexaBarem
GvoungHor npoussBoda, HapO4YUTO yno3opewuma O  OMacHOCTW, Mepama
NpeAoCTPOXHOCTH, 3abpaHama unm orpaHnyerrma 1 ynyTcteom 3a ynotpeby.

BvounaHn npou3BoAM Cy HEOMXOAHWM 3a KOHTPONy oOpraHu3ama Koju cy
HenoXerbHW UM umajy WwreTaH edekart Ha rbyae, HUXOBE aKTUBHOCTU, NMPON3BOAe
KOje KOpuCTe UNn NpousBoAe, Ha XUBOTUHE UMW XXMBOTHY cpeauHy. HbmxoB 3Ha4aj
CBaKOAHEBHO pacTe 300r HWXOBE LUMPOKE MPUMEHE Y CBaKOOHEBHOM >XUBOTY.
Kopucte ce, namehy ocrtarnor, 3a ge3vH@ekuunjy noBpLUMHa, onpemMe, HamelTaja,
BOAe W Ba3gyxa y AoMahuHcTBUMa, y ob6jekTuma jaBHOr 3apaBiba Uy OPYrM jaBHUM
objekTma, y MHOyCcTpujckum objekTma, y npexpambeHoj MHOyCcTpuju, Ha dhapmama.
Ocum Tora, KOpUCTe ce 1 3a ogpKaBahe NMINYHE XUTNjeHe 1 3a Ae3nHeKuujy 3apaBe
KOXe IbyaW, Kao W 3a ojpXaBamwe XUrnjeHe XuBOTUH-a. Takohe, 6uounaHu
npou3Boau ce KopucTe 3a cy3bujakbe uHcekaTa M rrnogapa, 3a 3awTuTy roToBMX
npovsBoda OOK Cy Y opurMHanHoj ambanaxu, 3a 3awTuTy ApBeTa, KoxXe, ryme,
nanupa, TeKkCTMna, 3a 3awWwTuTy BoAe WNW OPYrnx TEYHOCTM Yy pacxnagHuMm u
NpOLLEeCHNM cucTeMmma.

MehyTtum, 360r CBOjUX CBOjCTaBa fa yHuLWTe, oaBpate, ydnHe 6esonacHumMm,
cnpeye genoBakwe WNU Apyradvje KOHTPOnuLy LWTETHE OpraHM3Me 1 ca kuma
noBe3aHnx HadvHa kopuwhena, duoumaHn NPou3BOAM MOry MPeACcTaBibaT PU3MK
3a Ibyae, XMBOTUKE M XUBOTHY cpeauHy. Kao pesynrtat Tora, EY je ycnoctasuna
CcTpora npasuna v npoueaype kako 6u ymarwumna oBe pusmke.

OcHoBHO Hayeno Ypegbe o GuoumaHum npousBoauma jecte ga GuoumngHu
nponssog Mopa 6utn ogobpeH Npe Hero LWTO Ce YYMHU AOCTYMHUM Ha TPXULLTY UMK
Kopuctn. HbeH OCHOBHM UMb je Aa noborbla KOH3UCTEHTHOCT OuoUMaHMX
npousBoaa JocTynHux y EY n ga o6e3beam BMCOK HMBO 3allTuUTe 3apaBrba Sbyau,
3[paBrba XMBOTUHA U XUBOTHE CpeauHe Kpo3 ABOCTENEHW NpoLec OAfy4vMBar-a.
MpBun Kopak obyxBaTa NpoueHy 1 ogobpaBake akTMBHE CyNcTaHLUe 3a Kopuwhere y
6uounaHoM npowusBoay ogpeheHe BpcTe. [pyrn Kopak npeactaBrba MPOUEHY U
onobpaBane buounaHor nponssona 3a npeasuheHn HaumH Kopuwhetra.

lMocTynak npoueHe akTMBHe CyncTaHue Yy CBpXy opobpaBara HeHor
Kopuwhewa y bruoumaHoM npousBody CnpoBoau ce Ha HuBoy EY un ykrbyyyje ce
Apxase unaHuue EY, EBponcky areHuujy 3a xemukanvje u EBponcky komucujy, Koja
oanydyje ga nu he opobputn ynotpeby akTMBHe cyncTtaHue y 6uoumgHom
npoussody. Ypegba o OGuoumgHum Npom3BogMMa YBOAW HOBE KpuUTepujyme 3a
opobpaBare akTUMBHE CyncTaHLe Ha OCHOBY H-EHMX OnacHux cBojcTaBa. OgobpeHe
aKTMBHe cyncTaHue ynucyjy ce y Jlucty opobpeHux akTuBHMX cynctaHuu EVY.
AKTMBHE cyncTaHue Koje cy ,MOBOSbHUjEr npoduna 3a 3gpaBibe Sbyan U XKUBOTHY
cpeavHy” M Koje Mory cagpxaTtu GuouuaHu npoumssBoau Koju ce opobpasajy no
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NnojeaHOCTaB/bEHOM MOCTYNKYy ynucyjy ce y AHekc | Ypegobe o 6GuoungHum
npoussoanma.

Moctynak npoueHe u ogobpaBawa GuoumgHor npousBoga CNpoBOAWN ce
nojeaMHayHo y apkaeama uynaHuuama EY mnu ueHTpanu3oBaHO Ha HuBoy EVY, y
3aBWCHOCTK of Gpoja 3emarba y kojuma he ce OH YMHUTWU SOCTYMHUM Ha TPXKULITY U
YKIbydyje NpoueHy OMacHOCTW Ha OCHOBY MojaTaka O MCiUTUBawMMa (OU3NYKO-
XEMMWjCKNX, TOKCUKOMOLLKUX N €KOTOKCUKOSOLLKMX CBOjCTaBa akKTUBHE CyrNCTaHue W
GuoumngHor npousBoAa, MNPOLEHY W3NOXEHOCTU JbyAMu, XUBOTUMHA M KUBOTHE
cpevHe 3a CBe CLeHapuje W3NOXEHOCTW, MNpoueHy eMUKacHOCTM M Ha Kpajy
npoueHy pusnka 3a cBe npensuheHe HaudnHe kopuwhewa. Pagu unyctpauuje
KOMMMEKCHOCTM NOCTynaka npoueHe GuounaHor NnponsBoAa BaXkHO je HarnacuTtu ga
je 3a npoueHy uernokynHe AOKyMeHTauuje npefsBuieH poK y Tpajakby o4 roguHy
AaHa. YKonuko ce npoueHoM yTBpauM gAa OuounaHu npovsBog npeacTaBrba
NpUXBaTI/bUB PU3UK Ha 34paBrbe Sbyau, 30paBrbe XUBOTUHA U XKUBOTHY CpeaviHy,
HaaneXxHn opraH apxaee YnaHuue EY ogobpaea GumounaHn npomsBog 3a Ynktberse
AOCTYNHUM Ha TPXUWTY Te 3emrbe unaHuue, Aok EBponcka komucuja opgobpasa
HErOBO YMH-EHE OOCTYMNHMUM Ha TPXKULLTY CBUX 3eMasba YnaHuua EY. Ha oBaj HauuH
ocurypaBsa ce ga ce Ha TpxuwTty EY umMHe goctynHum camo 6uoumaHu nponssBoam
Koju cy OOBOJbHO edhmkacHu n ymje je kopuwhene 6e36eaHo.

Ypenby o 6uoumaHum npoussoguma Huje 6uno moryhe y uenoctu npeyseTu
umMmajyhm y Bugy pa ce Home, u3Mmehy octanor, ypehyjy nocTynum Koje
LleHTpanM3oBaHo crnpoBoge EBponcka areHumja 3a xemukanuje, ogHocHo EBporicka
komucuja. Penybnuka Cpbuja uma ctaTyc kaHaugaTa 3a unaHctBo y EY mn Hema
npuctyn OpoOjHUM MHCTPYMEHTMMA KOju gpxaBe unaHuue EY kopucte u koju
onakwaeajy cnpoBoherwe Ypegobe o OuoumgHum npomsBogmMma (HnNp. obaeesa
Aerbera nogartaka M3 ucnutuBawa v ctyamja o GrounmaHnUM akTUBHUM cyncTaHuama
N npomusBoguMa, pellaBake CropoBa y Be3n ca AerbeleM nogataka, npuctyn
Pernctpy 6uoungHmx nponssoaa).

YBohewe Ha HauWoHanHOM  HMBOY NapanefniHor Ccuctema OBOM
LeHTpanu3oBaHoM cuctemy 6uo 6m Beoma ckyn 3a gomahy npvBpeny, a HakoH
npuctynawa Penybnuke Cpbuje EY He 6m 6uo npusHaT og ctpaHe EY, Te 6un
aomahy npou3Bofayn akTUBHMX CyncTaHuu wu GuoumaHux npoussoda Mopanu
NMOHOBO Ja CrpoBedy OBe MOCTYMKe Yy cknagdy ca 3axteBuma Ypeabe o GuoungHum
npovsBoauma, LWTo 61 3a kUX NpeacTaBrbano Aynnv TPoLak.

Tako, Ha npvMep, HOBUM 3aKOHOM HMje Mpey3eT cam MOCTynak MnpoueHe
aKTMBHE CyncTaHue, anu jecTe pesyntart Tor noctynka. Havme, oBMM 3aKkOHOM cCy
npeyseTe akTMBHE CyncTaHue Koje cy npouereHe u ogobpeHe y EY 3a ynoTtpeby y
GuoungHumM npomssBoguma, Ymme ce obesbehyje ga ce Ha TpxuwTy y Penybnuvum
Cpbujn Hahly camo OHM BuouuaHM NPOU3BOON KOjU cagpXe A03BOSbEHE aKTUBHE
cynctaHue. C agpyre cTpaHe, akTMBHe CyncTaHue Koje He MOry ga ce Kopucte y
6uoumgHum npousBoguma y EY, He mory pga ce kopucte Hu y GuoumgHum
npov3BoAuMa KOjU Ce YMHEe AOCTYMNHMM Ha TpxuwTy y Penybnuum Cpbuju. Ha Taj
Ha4YMH, MaKo HOBWM 3aKOHOM Huje npeyseT NOoCTynak npoueHe u ogobpaBana
aKTMBHUX CYMNCTaHLM, NPeYy3eT je HajBaXKHUju pe3ynTaT Tor NoCTynKa.

Mopen Tora, HOBM acnekT koju yBoan Ypeaba o buoumaHum npovssogmma je
3ajegHnyka  obaee3da noctojehux BRacHMKa nogataka W nNoTeHuujanHux
nogHocunaua 3axteBa fa fAene ogpeheHe nogatke M3 TectoBa W cTygunja o
GuouMaHMM aKTMBHMM CyncTaHuama 1 Nnpon3Bogauma Koju Cy OOCTaBIbEHU OpraHnma
3a cBpxy cnpoBohewa Ypende. Cnctem pasmeHe nogartaka, kao U cuctem nnahama
3a TakBy pasMeHy HWUCy Mpey3eTu HOBWM 3akoHOM jep Penybnuum Cpbuju Hucy
OOCTyMNHe cBe MHdopmMauuje U cucTeMum KOMyHuKaumje Koju MocToje y ApKaBama
ynaHuuama EY. NMpuctyn oBOM MHCTPYMEHTY KojuM ce omoryhaBajy 3HaTHe ywTtene
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npuBpegHuUM cybjektuma, He camMo OMHaHCUjCKE HEro M BPEMEHCKE, MMajy camo
apxase ynaHuue EY.

Ocum Tora, ga 6u ce onakwano cnposohewe nocTynaka opgobpaBana
GuoungHux npounssoga y EY, EBponcka areHuuvja 3a xemukanuvje ycnoctasuna je u
BOAW LUeHTpanu3oBaHn Peructap 6uoumaHmux npoussoga. OBaj peructap
npeacTasiba CUCTEM 3a y3ajaMHy pa3MeHy nojaTtaka WU HayyHe JOKyMeHTauuje Kojy
nogHocuoum 3axTeBa AOCTaBIbajy y3 3axTeBe 3a oqobpewe GuounagHnx nponsBoaa,
Kao 1 3a caonwTaBake oAsiyka y Be3n ca TuM 3axteBuma. OBa pasmMeHa nogartaka
BpWK ce M3Melhy HaanexHux opraHa gpxaea uynaHuvua EY, Eepornicke areHuuje 3a
xemukanuje n Esponcke komucuje. NMpuctyn oBOM perucTpy umajy camo apxase
ynaHuue EY. C tum y Be3n, oBe ogpendbe Ypeabe o GuoumaHum npomssogmma
Takofle Hucy morne OuTM npeys3ete HOBUM 3akoHOM. Mehytum, 3akoHoM O
xemukanujama ns 2009. rogmHe ycrnocTaBIbeH je NHTerpanHu pernctap xemuvkanmja
ynju je cactaBHum geo Peructap 6uoumgHux npomssoga. HauwmoHwanHu Peructap
GvoungHux nNpomsBoda BOAM Ce Kao enekTpoHcka Gasa nopjaTtaka o GuoungHum
npousBoauma 3a Koje je AOHET akT Ha OCHOBY KOI Ce YMHe AOCTYMHUM Ha TPXULITY U
kopucte. NMogaum n3 oBor pernctpa o4 M3y3eTHe Cy BaXKHOCTW jep Ce KOpUCTE He
caMo y uurby crnpoBoferwa Haal3opa Hag CTaBibakbeM Ha TPXULWTE OGuounaHux
npoussoda, Beh u y npouecy nperoBopa o npuctynawy EY un pgeduHucamwy
npenasHMx apaHXxmaHa 3a nyHy npumeHy Ypeabe o GuoungHum npoussoanma
HaKOH NpUCTynawa.

Takohe, HOBUM 3aKOHOM Huje Morao GuTu nNpeyseT HM CUCTEM HakHada jep
Huje y cknagy ca gomahuMm CMCTEMOM KOjuMm ce ypehyje HannaTa Takcu u HakHaja.
Hanme, y EY HakHage ce KOpUCTE MCKIbYYMBO Y UWIbY MOKpMBaka TPOLLKOBA
HagnexHor opraHa pagu crnpoBofewa MnocTynaka nponucaHux Ypegbom o
6uounaHMm npoussoguma, m3melly octanor 3a npoueHy akTUBHe CcyncTaHue W
npoueHy buounaHor Npom3Boaa paau HUXoBor ogobpasara. 3a cnpoBofere 0BMX
CMNOXeHMX MOCTynaka HeonxogHa Cy YCKO crneuuduyHa 3Hawa, OOHOCHO BMCOKO
creumnjanMsoBaH Kagjap y pasnuunTUM obnactuma (perynatopHa
(eko)TOoKCUMKOMOrMja, MpoueHa pusnka, xemuja, Guonoruja, nNpaBHe Hayke, COLMO-
eKoHOMcke Hayke u cn.). Op oBux cBeobOyxBaTHUX WUCNUTMBaHkA U
MYATUANCUNNIAMHAPHUX CTPYYHUX MPOLEHa Koje ce He MOry cBpcTaTtu y yobuyajeHu
agMVHUCTPaTUBHM MOCTYMNaK KOPUCT MMajy He camo MOTPOLLAaYu, jep ce CTaBfbaHkeMm
Ha TpXxuwTe BuounagHux nponssoaa koju cy 6e3beaHun 3a ynotpeby WTnTn 3gpasrbe
I'byaun, 3OpaBrbe XUBOTUHA M XMBOTHa cpedwHa, Beh UM cama npuBpeda Kojoj
HakHaja npeAcTaBrba AMPEeKTaH BENukM Tpollak, anu Kpo3 6e3benHujn duoumaHun
npousBo obe3behyje 6orbn NnacMmaH Ha TPXUWTE, a TuMe 1 Behe npuxofge. [akne,
OO HaMeHCKU nNpuKyrnibeHnx HakHaga y EY cBu umajy kopuct. Haw cuctem
oHemoryhyje yBofewe OBakBe BpCTe HakHaga, Beh Cy TO MPEeTexHO Takce Koje
npeacTasrbajy npuxo byleta (a He HaMEeHCKU NPUKyNSbeHa cpeacTsa) U cryxe 3a
nokpuhe TpOLWIKOBa MpyXawa agMuHUCTpaTuBHe ycnyre. 36or oBakBe npupoae
Takce, OHa Ce AOXMBIbaBa Kao HAMET a He Kao UHAMPEKTHA KOPUCT.

PokoBu 3a cnpoBoherwe ogpefheHnx nocrtynaka rnpornvcaHnx oBUM 3aKOHOM
yTBpheHn cy Ha OcHOBY pokoBa u3 Ypeabe o 6uoumaHum npoussoguma. Mpu Tome
cy ce carnegasane objektmBHe MOryhHOCTM, OOHOCHO KanauuTeTn HaanexHor
opraHa 3a ynpaBSbake OuouMgHUM NpPOM3BOAMMA, OLHOCHO MWHMCTapCTBa
HaONEeXHOr 3a 3aWTUTYy XMBOTHE cpeauHe (Y garbem TekcTy: MnHMcTapcTBo), Kao u
kanauntetn gomahe nHgyctpuje. Tako ogpeheHn pokosu yTBpHEHN 3aKOHOM HUCY Y
ckragy ca 3akOHOM KojuMm ce ypeflyje onwTu ynpaBHM nocTynak, wrto he 6utu
AeTarbHuje obpasnoXeHo y HacTaBKy.
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. OBJAWKWEKWE OCHOBHUX TPABHUX MWHCTUTYTA U
NOJEANHAYHUX PELLEHA

3akoH o OuoumgHMMm npovM3BoAMMA je jow jedaH OA 3akoHa Koju je
npunpeMrbeH y MOCTYNKy ycknafueawa [fJomahe nerucnatmee ca nponucuma
EBponcke yHuje koju oBy obnact ypefhyje koxepeHTHO u uenosuto. OBaj 3akoH je
KOHUMNMpaH Tako aa cagpxu 15 nornaema:

1. OcHoBHe oapenbe (4n. 1-4.)

OBsum ogpenbama gedumHucaH je npeamet ypehewa 3akoHa O GuouMaHUM
nponsBoauMa, Kao M OCHOBHO Hayeno Ha Kome ce 3acHMBa OBaj 3akoH. Haume,
Hayeno npedocTPOXHOCTU MpeAacTaB/ba BeOMa BaxaH WMHCTPYMEHT KOjuM ce
o6e3behyje BMCOK HMBO 3alUTUTE 3A4paBIba JbyaW, 34paBriba XUBOTUHA U XKMBOTHE
cpeaviHe jep ce TMMe NMPEBEHTMBHO CripevaBa Aa Ce Ha TPXuWTY Hahe GrnoumaHm
npou3Bo4 Koju uma HenpuxsaTibmBe edekTe, OOHOCHO Koju Huje 6e3bepaH 3a
kopuwhewe. Ocum Tora, AedUHUCAHO je NOoSbe MPUMMEHE OBOr 3aKOHa, OAHOCHO
pasrpaHu4ere ca CpoaHum obnacTtMma, OOHOCHO Mpou3BoAuMa Koju cy ypeheHn
APYrMM NocebHUM 3aKOHMMa, TaKO LUTO je perynvcaHo Ha wWTa Ce OBaj 3aKOH He
ogHocu. brnoumgHn nponsBoan ce nopepn cpeacraBa 3a 3alTuUTy Ourba, rpaHuye u
ca nekoBMMa U MeauMUMHCKMM CpeAcTBMMa Koja ce ynoTpebrbaBajy y XymMaHoj u
BETEPUHAPCKO] MeAUUUHKW, aguMTMBUMa 3a XpaHy, KO3MEeTUYKMM MpousBoaMMa WU
OeTepreHTnma, Koju, nopead OCHOBHE HaMeHe Mory mmaTtu u ogpeheHa GuounaHa
cBojcTBa. Y OBOM feny ce Takohe Hanase geduHuumje nojegmHmMx nojMoBa Koju ce
ynoTpebrbaBajy y OBOM 3aKOHYy.

2. AktuBHe cynctaHue y 6uoumagHom npounssoay (4n. 5-7.)

AKTMBHa cyncTaHua jecTe CyncraHua UnM MUKpoopraHusam Koju aenyje Ha
wreTHe opraHuame. OBum ogpenbama ce u3 Ypenbe o GuoumaHum npousBoaMMa
npey3umajy Jlucta opgobpeHux akTuBHux cynctaHuum Yhuje (Jlucta 1) mn Jlucra
aKTUBHMX CYNCTaHUM Koje Mory cagp»katu buounaHu nponssoau koju ce ogobpasajy
no nojegHocTaBrbeHoM nocTynky (Jlucta la). PesyntaT ynuca akTuBHe cyncTaHue y
Te NUCTe je Aa Ta akTUBHA CyncTaHua MoXe Aa ce Kopuctu y buounagHom npovssoay
KOju Ce YMHU JOCTYNHUM Ha TpxuwTy y EY, a camum Tum n y Peny6nvum Cpbujn.

OBaj 3akoH He pasmartpa nocTynak npoueHe u opobpasara aKTUBHUX
CyncTaHuu pagu wuxosor ynuca y Jliucty | v Jlucty la nmajyhm y Bugy na ce oBaj
NnocTynak CNpoBOAM LieHTpanu3oBaHo Ha HMBoOY EY, a He nojeanHadHo y ApxaBama
YynaHuuama, ogHOCHO 0 ogobpaBawy ofapefneHe akTMBHe CyrncTaHue U HeHOM ynucy
y HaBefJeHe nucte oany4yyjy EBponcka komucuja, EBporicka areHuuja 3a xemMukanuje
n cee 3eMrbe unaHuvue EY. lNMocTtynak ynuca aktueHe cynctaHue y Jincty | n Jlnucty la
je pocTa ckyn v ayroTpajaH Tako Aa NoHaBIbake, OQHOCHO napanernHo cnposohere
oBor noctynka y Penybnvumn Cpbuju Huje paumoHanHo. YKOnMko 61 oBMM 3aKOHOM
nnak 6uno ypeheHa npoueHa n ogobpaBarke akTUBHUX CYNCTaHLM Ha HaLMOHANHOM
HUBOY, Tj. og cTpaHe MwuHucTapcTBa, Taj noctynak He 6 6o npuaHaT oA CTpaHe
EBponcke areHumje 3a xemukanuje, ogHocHo EBponcke komucuje.

Mopepn T3B. NO3UTUBHE NNCTE aKTUBHUX CYNCTaHLM OBUM 3aKOHOM ypehyje ce
N T3B. HeraTMBHa nncTa. AKTUBHE CyMnCTaHLEe 3a Koje je Ha HMBoy EY goHeTa ognyka
0 HeopgobpaBaky jep cy npeasufieHN HauvHU Kopuwhewa, OOHOCHO cueHapujn
N3MNOXEHOCTU KOjU CYy MPOLIEeH-EHN MoKasanu HenpuxesaTibMBe pU3MKe Ha 3OpaBrbe
Ibyawn, 34paBIbe XUBOTUHA UMW XUBOTHY CPEAMHY, Kao N akTUBHE CYNCTaHLe 3a Koje
HWje JoCTaBrbeHa KOMMeTHa AOKyMeHTauuja pagu cnposofera nocTyrka npoleHe,
ynucyjy ce y Jlucty |l n He mory ce kopucTuTh y GroumMaHuM Npou3Boguma Koju ce
YnHe AOCTYMHUM Ha TpXUwTY Yy Penybnuum Cpbuju.

Ocum HaBegeHux nuctu, Ypenba o buounaHnm npomnssogmma npeasuha jow
jedaH WHCTPYMEHT Kojum ce, YyBaxaBajyhu p[yroTpajaH noCTynak npoueHe U
ogobpaBawa akTMBHE CyncTaHue C jegHe cTpaHe W noTtpebe TpxuwTa 3a
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ovoungHum npomusBoauma C gpyre ctpaHe, gaje moryhHoct ga ce y GuoumaHom
Npou3BodYy KOPUCTE aKTMBHE CyMncTaHue 4uja npoueHa y EY jow Huje 3aBplieHa,
OOHOCHO aKTUBHe cyncTaHue koje cy Yy [lporpamy npeucnutnBawa (nocrtojehe
aKTUBHE CyMCTaHLe Koje cy bune Ha TpxuwTy y EY npe cTynawa Ha cHary nponuca
EY o 6uoumaHnm npounssoguma, ogHocHo npe 14. maja 2000. rogmHe). 3akoH Takohe
npeasuha ga ce y 6uoumgHoOM NpomsBoay MOry KOPUCTUTM akTMBHE CyncTaHue Koje
Cy YKrbydeHe y Nporpam npencnutuBama y EY. Te akTMBHe cyncTaHue cy ynucaHe y
Mporpam 3a ynuc. Ocmm Tora, OBMM 3aKOHOM npey3eTe cy u ogpeabe Ypenbe o
GuoungHuM npomseBoaMMa Kojuma ce gaje moryhHocT ga ce y GuoungHom npomssoay
KOpMCTE W aKTMBHE CyncTaHue Koje Hucy 6une obyxBaheHe npeTxogHOM
[OupektnBom anu jecy Ypeabom o GmoumaHnm nponssoguma. Te akTMBHE Hanase ce
y Jlnctn 3a ykrbyumBarse y lNporpam 3a ynuc.

lNo3anTnBHa 1 HeraTuBHa nNucta, lNporpam 3a ynuc un JIncta 3a ykibyunsame y
Mporpam o6jasrbyjy ce y ,Cnyx6eHom rnacHuky Penybnuke Cpbuje”.

Jlncta |, nopen Apyrux nopartaka, cagpXu M HasHaky gda nn je akTMBHa
cyncraHua kaHauaat 3a 3ameHy. Hanwve, Ypenba o 6uoumgHMmM nponssogmmMa yBoam
HOBe KputTepujyme 3a ogobpaBar-e aKTMBHE CYMNCTaHLE Ha OCHOBY Ho€HWX OMaCHUX
cBojcTaBa. AKTMBHE CyncTaHue Koje npeacrtaeBibajy Hajpehun pusmk ce He
onobpasajy. MehyTum, ako je akTMBHa cyncTaHua noTpebHa u3 pasnora oyyBara
jaBHOr 34paBrba WNU jaBHOr WHTEpeca Kafja HWUCY [JOCTYMNHe antepHaTuMBHE
cynctaHue, Ypenoba npeasuha um3yseha M Taga akTMBHaA CyncTtaHua MocTtaje
KaHOmaaT 3a 3ameHy. KaHampaT 3a 3aMeHy je akTMBHa CyncTaHua Koja Mma TavHo
nponmcaHa onacHa CBOjcTBa M uUcnywaBa yTBpheHe ycnose. OBako O3HayeHa
aKTMBHa CyncTaHua ykasyjy Aa je HeONnxOAHO Aa Ce OHa 3aMeHW anTepHaTVBHOM
aKTMBHOM CyMnCTaHUOM Koja npeacTaBibajy MakbW PU3MK Ha 30paBribe Ibyau,
34paBIbe XNBOTUHA U XKUBOTHY CPEOUHY.

3. MocTynuu OOHOLIEHA akaTa Ha OCHOBY KOjMX ce GMouMaHW Npou3BOaw
YnHe AOCTYMHUM Ha TPXULITY 1 KopucTte (4n. 8-36.)

Y yBogHOj oapeabwu ose rnase nponucyje ce ga ce 6uoumaHM Npon3Bog, YMHN
OOCTYMHUM Ha TPXMULUTY M KOPUCTU camO ako npou3sohad, yBO3HMK, OUCTpubyTep
UNu KopucHuk uma: 1) ogobpere 3a unbere AOCTYNHUM Ha TPXUWTY |
kopuwhemwe; 2) pewewe o0 ynucy y Jlucty GuoumaHux npoumssBoda Koju ce Mory
YUHUTK OOCTYMHUM Ha TPXMULUTY M KOPUCTUTU 4O AOHOLWeEHa oaobpersa; 3) pellerse
O npusHaBawy opobpera 3a uUnbere AOCTYMHUM Ha TPXUWTY U Kopuwhewe
AOHeTOor y cknagy ca nponvcom EY of cTpaHe HagnexHor opraHa 3emrbe YnaHuue
EY wnu oa ctpaHe EBpornicke komucuje.

1) Opobpere 3a Ynbere JOCTYNHUM Ha TPXULWTY 1 Kopuwherwe uoumaHor
npoussoga (un. 10-20.)

OcHoBHO Haueno Ypegbe o GuoumaHum npousBoauma jecte ga bGuoumngHu
npoussog Mopa 6utn ogobpeH Npe Hero LWTO Ce YYMHU AOCTYNHUM Ha TPXULLTY UMK
kopucTn. OCHOBHM aKT Ha OCHOBY KOr ce BMouuaHM NPOM3BOAM YMHE OOCTYMHUM Ha
TPXULUTY U KopUcTe jecte ogobpene. OBUM 3aKoHOM npeyseTe cy oapenbe Ypenbe
o 6uounagHUM NPoOU3BOAMMA KOjMMa Ce perynuiie AoKyMeHTauuja Koja ce npunaxe
y3 3axTeB 3a [OHOLLIeHe 0aobpena, kao 1 NocTynak koju cnpoBoan MuUHUCTaApCTBO
NpUIYKOM oadflyumBatba O 3axTeBy 3a AOHOLWEeHe oaobpera, OAHOCHO O 3axXTeBy 3a
cnpoBofhene NojeAHOCTaBIbEHOr NOCTYMKA 3a AOHOLLEHE 0400peHs-a.

Y unaHy 10. oBor 3akoHa AedWHUCAHO je KO MOXe [da MoAdHece 3axTeB 3a
OOoHoulewe ofobpewa, Koju opraH je HagnexaH, cagpXaj AOKYMeHTauuje koja ce
nogHocu y3 3axTeB (gocuje 3a OuouMAaHM MNPOM3BOA, CaXeTaK KapakTepucTuka
GuouungHor npon3soaa), kao M opnawhewe 3a JOHOLWEHE MOA3aKOHCKOr npornuca
Kojum ce bnvxe ypehyje osa obnacr.

Y cknagy ca Ypegbom o 6GuoumaHum npomssoguma, y unaHy 11. oBor 3akoHa
nponncaHo je ga ce buounagHM NPON3BOA Ynje Cy CBE aKTUBHE CyNCTaHUe ynucaHe y
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Jincty la n y cknagy cy ca orpaHnyersMmMa akTMBHe CyncTaHue HaBeOeHUM Y TOj
NNCTWN, KOju He cagpxu 3abpuraBajyhe cyncrtaHue HATM HaHoOMaTepujane, a Koju cy
OOBOJSBHO ebmKacHU 1 Ynje pykoBakwe U npeasuheHn HaumH Kopuwhera He 3axTeBa
NNYHY 3alWTUTHY onpemy, ogobpasa y noje4HOCTaBbLEHOM MOCTYMNKY, OOQHOCHO Aa ce
y3 3axTeB 3a [OHowWwehe ofobperwa 3a uUukbere AOCTYNHUM Ha TPXUWTY U
kopuwherwe osor 6GuoumagHoOr npousBoda He [AocTaBrba gocuje 3a 6uounaHu
npousBo Beh caMoO caxeTak KapakTepucTuka uouuaHor npovssoga, nogauu o
edmkacHocTM GuoumaHor npoussoaa W ApyrM rnodaun Kojuma ce faokasyje na
GuoungHn npounseog Mcnywasa nponucaHe ycrnose. OBUM ce NoACTMYE YMHEHE
AOCTYNHUM Ha TpXUWTY n Kopuwhewe 6GuoumaHmx npousBogda ca MNOBOSbHUUM
KapakTepucTMKkama Ha 34paBrbe Sbyau, 30paBIbe XXUBOTUHA U XKUBOTHY CpeauHy.

[a 6u ce gobunu nogaum 3a gocuje 3a GMoLMAHN NPOM3BOL HEOMXOOHO j€ U3BPLUNTY
ucnuTMBawa akTUBHE CyncTaHue n duoumgHor npoussoga. Ogpepbama un. 12-14.
OBOr 3aKOHa NPOMMCcaHo je Aa ce NPUIMKOM UCNUTMBaka Kopucte meToae yTepheHe
nponucMMma kojuma ce ypehyjy xemukanuje unu gpyre HayydHo ogrosapajyhe,
OOHOCHO MefyHapogHo npu3Hate metoge. Harmawaea ce ga ce 3a gobujame
nogataka o eduKacHoOCTM OuoumgHor npom3Boda MNpuUMekyjy cMmepHuue EY 3a
ucnutmBawe eduKacHOCTU WM gpyre MeTode WCNUTUBawka WnuM peneBaHTHU
nogaum ca TepeHa. C o63umpom ga ce y EY nocebHa naxmwa noceehyje nobpobutn
XUBOTUHbA, Mpey3eTa je obaBe3a ga Ce MCNUTMBakba Ha XUBOTUH-AaMa CBedy Ha
HajMary Mepy, OQHOCHO Aa ce MOry BPLUMTM CaMO akO HeonxogHe nogaTtke Huje
moryhe [oGuTK Ha Apyrn HaumH.

Oppenbom unaHa 15. oBOr 3akoHa MPOMMCaH je MNOCTynak Koju cnpoBoAau
MwuHuCTapcTBO NPUNMKOM OANYy4YMBakba O 3axTeBY 3a LOHOLWeEHe ogobpera, kao 1 o
3axTeBy 3a cnpoBohere Noje4HOCTaBbEHOT NOCTYMKa 3a AOHOLWEeHe Tor ogobpetba.
MpBK KOpak y OBOM MOCTYMKY jecTe hopmarnHa npoueHa nogHeTe OOKyMeHTauuje.
PokoBwu Koju cy nponucaHu 3a QONyHY HEMOTNyHe AOKyMeHTauuje pasnukyjy ce o
pokoBa YTBPHEHNX 3aKOHOM KOjuM ce ypehyje onwTn ynpasHM NOCTynak U3 pasnora
LUTO Ce AOKYMeHTaLuMja koja ce NOAHOCK y OBOM MOCTYNKY Aobuja HAaKOH ONCEXHUX
ucnuTMBawa M cagpxaHa je y HEeKonuMKo Xurbaga cTpaHa (gocuvje 3a GuouungHu
npoussog), Te caMuMm TUM 3axTeBa [OYKWM POK 3a MpOLEeHY KOMMMETHOCTU
AOKYMeHTauuvje nogHeTe y3 3axTeB 3a AOHOWewe odobpena, anv 1 OyXu poK 3a
nocTynawe npuBpegHux cybjekata, 0AHOCHO AOCTaBibake A0AATHUX MHOpMaLumja.
Mopepn Tora, OBM POKOBM Y CKNagy Cy ca poKOBMMA NPOMMcaHMM 3a OBaj MNOCTynakK y
Ypeaobu o 6uoumaHum npoussBoguma. [pyrM Kopak jecte cama CylwTuHa OBOr
MoCTynka, OOHOCHO npoueHa 6uoumaHor npou3Bo4a Ha OCHOBY nojaTaka w3
aocujea, Tj. Aa nu Taj GuoumaHu nNpomsBog NpeacTtaBiba NPUXBATILUB PUBUK HA
3[4paBrbe byau, 30paBibe XKUBOTUHA W XKMBOTHY CpeduHy Kaga ce KOPUCTU Ha
npeaBuheHn HauvMH U ga N MOXe fa ce opobpu 3a Ynkbere AOCTYMHUMM Ha
TPXKUWTY 1 6e36egHO kopucTn. 3601 KOMMMAMKOBAHOr NMOCTYMKa npoueHe Ypenba o
GvoungHuM npomsBoguMa ycrnocTasiba 3ajefHuYka Havena 3a npoueHy éuoumaHor
npounssoaa Kojux he ce npuapxasaTy CBU HAATEXHN OpraHn NPUNKOM criposofhemne
OBe npoueaype kako 6u ce 06e36ea1Mo xapMOHU30BaHWN NPUCTYN MPUAVKOM NpOLEeHe
ovoungHor npounssoga. OBe cmepHuue gate cy y AHekcy VI Ypenbe o GuoumaHnm
npouvssoguma n 6uhe npeysete NOA3AKOHCKUM aKTOM KOju LOHOCKM MUHWUCTap Ha
OCHOBY oBnawhera JaTor y OBOM YriaHy.

Mponucana je ob6aBe3a nnahawa Takce 3a hopmarnHy NpoueHy AoOKyMeHTaumje 1 3a
npoueHy 6roumaHor npomssoaa, OAHOCHO rpyne buounagHnx npomssoaa.

Oppenbom unaHa 16. OBOr 3akOHa perynucaHa je cylTuHa camor 3akoHa. Hbom ce
jacHo ogpehyjy ycnosu koju mopajy 61uTK ncnyweHn ga 6m ce GuoumgHn NpounsBoa
ogobpro 3a uukerne AOCTYNHUM Ha TpxXuwTy u kopuwhewe. HeonxogHo je
o6e3beantn ga je GuoumaHM Npom3Bod, Kaga ce NpaBUITHO KOPUCTK 3a npeasuhenHy
HameHy, OOBOSfbHO edumKacaH M Aa HemMa HenpuxeaTibuBe edekTe Ha 3apaBrbe
byOun, 340paBibe  KMBOTUHA WM KUBOTHY CpeAMHy, OAHOCHO Ja Hema
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HenpuxeaT/buBe edeKkTe Ha LUurbHe OpraHnu3aMe, Kao LUTO je pe3ncTeHuunja, 0gHOCHO
Aa KOO KMYMeh,aka He usasvBa HenoTpebHy naThy M 6on. YKONMKO OBM 3axTeBu
HUCY ncnyweHu, GuounaHmn npomssog ce He ogobpasa. OBUM ce WTUTK 3OpaBIbe
Ibyawn, 34paBIbe XMBOTUHA U XKUBOTHA cpeauHa.

MojeanHn GuoumaHn npomsBoan M3 uynaHa 16. oBOr 3akoHa MoOry npeacTaBrbaTu
oapeheHn pu3MK ako UX KOPUCTU CTaHOBHULWITBO. CTora je y unaHy 17. oBOr 3akoHa
nponucaHo ga T GuoumaHn npou3Boan He Mory ga Oyay opobpeHu pagu
kopuwhera 3a onwTy ynoTpeby, OAHOCHO Kaga je TO HeonxodHo oBe GuouuaHe
npounssode Mory ga kopucte obydeHa nvua Tj. NpodecuoHanHn nnn MHOYCTPUjCKn
KOPUCHMLM.

UnaHom 18. 3akoHa nponucaH je uadyseTtak y crydajy kaga je kopuwherwe oBakeor
GuoumaHor npoussoda onpasgaHo jep 6M y CynpoTHOM M3a3Bano HecpasMepHO
Behu HeraTMBaH yTuuaj Ha OpYLITBO y nopehewy ca puanuuma Koju npousunase u3s
H-erosor kopuhema.

[a 6u ce onakwano YvMktere AOCTYMHUM Ha TPXULWTY U Kopuwherwe GuounaHmnx
npousesoda Koju uMajy UCTe aKTUMBHEe CyncTaHue, crnnyaH cacTtaB ca oppeheHum
oAcTynawuma, CrMYHE HauynHe Kopuwhewa W CrMYHEe HMBOE pusMka Wunu
edpmkacHocTK, y unaHy 19. oBor 3akoHa omoryheHo je aa ce jegHUM akTom ogo6pu
Ynbere [OOCTYMHUM Ha TPXUMWTY UM Kopuwhewe oBakBe rpyne 6BuoungHux
npoussoaa.

UnaH 20. oBor 3akoHa nponucyje cagpxkaj, Kao0 MU POKOBE Baeha o4o0bpet-a.
Hanwme, ogobpere Baxu Hajayxe 10 oBor 3akoHa, OCMM Kada GuoumaHu NponsBog
cagpKu akTMBHY CyncTaHLy Koja je kaHaMaaT 3a 3aMeHy, Y KOM Crny4yajy pok Baxewa
ogobpera, Yak M y Cnydajy npoayxewa Baxewa ofobpewa, He npenasv net
rognHa. Kpahum pokom nogctuyy ce npowussohaum GuoumgHuMx npou3eoga Ada
KOopuUcTe anTepHaTUBHE aKTUBHE CyMNCcTaHLe YMeCTO aKTMBHMX CYMNcTaHuM Koje cy
KaHOuOaTth 3a 3aMeHy.

2) Ynuc 6uoungHor npomssoaa y Jincty moumagHmx npom3soaa Koju ce MOory YMHUTK
OOCTYMHUM Ha TPXULITY N KOpUcTuTu (4n. 21-24.)

C 063vMpoM Ha KOMMMMKOBaH W 3axTeBaH MOCTynaK AOoHoWewa ofgobpera, Kako y
nornegy UHaHCUCKUX, TakKo W JbyAckux KanauuTteta (popmupane pocujea 3a
GvounagHn NpoM3BOA) OBMM 3aKOHOM MPOMMCAH je anTepHaTMBHW MOCTYNak Koju je
jeOHOCTaBHUjM N BPEMEHCKM U  (UHAHCUCKU  HajApuxBaT/ibMBUjUM  AOMahuMm
npueBpegHum cybjekTuma C jegHe cTpaHe, a C apyre cTpaHe ob6esbehyje na
GvounagHn npomM3BOAM KOjU Ce YMHe AOCTYMHMM Ha TPXUWTY M KOpUCTe Ha
Teputopuju Penybnuke Cpbuje Byay ooBosbHO 6e36eaHu, anu n edukacHn. Osum
NoCTyMnKoM ynucyje ce buounaHun npoussog y Jlucty GuoumaHmx nponssona Koju ce
MOy YMHUTW LOCTYMHUMM Ha TPXWULITY U KOPUCTUTM OO0 AOHOWewa opobpena 3a
YnHeHe OOCTYMHUM Ha TPXULITY U Kopuwhenwe BuoumnaHor npoussoda (y Aarbem
TekcTy: [NpuBpemeHa nucrta).

Oa 6un ce GuounagHu npowussog ynucao y [puBpemeHy NnUCTy HeonxodHo je Ada
aKTMBHa cyncTaHua y ToMm GuouugHom npoussogy byge ynucaHa y Jlucty | unu y
Jlncty la nnu y Mporpam 3a ynuc unu y JIncty 3a ykrbyunBame y lNporpam 3a ynuc,
OOHOCHO aKTMBHa cyncTaHua He cme Aa byae ynucana y Jlucty Il. Mopepn Tora, Taj
OvounagHn Npou3BOA4 HUje OAOOpeH 3a uYneHe [AOCTYMHUM Ha TPXULWTY |
kopuwherwe y cknagy ca nponucom EY. OBa oppepnba ytephyje HoBa npasuna
nocTynara y OOHOCY Ha npasuna Koja cy npornvcaHa nocrtojehum 3akoHoMm. Haume,
y Baxehem 3akoHy Ouna je gata moryhHocT ga ce GuoungHuM npousBog ynuue y
[MpuBpemMeHy NMCTY Yak 1 ako je 3a wera AoHeTo ofobpere 3a YMHere AOCTYMNHUM
Ha TPXULWTY N Kopuwhewe y cknagy ca nponucomMm EY of cTpaHe HagnexHor opraHa
apxase unadHuue EY. Mehytum, TokoM gecet rogmHa npumeHe noctojeher 3akoHa
HWjeoaH npuBpenHU CybjekT Huje nogHeo 3axTeB 3a Npu3HaBakwe ogobpera, Beh cy
ce oanyymBanu ga, Uy cuTyaumju kaga je 3a 6GuoumaHn npomsBo Koju CTaBrbajy Ha
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TPXULITE HaANeXHW opraH Apxase uynanuue EY goHeo ogobpere 3a cTaBrbawe Ha
TPXUWTE U Kopuwherwe, NogHoCce 3axTeB 3a ynuc Tor GuoumaHor npoussoda y
MpuBpemeHy nucTy. JegaH of pasnora 3a OBakBo MocTynawe 6una je u pasnuka y
M3HocuMa Takcu Koje cy yTtBpheHe 3a oBa gBa noctynka. Mehytum, lNpuBpemeHa
nnucTa je MHCTPYMEHT KOju je yBedeH Kao npernasHo pellewe of paHujux cuctema
Koju cy ypehuBanu crtaBrbawe 6GuouuaHux npous3soga Ha TpxuwTe Penybnuvke
Cpbuje ka cuctemy ynpaerbara buoungHmum npounssoguma y EY. Hajpehn 6eHedount
Koju ce ocTBapyje o4 ycknahueara nponuca y oBoj obnactu tpebano je ynpaso ga
Oyne octBapeH kpo3 MOryhHoCT Aa ce WTo BuLe BuounaHmnx nponssoaa koju cy seh
opobpenun y EY Hahe Ha TpxuwTy n kKopuctu y Penybnuum Cpbuju Kpo3 noctynak
npusHaBawa ogobpewa. Ynucuparwe OvoumgHux NpomsBogda 3a Koje je OOHeTo
opobpere y cknagy ca nponucom EY oa cTpaHe HaanexHor opraHa Apxase
ynaHnue EY wnn op crtpaHe EBponcke komucuje y [puBpemeHy nucty
npeactasrbano 6u gynny npoueHy 6uoumaHor npovssoda, WTO Ce OBUM 3aKOHOM
n3berasa.

3a pasnuky of nocTynka AoHowewa ogobpena, y 0BOM MOCTYNKYy AOCTaBIbajy ce
OCHOBHE WHpopmaumje o GuoungHOM NPOn3BOAY M O aKTMBHO] CYMNCTaHUM Yy TOM
GvoungHoM npoussBody, nNogaum o edmkacHoctTn GuoumagHor npowssoga, npearior
eTuKeTe n ynyTcTea 3a ynotpedy, 6e36e4HOCHN NUCT 3a akTMBHE CYMNCTaHLE U CBe
onacHe cyrncraHue cagpXaHe y buoumaHom npoussody, kao n 6e36eqHOCHM NCT 3a
6uoumngHu npomssog. C 063Mpom Ha 06UM M KOMMMEKCHOCT AOKYMEHTauuje Koja ce
AocTaBrba y NOCTYNKy AOHOLWeHa ogobpensa (aocuje 3a GroumaHn Nnpons3Boa), OBUM
noctynkom ce omoryhaBajy 3HaTHe ywTede npuBpegHMM cybjekTuma, He camo
MHaHCKjCKe HEro N BPEMEHCKE.

PokoBKn koju cy yTBpheHM y OBOM MOCTYMNKY pasfvKyjy ce o poKoBa NponucaHux
3aKOHOM Kojum ce ypehyje onwTyM ynpasBHM MNOCTynak w3 pasnora LwTo je
AOKyMeHTaumja Koja ce goctaBrba obumHa, Te cammMm TMM 3axTeBa OYyXM POK 3a
HEeHY npoueHy, a Takohe W camMa HeHa [OoMyHa je KOMMSIMKOBaHuja Hero y
yobuyajeHum ynpaBHMM MNOCTyNuMMa, Na je HeonxogHo npuBpeaHuM cybjekTuma
Aatuv Oy>Xu pok 3a rnoctynawe. Hanomuwemo fa ce oBae He paau O AoCTaBrbakby
pasnuuuMTux noTBpaa W yBepewa, Beh 0 nogaumma p[obujeHMM Ha OCHOBY
noctojehnx Hay4YHUX N TEXHUYKMX Ca3Haka, Kao U UCNUTMBaKA Koja cama no cebu
3axTeBajy Bpeme.

MponucaHa je ob6aBe3a nnahata Takce 3a MPOUEHY [OOKyMeHTauuje pagu
AOHOLLEeHa pellena 0 ynucy buounaHor nponssoga y NpuBpemMeHy nucry.

3) lNpusHaBawe ofobpera 3a YMHbeHe LOOCTYNHUM Ha TPXUWTY M Kopuwhene
GuoumaHor npou3Boga AOHETOr Ha OcHoBy nponuca EY op crtpaHe HagnexHor
opraHa 3emrbe unanuue EY nnn oa ctpaHe Esponicke komucuje (4n. 25-28.)

BvoumaHn npomsBog Koju je Ha ocHoBy nponuca EY Beh pobuo opobpewe
HagfeXxHor opraHa gpxaee unaHuue EY wunm ogoOperse EBponcke komucuje He
MOXe ce ynucatu y NpuBpemeHy nucty, Beh ce 3a HeroBo YnMktbere AOCTYMHUM Ha
TPXUWTY 1 kopuwherwe Ha TepuTtopujn Penybnuke Cpbuje yTBphyje HOBM nocTynak
— npu3HaBawe Tor ogobpera. YnweHuua ga je 3a ogpehenn GuounaHn nponssoa
Beh goHeTo opobpewe y EY 3Haum ga je Taj GuoumaHm npovsBog MNpPOLIEHEH,
OOHOCHO fa cy yTBpheHuW ycrnoBu 3a HeroBo 6e36egHO uMmbere OOCTYMHUM Ha
TPXULWITY N Kopuwherse.

MocTynak npu3HaBawa ogobpersa Huje ObUYHO Mpey3nman-e akTa Koju je AOHeOo
HagnexHn opraH gpxase udnaHuue EY, ogHocHo EBponcka komucuja. Haunwme, y
OBOM NOCTYnKy MuHUCTapCTBO Mpouekwyje Aa Nu Cy YCrioBu y Kojuma ce broumnaHmn
NPOM3BO4 YMHW LOCTYMHUM Ha TPXWULLTY WU KOPUCTU Yy OpxaBu YnaHuum EY koja je
AoHena ogobpere, 0OAHOCHO Ha HMBOY EY y cknagy ca ycnosuma y kojuma 6u ce Taj
NPOu3BO4 YMHNO AOCTYNHUM Ha TPXULTY U KopucTuo y Peny6nuum Cpbuju nnu mx je
notpebHo npunarognth. To 3Ha4YM Oa y akTy O npusaHaBakwy ofobpera HaOexHU
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opraH yTBphyje ycnoBe 3a u4utewe AOCTYNHUM Ha TPXAWTY W Kopuwhene
GuouungHor npoussoga Ha Teputopuju Penybnuke Cpbuje, a moxe u oabutm ga
npusHa ogobpere YKONMKO cMaTtpa Aa je TO NoTpebGHO pagu 3awTuTe: XMBOTHE
cpeduvHe; jaBHe nomnutuke W jaBHe 06e3begHoCTW; 34paBfba WM XUBOTA Jbyaw,
HapPoOUNTO OCETILUBMX Tpyna; KMBOTUH-A WNKM Owrbaka; HaumoHanHor Grara of
YMETHUYKE, UCTOPUJCKE MMM apXeosoLLKe BPEOHOCTU; ako LMIbHU OpraHu3mMu HuUcy
NPUCYTHM Y LUTETHMM KOMMUYMHaMa WIM aKko je akTMBHaA CyncTaHua kaHgugaT 3a
3aMeHy; Kao U pagu 4obpobutn XXmMBoTukbLa.

PokoBwu koju cy gaTn y 0BOM NOCTYMKY pasnukyjy ce o pokoBa NponucaHnx 3akoHOM
Kojum ce ypehyje onwTn ynpaBHW MNOCTynak w3 pasnora koju je Beh HaBegeH y
nocTynky ynuca 6uouuaHor npoussoga y lNMpuepemeHy nucty. Ocum Tora, y OBOM
NnocTynky npegsuha ce Aa HaanexHW opraH [AOHOCKM pellewe O MpusHaBakby
ogobpera y poky og 120 gaHa og gaHa nogHolwena notnyHe gokymeHtaumje. OBaj
POK je 3HaTHO OYXV O poKa MponucaHor 3akOHOM KOjUM ce ypehyje onwTu ynpasHu
noctynak. Mehytum, ¢ o63mpom Ha Beh WUCTakHYTy uYmkbeHuuy aa MuHucTapcTso
BPLKN NpoueHy AOCTaBibEHMX nogaTtaka M a ce y OBOM Chydvajy He pagu Hu O
MOCTYMKY HeNnocpeaHor ognyymBama y KoMe ce pellerwe goHocu y poky og 30 gaHa,
anu HW O MOCTYMNKY y KOoMe je moryhe npoueHuTV CBY AOKYMEHTauujy 1 ycroBse Y
Kojuma ce GuoumaHu npoussBod mMoxe 6e36e4HO YMHUTU OOCTYNMHUM Ha TPXULITY U
kopuctutn y Penybnmum Cpbuju n Koju ce He MoXe CnpoBecTu y poky og 60 gana,
TO je yTBpheHu pok o 120 gaHa He camo pasymaH 1 onTumarnaH, seh je n y cknagy
ca poKkom Koju je npegsuheH Ypeabom o GuoumngHum npomnssoguma.

MponucaHa je ob6aBe3a nnahawa Takce 3a NpoOUeEHYy [OKyMeHTauuje paam
AOHOLLEeHa pellera 0 Npu3HaBaky 00o0bpets-a.

4) Mpopyxewe, NpecTaHak Baxewa W M3MEHA aKTa Ha OCHOBY Kor ce GuouuaHu
NPOV3BOA, YMHM OOCTYNHUM Ha TPXKMULUTY U KOPUCTM (4n. 29-34.)

PokoBun Baxxerwa opobpera OAHOCHO pellera O npusHaBakwy ogobpera Mory ce
npoayXuTn. 3axTeB 3a MpoOyXewe Baxehwa oaobpera [OOCTaB/ba Ce HajkacHuje
550 paHa npe ncTeka poka H-EroBOr BaXKera, a 3axTeB 3a MpoayXewe Baxena
pewerwa O npusHaBawy ogobpera nogHocu ce HajkacHuje 180 gaHa npe ucteka
poka BaXkehsa TOr peLletsa.

Hocunau opobpewa, Hocunail pelewa O ynucy OuoumgHor npoussoda Yy
MpuBpemeHy NUCTY M Hocunal peluewa O npusHaBakwy ofobpera AyxHWU cy Aa
nparte AejctBa U OKOMHOCTM y Be3n ca buoumMaHMM Npov3BOAOM Koje MOry LUTETHO
AenoBaTtu Ha 3[4paBrbe Sbyan, 30paBibe XMBOTUHA W XKUBOTHY CpeduHy, Kao 1 aa
npaTte edukacHOCT GuoumaHor npoussoda. Y Be3u C TUM OYXHW Cy Aa O HOBUM
casHatbmma obaBecte MWHMCTApPCTBO KOje Ha OCHOBY TUX MHGOPMauunja MOXe
AOHETU pellere KOjUM Meh,a YCMoBe 3a YMieHe [OOCTYNMHUM Ha TPXULWITY W©
kopuwhere GuounaHux Nponssoaa, OAHOCHO MOXe [AOHETU pelleHe O NpPecTaHKy
BaXker-a TWUX akara.

N oBum pewerwnma n3 3akoHa MOCTMKE Ce Aa nuua Koja YMHe OOCTYMNHUM Ha
TPXULWTY MU KOpUcTe BuoumaHM Npou3BOoA4 MOpajy Aa npaTte edekte n edukacHocT
dvoungHor npomnssoaa.

PokoBn yTBphEeHM 3a nocTtynak M3MeHe akaTa Ha OCHOBY KOjux ce 6uoumaHu
Npov3BOAN YMHE OOCTYNMHUM Ha TPXULITY U KOPUCTE HUCY Yy CKragy ca 3aKOHOM
KojuMm ce ypehyje onwTyh ynpaBHW MOCTyMak, a pa3nosu 3a To objalHeHu cy Yy
NPeTXO04HOM TEKCTY OBOr ob6pasnoxetsa.

Pokosu ytBpheHun y unaHy 34. oBor 3akoHa OgHOCE Ce Ha POK y Kome ce BuounaHu
Npou3Bo4 MOXe YMHUTU AOCTYNHWUM Ha TPXMLWITY U pok kopuwherwa nocTojehmx
3anuxa y cny4ajy kaga MmHuMcTapcTBO JOHeECe pellere O NpecTaHKy BaXewa akata
Ha OCHOBY KOjuX ce 6uouMaHN NPOU3BOL YMHU AOCTYMHUM Ha TPXWULITY U KOPUCTW.
Havme, oBuM aktuma yTBphYyjy Ce poKOBM y cknagy ca poKOBMMA MPONUCaHuM Yy
Ypeabu o bnoungHum npomssogmma. Mopa ce nocebHo nctahu ga oBO HIUCY POKOBM
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KOju ce ogHOCe Ha ynpaBHe MocTynke, Beh ce paan 0 Mepu KOjoM ce Hanaxe fa ce y
nponMcaHMM poOKOBMMA, Ha TadyHO ogpeheHM HaynH noctynu ca GuoungHUm
NPON3BOAOM 3a KOju je YKMHYT aKT Ha OCHOBY KOI Ce€ YMHU OOCTYNHUM Ha TPXULITY K
KOpUCTU, YMMe Ce MNPeBacXOAHO LTUTW 3[4paBrbe fbyAu, 34paBIbe XUBOTUHA U
XunBOTHa cpeauHa. C gpyre cTpaHe, 0BOM MepoM Aaje ce MoryhHOCT 1 npuBpeaHnM
cybjekTmma Koju u4vMHe OuouMaHM NPOM3BOA4 AOCTYNMHUM Ha TPXUWTY Aa
©naroBpemeHo oanyye o cyadbuHu OBMX NPOM3BOAA.

N oBpae je nponuncaHa o6aBesa nnahatba Takce 3a NPoLEHY HOBUX NogaTtaka, kao u
npoLieHy AOKyMeHTauMjy 3a ogobperse nsmeHe.

5) MpuepemeHa gossona (4n. 35-36.)

OBuUM 3aKOHOM, Kao 1 y NPeTXodHoOM, aat je nocebaH MHCTPYMEHT Aa y oapeheHnm
clnyyajeBuMMa Kao LUTO Cy HenpensuheHa nojaesa LUTETHUX opraHM3ama Koju He Mory
ouTn cy3bujeHn gpyrum cpeacTteumMa unm oMoumagHuM NPou3BOAOM 3a KOju je OOHET
aKT Ha OCHOBY KoOr ce GuounaHn NPoM3BO YMHM OOCTYNMHUM Ha TPXULITY U KOPUCTH,
MOXe ce AOHEeTW MpMBpEMeHa [03BONa 3a YMkbense AOCTYMHUM Ha TPXULITY Unn
Kopuwhewe 6uoumaHor nponseoga. Mimajyhm y Bugy ga ce pagm o usy3eTHoj Mepu,
0arT je HbEeH POK BaXewa Koju je ogpeheH npema o4yeknBaHoj MOryhHOCTM edpukacHor
cy3bujarba 1 caHupara HenpeaBuheHe nojase. To 3Ha4YM Ja HA OCHOBY OBE J03BOSIE
ovoungHn npou3Bog MoXe da ce KopucTu Hajayxe 180 gaHa n ga ce OBaj poK He
MOXe BULLE NpoAyXaBaTu.

MprBpemMeHa go3Bona je BaXaH MHCTPYMEHT KojuM ce Penybnuka Cpbuja wtntn og
3noynoTpebe OAHOCHO npeBenuke ynotpebe HeOOBOSbLHO MCMUTAHMX OMoLMOHMX
npoussoaa, C jeaHe CTpaHe, a ¢ Apyre CTpaHe mnak ce, y u3yseTHUM Cry4ajeBunma,
Kaga je npoueHw-eHO da ce paau o HenpeaBuheHoj nojaBU LUTETHMX OpraHuM3ama
omoryhaBa KoOHTponucaHa ynotpeba TakBux 6uoungHnx npomssoaa.

MponuncaHa je o6aBe3a nnahaka Takce 3a NpoLeHy nogartaka Koju ce goCTaBrbajy Y
OBOM MOCTYTIKY.

4. Nctpaxunane 1 pa3eoj (4n. 37-38.)

Wwmajyhn y BMay oa ce GuoumaHn nporM3Bogm U akTMBHE CYMCTaHLE KOju ce KopucTe
3a Hay4yHO MCTpaXkmBawe M pasBoj, OAHOCHO 3a MPOM3BO4 M MPOLEC-OpUjeHTUCaHO
UCTpaxmBake W pasBOj KOPUCTE Yy ManuMM KonmMyMHama v ga Cy [JOCTYMHu
orpaHmyeHom Opojy nuua, kao M da je uub noactuuakwe pasBoja 6e3begHujmnx
anTepHaTvMBa, oBe ogpenbe nponucyjy ga ce 6voumoHu Npov3Bo4 3a KOjU Huje
OOHET aKT Ha OCHOBY Kor ce 6uoungHu Npom3BOA YMHW AOCTYMHMM Ha TPXULITY U
KOPUCTU MOXKE YMHUTU AOCTYMHMM Ha TPXMWTY camo pagu kopuwhewa vy
eKCNeprMEHTY Unn UCMUTUBaKY Ha OCHOBY NoTBpAe. CBpxa OBOr MHCTUTYTA je Aa ce
omoryhu yBo3 oBux 6MouMaHMX NPou3BOAa, Kao M Aa HaanexHW opraH nvma yBua y
Kopuwhere drounagHux NpomsBoAa 3a Koje Huje cnpoBefeH CTaHgapAHu noctynak
KOjuM ce [03BOSbaBa HUXOBO YNHEHE JOCTYNHUM Ha TPXULITY U Kopuwhere.

[lo3Bony 3a ekcnepumeHT nnn ncnutneamwe je NoTpebHo npubaBuTM CamMo ako npwm
kopuwhery GuoumaHor nponssoda Moxe AohK OO0 HEroBOr UCMyLUTaHa Y XUBOTHY
cpeauHy.

3a npoueHy nopaTaka Koju ce [OCTaBrbajy pagu [OHOoWwewa [03BoNie 3a
eKCrnepuMEHT UIu ucnuTneame Takohe je nponucaHo nnahawe Takce.

5. Knacndukaumja, nakoBarwe, obenexaBarwe, ornawasarwe n 6e36egHOCHM nncT
ououngHor npomnssoga (4naH 39.)

C ob3upom ga cy y wmpem cmucny, ogpeheHun brounaHn nponsBoan XxeMukanuje, Ha
knacudumkaumjy, obenexasare, ornawaBake Kao U Ha CagpXWHY U OOCTaBibake
6es3begHocHor nucTta 3a GuoumgHe npomsBode NMpuMekrsyjy ce ogpende 3akoHa o
xeMukanvjama. Mmajyhmn y Buay cneumduyHocTM GuoumaHor npoussoaa, noTpebHo
je nmponucatu popaTtHe 3axTeBe 3a MakoBawe, obenexaBawe W OrnallaBawe
GuoumaHor nponssoaa.
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MpaBunHa 1 NoTNyHa NpoLeHa onacHOCTM K Knacudukauuwja GuoungHor nponssoaa
je NpBY N HajBaXKHUjN KOpaK y NPUMapHOM LMIbY 3alUTUTe 34paBrba byau, 3gpasiba
XUBOTUHA U XUBOTHE cpeaunHe. MNMonasehn of oBor Kopaka, criegehn Hy>XHU Kopak je
npaBunHo obenexaBawe OuoumgHor npoussBoga. Hawume, eTuketa OGuoumgHor
npovsBoda CryXm 3a KOMyHMKauujy ca KOpucHuuumMa v notpowadmma éuoumaHor
npousBoaa jep ce Ha H0j Hanase 6utHe nHdopmMaLmje (HNp. O Ha4YMHY Kopuwhena,
O HenpuxsaTibLUBMM edekTumMa BroumaHor NpoM3BoAa Ha XMBOTHY CpPeauHy uta.).
To je HapounTo BaxkHO C 063uMpoMm ga OuoumgHe npowmsBoge Yy Hajsehoj mepu
KOPUCTU NanyKo CTAHOBHMULLTBO KOje Hema npefsHawa O CBOjCTBMMA U edeKTMma
TakBMX Mnpou3Boda, Na je noTpebHO npeko eTukeTe M ynyTcTBa 3a ynoTpeby
ovoumgHor npom3soga o6GaBECTUTM OBE KOPUCHWMKE Kako ga og 6uouungHor
npoussoga [ob6ujy wTto G6orbu edbekat, a 4a TOM MPUITMKOM CMake Unum u3berHy
noTeHuunjanHe pusnke o Hux.

6. YB03 GuoungHunx npomssoga (4naH 40.)

Pagn koHTpone Hag 4YuMkberseM AOCTYMHUM Ha TPXUWTY GuoumaHmx npovssoaa,
notpebHO je nponucaTM Haa3op Hag HWUXOBUM yBO3OM. Hagsop Hag yBO30OM
GrounagHuUX NpousBoAa BPLUM LapWHCKM opraH. LlapmHckn opraH Hehe [o3BONUTM
yBO3 GuoumagHnX npovsBoda 3a Koju Huje AOHEeTO ofobpewe, pewene O ynucy
GuoungHux npomssoaa y lNMpuBpemeHy NUCTY, pellere O Npu3HaBakwy 0a00peHa,
npvBpemMeHa 403Bona, ogHOCHO noTtepaa. Mmajyhm y Buay aa 6uoumnaHyn nponssoam
Nno CBOjMM CBOjCTBMMA WU HAMEHW MOry BUTU CINYHM NPOM3BOAMMA KOjU cy ypeheHu
apyrum nocebHum nponucuma (HNp. fnekoBMMa 3a ynoTpeby y XymaHo] Wu
BETEPUHAPCKO] MEANLNHN, MEOULMHCKAM CPeacTBMMA, KO3METUYKMM MPOoM3BOAMMA,
cpedcTBuMMa 3a 3awTuTy Gurba), y cnyyajy Cymepe da N Ce Ha Npou3BOA Koju je
npeameT LapyHCKOr MOCTYyMKa yBO3a Npumekbyjy oapenbe OBOr 3akoHa, LLapUHCKK
opraH obpatuhe ce MwuHucTapcTBy pagu fobujawa ctpydHe nomohu. LlapmHcku
opraH je ayxaH Aa Ha 3axTeB MuHucTapcTBa A4OCTaBU M3BELLTaje O peann3oBaHOM
yBO3Yy 3a NPETXOAHY KaneHO4apcKy roguHy.

7. be3beaHo kopuwhewe buoumaHnx nponssoda (4naH 41.)

OBum ogpenbama ypeheHo je ga ce buounaHn NponsBoa MOpa KOPUCTU y cKkrnagy ca
ycnosuma yTBpHEHMM Yy akTy Ha OCHOBY KOr ce 6uoumgHu npou3BO4 YWHU
AOCTYNHUM Ha TPXULWTY U KOPUCTM M NPOMMCaHMM 3axTeBMMa 3a obenexaBare u
nakosakwe, Bogehum padyHa O pauuoHasiHoj NpUMeHU KomBuHauuje U3NYKKX,
OMONOLLKMX, XEMUJCKUX U OPYrMX Mepa, Kao 1 Aa ce HeroBo kopuwherwe cBefe Ha
Hajmarby Moryhy mepy.

8. TpeTtupanu npoussog (4naH 42.)

HoBuHa kojy yBoaun Ypeaba o 6uoumaHnum npomsBogmMma U 0Baj 3aKOH OAHOCKU ce Ha
CTaB/bake Ha TPXULUTE TpeTupaHnx Npou3BoAa (CyncraHua, cMeLla Unu npousBos
KOju je TpeTupaH ca jedHMM unu Buwe OuounaHUX MPou3BOAa WM UX HaMEpPHO
cagpxu). a 6u ce 3awTUTUNO 34paBrbe SbyaW, 30paBibe XUBOTUHA U XKUBOTHA
cpeguHa, Npov3BOAM Ce MOry Tpetupatu GuounaHuM MPOM3BOAOM KOjU CafpXu
NCKIby4YMBO ofobpeHe akTMBHe CcyncTaHue, OOHOCHO aKkTMBHE CyncTaHue Koje cy
ynucaHe y Jlucty | unu Jlucty la unu aktnBHe cynctaHue Koje cy ynucaHe y lNporpam
3a ynMC WnuM akTUBHE CyncTaHue Koje cy ynucaHe y JIMcTy 3a ykibyduBake Yy
Mporpam 3a ynuc. ObenexaBare TpeTupaHor Npon3BoAa je 04 CYLUTUHCKOr 3Hadvaja
jep TMme noTpoway gobuja nHopmMaumjy Ha OCHOBY KOje MOXe oanyuntu ga nu he
KynuTuM U KOpUCTUTWU Taj npoussod unu He. Ocum Tora, npaBuIiHO obernexaBare
TpeTMpaHor NPoM3BoAa OrakliaBa M MHCNEKUMJCKN HaA30p Yvjy je uurb Aa yTepam
Aa nu kopvwheHn GuouMaHM NPOU3BOA CaapXu [O3BOSbEHE aKTUBHE CyncTaHue.
OBO gopaTtHO ypehuBake je 3Ha4vajHO 3a LenoKynaH >KMBOTHWU LMKIYC TpeTupaHor
npoussoga, ¢ 063vpomM Aa ce nopen KOHTpone usnarakwa notpowadya éuounaHom
npoussody y TOKy nepuoga ynotpebe TpeTupaHor npovssopa, MHdopmaumjama
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cagpxaHuMm y JopaTtHoMm obenexaBakwy ycMmepaBa MNOCTynakwe ca TpeTupaHuMm
npounsBoaMMa kafa nocTaHy oTnag.

9. CtpyyHa nomoh MuHuctapctBy (unaH 43.)

C ob63uMpom ga ce 0BMM 3aKOHOM MPOMMCYjy NOCTYNuUM 3a 4dumje cnposohene cy
notpebHa HayyHa M YCKOCTpyYHa MyNTUAMCUMMNMHapHa 3Hawa, OBOM oapenbom
naje ce wmoryhHocT MwuHUCTaApCTBY [Ja 3a HajCnoXeHuje MOocCnoBe aHraxyje
CTpyYHbaKe 13 KOHKpeTHUX obracTu.

10. JocTtynHocT nogaTtaka (4n. 44-49.)

[locTynHOCT nopaTtaka je perynucaHa OBMM 3akOHOM fa 6w ce, ca jeaHe cTpaHe,
3a[10BOSbMO UHTEPEC jaBHOCTM Aa MMa MPUCTYN nofauvma of 3Havaja 3a 3awwTuTy
3OpaBrba Jbyau, 34paBrba XKMBOTMH-A U XKMBOTHE cpeavHe u ga 6u ce, ca apyre
cTpaHe, 06e3beauna 3awwTuTa NOCIOBHE TajHE WU UHTENeKTyarnHe CBOjUHE, OAHOCHO
NHTEpecu NpuBpeaHnNx cybjekara.

MponucaHo je Koju nojauu cy OOCTYMHW jaBHOCTM, a Koju ce cmaTpajy TajHOM.
OcTtanu nogaum Mory ce 03Ha4MTK Kao noBepsbmBK, a MuHuctapctso he oanyynti o
ToMe ga nv he oHM GUTU OOCTYMHW jaBHOCTM Ha OCHOBY npornuca O criobogHOM
npucTyny nHdopmarMjama of jaBHor 3Havaja.

Oako yTBpheHM NMpuvHUMNM Yy CKNagy Cy ca perneBaHTHUM ogpenbama Ypenbe o
6voungHuM nponsBoanMa.

11. EBnageHuumje (4n. 50-51.)

Pagn nakwer Hag3opa Hag YnMkteHeM AOCTYMHUM Ha TPXUWTY U Kopuwhewem
ovoumgHor npousBoga koju 360r CBOjUX OMACHMX CBOjCTaBa MOXE Yrpo3uTu
3[paBrbe Jbyan, 30paBibe XUBOTUHA WM XKMBOTHY CpeduHy, nponucaHa je obasesa
Bohewa eBuaeHuMje O CTaBfbawy Ha TpxuwTe OGuoumgHor npous3Boda, Kao U
eBuaeHumje 0 Npon3BOAHOM NPOLECY Koja je peneBaHTHAa 3a KBanuTeT u 6e3deaHocT
GuoumnaHor NPoM3BOAA KOjU Ce CTaBIba Ha TPXULLTE.

[MponucaHn cy pokoBK 3a YyBake OBUX EBUAEHLM]A.
12. Perncrap 6uoumaHnx npounssoda (4naH 52.)

OBum oppepgbama je nponucaHa obGase3a MwuHuctapctBa ga Boan Peructap
GrounagHux Npomssoaa 3a Koje je AOHEeT akT Ha OCHOBY KOor ce 6uoumaHu NpousBog,
YMHM OOCTYMHMM Ha TPXMLUTY U KOPUCTM, a nojeauHe nogaTtke u3 peructpa ga
objaBrbyje y CnyxbeHom rnacHuky. Bohewe Peructpa OuoumgHux npoussoga
omoryhaBa TpaHCMapeHTHOCT AOHEeTMX akata, Kao W NpeumsHy esuaeHuujy o
BpcTama GuoumaHmx npov3BoAa, HMXOBUM CBOjCTBMMA M nvuMMa Koja UX YMHE
OOCTYNHUM Ha TPXULWITY M kopucTe. MNMocTojare 0BaKkBOr perncrpa onakiwasa Haa3op
Had YvMHEHEM AOCTYMHMM Ha TPXULWTY U Kopuwhewem GuounaHux npovssoaa.
Perncrap 6uoungHnx nponssoaa geo je NHTerpanHor pernctpa xemmukanuja Koju ce
BOOM Y CKnagy ca 3aKOHOM KojuM ce ypehyjy xemukanuje.

Peructap 6ruoungHux npomsBona je UHCTPYMEHT of U3y3eTHEe BaXXHOCTU 3a npouec
npuctynawa Penybnuke Cpbuje EY jep ce nogaum wn3 perncrpa kopucte y
nperopopuma 3a npuctynawe EY n geduHucamwy npenasHux apaHxmaHa 3a nyHy
npumeHy Ypenbe o GuoungHnm NnpomsBogumMa HaKoH NpUCTynama.

13. Hapsop (un. 53-59.)

WHcnekumjckn Haasop Hag npumeHom ogpefaba oBoOr 3akoHa W npornuvca
AOHEeTMX Ha OCHOBY OBOIl 3akOHa BpLUM MWHUCTApPCTBO HaAMeXHoO 3a 3alTuTy
XMBOTHE CpeanHe NPEeKo MHCNEeKTopa 3a 3alTUTy XUBOTHE CpeanHe.

Pagn ceeobyxBaTHujer Hags3opa Aato je oBnawhewe [a MHCMNEeKUmjckn Haasop,
nopen MWHCNEKTopa 3a 3alWTuUTy >XWBOTHE CcpeauHe, BpLIE W CaHUTapHU W
BETEPUHAPCKN UHCNEKTOPU, CBAKN Y CBOM OESOKPYTY.

3aKkoHOM cy nponucaHa npaBa W OYXHOCTU WMHCMekTopa, kao u osnawhewa y
BpLUEHY MHCMNeKUumjckor Haasopa. MNMpeasuheHo je, namehy ocranor, ga UHCNEKTOp
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MOXe Yy Crnyyajy npeaysMMara M3y3eTHO XUTHUX Mepa pagu  OTKnakwana
HenocpeaHe onacHOCTU NO 34paBribe Sbyau, JOHETU U YCMEHO peLleHe N HapeanTn
HEroBo usBpwerwe 6e3 ognarawa. NMpaBHO nuue, Npeay3eTHUK U U3NYKO nuue
OYKHO je Aa WHCNEeKTopy Yy Bplewy Hagsopa CTaBu Ha yBuO W pacnonarawe
noTpebHy OOKYMEHTaUujy, eBUOEHUMje 1 gpyre gokase 1 nsjacHu ce 0 YMkieHMuama
KOje cy oA 3Ha4aja 3a BpLlere Hag3opa.

14. KasHeHe ogpenbe (un. 60-64.)

Y ka3HeHuM ogpeabama npegsuheHe cy HOBYAHE KasHe y CKnagy ca 3aKOHOM KOjuM
ce ypehyjy npuBpenHuM npecTtynu, ogHOCHO npekpliaju. Takohe ce npeasuhajy u
Apyre mepe kao WTo je 3abpaHa obaBrbawa AenaTHOCTU, OAHOCHO AyxHocTu. OBO
je npegBuheHO jep Cce HEOAroBOPHUMM YMHSEHEM [LOCTYMHUM Ha TPXUWTY W
kopuwherwem 6rMoumaHuMX NpomM3BoAa MOXE HaAHETU Benuka LTeTa 34paBrby Jbyaum,
34paBrby XUBOTUHA U XKMBOTHO] CPEeOMHU U UMOBUHM.

15. MNpenasHe u 3aBplHe ogpende (4n. 65-69.)

MpenasHum ogpeabama ycnocTaBIbeH je 0gHOC u3mMehy OBOr 3aKoHa M 3akOoHa Koju
npecTtaje ga Baxu y norneay HUXOBOM AejcTBa Ha MOCTYMKe KOoju Cy 3anodetu 3a
BpeMe BaXkeH,a paHujer 3akoHa.

Takohe, 3a GuounaHN NPOmn3BOo4 KOju Ce YMHM OOCTYNHUM Ha TPXULLTY U KOPUCTK, a
3a Koju npema Baxehem 3akOHy Huje nocrtojana obaBe3a Aobujakba akTa 3a
CTaB/bake y MPOMET, nponucaHa je obaee3a n ogpeheH je pok 3a NoagHoLEeHe
3axTeBa 3a [oHowewe akTa. Mimajyhu y Bugy oa ce TakaB OuouMaHM Npou3BOA
Hanasu Ha TpXUWTy, a MUHUCTapCTBO Hema nogjartaka O heMy, pok of 60 gaHa
ogpeheH je kako Ou ce, C jegHe cTpaHe WTO npe ocurypano 6e36egHO YnHeHe
AOCTYNHUM Ha TPXMLWTY TakBor GuoumaHor nponssoaa, a ¢ apyre ctpaHe omoryhuno
nogHocuoLy 3axTeBa fa npunpemMu nponucaHy JoKyMeHTauujy.

Ocwum Tora, Kako 3aKOHOM KOjuU MpecTaje Aa Baxu Huje 6uo obyxBaheH TpeTupaHu
npoussog, a Ypegbom o ©OuoumgHum npousBoguma ypehyje ce obaBesa
obenexaBarwa TaKBOI NMPOM3BOAA, OBUM 3aKOHOM dat je pok og 180 gaHa pa ce
TpeTupaHu NPoun3Boz NPONMcaHo obenexu.

Takohe, yTBphEeHM Cy POKOBU 3a AOHOLIEHEe MOA3aKOHCKMX nponuca. 3aBpLuHe
oapenbe cagpxe MHdopMaumje O 3aKOHY KOju Ce CTaBIba BaH CHare CTyrnawem Ha
CHary OBOr 3aKOHa 1 O TOMe Kaja OBaj 3aKOH CTyna Ha cHary.

Oppenba kojom ce omoryhaea ga 6uoumaHn Npou3Boaun 3a Koje je AOHeTo
pelwerwe 0 ynucy y lNpuBpemMeHy nucTy y cknagy ca nponvcuma Koju cy éumnm Ha
CHa3n [0 CTynaka Ha cHary OBOr 3aKOHa MOry OoCTaTu Ha TPXWWTY OO AOHOLWEHa
opobpera, 0OAHOCHO pellera o0 nNpusHaBakwy ofobpera gaje MoryhHOCT Hocroumma
pelerwa a oanoxe MOAHOLWEHE 3axTeBa 3a CNpoBohere OBUX OYroTpajHUX u
CKynux noctynaka go ynacka Penybnuke Cpbuje y EBponcky yHujy, jep T akTu He
©ou 6unn NpmusHaT HakoH NpucTtynawa EY, Beh 6m npuBpenHu cybjektn mopanu ga
Te NOCTynKke MNOHOBE Yy CKnagy ca Ypeabom o OuoumgHMM npousBoguma Kaga
Penybnuka Cpbuja noctaHe pgpxasa 4nanuua. [llopen Ttora, 3a Te OGuouungHe
npoussoge MuHUCTaApCTBO je CNpoBeno MocTynak npoueHe y ckragy ca Baxehum
3aKOHOM UM YTBPAWIO YCMOBE 3a HMXOBO CTaBibawe Ha TpxuwTe n 6e3beaHo
kopuwherwe. C pgpyre cTpaHe, npornucuBawe OBUX oapenbu gonpuHocu Behoj
ycarnaweHoctn gomaher nponuca ca Ypeabom o GuoungHum npoussoguma, a u
npunpema gomahe npmepegHe cybjekte Ha obaBese Koje MX Yekajy no npuctynamy
Penybnuke Cpbuje EBponckoj yHuju.
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Iv. NMPOLEHA  ®UHAHCUJCKUX  CPEOCTABA NOTPEBHUX  3A
CNMPOBOBHEHE 3AKOHA

3a cnpoeohewe obGaBese yTBpheHe ogpeabom unaHa 54. ctaB 4. OBOr 3aKOHa,
notpebHa cy dmHaHcujcka cpedctBa m3 Oyueta Penybnuke Cpbuje y msHocy of
1.000.000,00 guHapa Ha roguLikbem HUBOY.

C ob3npom ga y gocagallw0j npakcu BpLUeHa MHCMNEKUMjCKOr Hag3opa Huje 6uno
crnyyajeBa nponmcaHux 4naHom 54. ctaB 4. oBOr 3akoHa OBaj W3HOC odpeheH je Ha
OCHOBY pPacnonoXmBux MHGoOpMaLmja O BUCMHU TPOLLKOBA Y30pKOBawa GuounagHor
npovssoa n ucnutmBama eqPuUKacHoOCTN GMoumagHoOr NPon3Bo4a, Kao U UcnNMTMBaHa
cafprkaja akTMBHE cyncTaHue y buoungHom NpounsBoay, a Koju ce Kpehe y oncery og
25.000 guHapalysopky o 200.000 gmHapalysopky 6e3 lN[OB-a. OBaj nsHoc moxe
NoKpUTK TpoLuKoBe cnpoBoherwa o net fo 40 ncnutmeawa, y 3aBUCHOCTU Of, BPCTE
ncnuTMBamAa, Kao 1 BpcTe buoumngHor nponssoda koju 6m 61Mo npeagmeT ncnuTuBarAa.
Mporpamcka aktmBHoCT: 0003 - WHchnekuuja 3a 3aWTUTY KMBOTHE CpeauHe WU
pubapcTBo

Mporpam kome npunaga: 0404 - Ynpaerbakbe 3alUTUTOM XXUBOTHE CpeauHe
dyHkumja: 560 - 3awTnTa XUBOTHE CpeamnHe HeknacnudmkoBaHa Ha OpPyromMm MecTy
EkoHomcka knacudmkaumja 423 - Yenyre no yroeopy

HaeegeHn nsHoc nnaHupaH je 3a 2023. n 2024. roguHy, ook 3a 2022. roguHy HUCY
nnaHvpaHa cpeacTea y oyuety Penybnuke Cpbuje 3a oBy CBpXy.

V. AHAJIU3A E®QEKATA 3AKOHA

3akoH o0 BMouMaHMM NPOU3BOAMMA jOL jefaH je Of 3aKOoHa KOju je MpUNpPeMIbeH y
NOCTYNKY ycknanueawa gomahe nerncnatmee ca nponuvcuma EBponcke yHuje Koju
OBy obnacT ypehyje KOXepPEeHTHO 1 LIEeNOBUTO.

1. OgpehuBame npob6nema Koju 3akoH TpeGa Aa pelumn

C ob63pom Ha 3Hayaj n cee Behy ynoTpeby OuMoUMOHWX MPOM3BOLA, KAao U Ha
YMHbeHMLy Oa buoumaHuM NpousBoaM MOry Oa NpPeAcTaBrbajy puU3MK Ha 34paBrbe
I'byOun, 30paBrbe KMBOTUHA W XMBOTHY cpeauHy, EY je jow 1998. roawuHe,
AoHowerweM Hosor nponuca (Oupektuea 98/8/E3 koja je noyena ga ce npumekryjy
2000. rogunHe, a kojy je Penybnuka Cpbuja npeysena goHowewem 3akoHa 2009.
rogvHe), yBena CTpoxy KOHTPOIy CTaBrbaka Ha TpXuWTe 1 Kopuwherwe BuoumaHmx
npoussoga. OBa KOHTpona crnpoBoAu Ce Yy [OBa HWMBOA, NPBO KPO3 MpOLEHy U
opobpaBawe akTMBHE CyncTaHue, a pe3ynTtar Te MpoueHe je ynuUC akTuBHe
cynctaHue y EY nucte ogobpeHux akTMBHWUX CyncTaHuu uuvje je kopuwhere y
6uounaHoM nponssody A03BOIbEHO. [pyrn HMBO je npoueHa 6uouunaHor nponssoaa
KOju cagpxun ogobpeHy akTUBHY CyncTaHuy 1 obyxsaTa NpoueHy onacHWX CBOjCTaBa,
NPOLEHY N3MNOXEHOCTU JbyaM, XMBOTUHA WM XUBOTHE CpeauHe 3a cBe npenagufeHe
HaunHe kopuwherwa OGuouMaHOr NPov3BOAa, Kao U NpoueHy edUKacHOCTU Ha
HernoxerbHe opraHnsme. Pe3ynrtaT TakBe NpoLeHe je 3akibydak Aa nn je pusnk Koju
GuoumaHM npov3Bo4 MpeAacTaBfba Ha 34paBrbe byaW, 34paBibe XKUBOTUHA U
XVBOTHY CpefuHy, kaga ce KOpUCTWU Ha npeaBufeHn HauvH, NpuxBaTibUB. YKONUKO
je pu3MK NpuxBaTibMB, HaAnexHW opraH opobpaBa CTaBfbakbe Ha TPXULITE U
Kopuwhene BruoungHor NpomsBoaa.

Kako je y mefhyBpemeHy y EY noyeo ga ce npumerbyje HOBM MPOMUC KOjUM Ce
yTBphYjy AWPEKTHO NpUMeHUBa MpaBura 3a YnkeHe OOCTYMHUM Ha TPXULITY ©
kopuwherwe 6uounaHnx npoussoga n ob6esbefyje UCToBpemMeHO U ycarnalieHo
crnpoBohene npaBHuX 3axTeBa y EY (Ypenba o 6buounagHum nponssoamma), a Kojum
je OupektnBa 98/8/E3 cTaBrbeHa BaH CHare, OWMNoO je HEeonxogHO MPUCTYNUTK
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ycknafuBawy HawuxX nponuca Kojuma ce ypehyjy 6uoumgHn npomsBoanm ca
3axTeBMMa HoBor EY nponuca.

M3 Ypenbe o GmoumaHnm nponssoguma HUCY Morne 6utun npeysete ogpeabe koje ce
oOHOCe Ha NocTynak npoueHe n ogobpaBare akTUBHWUX CyncTaHumM ¢ 063npom aa ce
Taj MOCTynak CnNpoBOAM LEHTpanu3oBaHO Ha HuBoy EY, a He nojeguHayHo y
JpaBama YnaHuuama, u ykibydyje cee apxkase ynaHuue EY, EBponcky areHuujy 3a
xemukanvje n EBponcky komucujy. MehyTtum, dwuHanHM wcxon TOr MOCTYNKa,
OOHOCHO aKTMBHE CyrncTaHue koje cy ogobpeHe y EY 3a ynotpeby y 6uouugHom
npoussody (Jincta | n Jlucta la) npeysete cy oBum 3akoHom. OBO je 04 CyLUTUHCKOT
3Havaja jep ce Tume obesbehyje ga ce Ha TpxuwTy y Penybnuum Cpbuju mory Hahwu
camMo 6uouMaHN NPOU3BOAM KOjU CaapKe O03BOSbeHe aKTMBHe CyncTaHue, Tj. camo
OHE aKTMBHE CYMNCTaHLE Koje ce kopucTe y buoumanum npomssoguma y EY. C gpyre
CTpaHe, akTMBHEe CyrncTaHLe Koje He MOry fa ce KopucTe y buoungHum npomnssoguma
y EY, He mory pga ce kopucte Hu y 6uouuaHvM nNpov3BOAMMa KOjU Ce YuHe
AOCTYNHUM Ha TpxuwTy y Penybnuun Cpbujn.

Takohe, ypeheH je M nocTynak AOHOLIEHa akaTa Ha OCHOBY KOjUX ce GuoumaHm
NpPOM3BO4 YMHU OOCTYMHUM Ha TPXKULLTY U KOPUCTU, KAo U HAOEXHN OpraH.

3a pasnuky og pexunma cnobogHor NnpoMeTa y KOM ce Hanasu BehnHa xemukanuja,
GuounagHn npousBog je, 360r HEeroBuMx CBOjCTaBa Aa YHWULWITW, OABPaTH, Y4YMHM
6e3onacHuM, cripeyn genosakwe WU gpyradvje KOHTPOnuvLie LITETHE opraHusMme,
HEeONXo4HO NPOLEHNTU paan yTephuBarwa pusmka Koju Taj Npon3so npeacraBiba Ha
34paBree Jbyau, 30paBibe XKMBOTUHA WM XKMBOTHY CPeauHy Yy OKBUMPY MOCTYyrKa
AOHOLLEHa aKTa Ha OCHOBY KOI C€ OH YMHW OOCTYMHUM Ha TPXULUTY U KOPUCTU, Kao
NPeTXo4HW YCIIOB 3a HEroBO YMHeHe AOCTYNHUM Ha TPXUWTY U Kopuwhere.
YKonuko 6uounaHn NpousBo4 npeactaBiba NPUXBaTIbLYUB PU3KK HA 34paBIbe Sbyaw,
3[paBSbe XMBOTUHA M XKMBOTHY CpeauHy, OH ce ofobpaBa 3a Ynkbere OOCTYMHUM
Ha TPXUWTY 1 Kopuwhene. Tako ce GrounaHn NPoM3BOA MOXE YYUHUTU JOCTYNHUM
Ha TPXWULWITY Ha OCHOBY opoOpera 3a UMkbere LOCTYMHUMM Ha TPXULITY W
kopuwhewe, pelwewa o ynucy y llNpuBpemMeHy nUCTy M pellewa O NpusHaBakby
ogobpera. lNMpn Tom, cam akT He npeactaBrba Gapujepy y TProBuHM, Beh HyxaH
YCNOB 3a 3alTUTYy 34paBrba Jbyau, 34paBiba XUBOTUHA WU XXMBOTHE CpeaunHe of
ovoungHux NpomsBoLa Koju npeacTaBrbajy HENPUXBATIBUB PUSUK N HUCY LOBOSbLHO
edmKacHMm.

MNMopen penoBHMX MOCTyNaka Koju ce CnpoBode paau Yukeersa AOCTYNHUM Ha
TPXMWTY M Kopuwhewa 6uoumaHor npou3Boda, OBWMM 3aKOHOM Yypehyjy ce u
nocebHe cuTyaumje kaga ce 6GuoumaHM MNPOU3BOA KOjU HUje npowao pPeaoBHY
npoueaypy vnak Moxe Hahu Ha TPXULWTY OAHOCHO KopucTuth y Penybnuun Cpbuju.
Y oBe cuTyauuvje cnaga criyvaj HenpeasuheHe nojase LITETHUX OpraHu3ama Koju He
Mory 6uTtn cy3bujeHn apyrum cpenctemma unv uounaHuM nNpovMssBoauma 3a Koju je
Beh JOHeT aKT y pejoBHOM MOCTYNKY, Kaga ce OHOCU NpuBpeMeHa [03Bora, anv u
CuTyaumja kaga ce TakBuM OUOUMAHM NPOU3BOAM MOFY KOPUCTUTU Yy MOCeBHO
KOHTPOMMCaHNM ycrnoBuma (y eKCrnepuMeHTYy WU UCMUTUBakY 3a CBPXE HayyHor
ncTpaxusaka M pasBoja UM NPOU3BOA M MPOLLEC-OPUjEHTUCAHOI UCTpaXuBara U
pas3Boja), kaja ce OOHOCK MOTBpAAa 3a HUXOBO YMH-EHe OOCTYNMHUM Ha TPXULITY,
OOHOCHO [03BONa 33 eKCepUMEHT U UCNNTUBAHE.

Kako 6u ycnoctaBrbeHuM CUCTEM MPaBUIHO (YHKLMOHMUCAO, HEOMXOAHO je 6uno
ypeouTu U Haasop Haj HeroBOM MPUMEHOM, Kao U KasHeHe oapenbe 3a criyyaj
KpLLueHsa OBUX oapenou.

HoBum 3akoHoM 0 GMouMaHMM NPOU3BOAMMA HEe MEHsa Ce CYLUTUHA Baxkeher 3akoHa,
Beh ce yBoge HOBa MpaBuna 3a YMkbeHse AOCTYMHUM Ha TPXULITY U Kopuwhere
GuoumnaHMX NPon3BoA4a 1 TPETUPaHMX NPOU3Boaa.

Ypepba o OuoumgHum npoussoauma ypehyje cBako cHabaeBawe OuoungHuUm
NpPoOu3BOAOM pagun AUCTpubyuuje nnm kopuwhera y OKBMPY MOCMOBHE AENATHOCTY,
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Te Cy 3aKOHOM nopep npoussohada n yBosHuka buouungHor npovssoia geduHucaHu
HOBM HOocmoum obaBesa u To AUCTpMOyTEp MM KOPUCHMK BruoumaHor npomnssoaa. Ha
oBaj HauMH ocurypahe ce ga cBu y naHuy cHabaeBara GuounaHnx npom3soaa nvajy
obaBe3y [a CBOje NocnoBake yckrnage ca nponvcuma Kojuma ce ypehyjy dnoungHu
npoussoan M ga ce Ha TpxuwTty Penybnuke Cpbuje unmHe OOCTYNMHUM U KOpUCTE
GuounagHn Npov3BOAM KOjU HEMajy HenpuxBaT/bMBe edekTe Ha 34paBibe Ibyau,
3[paBIbe XMBOTUHA U XNBOTHY CPeaMHY.

3akoH npeasuha ga ce y 6uounaHOM NPoM3BOAY KOPUCTE U aKTUBHE CyncTaHue Koje
Hucy bune obyxeaheHe Oupektusom 98/8/EC ca kojom je Bakehu 3akoH ycknaheH.
Ha oBaj HaunH omoryhuhe ce 4Yniberbe OOCTYNMHUM Ha TPXUWTY M Kopuwhene
6uoumaHMX nNpouM3BOAa KOjU CcagpXe aKTUBHE CyMNcTaHue Koje ce Kopucte Y
ovoungHUM NPoM3BoaMMa KOju ce YnMHE AOCTYMHUM Ha TpxuwTty EY.

JeoHa OO CyWITWMHCKM BaXKHMX HOBWMHA KOjy YBOAWM HOBW 3aKOH jecTe yBOhewe
npasuna ga 3a buoumaHm NponsBoA 3a Koju je y EY goHeTo ogobpemnse y cknagy ca
nponucomMm EY oa cTpaHe HagnexHor opraHa gpxase 4ynaHuue EY vwnm og ctpaHe
EBporncke komucumje He MOXe Ada ce nogHece 3axTeB 3a YnMberse JOCTYMHUM Ha
TPXKAWTY W Kopuwhewe npemMa HauMoHarnHOM MpenasHoM MocTynky (ynuc
6uouungHor npoussoaa y lpuBpemeHy nucty), Beh ce mMopa MOKPeHyTM MNOoCTynak
npusHaBawa Tor ogobpewa. Hamme, y Baxxehem 3akoHy 6una je gata moryhHocT ga
ce GuounaHu npoussog ynuwe y lMpvMBpemMeHy NUCTY U ako je 3a Hera JOHEeTo
ogobpere 3a CcTaBbawbe Ha TpxuwTe U kopuwhere y cknagy ca nponucom EY o
CTpaHe HaffnexHor opraHa gpxase unaHuue EY. Mehytum, TOkOM geceT roguHa
npuMmeHe nocrtojeher 3akoHa HujeaaH NpuBpeaHn CcybjeKkT Huje NMoAHeo 3axTeB 3a
npusHaBawe opobperwa, Beh cy ce ognyyvMBanu ga, U y cuTyaumju kaga je 3a
GrounaHn NPoOn3BOA KOju CTaBIbajy Ha TPXULITE HAAMEXHU opraH Ap)Xase YnaHuue
EY noHeo ogobpetbe 3a cTaBrbarbe Ha TpXUWTE U Kopuwhere, NogHoce 3axTeB 3a
ynuc Tor OwuoumgHor npoussoga y [lpuBpemeHy nucty. Mehytum, [lMpuBpemeHa
nncTa je MHCTPYMEHT KOju je yBedeH Kao npernasHo pellewe o4 paHujux cuctema
Koju cy ypehuBanu ctaBrbawe OumoumaHuMx npoumsBoga Ha TpxuwTe Penybnuvke
Cpbuje ka cuctemy EY koju ypehyje ynpaBrbawe OvouMaHMM NpouM3BoAMMA.
Hajsehun 6eHeduT Koju ce ocTBapyje of ycknahuBakwa nponuca y oBoj obnacTtu
Tpebano je ynpaBo ga 6yae octBapeH Kpo3 MOryhHOCT a ce WTo Buwe BuoungHux
npoussoda koju cy Beh ogobpenn y EY y cknagy ca nponucom EY Hahe Ha TpxuwTy
n kopuctun y Penybnuum Cpbuju kpo3 nocTynak npusHaBarwa ogobpera. Ynucmsamwe
GuoumngHor npoussoda 3a Koju je AoHeTo ogobpene y ckragy ca nponvcom EY y
MprBpeMeHy NUCTy 3Ha4Mno 6u gynny nNpPoLeHy, WTO ce HOBMM 3akOHOM nsberasa.

Opyra 6GutHa HOBMHA KOjy YBOAW 3aKOH jecTe MOryhHOCT Aa ce jeqHUM aktom ogobpwm
YNbEHE OOCTYMHMM Ha TPXUWTY M Kopuwhewe rpyne 6GuoumaHux npoussoga
(broumagHMx nNpou3BOAda KOjU MCMyHaBajy NponMcaHe YCroBe, HMp. uMajy ucte
aKTMBHE CyncTaHue, CrnvMyaH cacTaB WTA.), YsMme ce noctmke Beha edumkacHocT
aAMUHUCTPATMBHOI NpoLeca 1 cMmamyje ontepehense npuspeae.

HoBuWHa je 1 TO WITO ce 3aKOHOM ypehyje cTaBrbarkbe Ha TPXKULITE NPou3Boaa Koju cy
TpeTMpaHu GrouuaHMM NpousBoAOM UNM UX HamepHo cagpxe. OBa obnacT Huje
ypeheHa Baxehum 3akoHoM. OBO gofdaTHO ypehuBake je 3HayajHO 3a LernokynaH
XMBOTHM UMKNyC TpeTupaHor npoussoga, ¢ ob63MpoMm Jda ce nopea KOHTpone
n3narawa noTpowada 6OGuoumgHOomM npousBody Yy TOKy nepuoga ynotpebe
TpeTMpaHux npoussoAa, MHdopMaumjama cagpXaHum y godatHoMm obenexaBay
ycMmepaBa nocTynake ca TpeTupaHuM Npov3BoAMMa Kaga nocTaHy otnag.

HoBum 3akoHom Hucy obyxBaheHe oHe ogpenbe VYpeabe o 6GuoungHum
npovssBoaumMa Koje ce ofHoce Ha yHarnpehewe QyHKUMOHWCAa YHyTpallHer
Tpxkmwta EY. OBO m3 pasnora wrto je Ypegba o 6GuoungHum npovsBogvma
3ameHuna paHujy [OupekTuBy Koja je [o3BOfbaBasna pasnuke Yy nocTynawunma
nojeauHnx Apxasa udnavvua EY. Tako, n3 Ypepbe o 6uoumgHum npomssoguma,
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nopea ogpenbu koje ce ogHoce Ha nocTynak npoueHe M opobpaBake aKTUBHUX
cynctaHum (Mornaeree 2 n 3) HUCY Morne npeyseTte HYU ogpende koje ce oaHoCce Ha
LeHTpanu3oBaHe MNOCTYNKe W npouedype Koje ce cnpoBoge Ha HuBoy EY u To:
ogobpere buoumaHor npomnssoda Ha HuBoy EY (lMornaeree 8), ynopeno mehycobHo
npusHaBawe OwuoumgHor npomsBoga (uwnaH 34), ynopegHa npoueHa pusnka
GuoungHux npomnseoaa (4naH 23) u gpyru NOCTynum Yunje je cnpoBohere yCnoBIbEHO
yraHcTBoM y EY.

2. Llnrb Koju ce nocTuKe fOHOLWEHeM OBOr 3aKOHa

OBaj 3akoH goHocu ce pagn ycknahueawa noctojehmx nponuca y obnactu
ynpasrbarka bnoumaHMm npomsBoguma ca ogrosapajyhom perynatmsom EBponcke
YHWje Koja je o QoHOoLWeHa NPeTXoaHOr 3aKoHa NMPOMeH-eHa.

OcHOBHM UUIb JOHOWEHa M OBOr 3akoHa je yHanpehewe cuctema 4ukbensa
OOCTYNHUM Ha TPXUWTY U Kopuwhewa 6uoumaHmx npousBoga Ha Teputopujm
Penybnnke Cpbuje. Hboume ce n pgarbe ocurypaBa BMCOK HMBO 3alUTUTe 34paBiba
rbyan, 34paBiba XMBOTUHA WU XUBOTHE cpeauHe, Kao U noborbluiakwe TProBUHE
GvoungHuM npou3BoaMMa ca 3emrbama EBponcke yHuje n gpyrum 3emrbama,
ocurypaeajyhm KOHKYpPEHTHOCT npuBpede, a nogctnyyhm passoj 6e3begHujmux
anTtepHatMBa. Takohe, yHanpehyje ce cuctem Kojum ce o006e30efyje ga ce Ha
TPXULITE CTaBrbajy GuounaHn NpomMsBoaun Koju Cy AOBOSbHO e(MKaCHU Aa YHULITE
HenoXerbHe opraHn3Me u TakBu a HeEMajy WTeTHe edekTe Ha 3apaBrbe fbyau unm
XMBOTUHA, UMW HenpuxeBaT/bMBe edbekTe Ha XMBOTHY cpeauHy. [lopen Tora,
ypehuBaweM CTaB/bakba Ha TPXULWITE TPETMPaHUX Npou3BO4a YyKnawajy ce
HenoTpebHe npenpeke Yy TProBMHU TpeTMpaHum npoussoguma. Ocum  Tora,
nponuncuBaem obaBe3e obenexapawa OMOLMOHMX MNpoM3BOAA U TPETMPAHUX
npovsBoda MOAWXKE Ce CBECT U MHPOPMUCAHOCT MOTpollaya YMMe ce yTu4de Ha
npaeunHo un 6e3begHo kopuwhewe 6GuoumaHor npousBoga WM TpeTUpaHor
npovsBoja, a CaMmum TUM U Ha CMakEeHEe pyU3nKa Ha 34paBibe Jbyan M XUBOTUHA U
OvyBah-€ XXNUBOTHE CpeauHe.

Kpajibm uurb OoHowewa 3akoHa Tpeba pa Oyme Gorba KOHTpoONMa unkbea
AOCTYMHUM Ha TPXUWTY M kKopuwhewa OvounaHuMx npousBoga M TPEeTUpaHUx
npoussoaa, a caMmm TuM K 6orba 3awTuTa 3apasriba Jbyan, 34paBiba XUBOTUHA U
XNBOTHE CpeavHe.

BuoungHM npomsBoAM Cy XemuKkanuje Koje Cy HaMerheHe 3a yHulTaBake U
KOHTPONy HenoxerbHUX opraHnsama. OBy CBOjy (byHKUMjy ocTBapyjy 3axsarbyjyhu
CBOjCTBMMAa Ha OCHOBY KOjUX Ce M pasnukyjy o octanux xemukanuja. A3 uctmx
pasnora TW MNpPOM3BOAM MNpPEeACTaBibajy PU3MK Ha 34paBibe Jbyau, 34paBibe
XMBOTUHA U XXMBOTHY CpeaMHY M 3a pasfnuKy of pexvnma cnobogHor npomeTa y KoM
ce Hanasu BehuHa xemukanuja, GuounaHn NPOM3BOL j€ HEOMXOAHO MPOLEHUTU y
OKBMPY MNOCTYyMNaka AOHOLLIEHa akaTa Ha OCHOBY KOjUX CE€ OH YMHM AOCTYMHMM Ha
TPXKULWITY N KOPUCTK, KAO MPETXOAHW YCIOB 33 H-ErOBO YnMHbEHsE AOCTYMHMM Ha
TPXMWTY M Kopuwhewe. Ykonuko npeasufieHn HaumH kopuwhewa 6GuoumaHor
npovssBoda npeactaB/ba NPUXBAT/bLMB PU3SNK Ha 34paBibe Jbyau, 30paBribe
XMBOTUHA W XMBOTHY CpeauHy, HaanexHu opraH ogobpaBa HEroBO UYMHEHE
AOCTYNHUM Ha TPXUWTY n kopuwhewe. MNpu TOM, caMm akT Ha OCHOBY KOr ce
OvounagHn NPoOu3BO4 YMHU AOCTYMHMM Ha TPXULITY U KOPUCTU He npeactaBiba
Gapujepy y TproBuHW, Beh HyxaH YyCrnoB 3a 3aWwTuTy 3a4pasrba ribyau, 34pasrba
XMBOTUHA M XKMBOTHE cpefuHe o OuoumaHux npousBoda Koju npeacTaBibajy
HenpuxeaTIbUB PU3UK U HUCY OOBOIBHO ednkacHU. Ha oBaj HaumH ocurypaea ce ga
ce Ha TpxuwTe Penybnuke Cpbuje cTtaerbajy camo GuouMaHu NpoM3BOAM Yuja je
ynotpeba 6e3begHa.
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Ofg nodvetka obaBe3He npumeHe Baxeher 3akoHa o ©uoumgHuM npousBogMMa
nogHeTo je oko 3.500 3axTeBa 3a CTBSbake Ha TPXULITE BMOLMOHMX Npou3BoAa y
CKnagy ca HauMoHanHUM npenasHuM MOCTYNKOM M goHeTo oko 2.600 pelwlerwa o
ynncy 6uoumagHor npoumssoga y [MpuBpemeHy nucty. [akne, ypehuBawem oBe
obrnactM Ha HauMH fa ce Kpo3 MoCTynak npoueHe 6GuoumaHux npoussoda u
AOHOLLEHa akaTa Ha OCHOBY KOjUX Ce TU NPOM3BOAWN YMHE AOCTYNHUM Ha TPXKULLTY W
Kopucte nocTwke ce ga ce Ha TpxuwTe Penybnuke Cpbuje crtaerbajy camo
ovoumgHn npousBogun koju cy 6e3begHn 3a ynotpeby, ogHOCHO uumje kopuwhewe
npeacTaB/ba MNPUXBaT/bMB PU3SMK Ha 34paBibe Jbyau, 34paBibe XMBOTUHA U
XMBOTHY CpeauHy.

3. la nu cy pasmaTtpaHe gpyre moryhHocTM 3a pewere npobnema?

[pyre moryhHoCTM 3a pelierne npobrnema HUCY pasmaTpaHe ¢ 063upom ga je u go
caga oBa obnact 6una ypeheHna 3akoHom. [lopen Tora, ypehuBamwe cucrtema
ynpaBrbaka OumoumgHMM npomsBoguMMa noapasymMeBa MpPOMUCMBaHE  jaCHUX U
TpaHCNapeHTHUX MpaBwuna W npoueaypa koje Mopajy Outn ycarnaweHe ca
3axTeBMMa peneBaHTHWX nponuca EY, kao v nponucumBakwe npaBa v obaBesa
npuBpegHux cybjekata Koju YMHe OOCTYNMHUM Ha TPXUWTY U KopucTe OuoumaHe
npouseode, mspuuawe KasHeHuUX U OPYrMx BpCTa Mepa Yy MOCTYMNKy Hagsopa, Te
3aKoHCKO ypehuBare OoBe MaTtepuje npeacTtaerba jeanHn moryhm mnsbop. Takohe,
AOHOLLEHE OBOI 3aKOHa Ce HanaXke Kpo3 MHora ctpaTtellka AokymeHTa Brage, kao u
u3BelTaje koje je npunpemuna EBponcka KomMucuja y npouecy npucTynawa
Penybnnke Cpb6uje EY (ckpuHuHr useewTaj 3a [Nornaembe 27, Oeo lll. MpoueHa
cTeneHa ycknaheHoCcTn 1 kanauuTeTa 3a UMMnIemMeHTauujy).

4. 3aWwTO je AOHOLEHEe 3aKOHa Hajoorbe pelwexe npobnema?

MNMpeonoxeHe opapenbe ce ogHoce Ha MaTepujy Koja ce HajedukacHuje wu
HajTpaHCNapeHTHWje perynuiie 3akoHOM, Tako Aa je NpoueHeHO Aa ce Ha OBQj
Ha4MH jacHO M HeABOCMUCHEHO CTBapa oAaroBapajyhu npaBHW OKBUP 3a ypehuBame
oBe obnactm, a CcTBapajy Ce YyCrnoOBM W 3a HeONxogHo YycknahuBawe ca
ogroeapajyhom EY perynatmeom. Hamme, poHowewem 3akoHa o OuoumMaHUM
npovssBoaumMa pJaje Cce npaBHM OCHOB 3a YHanpehewe cucTtemaTCcKe KOHTposne
YntbeHa OOCTYMHUM Ha TPXUWTY n Kopuwhewa GuoumaHux npoussoga U TO He
caMO KpO3 MOCTynaK JOHOLLEHa akaTta Ha OCHOBY KOjUX C€ OHW YMHE AOCTYMHUM Ha
TPXMWTY K Kopucte, Beh n Kpo3 uHcnekumjckm Hanlop. OBO je Bpfio BaXHO C
063MpomM [a HeadeKBaTHO YUMHbEHE [OOCTYNMHUM Ha TPXAWTY u  Kopuwhewe
GvounagHuUX npomM3Boda MOXE M3a3BaTU LWITETHe edekTe Ha 34paBibe fbyau U
3[paBibe XUBOTUHA, @ Takohe MOXe MMaTK HenpuxBaTibMBe €dEeKTE Ha >KUBOTHY
CcpeaviHy.

5. Ha kora he 1 Kako yTuuaTu peluersa npearioxeHa y 3aKkoHy?

Tokom gecet rognHa npumeHe 3akoHa o GuoumaHum npoussoguma y lNMpuBpemeny
nucty je ynucaHo oko 2.600 6uounaHux npomnssBoda Koje CTaBriba Ha TpxuwTe 519
npueBpegHux cybjekta, on d4era je 258 pomahux npousBohaya 6GuounagHUx
npoussoaa, 265 yBo3HMKa Koju yBO3e GuoumaHe npoussoge m3 3emarba EY, a 35
npuBpeaHux cybjekata yBo3u 6uoumgHe npoussoge v3 3emarba BaH EY (Bocha u
XepuerosuHa, Makegonuja, AnbaHunja, Typcka, Pycka ®epepaunja, NHanja, CAL,
KnHa, Benuka Bputanuja wutg). OBaj 3akoH He yTude Ha npaBa M obaBese
npuBpegHux cybjekata Koju CTaBrbajy Ha TpxuwTe GuoumaHe NpoM3BOAE KOjU ce
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Beh ynucanu y lNpmBpemMeHy NUCTy y Cknagy ca nNponMcuma Koju cy 6unm Ha cHasm
A0 CTynaka Ha cHary oBOr 3aKoHa.

OBMM 3aKOHOM ce He yBode HoBe obaBe3e HM 3a HaAMeXHW OopraH HU 3a
npomssohaye M yBO3HUKE OuoumaHor npou3soga, Beh ce nojeguHe noctojehe
oGaBe3se ypelyjy Ha gpyraynju Ha4MH OQHOCHO NpPeLm3npajy.

MehyTtum, umajyhu y Bugy ga Ypenba o 6uounaHum npoussoguma ypehyje csako
cHabgeBate OvouMgHMM NPoOU3BOAOM pagu aucTpubyuuje wmnu kopuwhewa y
OKBMPY MOCNOBHE OenaTHOCTW, OBMM 3aKOHOM Cy noped npoussohada v yBO3HMKA
GuoumngHor npom3soda AedMHUCaHN HOBM Hocuoun obaeesa n To AncTpubyTtep u
KopucHMK BmoumaHor npou3Bogda. Ha oBaj HaumH ocurypaBa ce ga CBM Yy NnaHuy
cHabgeBata GmouMaHMX Npou3soga Mmajy obaBesdy ga CBOje NMOCnoBake ycknage
ca nponucuma Kojuma ce ypehyjy buoungHu npomsBoamn, OOHOCHO Aa Ce Ha TPXKULLITY
Penybnuke Cpbuje He 4MHe OOCTYMHMM M He KopucTe BmouMaHM NpPouM3BOAMN KOju
npeacTasrbajy HenpuxsaTibMB PU3MK UM HUCY [OOBOSbHO edomkacHW. [akne,
npeanoXeHa 3akoHcKa pellera ytuuahe Ha guctpubytepa M KOpUCHUKA KOjU YMHE
AOCTYNHUM Ha TPXULUTY M KOopucTe BuounaHu npoussog koju he nmatm obasesy aa
3a GuoumaHn npomsBog npubaBe akT Ha OCHOBY KOr C€ OH YMHWM OOCTYNMHUM Ha
TPXKULLTY U KOPUCTWK, Kao U Aa Taj Npoun3Boa Kracudukyjy, ynakyjy, obenexe un ga 3a
Hera nspage 6e36eaHOCHM NUCT y cknaay ca ogpeabama oBOr 3akoHa.

3HavajHa npomeHa kojy he oBaj 3akOH OOHETM je Ta wTo ybyayhe yBO3HUMK
GuouungHor npousBoda 3a Koju je OOHEeTO ofobpere 3a Ynkberne AOCTYMHUM Ha
TPXULWTY M Kopuwhewe y cknagy ca nponucom EY of cTpaHe HagnexHor opraHa
apxaBe dnaHuue unn Eeporicke komucuje Hehe Mohn ga 3a wera nogHece 3axTeB
3a ynuc y lNpuspemeny nucty, seh he mopatu ga cnposefe Noctynak npusHasaka
Tor ogobpewa. Mmajyhn y Buay oa sehmHa npuBpegHux cybjekata Koju nponsBoge u
4ynHe AOCTynHMM OuoumaHe npoumsBoge Ha TpxuwTy EBponcke yHuje uma cBoje
hepke dupme y Penybnmum Cpbujn, oBa M3MeHa npeacraBiba OArOBOP Ha HMXOB
3axTeB 3a OnaklaBaHeM MocrnoBaka, ¢ 063upom aa nocnyjyhu y EBponckoj yHuju
Beh nmajy npucTtyn CBOj HEOMNXOL4HO] JOKYMEHTaumju 3a BuoumaHe NpomMsBoae paau
crnpoBofewa NOCTynka Mpu3HaBawa ofobperwa (CaxeTak KapakTepucTuka
GuouungHor Npov3Boaa, M3BeELLTaj O NpoueHu BuoumaHor Npov3soda, UCNUTMBaHE
edmkacHoCcTM BrouunagHor nponssoaa).

Mopen Tora, HOBMHA Koja ce yBoau Ypendom o buoumaHnm npomssoanma, a camum
TMM M OBMM 3aKOHOM OJHOCW Ce€ Ha CTaBibake Ha TpXuwTe u obenexaBawe
TpeTupaHuMx Npom3BoAa, Koju Ao caga Hucy 6unu ypehenu. Hanme, oBMM 3aKOHOM
cTBapa ce obaBesa nuuy Koje CTaBiba Ha TPXWULWITE NPOU3BOA KOju je TpeTupaH
GvoungHUM NPomM3BoAOM Aa Taj npom3Bog obenexun Ha TavyHo ogpeheH HaumH Kako
6y omoryhmo pga noTpowad uma noTnyHy wHdopMauvjyy O TOM npoussoay,
YKIbydyjyhu cBe Mepe npefocTpoXHOCTM koje Tpeba ga npeanyame 36or GuoungHor
npovsBoda, a CBe Yy UWbY Aa MoOxe Aa oanydn xohe nu Kynutm M KOPUCTUTU
TpeTupaHu NpousBoa unn He. Takohe, OBMM 3aKOHOM YyTuUYe ce M Ha npoussBohada
TpeTupaHor npoussoda nponucusakem obaBe3e Aa Mpov3BO4 MOXe TpeTupaTtu
camo 6uoumaHMM NpoM3BOAOM KOjU CaapXW [O03BOSbEHE akTMBHE CyncTaHue.
MpenasHum ogpenbama OBOr 3akoHa OCTaBibEH je nepuwod 3a ycknahuBawe
nocnoBawa TUX NMUA Ca HOBWM pellewnma, Kako Ou ucnyHunu ycrnose 3a
MocCnoBake U CTaBrbake Ha TPXKULLTE TPETMPaHNX NpoM3Boaa.

6. Koju cy TpolukoBu koje he npumMeHa 3akoHa usasBatu rpahjaHuma, npuspeam,
noce6HO Manum n cpeaHluM NPpUBPESHUM ApyLUTBUMA?

Tokom geceT rognHa npumeHe 3akoHa o 6uoumaHuM npoussoauma y NprueBpemeny
NUCTY ynucaHo je oko 2.600 6uounaHux npomnsBoda Koje CTaBrba Ha TpxuwTe 258
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aomahux nponssohaya GruoumaHnX Npon3eoga u 265 yBosHuKa Koju yeose GuoumaHe
npoussoae un3 3emarba EY. MNpumeHa 3akoHa o GuoumgHMM npomsBogumMa HajsuLLe
edekata umana je Ha mana wm cpegwa npegyseha (Hnp. 90-95% OGuoungHux
npounssoda ynucaHux y NpuBpemeHy nucty NponsBedeHo je unm yBe3eHo of CTpaHe
oBux cybjekata, ook je camo 5-10% OGuoumgHux npou3Boga NOTEKNO O4 BENUKUX
npegyseha).

MpumMeHa 3akoHa He u3asuBa TpoLukoBe rpahaHMMa jep He Nponucyje NocTyrnke Koju
ce cnpoBoAe no 3axTeBy rpahaHa y uurby OCTBapuBakwa oapefheHor npasa wnu
ucnywera obasesa. Hanme, npumeHa oBor 3akoHa he mmaTtn GpojHe MO3WTMBHE
nocneguue no rpahaHe Penybnuke Cpbuje n gpyre KopucHuke GumoungHux
npov3Bog jep ce HuMe oHemoryhaBa unkbere [OCTYMHUM Ha TPXUWTY WU
Kopuwhene Hebe3beaHnx buoumaHnx nponssoaa.

M oMM 3akoHOM, Kao 1 A0 caga, Hajgsehu TpoLLKkoBuM Hamehy ce nuuMma koja vvmHe
AOCTYNHUM Ha TPXMWTY U KopucTe buoumaHe npoussoge. OBaj 3aKOH He M3asmBa
AodaTHe TPOLUKOBE Yy OOHOCY Ha TPOLUKOBE Ha Koje cy npoussohaun u yBO3HWULMU
HGuoumnagHux npomssoaa Beh 6unu obasesaHn noctojehum 3akoHOM, jep ce He yBoae
HoBe obaBe3e. Haume, nmajyhm y Bnay ga ce o cTynawa Ha cHary 3akoHa o
6roungHum npoussoammMa GroumMaHy NPON3BOAM CTaBIbajy Ha TPXKULITE y ckragy ca
HaUMOHaNHMM NpenasHUM MOCTYMKOM, jeAnHM TpOoLlaK KOju Cy NpuMBPEAHM CyOjekTu
jegHokpaTHO nnahanu jecte Takca y msHocy of 30.000 gmHapa 3a cnposohene
nocTynka ynuca uoumaHor npoussoga y lNpuBpemeHy nucty. Mehytum, umajyhu y
BMAYy Aa Ce OBUM 3aKOHOM yBOAEe HOBWM Hocuouu obaBesa u TO OMCTpubyTep wu
KopucHMK BuoumgHor npoussoda, oHn he Takohe umaTtn obaBesy ga 3a GuoumaHu
Npou3BO4 KOjU YMHE AOCTYMHUM Ha TPXULWTY U KopucTe npubasBe akT Ha OCHOBY KOT
Ce OH YMHM AOCTYMHMM Ha TPXULWITY U KOPUCTM M CXOOHO TOoMe Ta nuua 6uhe
o6Be3HMUM nNnahawa Takce 3a cnpoBohewe agMUHUCTPATUBHMX MNOCTynaka
nponucaHnx OBUM 3akoHOM. Takohe, nopen AMPEKTHMX TPOLLKOBA KOju Ce 0gHOCe Ha
nnahawe agMUHUCTPATUBHE Takce, TPOLUKOBM MPUMEHE Kako nocTojeher, Tako wu
OBOr 3aKkOHa Ha npuBpeaHe cybjekte cy Behu jep oHM Mopajy Aa ynoxe oapeheHa
duHaHcHjcka cpeacTBa y ucnutmBamwe edukacHoCcTM GuoumagHor npousBoga Ha
UurbHe opraHuMamMe, Kao U Aa Taj npou3Bof Kracudukyjy, ynakyjy, obenexe n ga 3a
tera m3page 6e3begHOCHN NUCT, Kako BM KoMmnneTupanu AOKYMeHTauunjy Koja ce
3axTeBa y NOCTynKy ynuca buoumaHor npomssoaa y MNMpmMBpemeHy nucTy.

M noctojeha, kao n npennoxeHa 3akoHCKa pellewa Hajpehe TpolikoBe Hamehy
aomahmm npoussohaumma OGuoumagHux npousBoda pagn cnpoBohera MNocTynka
opnobpaBarwa 6uoumaHor npoussoga. Hamme, npoussohaun GuounagHnx nponssoaa
he wn parbe CHOCMTM TPOLWIKOBE Koju oOOyxBaTajy TPOLUKOBE KOMMMeTupawa
HeonxogHe OOKyYMeHTauuje (u3paga gocuje 3a GuoumgHu NpomsBOA), Ha npumep
TPOLLKOBE MCMMTMBaHa CBOjcTaBa GuoumaHor nponssoda pagu NpoLeHe HEeroBux
edekata Ha 34paBrbe Sbyau, 34pPaBIbE XUBOTUHA W XMBOTHY CpeauHy 3a CBe
npeasuheHe HauvHe kKopuwhewa, Kao W TPOLIKOBE MWCMUTUMBAka HEroBe
eUKacHOCTM Ha UuIbHE OpraHuame, anvM U TPOLLUKOBE Be3aHe 3a crnpoBohere
nocTynka npoueHe 6uouMaHOr npom3Boda Yy MNOCTYNKy [AOHowewa oaobpemna.
N3papa gocujea 3a GuounaHn nNpomsBog 3axTeBa Benvka WHBECTMUMOHA ynarama.
Pepn BennuumHe TpowkoBa o06e3behnBarta noTpebHMX CTyanja 1 nogaTaka O akTUBHO]
cynctaHuM wn OuouugHOM npousBoAy W uM3page Aocujea, npema nogauuma
AOCTYNHUM Ha nHTepHeTy, kpehe ce y EY y oncery oa 250.000 espa go 2.200.000
eBpa. AOMVHUCTpaTMBHA Takca 3a NpoBepy Aa N je gocuje 3a buoumgHn Nnponssos
noTnyH M 3a npoueHy OGuoumaHor nNpou3BoAa Ha OCHOBY [Jocuvjea y MNOCTYNKY
AoHowewa opobpewa wusHocn 980.000 guHapa (Ypepgba O BUCUHM  TaKkew,
o6Be3HMUMMa nnahawa, kKao WU HavvHy nnahawa Takcu 3a NPOLEHy U npoBepy
nogataka o 6uoumgHum npowmssogmma (,CnyxbeHn rnacHuk PC”, 6poj 90/15)).
BucuHa HakHage 3a npoueHy OuouugHor npou3Boda Yy MOCTYMKY H-eroBor
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opobpasana y Cnosenunjn nsHocu 12.000 eepa, y XpsaTtckoj 10.000 eBpa, ook ce y
AycTtpuju, ®paHuyckoj n Hemaukoj BucnHa HakHage kpehe u go 50.000 espa.

MehyTum, 3aKOH yBOAM HOBWU MHCTPYMEHT KOjUM ce omoryhaBa ga ce jedHUM akToMm
00006pN uYMtbeHe AOOCTYMHUM Ha TPXUWTY U Kopuwhewe rpyne OuoungHux
npoussoaa (6voumaHuM NpomM3BOAUN KOju UCMyH-aBajy NponucaHe ycrioBe, HMp. uMajy
NCTe aKTUBHE CyncTaHue, CnnyaH cactaB UTA.), Yyume he ce cmawutn ontepehene
aomahux npomssohaya GuoungHux npomssoga jep he ymecto nnahawa Takce 3a
npoueHy CcBakor nojeavHadHor 6GuoumaHor npou3soda Yy rpynu  GuoungHux
npounssoda (980.000 guHapa no npowussody) nnahaty Takcy 3a MNpPOUeEHy rpyne
ovoumgHux nponssoga. Ha osaj HaunH omoryhuhe ce 3HaTHe ywTeae NpMBpPEaHNM
cybjekTnma, He caMO (hMHaHCUKjCKe Hero n BpemeHcke. BucuHa Takce 3a npoueHy
royne ©6uoumgHux npoussBoda ytepauvhe ce y cknagy ca [lpaBunHuKOM O
METOAONOMjM N HaunHy yTBphMBara TPOLLKOBA MNpyxaksa jaBHe ycnyre (,Cnyx6eHu
rnacHuk PC”, 6p. 14/13 n 25/13 - ncnpaska).

Ocum Tora, umajyhn y Bugy na ogobpewe 3a 4mmbere OOTYMHUM M Kopuwhewe
GuoumngHor npomsBoda koje Gu OOHEO HagnexHW opraH He 6uno npusHaTo Kaga
Penybnuka Cpbuja noctaHe gpxaea uYnaHvua EY u ga 6 gomahu npoussohaun
ovoumgHor npomsBoga Mopanu ga MNoHOBe MocTynak ogobpaBawa GuouungHor
npousBoaa y cknagy ca 3axtesmma Ypeabe o bmoumgHMm npomssoamma, WTto 6m 3a
WX NpeacTaBrbano AynaM  Tpolwak, OBMM 3akOHOM Jdaje ce MoryhHocT
npoussohaynma 6uoumgHuMx nNpousBoda Aa Te MNpov3BoAEe YYMHEe OOCTYNHUM Ha
TPXULWTY Tako Wto he nx ynucatn y MNpmuBpemeHy nucTy.

Kaga cy y nutamwy TPOWKOBM MpuBpedHnx cybjekata koju yBo3e OuoumaHe
npoussoae 3a Koje je y EBponckoj yHuju goHeTo ogobpere y cknagy ca nponvcom
EY op crtpaHe EBponcke komucuje unu HagnexHoOr opraHa Apxase unaHuue
ogHocuhe ce Ha nnahare Takce 3a cnpoBohere NOCTyNKa Npu3HaBawa ogodpemsa.
UuweHnua ga je 3a ogpehenn GuoumaoHum npouseog Beh OoHeTo ogobpewe y
EBponckoj yHuju 3Haum aa je Taj GuounaHyn NnpomssBon NpouerweH 1 aa cy yTepheHu
YCIOBM 3a heroBo 6e36e4HO YnHEHE AOCTYMHMM Ha TPXULWITY U Kopuwhene. C Tum
y Be3n, umajyhu y gy ga sehuHa npuBpegHux cybjekara Koju npousBoge M YmHe
AOCTyNHUM BuoumaHe npoussBode Ha TpxuwTy EBponcke yHuje uma cBoje hepke
dupme y Penybnuum Cpbujy n ga oHn Beh uMajy nNpucTyn CBOj HEOMNXOOHO]
AOKyMeHTaumju 3a buounaHe npovsBoae paaw crnpoBofera NocTynka npusHasBara
ofobpera, He o4ekyjy ce AoOaTHWU TPOLLKOBM 3a YBO3HWKE BuoumaHux npownssona
Koju Te npomsBoge yBose U3 EY. Mehyytum, nmajyhmn y Bugy aa HagnexHu opraH y
OBOM TMOCTYMKy Ha OCHOBY [OCTaBfbeHWX nopartaka (caxeTak KapakTepuctuka
6uoumaHor npov3BoAa, M3BelTaj O npoueHn BuoumaHor npovs3soga, nogaum o
edmkacHoCcTM BGuouugHor npoussoda) npouekwyje ga Nu cy YCrnoBu Yy Kojuma ce
6uoumaHM NPon3BO4 YMHU OOCTYMHUM Ha TPXULLTY M KOPUCTU Yy APXaBW YnaHuum
EY, ogHocHO Ha HuBOy EY y cknagy ca ycnoBuma y kojuma 6u ce Taj npou3Bof
YMHMO OOCTYMHUM Ha TPXULITY U KopucTno y Penybnuumn Cpbuju nnm nx je notpebHo
npunaroaMTn, nuua Koja YvMHe TakBe npou3Bode AOCTYNHWM Ha TPXULITY Cy
obBe3HMUM nnahawa Takce 3a cnpoBofewe MNOCTynka npu3HasBawa ofobpera.
BucnHa Takce 3a npoueHy nogataka O OGuouMaHOM Mpou3Body Yy NOCTYMKY
npusHaBawa akta Kojum ce opgobpaBa cTaBfbawe Ha TpxuwTe 6uoumaHor
npoussoga AOHETOr of CTpaHe HaAmnexHOr opraHa 3emrbe uYnadHuue EY usHocu
285.000 guHapa (Ypenba o BUCUHM Takcu, ob6Be3HMUMMa nnahaka, Kao U HavyuHy
nnahawa TakcuM 3a npoueHy W npoBepy nogaTtaka o GuoumaHuM npousBoauma
(,Cnyx6enn rnacHuk PC”, 6poj 90/15)). BucuHn HakHage 3a UCTM nocTynak vy
CnoseHujn n3Hocu 2.500 eBpa, a y Xpsatckoj 1.800 epa.

Wmajyhm y Buay ga je umrb OBOr 3akoHa fa ce CMmamM MOryhHOCT HacTynawa
LUTETHUX nocrieauua no 3ApasBrbe Sbyau, 34pPaBIbe XUBOTUHA U XKUBOTHY CPEANHY
npoueHoMm GuoumaHor Npom3Boda Mpe HEeroBor CTaBfbawa Ha TPXULWTE Yy OKBUPY
nocTtynaka npornMcaHMx OBWM 3aKOHOM, YWHEHEM [OOCTYNHUM Ha TPXULWTY
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ovoumgHux npoussoda koju cy 6e3degHn 3a ynotpedy LWTUTM ce 3gpaBibe Jbyaum,
3[paBrbe XMBOTUHA M XKMBOTHA cpeanHa. [No3nTneBHU edhekTn Koje oBaj 3akoH Tpeba
Aa npyxu, y NOTNyHOCTU onpaBAaBajy TPOLUKOBE H-eroBor cnpoBohena, ¢ 063npom
0a Kpajibn unib NpennoxeHux pelena Tpeba ga byge 6orba 3awTuTa 3gpasBiba
Ibyau, 30paBiba XUBOTUHA U XKMBOTHE CpeauHe.

7. 0a nu no3suTuBHU edeKTU OOHOLWEHa 3aKOHa onpaBAaBajy TPOLUKOBE
HeroBe npumMeHe?

[loHowernem 3akoHa usspwmhe ce ycknahusawe ca npaBHMM TekoBMHama EY, wto
je obaBesa Penybnuke CpOuje y npouecy npugpyxusawa n obesbeanhe ce aa
Penybnuka Cpbuja y obnactu ynpaerbawa OuoumaHum npoussogmma aobuje
3aKOHOOaBHM OKBUP Koju je y ckragy ca EY npakcom. To he ce no3UTUBHO oapasnuTu
Ha yHanpehewe cucTtemMa Yukbera [JOCTYNMHUM Ha TPXUMWTY U Kopuwhena
GuounagHuX Npom3Boaa u TpeTupaHux npomssoga Ha teputopujn Penybnunke Cpbuje
y3 nctoBpemMeHo obe3behnuBare BUCOKOr HMBOA 3alUTUTE 34paBrba fbyau, 34paBiba
XUBOTUHA M XXMBOTHE CpeauHe.

Kao wrTo je Beh HaBegeHo, GuoumaHe nponsBoae CBaKOAHEBHO KOPUCTM BENUKM Bpoj
Ibyan — oa NpodeCUOHANHUX U UHAYCTPUjCKNX KOPUCHUKA A0 CTaHOBHULLTBA Yunje je
3HaHe M CBECT O yTuuajy OBMX Npou3Boa Ha 34paBrbe Jbyau, 34paBibe XUBOTUHA
N XMBOTHY cpeauHy MuHumanHo. Wmajyhm y Buay Aa je HenpasuIiHO Kopuwhene
ovoumgHux Npon3eoda NoBe3aHO ca NojaBoM 3HadajHor 6poja pasnMuuTux GonecTtu
(kapumHoM, neykemuja, OonectM Koxe W pecnMpaTtopHOr cuctema, Gonectn
eHOOKPUHOT cucTema, odHe bonectn, actma u ap.), Tpowak ypeherwa oe obnacTu,
Ma KOJIMKO BMCOK BMO, MamU je of TpoLLKa caHupana nocrieguua koje v Hactane y
cny4ajy cTuxujcke npumeHe MoLMAHUX Npon3Boaa.

Hakne, ypefuBarteM oBe ob6nacTy Ha HayMH da Ce Kpo3 MNOCTynak npoueHe
BGuoumnaHMx Npon3BoAa M AOHOLWEHa akaTta Ha OCHOBY KOjUX Ce TW NPOM3BOAMN YMHE
AOCTYMHUM Ha TPXWWTY M KOpUCTE 3anpaBo Ce BPLUM KOHTpona OGuoumaHux
npounssoda n obesbehyje aa ce Ha TpxuwTe Cpbuje cTaBibajy camo GuMouMaHu
npovssoan uuje je kopuwhewe ©6e3begHo. Takohe, nponucuBawem obasese
obenexaBara GuoumaHNX Npom3Boaa Noamxe ce CBEeCT U MHPOPMUCAHOCT OBUYHOT
noTpowaya yume ce yTuye Ha npasBunHo u 6e3begHo kopuwhewe 6GuoumaHor
nNpon3BoOAa, a CaMuUM TUM U y BENWKOj MEPU Ha CMakbeHe pu3nKa Mo 34paBrbe Jbyau
N XMBOTUHA M OYYBaH-€ XXMBOTHE CPeaVHe.

Kapa je pe4 0 AMPEKTHUM TPOLLKOBMMA NPUMEHE OBOr 3aKOHa, MOpa Ce HarfnacuTu
Aa HaQneXHW OpXKaBHM OpraH Hema OBUX TPOLLUKOBA, AOK Ce TPOLUKOBU NPUBPEAHMX
cybjekata ogHoce Ha nnahawe agMWHUCTPATUMBHUX Takcu. MehyTum, MHOMPEKTHM
TPOLLAK NPUMEHE OBOT 3aKOHa Ha npuBpeaHe cybjekTe je orpoMaH jep oHuM Mopajy Aa
yrnoxe 3HavajHa cpeacTBa Yy cnpoBohewe mncnutuBamwa M aobujarbe nopgaTtaka 3a
aocunje 0 PUINYKUM, XEMUJCKMM, TOKCUKOSTOLLKMM U €KOTOKCUKOJSIOLLKMM CBOjCTBMMA
aKTMBHe cyncTtaHue un 6uoumaHor npoussoda. OBaj Tpowak ce KOMMeH3yje Kpo3
Kpajwy pobut op npogaje 6e3bepHor 3a ynotpeby u edwmkacHor GuoumaHor
npoussoda. Nopepn Tora, OBO je y cknagy ca Ha4vyernom Koje Baxku y uenoj EY aa oHaj
KO MMa KOPUCTM Of YnhseHa OOCTYNHUM OMouMAaHOr NPou3BoAa Ha TPXMLITY Mopa
Aa nogHece n ogpeheHe TpoLLKoBe.

Wmajyhu y Bugy nos3antmeHe nocneauue NpearnoxeHnx pellena, npouemnyje ce aa he
YKYMHe KOpUCTY Aarneko NpemMaLlnTn yKyrnHe TPOLLKOBE 3a CNpoBofeHe OBOr 3aKoHa.

8. la nu 3aKkoH CcTUMynULIE NojaBy HOBUX NpUBpPEAHUX cybjekaTa Ha TPXULITY
M TPXKULUHY KOHKYpPEeHUnjy?
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[oHowewem oBOr 3akoHa cTBopuhe ce yCroBu 3a Yyrasak HOBUX MPUBPEeHUX
cybjekata Ha TpxuwTe, jep he ce enMMUHUCATM OHU NMPUBPEOHUN CyBjeKkTn Koju Ha
TPXUWTE CBECHO CTaBrbajy OuoumaHe npou3BoAe Ca HEAO3BOIbEHUM UMK
HElOBOSbHO MCNUTaHUM WU HEOOBOSbHO edUKACHUM akTMBHWM cyrncTaHuama, C
063vpom aa je 3akOHOM NPONUCaHO Aa Ce Ha TPXMULUTY MOXEe YUHUTU OOCTYMHUM U
KOPUCTUTM camo OBuoumaHu Npou3BOL KOjU CadpXu akTUBHY CyncTaHuy Koja je
[03BOSbeHa 3a Kopuwhewe y EBponckoj yHuju.

MNMopen Tora, ycknafuBawem nponuca y obnactu 6GuoumaHux npoussBoga ca
3axTeBuma Ypenbe o OwvoumgHuMm npov3BoguMmMa  CTBapajy Ce  YCrnoBM 3a
GnaroBpemeHy npunpemy pagomahux npoussBohaya OwvouuaHux npov3Boga 3a
NPUMEHY TUX 3axTeBa U HacTaBak NoOCNoBaka y cknagy ca npasunnma jeaquHCTBEHOT
TpXuWwTa no npuctynawy Penybnuke Cpbuje EY.

Ha kpajy, nmpumeHa OBOr 3akoHa 3axTeBa 3arolurbaBake BUCOKO 0o6GpasoBaHor
CTPYYHOr Kagpa, LTO NoACTUYE MHBECTUpake Yy eaykauujy CTpyYHOr kagpa, kao u
3anoLurbaBakbe nvua ca nponncaHnm obpasoBareM, MCKYCTBOM U efyKalmjama.

9. la nu cy cBe 3aMHTepecoBaHe CTpaHe MMarne NPUSIMKY Aa U3Hecy cBoje
CTaBoOBe O 3aKOHY?

JaBHa pacnpaBa o0 Haupty 3akoHa o 6uoumaHMm npoussogMmMa BoheHa je y cknagy
ca 3akbydykom OpbGopa Brnage 3a npuBpeny u dumHaHcuje O cripoBofemwy jaBHeE
pacnpaBe o HaupTy 3akoHa o 6uoungHum npomnssoamma 05 Bpoj: 011-9870/2018 o
24. oktobpa 2018. rognHe.

JaBHa pacnpaBa o0 HaupTy 3akoHa O 6GuoumaHMM NPoM3BOAMMA OApXaHa je y
nepuvogy on 25. oktobpa go 23. HoBembpa 2018. roguHe, a cnpoBeno jy je
MwuHMCTapCcTBO 3aLlUTUTE XMBOTHE cpeauHe npema lNporpamy jaBHe pacnpase. TeKCT
HaupTa 3akoHa NOCTaBIbEH je Ha MHTEPHET npeseHTauunju MuHucTapcTBa 3awlTmuTe
XMBOTHe cpeanHe www.ekologija.gov.rs, a 3auHTepecoBaHa jaBHOCT je uMana
npunuke ga ceoje npumende, npegrore u cyrectnje gocrasn MwuHuCTapcTBy Yy
nucaHoj popmu.

Mopepn Tora, y capaghu ca NpuepegHom komopom Cpbuje opraHn3oBaH je OKpyrnm
cto 30. oktobpa 2018. roguHe y npocTtopujama [puBpeaHe komope Cpbuje y
Beorpagy. Tom npunukom npeseHToBaH je HaupT 3akoHa © 6GuoungHuMm
npov3BoauMa 1 CnpoBefeHe Cy KOHcynTaumje.

Cactanky y [puBpegHoj komopu Cpbuje npucycteoBano je u npeko 60
npeAacTaBHUKa NpuBpeaHnxX cybjekata Koju CcTaBrbajy y NPpoMeT u kopucte buouungHe
npousBoae, kao u npeacrasHuum Oferberwa 3a xemukanuje, 'pyne 3a HOpMaTMBHO-
npaBHe nocrose y obnactu ynpaBribaka KMBOTHOM CpPeAUHOM M MpeacTaBHULM
HaONEeXHUX UHCMNEKLMja.

Ha okpyrnom ctony pasmoTtpeHa cy OpojHa nuTawa y4ecHUKa y Be3n ca Takcama 3a
MOCTYMKe Koje CNpPOBOAM HaANEXHW opraH, pokoBuma YTBphHeHuM npenasHuMm u
3aBpwHUM oapenbama, pokoM 3a ycBajawe 3akoHa O GumounagHuUM NPou3BOAMMA,
cTaTtycom GuoumaHnx nponssoga koju cy ynucaHu y NpuBpemeHy nucTy, a 3a Koje je
nsgato ogobpewe y EY, kao n nutawa y Be3u ca umcnmtmBakeM eguKacHOCTH
GvoungHux npomssBoda Koju cy AesnHduumjeHcu n obaBe3oM npaherwa nojaBe
pe3ucteHumje buoumaHMx Nponseoaa.

KomeHTape, npumenbe n cyrectuje Ha HaupTt 3akoHa o GuoumgHum npou3soamma
OOCTaBunM cy y oOcCTaBfbeHOM poky: [lpuBpegHa komopa Cpbuje, aneHuka -
dutodapmaunja a.g., beorpag, Victoria Consulting g.o.o., beorpag un MapuHa
BupoBrees, caBeTHUK 3a XxeMuKkanuje.

MpuxBaheHe cy oHe npumenbe n cyrectvje u yrpafeHe y TekcT HaupTta 3akoHa
Kojuma ce yHanpehyje KBanuTeT TEKCTa, a Koje HUCY Yy CynpoTHOCTM ca Ypeabom o
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ovoungHum npoussogmma. Octanu npegnosn, cyrectmje u npumende yvyecHuka y
npoLiecy jaBHe pacnpase Koje Cy JOCTaBIbeHe 0BOM MUHUCTapCTBY, HAaKOH aHanuae,
HUCy npuxeaheHe U3 pasnora LWTO HUCY AaTa KOHKpeTHa obpasnoxera 3a ucrte, unu
cy npeanosun Beh cagpxaHu y HaupTy 3akoHa (jep mogHocunal KOMeHTapa Huje
npaBunHO TymMaymo TekCT HaupTa 3akoHa) unum cy cynpoTtHu ogpenbama
penesaHTHOr EY nponuca ca kojum ce BpLuu ycknanueame.

HakoH cnpoBeageHe jaBHe pacnpaBe M ycarnawaBakwa TekcTa ca npumeabama,
cyrectvjama v npeanosMMa Koje cy [OCTaBunu npuBpeaHu cybjektn u gpyra
3anHTepecoBaHa jaBHOCT, HaupT 3akoHa [OCTaBSbeH je Ha MUlIbere EBpONCKoj
Komucumjn y janyapy 2019. roguHe. Y3 HaupTt 3akoHa npunoxeHa je u Tabena
ycknaheHocTn. EBponcka koMucKuja JocTaBuna je KOMeHTape M cyrectuje Ha TekcT
HaupTa 3akoHa, HakoH 4Yera je TekCT ycknaheH ca gatum npegnosnma u 'y anpuny
2019. roguHe nNOHOBO JdocTaBibeH EBponckoj komucuju pagu nHbopMmUcama.
EBponcka komucuja je gocTaBuna OLroBOp Yy KOMe je KOHCTaToBasna Ja je TeKkCT
Haupta 3akoHa uM3MerseH Yy cknagy ca CBUMM KOMEHTapyma W fa cy npyxeHa
AodaTHa nojawkera, U 3axTeBana fa ce AOCTaBM TEKCT OBOr 3aKkoHa Kaja ce
YCBOjWN.

10. Koje he ce Mepe TOKOM nNpumMeHe 3aKOHa npenyseTn Aa 6u ce ocTBapuno
OHO LUTO Ce AOHOLUeHeM 3aKoHa HamepaBa?

TokoM npuMMeHe 3akoHa 0 buouMaHUM Npom3BoaMMa AoHehe ce HOBU 1 peBuaupaTu
noctojehn Noa3akoHCKM Nponucy noTpebHu 3a HeroBo cnposohewe, a umajyhu y
BMAy penesaHTHe oapenbe Ypeabe o GuoumaHum npomssoguma. Nponuck koje je
noTpebHO JOHETM HAKOH yCBajaka 3akoHa 0 brMoumaHMM NpousBogMMa Cy:

1. MpaBunHWK O KpuTepujymmnma 3a ogpehmuBare cBojcTaBa koja gosode [0
nopemehaja paga eHOOKPUHOT CUCTEMA,;

2. MpaBunHWK 0 BpcTama BUoLMaAHNX NPON3BOAA;

3. MpaBunHMK 0 0BUMYy M cagpXuMHWU Jocujea 3a OMOUMOHU MPOU3BOL W
ycnosuma 3a npunarohaeawe 3axTeBa ca nogauvma 13 gocujea;

4, MpaBuUNHMK 0 cMepHMLamMa 3a NpoLeHy brnoumaHor Npom3Boaa;

5. MpaBUNHMK O CagpPXWUHW OCHOBHUX WH(opMauuja o OGuoungHoOM
Npon3BoOAY W O aKTUBHOj CyncTaHuM y TOM B1uoumnaHoM Npon3Boay;

6. MpaBunHWK o cneunduU4HMM 3axTeBMMa 3a NakoBake, obenexaBahe U
ornaiwiaBake buolnaHor nponseoaa;

7. MpaBUNHHMK O CagpPXXMHW U HadMHYy Bohewa eBnaeHumnje o CTaBrbakwy Ha
TPXULLITE OMOLMAHOT NPON3BOAA;

8. MpaBUNHHWK O CaapXXMHU M Ha4nMHYy Bohewa eBuaeHumnje 0 NPON3BOSHOM

npoLecy Koju je peneBaHTaH 3a kBanuteT u 6e36egHocT GuounaHor Npom3soaa Koju
Ce CTaBIba Ha TPXULLTE, KAao U 3a CKNaauTeHe y3opaka NPoN3BOAHUX LUAPXKW;

9. MpaBUNHHKK O CagPXMHU N HA4YMHY Bohera Pernctpa 6uounagHux npomnssoaa, kao
N HaYMHY JOCTaBIbaka nogartaka y Perncrap 6uoumngHux nponssoaa;

10. MNpaBunHHKK Kojum he ce ypeauTun cagpXuHa 3axTeBa 3a MOCTYMKe rnponvcaHe
OBMM 3aKOHOM.

Moa3akoHCKM MPOnuWCKM 3a M3BplUaBake OBOr 3akoHa AoHehe MUHMCTapCTBO
HaANeXHOo 3a NoCrioBe 3alUTUTEe XMBOTHE CPpeanHe Y POKy Of LIeCT Meceum of AaHa
CTynarba Ha cHary OBOr 3aKoHa.

Ocum Tora, Hactasuhe ce ca Bohewem Pernctpa GuoungHux nponssoda M Ha Taj
HaunH 06e3beanTn nogaum koju he GMTKM 04 BENUKOr 3HaYaja NPUIMKOM Mperoeopa
3a npuctynawe Penybnuke Cpbuje EY.
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HacTtasuhe ce ca yHanpehunBawbeM 3Haka M KOMNETEHLUN 3anocieHnx Koju page Ha
nocrnosuma ynpaerbawa 6vouMOHMM NPOM3BOAMMAa W WMHCMEKTopa 3axBarbyjyhu
capaghwu ca Leeackom areHumjom 3a xemukanuje (Keml) n EBponckom areHumjom
3a xemukanuvje (ECHA) kpos peanusaunjy mehyHapogHux npojekaTta. Takohe,
yyewheM HaanexHor opraHa 3a ynpasrbawe 6voumaHMM npous3BoaMMa y CBOjCTBY
nocmaTpaya Ha cacTaHuMMa HaAmnexHUX opraHa Apxasa uYnaHuvua 3a cripoBohene
Ypenbe o bnoungHum npomssoamnma, y pagy KoopamHaumoHe rpyne, kao u pyne 3a
KoopauHauunjy mpexe uHdopmaTtueHux nyntoea (HelpNet) EBponcke areHumje 3a
Xemukanuvje pornpuHehe ce parbeMm jadawy aAMWHUCTPATUMBHUX Kanauuteta u
CTMUawy 3Hawa W BewTMHa HeonxogHWx 3a crnpoBohewe HoBor 3akoHa o
6uoungHuM npomnssoguma.

MpumeHa 3akoHa n garbe he ce KOHTpoONUcaTn MHCNEKLUWjCKUM Hag30poOM U TO NMPeKo
MHCNeKTopa 13 TpM MMHUCTapcTBa Yume he ce omoryhutn 6orba koHTpona nmajyhin
y Buay cneundmyHa 3Hawa MHcnektopa y obnactuma y Kojuma ce 6moumaHm
Npoun3BoOaN KopucTe.

Mpyxnhe ce parba nogplika NPUBATHOM CEKTOPY Kako OW ce npuapyxuo
LlpaBunnuma urpe Ha tepeHy” jeanHcTeeHor EY tpxuwTta. KomnaHvjama, a HapounTo
Manum u cpeawum npegysehmma, npyxahe ce nomoh kako ©um pasymenu cBoje
ynore n obaBe3e Ha HayuH Koju he omoryhutn He camo ga ux ucnyHe, seh n ga
HanpaBe cTpaTewke u3bope y Be3n ca ofpxumeoLwhy HUXOBOr NPON3BOLHON
noptdonuna. To he ce noctuhn yHanpehewem KOMyHUKauuMje n nyteMm pasfimymtmx
cpeacrtaBa  WHGoOpMUCaka W WMpewa  3Hakba (MHOpMaTMBHWM  CeMunHapw,
paguoHuue, uta.). HactaBuhe ce capagwa ca [NpuBpegHom komopom Cpbuje u
cTarnHu gujanor ca UHAycTpujom.

Ceum oBUM Mepama noctuhu he ce UWbeBM MOCTaBIbEHM Y pasnosuma 3a
AOHOLLEHE OBOr 3aKoHa M TO 6orba KOHTpONa Yvhbera OOCTYNMHUM Ha TPXULTY U
kopuwhera buounagHnx Npomssoaa, a camum TUM 1 6orba 3alWwTuTa 34pasriba fbyau,
3[paBrba XMBOTUHA U XKUBOTHE CpeauHe.
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M3JABA O YCKITABEHOCTU NMPOIMUCA
CA MNMPOMUCUMA EBPOICKE YHUJE

1. OenawheHn npegnaray nponuca — Bnaga
O6pahueay — MMHMCTaApPCTBO 3aLUTUTE XKMBOTHE CpeanHe
Ministry of Environmental Protection of the Republic of Serbia

2. Hasue nponuca
Mpeanor 3akoHa o GuounaHMM Nponssoanma
Law on Biocidal Products

3. YcknaheHocT nporuca ¢ ogpenb6ama Cnopasyma o crTabunusaumnjy u
npuapyxunBawy mamely EBponckux 3ajegHvua M HUMXOBUX ApXKaBa u4rnaHuua, ca
jeaHe ctpaHe, n Penybnuke Cpbuje ca gpyre ctpaHe (,Cnyx6eHn rmacHuk PC”, 6poj
83/08) (y parbem TekcTy: Crnopasym):

a) Ogpenba Cnopasyma Koja ce 0gHOCK Ha HOPMATUBHY CaapXXnHY nponuca,
Cnopasym o crabunusaumju n npugpyxmawy (CCI1), Hacroe VIII — TlMonutuke
capagme, YnaH 111. - >KnusotHa cpeguHa.

©) MNpenasHu pok 3a ycknahuBawe 3akoHoA4aBCTBa Npema ogpendama Cnopasyma,
-ynaH 111, onwTKn pok, Hacrnos VI, (4nan 72.)

B) OueHa ucnyweHoctn obaBese koje npomsnase n3 HaeegeHe ogpenbe Cnopasyma,
- CCI, Hacnoe VIl — MNMonutuke capagke, YnaH 111. - >KnBotHa cpeamHa,
- Ucnywaea y noTnyHOCTH

r) Pasnosn 3a genMMuM4HO UCNyhaBawe, OOHOCHO HeucnywaBawe obaBe3a Koje
npousnase u3 HaBegeHe ogpenbe Cnopasyma,
He nocTtoje

A) Besa ca HaumoHanHum nporpamom 3a ycBajakbe NpaBHUX TeKoBMHA EBporncke
yHuje.

HoHowewe 3akoHa o OGuoumgHum npousBogvma npensuheHo je HaumoHanHum
nporpamMoM 3a ycBajare npaBHUX TekoBuHa EY, apyru ksaptan 2019. roguHe.

4. YcknaheHocT nponuca ca nponvcnma EBponcke yHuje:

a) Hasohewe ogpenbu npumapHux wusBopa npaBa EBponcke yHuje n oueHe
ycknaheHocTn ca buma.

Yroeop o dyHkumoHucawy EY, Hacnos Il Cnoboga kpetawa pobe, Nornasrbe 3.
3abpaHa KONMMUYMHCKMX orpaHmyersa uamehy gpxasa unaHuuya, ynaH 34. n unaH 35,
Hacnos VI 3ajegHnykn nponucy o KOHKypeHumju, Mnaea 3, YcknahuBarwe npaBHUX
nponuca, 4YnaH 95, Hacnoe IX 3ajegHuyka TproBMHCKa NonuTrka, Ynad 133

- MotnyHo ycknaheHo

Yroeop o dyHkumoHncawy EY, Hacnos XX YXuBoTHa cpeguHa, ynad 191. ctae 2.
(Hayeno 3arafumead nnaha)
- enumuyHo ycknaheHo

Yroeop o dyHkumoHncawy EY, Hacnos XX YXuBoTHa cpeauHa, unaH 192. ctas 4.
(obaBe3a hmHaHCMpara Mepa YCBOjeHUX Ha HUBOY EY)
- enumuyHo ycknaheHo
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©) HaBohewe cekyHOoapHux u3sopa npaea EBponcke yHuje un oueHe ycknaheHocTn
ca kbuma.

3akoHoM O BmouMaHMM NpoM3BOAMMA W3BPLUEHO je ycarnawasawe ca crnegehum
CeKkyHAapHUM nssopuma npasa EY:

1) EUR-Lex - 32012R0528

Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22
May 2012 concerning the making available on the market and use of biocidal
products, OJ L 167, 27.6.2012, p. 1-123

Ypenba (EY) 528/2012 Esponckor napnameHTta n CaseTta og 22. maja 2012. roguHe
0 YMHseHbY AOCTYNMHUM Ha TPXKULWTY U Kopuwhewy GuoungHnx npomssoga (CnyxoexHun
rnacHuk J1 167 op 27.6.2012. roguHe, ctp. 1-123)

- NenumnyHo ycknaheHo

2) EUR-Lex - 32014R1062

Commission Delegated Regulation (EU) No 1062/2014 of 4 August 2014 on the work
programme for the systematic examination of all existing active substances
contained in biocidal products referred to in Regulation (EU) No 528/2012 of the
European Parliament and of the Council, OJ L 294, 10.10.2014, p. 1-34

HenervpaHa ypenba Komucuje (EY) 6poj 1062/2014 og 4. aerycta 2014. roguHe o
nporpamMy paga 3a CUCTEMATCKO UCMNTMBaHE CBUX NOCTOjehnx akTMBHUX CyncTaHum
cagpxaHux y énoungHum npoussoguma ms Ypenbe (EY) 6poj 528/2012 Esponckor
napnameHTta n Caeeta (Cnyx6eHu rnacHuk J1294, 10.10.2014, ctp. 1-34)

- MotnyHo ycknaheHo

3) EUR-Lex - 32017R2100

Commission Delegated Regulation (EU) 2017/2100 of 4 September 2017 setting out
scientific criteria for the determination of endocrine-disrupting properties pursuant to
Regulation (EU) No 528/2012 of the European Parliament and Council, OJ L 301,
17.11.2017, p. 1-5

Henernpana ypenba Komucuje (EY) 6poj 2017/2100 og 4. centembpa 2017. roanHe
0 yTBphuMBamy Hay4yHUX KpuTepujyma 3a odpehumBame CTBOjCTaBa Koja goBode [0
nopemehaja paga eHOOKpPUHOr cuctema y cknagy ca Ypenoowm (EY) 6poj 528/2012
EBponckor napnameHTa n Caseta (Cnyx6enn rnacHuk 11 301, 17.11.2017, ctp. 1-5)
- MotnyHo ycknaheHo

4) Commission Delegated Regultation (EU) 2021/525 of 19 October 2020 amending
Annexes Il and Ill to Regulation (EU) No 528/2012 of the European Parliament and
of the Council concerning the making available on the market and use of biocidal
products

Henernpana ypenba Komucuje (EY) 6poj 2021/525 og 19. oktobpa 2020. roguHe o
nameHn aHekca ll n lll Ypenbe (EY) 6poj 528/2012 Esponckor napnameHta n Caseta
O YMHbEHY AOCTYMHUM Ha TPXULWTY U Kopuwhekwy bruounaHmx npomssoaa

- MoTtnyHo ycknaheHo

5) Commission Delegated Regulation (EU) 2019/1819 of 8 August 2019 amending
Regulation (EU) No 528/2012 of the European Parliament and of the Council to
include vinegar as an active substance in Annex | thereto
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HenernpaHa ypenba Komucuje (EY) 6poj 2019/1819 on 8. aerycrta 2019. rogmnHe o
naveHn Ypepbe (EY) 6poj 528/2012 Esponckor napnameHta n CaBeTa pagu
yKIbyunBara cvpheTta Kao akTUBHe CyncTaHue y heH AHekc |

- MNoTnyHo ycknaheHo

6) Commission Delegated Regulation (EU) 2019/1820 of 8 August 2019 amending
Regulation (EU) No 528/2012 of the European Parliament and of the Council to
include Saccharomyces cerevisiae as an active substance in Annex | thereto

HenernpaHa ypeaba Komucuje (EY) 6poj 2019/1820 og 8. asrycta 2019. rogmHe o
nameHn Ypepbe (EY) 6poj 528/2012 Esponckor napnameHta u CaBeTa pagu
YKIbyumBawa Saccharomyces cerevisiae Kao akTMBHe cyncTaHue y keH AHeKC |

- MoTnyHo ycknaheHo

7) Commission Delegated Regulation 2019/1821 of 8 August 2019 amending
Regulation (EU) No 528/2012 of the European Parliament and of the Council to
include powdered egg as an active substance in Annex | thereto (Text with EEA
relevance)

Henerupana ypenba Komucuje (EY) 6poj 2019/1821 op 8. aerycta 2019. roguHe o
nameHn Ypepbe (EY) 6poj 528/2012 Esponckor napnameHta un Caeta paaum
YKSbyuMBaH-a jajeta y npaxy Kao akTUBHE cyncTaHue Y heH AHekc |

- MotnyHo ycknaheHo

8) Commission Delegated Regulation (EU) 2019/1822 of 8 August 2019 amending
Regulation (EU) No 528/2012 of the European Parliament and of the Council to
include honey as an active substance in Annex | thereto

Henerupana ypenba Komucuje (EY) 6poj 2019/1822 op 8. aerycta 2019. roguHe o
naveHn Ypepbe (EY) 6poj 528/2012 Esponckor napnameHta n CaBeTa paau
YKIby4MBara Mea Kao aKkTMBHE CyncTaHue Yy HeH AHekc |

- MotnyHo ycknaheHo

9) Commission Delegated Regulation (EU) 2019/1823 of 8 August 2019 amending
Regulation (EU) No 528/2012 of the European Parliament and of the Council to
include D-fructose as an active substance in Annex | thereto

Henernpana ypen6a Komucuje (EY) 6poj 2019/1823 og 8. asrycta 2019. roguHe o
namenHn Ypepbe (EY) 6poj 528/2012 Esponckor napnameHta un CaseTa pagu
yKibyumBawa D-dpykTo3e Kao akTMBHE CyncTaHue Yy heH AHeKC |

- MotnyHo ycknaheHo

10) Commission Delegated Regulation (EU) 2019/1824 of 8 August 2019 amending
Regulation (EU) No 528/2012 of the European Parliament and of the Council to
include cheese as an active substance in Annex | thereto

HenervpaHa ypenba Komuncuje (EY) 6poj 2019/1824 og 8. asrycta 2019. roguHe o
naveHn Ypepbe (EY) 6poj 528/2012 Esponckor napnameHta n CaBeTa paau
YKIbyuMBaHa cMpa Kao akTUBHE cyncTaHue y HeH AHeKC |

- MotnyHo ycknaheHo

11) Commission Delegated Regulation (EU) 2019/1825 of 8 August 2019 amending
Regulation (EU) No 528/2012 of the European Parliament and of the Council to
include concentrated apple juice as an active substance in Annex | thereto (Text with
EEA relevance)
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HenernpaHa ypenba Komuncuje (EY) 6poj 2019/1825 og 8. asrycta 2019. roguHe o
naveHn Ypepbe (EY) 6poj 528/2012 Esponckor napnameHta n CaBeTa paau
YKIbydMBaka KOHLEHTPOBAHOr COKa o jabyke Kao akTUBHE CyncTaHue y kheH AHekc |
- MNoTnyHo ycknaheHo

B) HaBohete ocTanux nssopa npasa EBponcke yHuje n ycknaheHoCT ca buma.
1) Guidance concerning a harmonised structure of fees (CA-Dec12-Doc.5.1.b—Final)

CmepHuue o xapmoHusoBaHoj cTpykTypu HakHaga (CA-Decl2-Doc.5.1.b—koHavaH
TEKCT)
- JenumuyHo ycknaheHo

r) Pasnoaun 3a genvummnyHy ycknaheHoCT, 0gHOCHO HeycknaheHocT.

Ypenba (EY) 528/2012 0 Ynkserby OCTYNHUM Ha TPXULITY M Kopuwherwy GuounagHmnx
nponssoda (y Aarbem TekcTy: Ypeaba o GuoumgHum npousBoauMma) perynuie
YHYyTpalwHe TpXuwTe EY 1 WeHa npaBuna ce OAMPEKTHO NpuMekbyjy Yy OpXaBama
ynaHmuama EY, Tako ga notnyHa XxapMmoHM3auuvja y 3eMibW Koja uma craTtyc
KaHougata 3a npuctynawe EY Huje moryha. HoBum 3akoHoM o GuoumgHum
nponsBoauMa ocurypaHa je makcumanHo moryha ycarnaweHocT ca Ypeabom o
GuounagHuM npomnsBoauMa, LOK Ce UCTOBPEMEHO YKIakajy HenoTtpebHe npenpeke y
TProBMHM GUOLMOHUM NPOM3BOANMA U TPETMPAHUM NPOM3BOANMA.

Ypenby o GuoumaHum npousBoaMma Huje 6uno moryhe y uenoctu npeysetu ¢
ob3Mpom ga ce wome, namehy octanor, ypehyjy nNocTynuu Koje LeHTpann3oBaHO
cnpoBofe gpxase uYnaHuue EY, EBponcka areHumja 3a xemukanuje mnn EBponcka
komucuja. Penybnuka Cpbuja nma crtatyc kaHguparta 3a 4naHctBo y EY u Hema
npuctyn OpojHUM WHCTPyMEHTUMa Koje papxaBe u4navuue EY «kopucte paaum
cnpoBoferwa oBe ypenbe. YBohewe Ha HauMoHAITHOM HUBOY MaparesnHor cuctema
OBOM LIeHTpanu3oBaHoOM cuctemy 6mo 6u Beoma ckyn 3a gomahy npuspeny, a HakoH
npuctynawa EY He Gum Guo npusHaT opg cTtpaHe EY, 1e 6u gomahu npuBpepHu
cybjekTn mopanu NoHOBO Aa crnpoBedy oApeheHe MOoCTynke y cknagy ca 3axTeBuma
ypeabe, WTO 6K 3a WX NpeacTaBrbano Aynnu Tpowak. Tako, Ha npumep, HOBUM
3aKOHOM HWje npeyseT caM MOCTynak npoueHe akTUBHe CyrncTaHue, anu jecTe
pe3ynTart Tor noctynka. Hamme, 3aKOHOM Cy npey3eTe akTMBHE CYMNCTaHue Koje cy
npouereHe n ogobpeHe y EY 3a kopuwhewe y 6GuounaHum nponssogmma, Ymme ce
obe3benyje na ce y npomety y Penybnuum Cpbuju Hahly camo oHuM BuoumgHu
Npov3BOAMN KOjU caapXe A03BOSbeHE akTuMBHe cyncTtaHue. C gpyre cTpaHe, akTuBHE
CyncTaHLe Koje He Mory aa ce kopucte y buounaHmum npoussoamma y EY, He mory ga
ce KopucTe Hu1 y buoumaHuM Npou3BOAMMa KOjU ce CTaBrbajy y npomeT y Penybnvum
Cpbujn. Ha Taj HaumMH, Mako HOBMM 3aKOHOM Huje Mpey3eT MNOCTynak MpoueHe u
ofobpaBara aKTMBHMX CYNCTaHUW, HajBaXkHMjU pe3ynTaT Tor NocTyrka je npeyser.

Mopen Tora, oa 6u ce onakwano cnpoBohewe nocTynaka ogobpasarba GUOLMAHNX
nponssoga y EY, EBponcka areHumja 3a XxemuKanuje ycnoctasurna je n Boau
ueHTpanusoBaHu Peructap 6uoumgHux npoussoga. OBaj perucrap npegcraBiba
CMCTEM 3a y3ajaMHy pa3MeHy nogaTaka M HayyYyHe OOKyMeHTauuje Kojy nmoaHoCuoum
3axTeBa [OCTaBSbajy Y3 3axTteBe 3a ogobpewe OuoumaHuMx nNpou3Boda, Kao u 3a
caonwTaBarwe offiyka y Be3u ca TuM 3axteBuma. OBa pasMeHa nogartaka BpLuM ce
namehly HagnexHux opraHa 3emarba unaHumua EY, EBponcke areHumje 3a
xemukanuje n EBponcke komwucuje. NpucTyn OBOM perucTpy umajy camo Apxase
ynaHuue EY. OBaj pmeo Ypepbe o GuoumgHum npou3BogMma Huje mMorao 6utu
npeys3eT HOBMM 3aKOHOM.
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Ocum TOra, HOBMM 3aKOHOM HMUCYy Morne OuTn npeyseTte ogpendbe Ypembe o
6uoumaHMM npou3BoguMa Kojuma ce nponucyje obasesa Aerbewa nogartaka o
UCnNUTMBawMMa Ha KuuMewauuma u3melly nogHocuoun 3axTeBa W BRacHWKa
nogartaka. puctyn oBoM MHCTPYMEHTY MMajy caMo gpxxase ynaHuue EY.

Takohe, oBUM 3aKOHOM HUWje Morao 6uUTK Npey3eT HM CUCTEM HakHaga Koje npeasuha
Ypegba o GuoungHMMm Npov3BoAMMa, jep Huje y cknagy ca gomMahmm cUCTeMOM
Kojum ce ypefyyje Hannata TakcM n HakHaga. Haume, y EY HakHape ce kopucte
UCKIbYYMBO Y UUIbY MOKpMBaka TPOLUKOBa HaANEXHOr opraHa pagu crnpoBohena
nocTtynaka nponucaHux Ypegbom o 6uoumaHum npovssoguma, uamelhy octanor 3a
npoLeHy OnacHOCTU Ha OCHOBY MofaTtaka O UCMMTUBawUMa (PU3NYUX U XEMUJCKUX,
TOKCUKOSOLLKNX N €KOTOKCMKOSOLLKMX CBOjCTaBa akTMBHE CyncTaHue n GuouungHor
npovssoda, nNPOUEHY W3NOXEHOCTU Jbyau, XUBOTUHA W KUBOTHE CpeanHe
6uoungHoM npowussony, NpoueHy edukacHOCTM BuoumaHor nNpovsBoda M Ha Kpajy
npoueHy pusvka 3a csBe npeasuhieHe HaunHe kopuwhera GuoumgHor NpousBoaa,
4ynme ce o6e3behyje na ce Ha TPXKULITY YMHE JOCTYNHM BuoumaHn Npom3BoaK Ynje je
kopuwhene 6e36eaHo. Haw cuctem oHemoryhyje yBohewe oBakBe BpCTe HakHaAaa,
Beh cy To Takce Koje npecTtaBrbajy npuxod OyueTta (2 He HaMEHCKM MPUKYMibeHa
cpeacTsa) u criyke 3a nokpuhe TpoLLKoBa npyXawa agMUHUCTPATUBHE YCnyre.

n) Pok y kojem je npenBuheHO nocTusawe NOTNyHe ycknaheHocTM nponuca ca
nponncuma EBporncke yHuje.

Ypegba o OuoumaHMm nNpousBoAMMA pEerynuiie yHyTpawkwe TpxuwTte EY un
OVPEKTHO ce npumewyje Yy gpxasama unaHuuama EY, Tako pga notnyHo
ycknahuBawbe HaumoHanHux nponuca ca ogpenbama ose ypeabe y 3emrbm Koja nma
ctaTyc kaHaugaTa 3a npuctynawe EY Huje moryha. 3akoHom o OGuoumgHum
npou3Boguma ocurypaHa je makcumanHo Mmoryha ycarnaweHocT ca Ypeabom o
6vounagHuM nponsBoanMa.

Moa3akoHCKM MponuUcK 3a M3BpLUaBaHke OBOr 3akoHa AoHehe ce y poKy of LiecT
mMeceLV o[l aHa CTynaka Ha CHary OBOr 3aKoHa.

5. Ykonuko He noctoje oarosapajyhe HagnexHocTn EBporicke yHuje y matepuju Kojy
perynuwie nponuc, W/vnu He nocTtoje ofgrosapajyhv CekyHAapHuU u3BOpu npasa
EBponcke yHuje ca kojuma je notpebHo 06e3beauTn ycknaheHocT, noTpebHo je
06pasNOXNTU Ty YNHEHULLY.

Monutnka EY y obnactm GuoumgHux npou3Boga 3acHoBaHa je Ha Ypeobu o
GvoungHuM nNpou3BoAMMa Koja OBy Matepujy ypefyje KOXepeHTHO WM LienoBuTO.
OBUM 3aKOHOM MOCTUrHYTa je MakcumanHo moryha ycknaheHOCT ca NonuTUKOM W
nponucuma EY y oBoj obnactu.

6. a nu cy npeTxoQHO HaBedeHW M3BOpW npaBa EBponcke yHuje npeseneHU Ha
CPCKU je3nk?

1) EUR-Lex - 32012R0528

Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22
May 2012 concerning the making available on the market and use of biocidal
products, OJ L 167, 27.6.2012, p. 1-123

Ypenba EY 528/2012 Esponckor napnameHTa n Caseta og 22. maja 2012. roguHe o
YnHeHY OOCTYMHUM Ha TPXULWTY U Kopuwhewy duounagHux nponssoga (CnyxbeHu
rnacHuk J1 167 op 27.6.2012. roguHe, ctp. 1-123)

- MpeBeneHa je Ha cpncku jesuk

2) EUR-Lex - 32014R1062
Commission Delegated Regulation (EU) No 1062/2014 of 4 August 2014 on the work
programme for the systematic examination of all existing active substances
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contained in biocidal products referred to in Regulation (EU) No 528/2012 of the
European Parliament and of the Council, OJ L 294, 10.10.2014, p. 1-34

HenernpaHa ypenba Komucuje (EY) 6poj 1062/2014 og 4. aerycta 2014. roguHe o
nporpamMy paga 3a CUCTEMATCKO UCMNTMBaHKE CBUX NOCTOjehnx akTMBHMX CyncTaHum
cagpXaHux y 6uounagHum npoussoamma mns Ypenbe (EY) 6poj 528/2012 Esponckor
napnameHTta n Caseta (Cnyx6eHu rnacHuk J1294, 10.10.2014, ctp. 1-34)

- [peBeneHa je Ha Cpncku jesunk

3) EUR-Lex - 32017R2100

Commission Delegated Regulation (EU) 2017/2100 of 4 September 2017 setting out
scientific criteria for the determination of endocrine-disrupting properties pursuant to
Regulation (EU) No 528/2012 of the European Parliament and Council, OJ L 301,
17.11.2017, p. 1-5

Henernpana ypeaba Komucuje (EY) 6poj 2017/2100 og 4. centembpa 2017. roguHe
0 yTBphMBaky Hay4yHUX KpuTepujyma 3a ogpehuBare CTBOjcTaBa Koja JoBoAe A0
nopemehaja paga eHOOKPUHOr cuctema y cknagy ca Ypegoom (EY) 6poj 528/2012
EBponckor napnameHnTa n Caseta (Cnyx6enu rnacHuk J1 301, 17.11.2017, ctp. 1-5)
- NMpeBeaeHa je Ha cpncku jesunk

7. da nu je nponuc npeBeneH Ha HeKn crnykbeHun jeank EBponcke yHuje?
3akoH 0 GuoumaHMM NPon3BoAMMa NPEBEAEH j€ Ha EHINECKM je31K (He3BaHNYHU
npesoa).

8. Capagh-a ca EBponckoM yHUjoM U yyelwhe KOHCyNnTaHaTa y nspaam nponuvca u
HUXOBO MULLIBEHE O YCKIaNeHOCTH.

Y nspagu oBOr 3aKoHa y4eCTBOBAO je HaLMOHasHW KOHCYNTaHT npaBHe cTpyke. OBaj
3aKOH je m3paheH Ha OCHOBY AeTarbHe aHanuse ogpeabu Ypenbe o GuoumaHum
nponsBoauMa Koje je onpasAaHo npey3eTu y HauMOHanNHO 3aKOHOAABCTBO U uuje je
crnpoBoferwe M3BOASbMBO Ha HAUMOHANHOM HMBOY Yy MPETnpUCTYMHOM nepuoay u
npenopyka koje ce nspagunu ekcneptu ns Ayctpuje, Cnosenuje, benrunje n Mpcke y
OKBUPY TBUMHUWHI npojekTa ,J[arbu pasBoj ynpassbatba Xemukanujama n dnoungHum
npoussoguma y Peny6nuum Cpbuju”.

Takohe, y TOKy uspage oBor 3akoHa capahuBano ce je n ca npaBHUM eKkcnepTuma u3
LBeacke areHumje 3a xemukanuje, y OKBUpPY OunatepanHor npojekta Koju
MWHUCTapCTBO 3alUTUTE XMBOTHE CpeauHe CrnpoBoau y capagwu ca KparbeBnHOM
Lseacke. TekcT oBor 3akoHa oAaTHO je ycknaheH ca wuxoBUM npumeabama u
cyrectvjama.

HakoH cnpoBefeHe jaBHe pacnpaBe W ycarnawasaka TekcTa ca npumendama,
cyrectvjama u npegnosMma kKoje Ccy [OCTaBunu npuBpegHu cybjektn u gpyra
3avHTepecoBaHa jaBHOCT, OBaj 3aKOHa [OCTaBibeH je Ha MulIbewe EBponckoj
komucujn 'y janyapy 2019. roguvHe. Y3 oBaj 3aKkoH npurnoxeHa je u Tabena
ycknaheHocTn. EBponcka koMucuja goctaBuna je KOMeHTape U cyrectuje Ha TeKCT
OBOI 3aKOHa, HaKOH Yera je TeKCT ycknaheH ca gatum npeanosvma u 'y anpuny 2019.
rogMHe NOHOBO AocTaBrbeH EBponckoj komucujm pagu uHdopmucamwa. EBponcka
KomMucHja je gocTaBuna OAroBOp Y KOME je KOHCTaToBamna [a je TEeKCT OBOr 3aKoHa
N3MEHEH Yy CKNnagy ca CBUM KOMEHTapMMa M Aa Cy npyXeHa gofaTHa nojalwnera, v
3axTeBana [ga Cce [OOCTaBuM TeKCT OBOr 3akoHa kKaga ce  YCBOjW.
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1. Ha3us npomuca EBporncke yHuje :

Ypenoa (EY) opoj 528/2012 EBponckor napiaamenta u CaBera oa 22. maja 2012. roguHe 0 YMibelby JOCTYINHHM HAa TPKHINTY W yHOTpeOH

OMOIUTHUX npoussojaa

(0J L 167, 27.6.2012, p.1)

32012R0528

2. ,,CELEX” o3naka EY mponuca

3. Oaamhenu npepiaray nponuca — Biaga

Oo0pahuBay — MUHHCTApCTBO 3aIITUTE :KUBOTHE CPEMHE

4. atym u3paze tadene:

27.9.2021.

5. Ha3us npomnuca 4ynje oapende cy npeaMeT aHanuse yckinal)eHocTH ca mpornucoM EBporncke yHuje:

0.1. MpenJior 3aKkoHa 0 GHONUIHUM ITPOU3BOIUMA

npormca u3 6aze HITAA:

6. bpojuane o3Hake (mwudpe) MIAHUPAHUX

2017-228
7. YcknaheHocT oapendu mpormuca ca ogpeadama npomuca EY:

a) al) 0) 61) B) r) )
Oppenda Onpenoe Vexnah Paznosu 3a nemumudnHy Haromera o
Iponuca CanpyxuHa ogpenode pomnuca CanpxuHa onpenbe enoct: ycknaheroct, HeyckiaahjeHoCT cinaherocTu

EY P. Cpbuje WA HETIPEHOCUBOCT y
1.1. CHAPTER I 0.1. OBaj 3aKOH 3aCHMBa Ce Ha Hadeny mpenoctpoxkHoctu | Y | 3akoHOM 0 OUOIIMIHAM
2. KojuM ce obe30elyje BUCOK HUBO 3allTHTE 3]paBiba npou3BoauMa HHUCY oOyxBaheHe

SCOPE AND DEFINITIONS
Purpose and subject matter

The purpose of this Regulation is to improve the
functioning of the internal market through the
harmonisation of the rules on the making available on
the market and the use of biocidal products, whilst
ensuring a high level of protection of both human and
animal health and the environment. The provisions of
this Regulation are underpinned by the precautionary
principle, the aim of which is to safeguard the health

of humans, the health of animals and the environment.

Particular attention shall be paid to the protection of

Jpyi¥, 3[paBJba XWBOTHKHA W XUBOTHE CPCAUHE, a
HapOYMTO 3alITUTE OCCTJBUBUX I'pyIia.

oHe onpenbe VYpende koje ce
onHOCE Ha yHanpeheme
(YHKUMOHHCAkA  YHYTPAIIHET
tpkumra EY. OBo m3 pasnora
mrTo je Ypenba 3aMeHUIa paHH]jy
JlupekTuBy Koja je D03BOJbaBasia
pasinuke y HOCTyambuMa
T0jeAMHNX 3eMaJba wianuua EY.
OBuM wiaHOM 3aKoHa Ipey3uMa
ce napyrm peo oapembe 1.1.
VYpenbe xoju ce OMHOCH Ha CBPXY
caMmor Tporuca, Tj. Aa 06e30emu
BHCOK HHBO 3alITUTE 3/paBiba

! Totmyno ycknabheno - I1Y, nenmumudno ycknabheno - /1Y, veycknaheno - HY, menpenocuso — HIT
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a) al) 0) 61) B) r) 1)
vulnerable groups. JbYH, 30paBjba IKUBOTHEGA U
’KUBOTHE CPE/IMHE.

1.2.(a) | This Regulation lays down rules for: - HIT |HenpeHocHBO 3 pasjora IiTo ce
the establishment at Union level of a list of active paau o oApeadu Koja ce OJHOCH
substances which may be used in biocidal products; Ha [EHTPAIM30BaHH MOCTYMAK W

npoueaype Ha HuBoy EVY.

1.2. (b) |the authorisation of biocidal products; 0.1. OBuM 3akoHOM ypehyjy ce: umcre akTuBHEMX | IIY

1. CYICTaHIM; MOCTYIIM [OHOLICHA aKaTa Ha OCHOBY
KOjUX ce GHOLHUIHU MPOU3BOAM YHMHE JOCTYITHUM Ha
TPXKHUIITY M KOPHCTE; HCTPOKHMBalEe M DPasBoj;
Kknacugukanyja, MaKOBambE, obenexaBame,
orjamaBambe M 0e30eIHOCHH JUCT OHWOLMAHOT
npousBoja; Perumcrap OMOLMIHHMX  NIPOU3BOJA;
0e30enHo  kopuniherme  OHOIMIHUX — TPOU3BOJA;
CTaBJbaEe HA TPXKHIITE U 00CIIE)KABAKE TPETHPAHHUX
MPOM3BOJIA; HAA30p W Jpyra MUTama OJf 3Hauaja 3a
0e30eIHO 4YHIEHE JOCTYIHHM Ha TPXHUIUTY H
kopumheme OHOIMUIHUX MPOM3BOAA M TPETHPAHUX
MPOU3BOJIA.

1.2. (c) |the mutual recognition of authorisations within the 0.1. OBum 3akoHOM ypeDyjy ce: usmcre aktuBHuX | JIY | Pasnosu 3a JETUMHYHY

Union; 1. CYIICTAHIM; TIOCTYIIHN IOHOIICHka akaTa Ha OCHOBY ycknaljeHOCT Hamaze ce y Tome
KOjUX ce GHOLHMIHU MPOU3BOAM YHMHE JOCTYITHUM Ha [ITO CE OBHM 3aKOHOM Ipey3HMa
TPXKHUIITY ¥ KOPHUCTE;, HCTPOKHBAKEC U Pa3Boj; NOCTymak  T3B.  ,,MeljycoOHOr
Kiacudukaimja, [aKoBabe, obenexaBarme, NpH3HaBama y HHU3Y" KOjUM ce
orjaniaBakbe M 0e30eMHOCHM JIUCT OHUOLUIAHOT ypehyje mpusHaBame omoOpema
Mpou3Boja; Perucrap  OHOIMOHHUX  TPOU3BOJA; 3a OWONMIHM TPOU3BOM KoOje je
0e30enHo  kopumheme OHOIMIHHUX  IPOU3BOJA; Beh [OHETO y HEKOj Ap>KaBH
CTaBJbae HAa TPXKHIITE U 00CIe)KaBambe TPETHPAHHUX yiannud EY wim Ha HHBOY
NPOU3BOJIA; HAA30p W Jpyra MUTama o] 3Hauyaja 3a VHHje, IOK ce He Mpey3uma
0e30eHO UYHMIBCHE [OCTYNIHUM Ha TPXKULITY U HOCTYIaK ,»YIIOpesor
kopuithere OWOIMIHUX MPOU3BOAA M TPETHPAHHX MelycobHor IpU3HaBama‘
IPOM3BO/IA. omobpema jep ce pagd o0

MOCTYNIKYy 4Hje je crnpoBoheme
9.3 buonunH mpoM3BOA Cc€ YMHM JOCTYIHMM Ha YCIIOBJBEHO WIaHCTBOM y EV.

TPXHUINTY WIX KOPUCTH aKO TPOW3BOhad, yBO3HUK,
JTUCTPHOYTEP OJHOCHO KOPUCHHUK:

3) UMa pelerne 0 MpU3HaBakYy 000peHa 32 UNHEHE
JOCTYITHMM Ha TPXKHIITY W KOpHUIIheme TOHETOT y
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a) al) 0) 61) B) r) 1)
ckmany ca mponucoM EY on crpaHe HamiexHor
opraHa gpxase wianune EY wim on crpane
EBpomncke xomucuje.

1.2. (d) |the making available on the market and the use of 0.1. OBuM 3akoHOM ypehyjy ce: umcre aktuBHux | JY |Jlomahum npomucuma ypebyjy ce
biocidal products within one or more Member States 1. CYICTAHIM; MOCTYIIM JOHOLICHA aKaTa Ha OCHOBY HCKJbYYHBO OJIHOCH Ha
or the Union; KOjUX ce OMOLUIHU MPOU3BOAU YHMHE JOCTYIHHM Ha teputopuju PemyOmuke CpOwuje.

TPXKHUIITY M KOPHCTE; HCTPOKHMBAKEC H DPasBoj; Jpyrn nmeo ogapenbde xoju ce
knacugukanyja, MaKOBamE, obenexaBame, OoHOCH Ha ypeheme mpaBmna y
ornamasambe W 0e30eHOCHH JIMCT OHOIMIHOT jeAHOj WM BHIIE  Jp)KaBa
mponsBona; Perucrap OHOIMAHMX  NIPOHM3BOJA; YIaHWUDA WMy YHUjH je
0e30enHo  kopumheme OHOIMIOHHUX  IPOU3BOJA; HEMPEHOCHB jep Cce OXHOCH Ha
CTaBJbakC HA TPXKUIITE U 00EJIekKaBakEe TPETUPAHUX MOCTYIIKE KOjU C€ MPHUMEHY]y Y
NPOU3BOJIA; HAA30p W Jpyra NUTama o] 3Hauyaja 3a VHUjU M Ap)KaBaMa YiIaHHIAMa
0e30eMHO UYHMIBCHE JOCTYIHUM Ha TPXHUIITY | EVY.
kopuinhierme OHOLMIHUX MPOM3BOAA M TPETUPAHHX
MIPOM3BOJIA.
1.2. (e) |the placing on the market of treated articles. 0.1. OBuM 3akoHOM ypehyjy ce: mmcre akTuBHHMX | IIY
1. CYICTaHIM; MOCTYIIIM JOHOIICHha akaTa Ha OCHOBY
KOjUX ce OMOLUUIHN MPOU3BOIM YHHE JOCTYITHHM Ha
TPXHUIITY M KOPHCTE; HCTPOKHMBakEe H DPasBoj;
knacugukanyja, [MaKOBambe, obenexaBame,
ornamasame W 0e30eHOCHH JHCT OHOIMIHOT
npousBona; Perucrap OHOLMAHMX  NPOU3BOJA;
0e30enHo  kopumniherme  OHOIMIHUX  MPOU3BOJA;
CTaBJbalke Ha TPXKUIUTE U O0EJekKaBame TPETHPAHUX
MPOM3BOJA; HAI30p M Apyra NMuTama O]l 3Hayaja 3a
0e30eHO 4YHIbEHE JOCTYNIHHUM Ha TPXHUIUTY H
kopummherme OHOIUIHUX MPOHM3BOAA M TPETHPAHUX
MPOU3BOJIA.
2.1. Scope 0.1. OBuM 3akoHOM ypehyjy ce: mmcre axtuBHux | JY |Ilotmyma  ycmahemoct — Gmhe
1. CYICTAHIM; MOCTYIIH JOHOLICHA aKaTa Ha OCHOBY MOCTHTHYTa JIOHOLICHEM
This Regulation shall apply to biocidal products and KOjUX ce OMOIMIHHM MPOU3BOIM YHHE JOCTYIIHHM Ha MOJ3aKOHCKOT aKTa KOjuM ce
treated articles. TPXKUIITY ¥ KOPHUCTE;, HCTPAKHBAKEC U Pa3Boj; neUHHIy BpCTe  OHOLMAHHX

A list of the types of biocidal products covered by this
Regulation and their descriptions is set out in Annex
V.

KiacuuKanmja, MaKoBame, obernexaBame,
orjaimaBambe M 0e30€IHOCHH JINCT OHOLMIHOT
mpou3Bona; Perucrap OHONMAHHX  MPOHM3BOJA,
0e30emHo  kopumiheme OHOIMIOHHUX — TPOU3BOJA;

CTaBJbambe HAa TPXKHINTE W O0EIeKaBame TPETHPAHUX
MIPOM3BOJA; HAA30p M Apyra NUTama OJf 3Hadaja 3a

npou3BoAa, a Kojum he ce
npeyseti Anekc V Ypenbe.
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a)

al)

6)

61)

B)

r)

)

0e30eMHO YHMICHE JOCTYTHUM Ha TPXKHUIUTY |
kopumheme OHOIUIHUX MPOHM3BOAA M TPETHPAHUX
MPOU3BOJA.

Bronuaan npon3BoIu pa3BpCTaBajy ce y BpCTe IpeMa
HaMEHH OJHOCHO INTETHOM OpraHW3My Ha KOjU
Aeiyjy.

MuHucTap mponucyje BpcTe OMOUUIHNUX IPOU3BOAA.

2.2.1(a)-
(k)

Subject to any explicit provision to the contrary in this
Regulation or other Union legislation, this Regulation
shall not apply to biocidal products or treated articles

that are within the scope of the following instruments:

Council Directive 90/167/EEC of 26 March 1990
laying down the conditions governing the preparation,
placing on the market and use of medicated
feedingstuffs in the Community

Directive 90/385/EEC, Directive 93/42/EEC and
Directive 98/79/EC;

Directive 2001/82/EC of the European Parliament and
of the Council of 6 November 2001 on the
Community code relating to veterinary medicinal
products, Directive 2001/83/EC of the European
Parliament and of the Council of 6 November 2001 on
the Community code relating to medicinal products
for human use and Regulation (EC) No 726/2004 of
the European Parliament and of the Council of 31
March 2004 laying down Community procedures for
the authorisation and supervision of medicinal
products for human and veterinary use and
establishing a European Medicines Agency
Regulation (EC) No 1831/2003;

Regulation (EC) No 852/2004 of the European
Parliament and of the Council of 29 April 2004 on the
hygiene of foodstuffs and Regulation (EC) No
853/2004 of the European Parliament and of the
Council of 29 April 2004 laying down specific
hygiene rules for food of animal origin;

Regulation (EC) No 1333/2008;

Regulation (EC) No 1334/2008 of the European

0.1.
3.1.1)-11)

Onpenbe oBOr 3aKOHA HE IPHMEY]Y Ce Ha:

1) MeguUUHUPaHy XpaHy 3a KUBOTUHE;

2) aKTHBHA WMIUTAaHTaOMIIHA MEIUIUHCKA CPENCTBa,
in vitro JWjarHOCTHYKA MEIWIUHCKA CpelCTBa U
MEJIMIIMHCKA CPEeICTBA,;

3) BeTepHHapcKe JIEKOBE M JIEKOBE 3a yIOTpely y
XyMaHOj MEIUIVHY;

4) nomaTke XpaHH 32 )KUBOTHHE;

5) xurujeHy xpaHe (TmpexpaMOeHHX MpPOU3BOIA) H
XUTHjEHY XpaHe KUBOTUECKOT MOPEKIIA;

6) mpexpamOeHe aIuTHBE;

7) apoMe u Jpyre CcacTojKe ca apOMAaTHYHUM
CBOjCTBUMa 3a yNOTpeOy Y XpaHu;

8) XpaHy 3a KHUBOTHIE;

9) cpencTBa 3a 3aMTHTY OUJba;

10) xo3mMeTHYKe IPOU3BOJIE;

11) urpauke;

12) nmereprente u cypdakTaHTe y NETepreHTMMa Ha
KOoje ce TpHuMemyje 3aKOH KOjUM ce ypehyjy
XEeMHUKaHje, a KOji HeMajy OHOIMIHO JI€jCTBO;

13) xpaHy WM XpaHy 3a KHBOTHIE KOja c€ KOPUCTH
Kao pEeNeNeHTH WIM aTpakTaHTH M Ha OWOIMIHE
MIPOM3BOJIE KOjHU c€ KOPHCTE Kao MOMONHa cpencTsa y
TIPOM3BO/IIHY XPaHE MM XPaHe 33 )KUBOTHIHE.

Iy
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6)

61)

B)

r)

)

Parliament and of the Council of 16 December 2008
on flavourings and certain food ingredients with
flavouring properties for use in and on foods
Regulation (EC) No 767/2009 of the European
Parliament and of the Council of 13 July 2009 on the
placing on the market and use of feed

Regulation (EC) No 1107/2009 of the European
Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on
the market

Regulation (EC) No 1223/2009;

Directive 2009/48/EC of the European Parliament and
of the Council of 18 June 2009 on the safety of toys

2.2.2.

Notwithstanding the first subparagraph, when a
biocidal product falls within the scope of one of the
abovementioned instruments and is intended to be
used for purposes not covered by those instruments,
this Regulation shall also apply to that biocidal
product insofar as those purposes are not addressed by
those instruments.

0.1.

3.2

UzyzetHo ox craBa 1. oBor wiaHa ojapeade OBOT
3aKOHA TIPUMEHY]jy CC Ha OMOIMIHH MPOU3BOJA KOjU
ce KOpPHCTH 3a HaMeHe Koje HHCYy oOyxBaheHe
nponucuMa kojuMma ce ypelyjy obmactu u3 crasa 1.
OBOT" YJaHa.

Iy

2.3.(a)-
(@)

Council Directive 67/548/EEC of 27 June 1967 on the
approximation of laws, regulations and administrative
provisions relating to the classification, packaging and
labelling of dangerous substances

Council Directive 89/391/EEC of 12 June 1989 on the
introduction of measures to encourage improvements
in the safety and health of workers at work

Council Directive 98/24/EC of 7 April 1998 on the
protection of the health and safety of workers from the
risks related to chemical agents at work

Council Directive 98/83/EC of 3 November 1998 on
the quality of water intended for human consumption
Directive 1999/45/EC of the European Parliament and
of the Council of 31 May 1999 concerning the
approximation of the laws, regulations and
administrative provisions of the Member States
relating to the classification, packaging and labelling
of dangerous preparations

Directive 2000/54/EC of the European Parliament and
of the Council of 18 September 2000 on the protection

HY

Y nomahuM mpomucuMa BaKH
mpaBwio: lex specialis derogat

legi generali.
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61)

B)

r)

)

of workers from risks related to exposure to biological
agents at work

Directive 2000/60/EC of the European Parliament and
of the Council of 23 October 2000 establishing a
framework for Community action in the field of water
policy

Directive 2004/37/EC of the European Parliament and
of the Council of 29 April 2004 on the protection of
workers from the risks related to exposure to
carcinogens or mutagens at work

Regulation (EC) No 850/2004 of the European
Parliament and of the Council of 29 April 2004 on
persistent organic pollutants

Regulation (EC) No 1907/2006;

Directive 2006/114/EC of the European Parliament
and of the Council of 12 December 2006 concerning
misleading and comparative advertising

Regulation (EC) No 689/2008 of the European
Parliament and of the Council of 17 June 2008
concerning the export and import of dangerous
chemicals

Regulation (EC) No 1272/2008 of the European
Parliament and of the Council of 16 December 2008
on classification, labelling and packaging of
substances and mixtures

Directive 2009/128/EC of the European Parliament
and of the Council of 21 October 2009 establishing a
framework for Community action to achieve the
sustainable use of pesticides

Regulation (EC) No 1005/2009 of the European
Parliament and of the Council of 16 September 2009
on substances that deplete the ozone layer

Directive 2010/63/EU of the European Parliament and
of the Council of 22 September 2010 on the protection
of animals used for scientific purposes

Directive 2010/75/EU of the European Parliament and
of the Council of 24 November 2010 on industrial
emissions
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a) al) 0) 61) B) r) 1)
2.4. Article 69 shall not apply to the carriage of biocidal 0.1. Onpenbe oBor 3akoHa Koje ce oaHoce Ha| ITY
products by rail, road, inland waterway, sea or air. 3.3 KlacupuKalyjy,  TaKkoBame W O0C/eKaBaAmBEe
OMOLMIHUX TPOM3BOJAa HE TMPHMEBHYjy ce Ha
TpaHCIIOPT 6I/IOHI/IHHI/IX mpoun3BoOaa.
2.5.(a)-(b) | This Regulation shall not apply to: 0.1. Onpenbe OBOT 3aKOHA HE MPUMEY]jY ce Ha: ny
3.1.13) | 13) xpaHy WM XpaHy 3a )KHBOTHIE KOja C& KOPHCTH

food or feed used as repellents or attractants; Kao pENeNeHTH WIM aTPakTaHTH M Ha OHOLMIHE
MIPOU3BOJIE KOjU c€ KOPUCTE Kao MOMONHA cpeicTBa y

biocidal products when used as processing aids within MPOU3BO/IEbU XPAHE WK XPAHE 38 KHBOTHELE.

the meaning of Regulation (EC) No 1831/2003 and

Regulation (EC) No 1333/2008.

2.6. Biocidal products which obtained final approval under - HIT |Ilornasme VIII Vpenbe omnocu
the International Convention for the Control and ce Ha 0100paBame OMOIMIHOT
Management of Ships’ Ballast Water and Sediments NIPOW3BOJa HAa HUBOY YHH]je, IITO
shall be considered as authorised under Chapter VIII j€ UEeHTpaIM30BaH MOCTYNAK YHje
of this Regulation. Articles 47 and 68 shall apply je  cmpoBoljerme  YCIOBJBEHO
accordingly. 4aHcTBOM y EVY.

2.7. Nothing in this Regulation shall prevent Member - HIT |JenuacrBeHa METO/I0JIOMIKA
States from restricting or banning the use of biocidal npaBuia 3a HM3pajy pommca
products in the public supply of drinking water. (,,Cnyx0enn riacauk PC*, 6poj

21/10) nwe mnpensubajy obaBe3y
YHOILICEa OBakBe ojapende y
nomalie mporuce.

2.8. Member States may allow for exemptions from this - HIT |Wwmajyhu y Buay ma ce paad o
Regulation in specific cases for certain biocidal JIMCTIO3UTUBHOj  OAPENOH  KOjy
products, on their own or in a treated article, where JpKaBe 4YIaHWIE 10 MOTpedn
necessary in the interests of defence. MOTYy Ja  TOpUMEHe,  HaKo

Peny6nuka CpOuja HUje apkaBa
yranuna EY, cmarpa ce na
TPEHYTHO OBaKaB H3Yy3€TaK HI/Ije
NOTPeOHO MPOMUCATH.

2.9. The disposal of active substances and biocidal - HIT |OBum 3akoHOM He ypehyje ce

products shall be carried out in accordance with the
Union and national waste legislation in force.

mutame otmama. OBa  obmact
ypeheHa je TOCEOHHM 3aKOHOM.
ITpaBuaMMa HOMOTEXHHKE KoOja
Bake y Pemybmumm Cpbuju He
naje ce opnamheme 3a ypeheme
jenHe obyacTH y 3aKOHY KOjUM ce
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a) al) 0) 61) B) r) 1)
ypehyje Heka apyra obnact.

3.1.(a) |Definitions 0.1. IMojennun wm3pasu ynorpebbeHH y OBOM 3akoHy | ITY

4.1.1) |umajy crenehie 3HaYEHE:
For the purposes of this Regulation, the following 1) GuoMaHM IPOMU3BOJ jecTe:
definitions shall apply: - CyIICTaHIla WM CMeIla KOja Ce CacTOjH, Caap K1 WM
‘biocidal product’ means CcTBapa jemHy WJIM BHIIE AaKTHBHHX CYICTaHIN,
— any substance or mixture, in the form in which it is NpUIpeMJbeHa Yy OONHKY y KOMe ce CHabieBa
supplied to the user, consisting of, containing or KOPHCHHK, Ca HAMCHOM J1a YHHUIITH, OJBPATH, YUYHHH
generating one or more active substances, with the 0€30IacCHIM, CIPEYd JICJOBabe WM JIpyraudje
intention of destroying, deterring, rendering harmless, KOHTPOJIMIIIE INTETHH OpraHu3aM, Ha OWIO KOju
preventing the action of, or otherwise exerting a HAYUH OCHM YHCTO (HU3UYKHM WM MEXaHHYKAM
controlling effect on, any harmful organism by any JIETIOBAEM;
means other than mere physical or mechanical action, - CyICTaHIa WK CMEIIIA Koja e CTBapa Ol CYIICTaHIIN
— any substance or mixture, generated from WIM CcMella KOje He CNaaajy y IpBY alHMHE]y OBE
substances or mixtures which do not themselves fall Tayke, a Koja ce KOPHCTH ca HaMCHOM [a YHHIITH,
under the first indent, to be used with the intention of 0JIBPaTH, yYUHU 0E30IIACHUM, CIIPEYHU JICTOBAKE HIIH
destroying, deterring, rendering harmless, preventing Jpyradyuje KOHTPOJIMIIE MITETHA OpraHu3aM, Ha OUIo
the action of, or otherwise exerting a controlling effect KOjU HAYMH OCHM YHCTO (PU3MYKUM WIIM MEXAHHYKAM
on, any harmful organism by any means other than JIETIOBAEM;
mere physical or mechanical action. - TpPEeTHpaHd TPOM3BOJ KOjU HMa [PUMapHY

ouoruaHy GyHKUHUjy;

A treated article that has a primary biocidal function
shall be considered a biocidal product.

3.1.(b) | ‘micro-organism’ means any microbiological entity, 0.1. 2) mukpoopranusam jecte henmjcka win nehenmjcka | ITY
cellular or non-cellular, capable of replication or of 4.1.2) |MuUKpOOMOJIOIIKA  jeJMHKA criocobHa  3a
transferring genetic material, including lower fungi, pasMHOXaBame WM  T[PEHOIICHE  TEHETCKOT
viruses, bacteria, yeasts, moulds, algae, protozoa and Marepujana, YKby4yjyhu HIKe TJbHBE, BHpYCE,
microscopic parasitic helminths; Oakrepuje, KBaclle, IUIECHH, aire, MpOTO30€ W

MHKPOCKOIICKE MTapa3uTCKe XEIMUHTE;

3.1.(c) | ‘active substance’ means a substance or a micro- 0.1. 3) axTMBHa CyICTaHna jecre cyncranna wm| IV
organism that has an action on or against harmful 4.1.3) | MHKpPOOpPraHH3aM KOjH JIeNyje Ha IITETHE OPraHH3ME;
organisms;

3.1.(d) | ‘existing active substance’ means a substance which - HY | depuuuumja mara y VYpenbu

was on the market on 14 May 2000 as an active
substance of a biocidal product for purposes other
than scientific or product and process-orientated

OJTHOCH Ce Ha CYICTaHIIe Koje Cy
craBibeHe Ha Tpxkuwte EY TauHo
onpehenor nmaryma (14.5.2000.
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a) al) 0) 61) B) r) 1)
research and development; roJMHEe) MITO HHje OJ] 3HAyaja 3a
YUHBCHEC JOCTYITHUM Ha
TPXKUIITY OHOLMIHUX MPOHU3BOAA
y PenyGummnn Cpouju.

3.1.(e) | ‘new active substance’ means a substance which was - HY |[edununuja HOBEe  aKTHBHE
not on the market on 14 May 2000 as an active CYIICTaHIe HUje Tpey3eTra jep ce
substance of a biocidal product for purposes other OBHM 3aKOHOM He ypelyjy Takse
than scientific or product and process-orientated CYIICTaHIIE.
research and development;

3.1.(f) | ‘substance of concern’ means any substance, other 0.1. 4) 3abpumasajyha cymcranmna jecre cymcraHua koja| IV
than the active substance, which has an inherent 4.1.4) |wuma croCOBHOCT Jia MPOY3POKYje HEKeIbeHH edeKaT

capacity to cause an adverse effect, immediately or in
the more distant future, on humans, in particular
vulnerable groups, animals or the environment and is
present or is produced in a biocidal product in
sufficient concentration to present risks of such an
effect.

Such a substance would, unless there are other
grounds for concern, normally be:

— a substance classified as dangerous or that meets
the criteria to be classified as dangerous according to
Directive 67/548/EEC, and that is present in the
biocidal product at a concentration leading the product
to be regarded as dangerous within the meaning of
Atrticles 5, 6 and 7 of Directive 1999/45/EC, or

— a substance classified as hazardous or that meets
the criteria for classification as hazardous according to
Regulation (EC) No 1272/2008, and that is present in
the biocidal product at a concentration leading the
product to be regarded as hazardous within the
meaning of that Regulation,

— a substance which meets the criteria for being a
persistent organic pollutant (POP) under Regulation
(EC) No 850/2004, or which meets the criteria for
being persistent, bio-accumulative and toxic (PBT) or
very persistent and very bio-accumulative (VPvB) in
accordance with Annex XIII to Regulation (EC) No
1907/2006;

Ha 3]paBjbe JbYAH, HAPOYUTO OCETJBUBHX TpyIa,
JKUBOTHEbA WK JKUBOTHY CPEAMHY U TPUCYTHA je WITH
ce cTBapa y OHWOIMIHOM IIPOM3BOAY y IOBOJHHO]
KOHIICHTpAIIUjU 1a O CTBOpHJIA TakaB edekar, a HHje
aKTHBHA CYICTaHLA, OZHOCHO aKO HE IOCTOje ApYru
pa3ino3u 3a 3a0pHUHYTOCT TO je CYyICTaHIa Koja je
K1acu(UKOBaHa Kao ONAacHa WIM  HUCIyHhaBa
KpUTEpHjyMe 3a KJIaCH(PUKAIH]jy Kao OMAacHa y CKIaay
ca mpomucuMma kojuma ce ypehyje kiaacubukanuja
XeMHKaJldja U IPUCYTHA je Y TaKBOj KOHIEHTPALMjH Y
OMOLMTHOM TIPOM3BONY Ja OH Oyne KilacH(UKOBaH
Kao omacaH, OJHOCHO CyIICTaHIAa Koja HCIyHhaBa
KpUTEpHjyMe 3a HICHTH(HKAILM]y Kao JyroTpajHa
OpraHcka 3arahyjyha CYIICTaHIa (IToIT),
Mep3UCTeHTHA - OnoakymynaruBHa — TokcuaHa (I[16T)
WM BeoMa IEP3UCTEHTHA - BeoMa OMOaKyMyJaTHBHA
(8IIBB) cymncranma y ckiany ca mporiucuMa Kojuma ce
ypebyjy xemukanuje;
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3.1.(g) | ‘harmful organism’ means an organism, including 0.1. 5) LITETHU OpraHU3aM jecTe opraHmsaMm, ykmbyuyjyhu | IIV
pathogenic agents, which has an unwanted presence 4.15) |maroreHe areHce, KOjH je HEIMOXKeJbaH WIH HMa
or a detrimental effect on humans, their activities or mrertaH edekar Ha Jbyle, HHXOBE AKTHBHOCTH,
the products they use or produce, on animals or the MpOM3BOJE KOjeé KOPHCTE€ WIM [pPOU3BOJE, Ha
environment; JKUBOTUEGE WITH J)KHBOTHY CPEIUHY;

3.1.(h) | ‘residue’ means a substance present in or on products 0.1. 6) ocraTak jecte CyncraHua OpHCyTHa y wid Ha| ITY
of plant or animal origin, water resources, drinking 4.16) |mpousBoauMa OHJBHOT WM JKUBOTHESCKOT MOPEKIIa,
water, food, feed or elsewhere in the environment and BOJIHHM peCypcHMa, BOJIH 3a muhe, XpaHH, XpaHH 3a
resulting from the use of a biocidal product, including KUBOTUEGE WM HA JPYTHM MECTHMa Y JKHBOTHO]
such a substance’s metabolites, breakdown or reaction CpeoMHH, a Koja OCTaje HakoH Kopumhema
products; OMOLIMIHOT MPOU3BO/IA, YKIbYUYjyhu 1 MeTabonuTe Te

CYICTaHIIC ¥ HPOHM3BOJE KOjH HACTajy pasiaramem
WU PEaKIHjoM;

3.1.(1) | ‘making available on the market’ means any supply of 0.1. 7) uMBeme MOCTYIIHUM Ha TPXKHIITY jecTe cBako | IIV
a biocidal product or of a treated article for 4.1.7) |cHabueBame ~ OWOLMIOHUM  IPOU3BOJAOM  WIIH
distribution or use in the course of a commercial TPETHPAHUM [POU3BOJOM paay IUCTPUOYLHje HITH
activity, whether in return for payment or free of kopuinhiewa y OKBUPY TOCIOBHE JEIATHOCTH, OHIIO Y3
charge; HaKHaJy WK 6e3 HaKHAJIE,

3.1.(j) | ‘placing on the market’ means the first making 0.1. 8) craBpame Ha TPXKHINTE jecTe IPBO udhmeme | I[IY
available on the market of a biocidal product or of a 4.1.8) | IOCTYMHHM Ha TPKHIUTY OHOLMIHOT MPOHM3BOJA HIIH
treated article; TPETUPAHOT MPOU3BOIA, PHU YEMY CE U yBO3 cMarpa

CTaBJbAKEM Ha TPIKHUIITE;

3.1.(k) | ‘use’ means all operations carried out with a biocidal 0.1. 9) xopumheme jecy cBe aKTUBHOCTH y Be3u ca| [IY
product, including storage, handling, mixing and 4.1.9) |GuOUMIHUM MIPOM3BOJIOM, yKJby4yjyhu
application, except any such operation carried out CKJIQ/IMIITEHE, PYKOBAE, MEIIAhE U IPHMEHY, OCHM
with a view to exporting the biocidal product or the aKTHBHOCTH Yy BE3M Ca W3BO30OM OWOIMIHOT
treated article outside the Union; MIPOM3BO/IA HITH TPETHUPAHOT TIPOM3BOJIA;

3.1.(I) | ‘treated article’ means any substance, mixture or 0.1. 10) Tpermpanm mpom3BOA jecTe CymcTaHma, cMema | IIY
article which has been treated with, or intentionally 4.1.10) |wim npou3BOJ KOjHU je TPETHPAH Ca jeJHUM HIIH BHIIES
incorporates, one or more biocidal products; OUOIIMIHUX TIPOM3BO/IA UIIM X HAMEPHO CaJPIKH;

3.1.(m) | ‘national authorisation’ means an administrative act - HIT |OBuMm 3akoHOM ypehyje ce

by which the competent authority of a Member State
authorises the making available on the market and the
use of a biocidal product or a biocidal product family
in its territory or in a part thereof;

MOCTYNaK JIOHOIIEHma 0J00pema
3a OWOLMIHU TPOM3BOJ KOjH
CIPOBOAM  HAAJICKHH  OpraH
Penyonmuke Cpobuje. OpmoOpeme
KOj€ € IOHOCH Y OBOM IIOCTYIIKY
oMoryhaBa 4YnibEHE JOCTYHHHM
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61)

B)

r)

)

Ha TPXUIUTY U Kopuiheme
OHOIMIHOT MIPOHU3BOAA y
Penyomuuu Cpbuju. U3 Tor
pazinora Huje 6mito morpede na ce
NoceOHO Ae(HHUIIE HAIMOHATHO
omoOpeme Kao akT Koju ce
JIOHOCH Y OBOM HOCTYTIKY.

3.1.(n)

‘Union authorisation’ means an administrative act by
which the Commission authorises the making
available on the market and the use of a biocidal
product or a biocidal product family in the territory of
the Union or in a part thereof;

HIT

HenpeHocuBo U3 pasiora IITo ce
pami O axKTy KOjU JIOHOCH
EBporicka KOMHCHja y TIOCTYIIKY
4uje je CIpoBoheme yCIOBBEHO
yiacTBoM y EY. U3 Tor pasnora
HHje Owio 1noTpebe ma ce
neduHUIe 0100peme YHUjE Koje
je pesynrar IOCTyIKa KOjU ce
CIIPOBOJIY IIeHTpan30BaHo y EY.

3.1.(0)

‘authorisation’ means national authorisation, Union
authorisation or authorisation in accordance with
Atrticle 26;

HIT

OBuMm 3akoHOM ypehyje ce
MOCTYNaK JOHOIICHa OHOOpema
3a OHOIMIHM WPOHU3BOA KOjU
CIPOBOJM  HAJJIEKHH  OpraH
Penyonuke Cp6uje. OmoOpeme
KOje Ce JOHOCH y OBOM IOCTYIIKY
oMoryhaBa 4HmeHme JOCTYITHUM
Ha TPXUIITY W Kopuiheme
OHOIIIHOT MPOM3BOIA y
Penyommuu  CpOuju.  3akoHOM
HHCY npeyseTn MOCTYIILH
JIOHOIIIea  akara KOju  ce
CIIpOBOJIE LIeHTpan30BaHo y EY.
W3 tor pasznmora Huje Owmio
notpebe nma ce  moceOHO
neduHMIe  3Hauewme  M3pasa
onoOpeme.

3.1(p)

‘authorisation holder’ means the person established
within the Union who is responsible for the placing on
the market of a biocidal product in a particular
Member State or in the Union and specified in the
authorisation;

HIT

Jomahum MpOMUCHMa HE
Je(UHUIIE ce KO je HOCHIIAIl aKTa
U J1a ’erose 00aBe3e mpousnase
U3 TOr aKTta jep ce TO
HO/Ipa3yMeBa, a U IMPOIHUCAHO je
3aKOHOM KojuM ce ypebyje
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a) al) 0) 61) B) r) 1)
OIIIITH YIPaBHU MOCTYNAK, Kao U
MaTepHjaTHIM onpenbdama
3aKOHa.
3.1.(q) | ‘product-type’ means one of the product-types 0.1. Buoruaau npousBoau pazBpcTaBajy ce y Bpcre mpema | 1Y |Ilotmyna  ycmahenoct — Guhe
specified in Annex V; 8. HAMEHH OJHOCHO WITETHOM OpraHu3My Ha KOju MOCTHIHYTA JIOHOIICHEM
Tenyjy. MOJ3aKOHCKOT aKTa KOjUM ce
MuHucTap Iponucyje Bpcre OHOLHUAHUX IPOU3BOA. neUHUITY BpCTE  OMOLMIHHX
nmpou3Boja, a KojuM he ce
npeysetu Anekc V Ypenbe.
3.1.(r) | ‘single biocidal product’ means a biocidal product 0.1. 11) nojemuHaynn  OwormMaHM mpousBoj jecte | IIY
with no intended variations as to the percentage of the | 4.1.11) |GuouuaHu PoM3BO O€3 MpeABUhEHUX OJCTYIAmA Y
active or non-active substances it contains; MPOLEHTY AKTHBHUX WM APYTHX CYICTAHIM KOje
capiKHu;
3.1.(s) | ‘biocidal product family’ means a group of biocidal 0.1. 12) rpyma OwouumHMX mpousBoja jecy Owmommanu | ITY
products having: 4.1.12) |npou3BOAM KOjHU HMMajy HCTEC aKTHBHE CYIICTaHIC,
(i) similar uses; CJIMYaH CacTaB ca ofpeheHUM OJCTYNambUMa, CIUIHE
(ii) the same active substances; HaynHe KopHuifielha W CIHYHE HHUBOE DHU3HKA H
(iii) similar composition with specified variations; and erKacHOCTH;
(iv) similar levels of risk and efficacy;
3.1.(1) ‘letter of access’ means an original document, signed - HIT
by the data owner or its representative, which states
that the data may be used for the benefit of a third
party by competent authorities, the Agency, or the
Commission for the purposes of this Regulation;
3.1.(u) |‘food’ and ‘feed’ mean food as defined in Article 2 of - HIT |Jledununumje Hucy npeysere jep
Regulation (EC) No 178/2002 and feed as defined in XpaHa W XpaHa 3a JKUBOTHIHE
Article 3(4) of that Regulation; HHUCY TpeaMeT ypehuBama OBOT
3aKOHa.
3.1.(w) | ‘technical equivalence’ means similarity, as regards 0.1. 13) TexHMuYKa EKBHMBAJEHTHOCT jecre ciumuHocT y| IV
the chemical composition and hazard profile, of a 4.1.13) |moriemy XeMHjCKOT cacTaBa W TPOGIIA OMACHOCTH

substance produced either from a source different to
the reference source, or from the reference source but
following a change to the manufacturing process
and/or manufacturing location, compared to the
substance of the reference source in respect of which
the initial risk assessment was carried out, as
established in Article 54;

n3Mel)y cymcranne koja je mpousBeneHa W3 H3BOpa

pasnuYuTor oa pedepeHTHOr W3BOpa, WIM U3
pedepeHTHOr  W3BOpa  anmM  HaKOH  IIPOMEHE
NPOM3BOAHOI  Mpoleca  OJHOCHO  IPOU3BOJHE

JIOKalyje, ¥ CyINCTaHLe U3 pedepeHTHOr u3BOpa y
OJIHOCY Ha KOjy je HW3BpIICHA NPBOOWTHA IPOICHA
pH3HKa;
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a) al) 0) 61) B) r) 1)
3.1.(x) | ‘Agency’ means the European Chemicals Agency - HII |HenpenocuBo u3 pasnora MITO ce
established by Regulation (EC) No 1907/2006; paau o EBpOINCKOj arcHImju 3a
XeMHuKangje, Te ce goMahum
NPONMHCOM  HE  TIPEey3uMajy
onpende Ypende koje ce omHOCE
Ha TIOCTYIKE KOje CIPOBOJY OBa
arcHIMja.
3.1.(y) |‘advertisement’ means a means of promoting the sale 0.1. 14) ormamaBame jecy HAaUMHM IIPOMOBHCama mpogaje | 1TV
or use of biocidal products by printed, electronic or 4.1.14) |wm xopumhema OHONMAHOT  TPOM3BOAA Y
other media; [ITAMIIAHUM, EJICKTPOHCKUM WITH JAPYTHM MEIHjUMa,;
3.1.(z2) | ‘nanomaterial’ means a natural or manufactured 0.1. 15) HaHomarepujan jecTe IPUPOAHA WK mpou3BeneHa | 1Y
active substance or non-active substance containing 4.1.15) |aKkTMBHAa WIM HEaKTHBHA CYICTAaHIA KOja CaapXku
particles, in an unbound state or as an aggregate or as YECTHIC Y HEBE3AHOM CTamy, Y OOJIMKY arperara Win
an agglomerate and where, for 50 % or more of the ariomepara, W riae HajMame 50 % decruma y
particles in the number size distribution, one or more pacmofend 1o OpojHOj BEIMYHHH MMa jeHY WIIH
external dimensions is in the size range 1-100 nm. BHUILE CIOJBHUX IuMeH3nja uamehy 1 u 100 nm, mpu
YeMy YeCTHIa jecTe BPJIO MAJIM JIeo MaTepujajia ca
Fullerenes, graphene flakes and single-wall carbon nepuHucaHMM (U3UYKAM TpaHWIaMa, ariioMepat
nanotubes with one or more external dimensions jecre ckym c1abo BE3aHUX YECTHUIIA MIIM arperara 4uja
below 1 nm shall be considered as nanomaterials. je CrosbHA TMOBPINMHA CIIMYHA 30MpY IOBPIIHHA
T0je/IMHaYHUX KOMIIOHEHTH ¥ arperar jecte 4ecTHIia
For the purposes of the definition of nanomaterial, KOjy YHHE UBPCTO Be€3aHE WM CjelUEbEHE YECTHIIE.
‘particle’, ‘agglomerate’ and ‘aggregate’ are defined Oynepenn, rpaeHCKe JbYCHHUIE H jECAHOCIOjHE
as follows: YIJb€HUYHE HAHOLIEBH Ca jeJIHOM I BHIIE CIIOJEHHX
JuMeH3uja  ucmog 1 nm cMmarpajy  ce
— ‘particle’ means a minute piece of matter with HaHOMATEpHjaTiMa;
defined physical boundaries,
— ‘agglomerate’ means a collection of weakly bound
particles or aggregates where the resulting external
surface area is similar to the sum of the surface areas
of the individual components,
— ‘aggregate’ means a particle comprising strongly
bound or fused particles;
3.1.(aa) |‘administrative change’ means an amendment of an - HY |H3mena nogaraka IOCTaBJbEHUX

existing authorisation of a purely administrative
nature involving no change to the properties or
efficacy of the biocidal product or biocidal product

y TOCTYIKY IOHOIIEHha aKara Ha
OCHOBY KOjUX ce OWOUMIHU
MPOU3BOM YHMHE JOCTYITHHM Ha
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family;

TPXKUIITY M KOPHCTE O] 3Hauaja
je 3a BpLIEHE HHCIEKIHjCKOT
HaJ30pa ¥ C TUM y BE3H HHXOBA
IpHjaBa je oj 3Ha4aja 6e3 o03upa
na by ce panu 0
aIMHHHUCTPATHBHHUM, MabHM K
Behum mnpomenama. C 1M y
Be3u, o0aBe3a IpHjaBe H3MEHE
mojgaraka yTBpheHa wiaHoMm 32.
3aKOHa Mopa OWTH HCTa 3a CBE
U3MCHE.

3.1.(ab)

‘minor change’ means an amendment of an existing
authorisation that is not of a purely administrative
nature and requires only a limited re-assessment of the
properties or efficacy of the biocidal product or
biocidal product family;

HY

W3mena mopmaraka JOCTaBJbEHHX
y MOCTYIKY JIOHOIICHa aKata Ha
OCHOBY KOjUX c€ OWOLUIHU
NPOU3BOJM YHHE JOCTYIIHUM Ha
TPXKUIITY M KOPHCTE O] 3Hauaja
je 3a BpIICHE HHCIEKIHjCKOT
HazJ30pa ¥ C TUM y BE3U HHXOBA
mpujaBa je oX 3Haudaja 0e3 o63upa
na by ce pamu o
aIMHHUCTPATHBHUM, MAabHM K
Behum mnpomenama. C THM y
Be3u, obaBe3a TMpHjaBe H3MEHE
noxataka yrBpheHa uiaHom 32.
3aKOHa Mopa OWTH HCTa 3a CBE
U3MCHE.

3.1.(ac)

‘major change’ means an amendment of an existing
authorisation which is neither an administrative
change nor a minor change

HY

W3MeHa monaraka JOCTaBJbEHHX
y MOCTYIKY JIOHOLICHA aKata Ha
OCHOBY KOjUX c€ OWOUMIHHU
NPOM3BOJM YHMHE JOCTYITHHM Ha
TPXKHUIITY ¥ KOPHUCTE Of 3Hayaja
je 3a BpIICHE HWHCICKIM]CKOT
HajJ30pa ¥ C TUM y BE3H HHXOBA
mpujaBa je oJ 3Hadaja 0e3 003upa
na am ce paau 0
AIMHHUCTPATHBHUM, MabHM MK
Behum mpomenama. C TuUM Yy
Be3u, obaBe3a IpHjaBe H3MEHE
nojaraka yTBpheHa wiaHom 32.
3aKOHa Mopa OWTH HCTa 3a CBe
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a) al) 0) 61) B) r) 1)
H3MCHE.
3.1.(ad) | ‘vulnerable groups’ means persons needing specific 0.1. 16) ocerpuBe rpyme jecy Jmia Kojuma je motpebno | IIY
consideration when assessing the acute and chronic 4.1.16) |mocBeTHTH TOCEOHY NaXEy MPUIMKOM MPOIECHE
health effects of biocidal products. These include aKyTHHX W  XPOHHYHHX edekara  OUOIMIHOT
pregnant and nursing women, the unborn, infants and MIPOM3BOJa Ha 3/IpaBJbe, a koje 00yxBaTajy TpyIHHIIE
children, the elderly and, when subject to high U j0juibe, HepoheHy zelly, omojya u Jely, CTapHjy
exposure to biocidal products over the long term, TOIYJIAIKjY, KA0 M PaJHUKE U CTAHOBHHMIIITBO aKO CY
workers and residents y BEIIHKO] MEpH JAyXKe H3JI0KCHH OHOLHMIHOM
IPOH3BOAY;
3.1.(ae) | ‘small and medium-sized enterprises’ or ‘SMEs’ - HIT |[Jedunnuuja HHje mpeysera jep
means small and medium-sized enterprises as defined Majna U cpeima mpenyseha HECY
in Commission Recommendation 2003/361/EC of 6 npeamer  ypehuBama  OBOT
May 2003 concerning the definition of micro, small 3aKOHa.
and medium-sized enterprises
3.2 For the purposes of this Regulation, the definitions 0.1. 20) cymcTaHIla jecTe XEMHjCKHM €JIEMEHT W kherosa| IIY
laid down in Article 3 of Regulation (EC) No 4.1.20)- |jenumema y UPHPOIHOM CTamkby WIM J00UjeHa Yy
1907/2006 shall apply for the following terms: 23), 17)- | npou3BOJHOM IMPOLIECY, YKIbYUYjyhu afuTHBE KOjU Cy
(a) ‘substance’; 18) HEONXOJHH 32 OYYyBame MEHE CTa0WIHOCTH U

(b) ‘mixture’;

(c) ‘article’;

(d) ‘product and process-orientated research and
development’;

(e) ‘scientific research and development’.

HeuncTohe Koje Tpomsminaze U3 TNPHUMEEHECHOT
mporieca, m3y3uMmajyhm pacTtBapad KOju ce€ MOXe
H3IBOJUTH TaKo Ja TO HE yTH4Ye Ha CTaOMIHOCT
CYICTaHIIE MM IPOMEHY HEHOT CacTaBa;

21) cMemia jecre MeUIaBUHA WIJIM PacTBOP JABE WIH
BUIIIE CYIICTAHIIN;

22) nmpou3BOA jecTe MNpeAMEeT KOMe je TOKOM
MPOU3BOJE IaT TocebaH OOJHMK, MOBPIIMHA WIIH
I3ajH Koju BUIIe oxapelyje meroBy GyHKIHjy HETro
IITO TO YHHH HETOB XEMHUJCKH CACTaB;

17) mpou3BOA U MpOIIEC-OPHjEHTUCAHO UCTPAKHBAE
U pa3Boj jecTe HaydyHH pa3Boj KOjU je y Be3u ca
pa3BojeM OHOLMAHOT TPOM3BOJA WIM  JaJbUM
pa3BojeM aKTHUBHE CYIICTaHIIE, Kao TakKBe, y cMellaMa
WIM Yy TpPOW3BOAMMA, KajJa Ce€ KOPUCTE IHIIOT
MOCTpOjea MM NPOOHE MNPOM3BOIAKE Y ILHIBY
pa3Boja MPOU3BOIHOT MPOLIECa, OHOCHO UCITHTHBAbA
MOZIpy4Yja MPHMEHE aKTHBHE CYIICTAHIIE;

18) HaydyHO HCTpaXMBambe W Pa3BOj jeCTe HAYIHO
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CKCIIEPUMEHTUCAE, AHATM3UPAkhe WIH XEMH]jCKO
HCTPAXKUBAKLC AKTHUBHC CyInCTaHIle, OJHOCHO
OMOLIMIHOT MPOM3BOAA KOje C€ CHOPOBOAM IMOJ
KOHTPOJIMCAHUM YCJIOBHUMA;
3.3. The Commission may, at the request of a Member - HIT |HenpeHocHBO M3 pasiora IITo ce
State, decide, by means of implementing acts, whether paau o oJpeadu Koja ce OJHOCH
a substance is a nanomaterial, having regard in Ha IOCTYIaK KOjU C€ CIPOBOJIM
particular to Commission Recommendation [EHTpAIM30BaHo HA HUBOY EV, a
2011/696/EU of 18 October 2011 on the definition of HEe [MOje[IMHAauYHO Y Jp)KaBama
nanomaterial, and whether a specific product or group 4JIaHWIaMa, W YKJbydyje CBe
of products is a biocidal product or a treated article or npskase wianuie EY u EBporicky
neither. Those implementing acts shall be adopted in KOMHCH]Y.
accordance with the examination procedure referred
to in Article 82(3).
3.4. The Commission shall be empowered to adopt - HIT |HenpeHocHBO U3 pasiora IITo ce
delegated acts in accordance with Article 83 in order panu o osnaunthewy Komucuje.
to adapt the definition of nanomaterial set out in point
(2) of paragraph 1 of this Article in view of technical
and scientific progress and taking into account the
Recommendation 2011/696/EU.
4. CHAPTER II - HIT |HenpenocuBo u3 pasiora mro ce

APPROVAL OF ACTIVE SUBSTANCES
Conditions for approval

An active substance shall be approved for an initial
period not exceeding 10 years if at least one biocidal
product containing that active substance may be
expected to meet the criteria laid down in point (b) of
Avrticle 19(1) taking into account the factors set out in
Article 19(2) and (5). An active substance that falls
under Article 5 may only be approved for an initial
period not exceeding five years.

The approval of an active substance shall be restricted
to those product-types for which relevant data have
been submitted in accordance with Article 6.

The approval shall specify the following conditions,

pamu o oapendu Koja ce OIHOCH
Ha TOCTYMAaK KOjH CE CIPOBOIU
LIEHTpaIM30BaHO HA HUBOY EY, a
HE TOjeMHAYHO Y JprKaBama
YlaHWIaMa, W YKJbydyje CBe
npxase wianuie EY, Eporicky
areHIMjy 3a XEeMHUKaldje |
EBporncky komucujy.
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as appropriate:
(a) the minimum degree of purity of the active
substance;
(b) the nature and maximum content of certain
impurities;
(c) the product-type;
(d) manner and area of use including, where relevant,
use in treated articles;
(e) designation of categories of users;
(f) where relevant, characterisation of the chemical
identity with regard to stereoisomers;
(g) other particular conditions based on the evaluation
of the information related to that active substance;
(h) the date of approval and the expiry date of the
approval of the active substance.
The approval of an active substance shall not cover
nanomaterials except where explicitly mentioned.

5.1. Exclusion criteria - HIT |HenpeHocHBO M3 pasjora IiTo ce

Subject to paragraph 2, the following active
substances shall not be approved:

active substances which have been classified in
accordance with Regulation (EC) No 1272/2008 as, or
which meet the criteria to be classified as, carcinogen
category 1A or 1B;

active substances which have been classified in
accordance with Regulation (EC) No 1272/2008 as, or
which meet the criteria to be classified as, mutagen
category 1A or 1B;

active substances which have been classified in
accordance with Regulation (EC) No 1272/2008 as, or
which meet the criteria to be classified as, toxic for
reproduction category 1A or 1B;

active substances which, on the basis of the criteria
specified pursuant to the first subparagraph of
paragraph 3 or, pending the adoption of those criteria,
on the basis of the second and third subparagraphs of
paragraph 3, are considered as having endocrine-
disrupting properties that may cause adverse effects in

pamu o oapendu Koja ce OJHOCH
Ha TOCTYIMAaK KOjH CE CIPOBOIU
LIEHTpaIM30BaHO HA HUBOY EY, a
HEe TI0jeIMHaYHO Y JpKaBama
YlaHWI[AMa, W YKJbydyje CBe
npxxase wianune EY, EBporcky
areHIMjy 3a XEeMHUKaldje |
EBporcky komucHjy.
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humans or which are identified in accordance with
Articles 57(f) and 59(1) of Regulation (EC) No
1907/2006 as having endocrine disrupting properties;
active substances which meet the criteria for being
PBT or vPvB according to Annex XIII to Regulation
(EC) No 1907/2006.

5.2.

Without prejudice to Article 4(1), active substances
referred to in paragraph 1 of this Article may be
approved if it is shown that at least one of the
following conditions is met:

the risk to humans, animals or the environment from
exposure to the active substance in a biocidal product,
under realistic worst case conditions of use, is
negligible, in particular where the product is used in
closed systems or under other conditions which aim at
excluding contact with humans and release into the
environment;

not approving the active substance would have a
disproportionate negative impact on society when
compared with the risk to human health, animal health
or the environment arising from the use of the
substance.

not approving the active substance would have a
disproportionate negative impact on society when
compared with the risk to human health, animal health
or the environment arising from the use of the
substance.

When deciding whether an active substance may be
approved in accordance with the first subparagraph,
the availability of suitable and sufficient alternative
substances or technologies shall be a key
consideration.

The use of a biocidal product containing active
substances approved in accordance with this
paragraph shall be subject to appropriate risk-
mitigation measures to ensure that exposure of
humans, animals and the environment to those active
substances is minimised. The use of the biocidal

HIT

Hemnpenocuso n3 pasiora mTo ce
pazu o oapendu Koja ce OTHOCH
Ha TIOCTYHAaK KOjH C€ CIIPOBOIHU
LIEHTpaJIM30BaHO Ha HUBOY EVY, a
HE TOjeMHAYHO Y JprKaBama
YJlaHWI[AMa, W YKJbydyje CBe
npxxase wianuie EY, Eporicky
areHIMjy 3a XCMHUKaHje W
EBporncky koMucujy.
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5.3,

product with the active substances concerned shall be
restricted to Member States in which at least one of
the conditions set out in this paragraph is met.

No later than 13 December 2013, the Commission
shall adopt delegated acts in accordance with Article
83 specifying scientific criteria for the determination
of endocrine-disrupting properties.

Pending the adoption of those criteria, active
substances that are classified in accordance with
Regulation (EC) No 1272/2008 as, or meet the criteria
to be classified as, carcinogen category 2 and toxic for
reproduction category 2, shall be considered as having
endocrine-disrupting properties.

Substances such as those that are classified in
accordance with Regulation (EC) No 1272/2008 as, or
that meet the criteria to be classified as, toxic for
reproduction category 2 and that have toxic effects on
the endocrine organs, may be considered as having
endocrine-disrupting properties.

Data requirements for an application

An application for approval of an active substance
shall contain at least the following elements:

a dossier for the active substance satisfying the
requirements set out in Annex Il;

a dossier satisfying the requirements set out in Annex
111 for at least one representative biocidal product that
contains the active substance; and

if the active substance meets at least one of the
exclusion criteria listed in Article 5(1), evidence that
Article 5(2) is applicable.

Notwithstanding paragraph 1, the applicant need not
provide data as part of the dossiers required under
points (a) and (b) of paragraph 1 where any of the
following applies:

the data are not necessary owing to the exposure
associated with the proposed uses;

HIT

HemnpenocuBo u3 pasiora mTo ce
pamu o oapendu Koja ce OIHOCH
Ha TOCTYIMAaK KOjH CE CIPOBOIU
LIEHTpaIM30BaHO Ha HUBOY EVY, a
HE TOjeMHAYHO Y JprKaBama
YlaHWI[aMa, W YKJbydyje CBe
npxase wianuie EY, Eporicky
areHIMjy 3a XEeMHUKaJHje W
EBporncky komucujy.
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it is not scientifically necessary to supply the data; or
it is not technically possible to generate the data.

However, sufficient data shall be provided in order to
make it possible to determine whether an active
substance meets the criteria referred to in Article 5(1)
or Article 10(1), if required by the evaluating
competent authority under Article 8(2).

An applicant may propose to adapt the data as part of
the dossiers required under points (a) and (b) of
paragraph 1 in accordance with Annex IV. The
justification for the proposed adaptations to the data
requirements shall be clearly stated in the application
with a reference to the specific rules in Annex IV.

The Commission shall be empowered to adopt
delegated acts in accordance with Article 83
specifying criteria for determining what constitutes
adequate justification to adapt the data requirements
under paragraph 1 of this Article on the grounds
referred to in point (a) of paragraph 2 of this Article.

Submission and validation of applications

The applicant shall submit an application for approval
of an active substance, or for making subsequent
amendments to the conditions of approval of an active
substance, to the Agency, informing it of the name of
the competent authority of the Member State that it
proposes should evaluate the application and
providing written confirmation that that competent
authority agrees to do so. That competent authority
shall be the evaluating competent authority.

The Agency shall inform the applicant of the fees
payable under Article 80(1) and shall reject the
application if the applicant fails to pay the fees within
30 days. It shall inform the applicant and the
evaluating competent authority accordingly.

HIT

HemnpenocuBo u3 pasiora mTo ce
pamu o oapendu Koja ce OIHOCH
Ha TIOCTYIaK KOjU C€ CHPOBOIH
LIEHTpaIM30BaHO Ha HUBOY EVY, a
HE TOjeMHAYHO Y JprKaBama
YlaHWIaMa, W YKJbydyje CBe
npxxase wianuie EY, Eporicky
areHIMjy 3a XEeMHUKaJHje W
EBporncky komucujy.

84




85

a)

al)

6)

61)

B)

r)

)

Upon receipt of the fees payable under Article 80(1),
the Agency shall accept the application and inform the
applicant and the evaluating competent authority
accordingly, indicating the date of the acceptance of
the application and its unique identification code.

Within 30 days of the Agency accepting an
application, the evaluating competent authority shall
validate the application if the data required in
accordance with points (a) and (b) and, where
relevant, point (c) of Article 6(1), and any
justifications for the adaptation of data requirements,
have been submitted.

In the context of the validation referred to in the first
subparagraph, the evaluating competent authority
shall not make an assessment of the quality or the
adequacy of the data or justifications submitted.

The evaluating competent authority shall, as soon as
possible after the Agency has accepted an application,
inform the applicant of the fees payable under Article
80(2) and shall reject the application if the applicant
fails to pay the fees within 30 days. It shall inform the
applicant accordingly.

Where the evaluating competent authority considers
that the application is incomplete, it shall inform the
applicant as to what additional information is required
for the validation of the application and shall set a
reasonable time limit for the submission of that
information. That time limit shall not normally exceed
90 days.

The evaluating competent authority shall, within 30
days of receipt of the additional information, validate
the application if it determines that the additional
information submitted is sufficient to comply with the
requirement laid down in paragraph 3.

The evaluating competent authority shall reject the
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application if the applicant fails to submit the
requested information within the deadline and shall
inform the applicant and the Agency accordingly. In
such cases, part of the fees paid in accordance with
Article 80(1) and (2) shall be reimbursed.

On validating an application in accordance with
paragraph 3 or 4, the evaluating competent authority
shall without delay inform the applicant, the Agency
and other competent authorities accordingly,
indicating the date of the validation.

An appeal may be brought, in accordance with Article
77, against decisions of the Agency under paragraph 2
of this Article.

Evaluation of applications

The evaluating competent authority shall, within 365
days of the validation of an application, evaluate it in
accordance with Articles 4 and 5, including, where
relevant, any proposal to adapt data requirements
submitted in accordance with Article 6(3), and send
an assessment report and the conclusions of its
evaluation to the Agency.

Prior to submitting its conclusions to the Agency, the
evaluating competent authority shall give the
applicant the opportunity to provide written comments
on the assessment report and on the conclusions of the
evaluation within 30 days. The evaluating competent
authority shall take due account of those comments
when finalising its evaluation.

Where it appears that additional information is
necessary to carry out the evaluation, the evaluating
competent authority shall ask the applicant to submit
such information within a specified time limit, and
shall inform the Agency accordingly. As specified in
the second subparagraph of Article 6(2), the
evaluating competent authority may, as appropriate,

HIT

Hemnpenocuso u3 pasuora mTo ce
pazu o oapendu Koja ce OTHOCH
Ha TIOCTYNAaK KOjH C€ CIIPOBOIHU
LIEHTpaIM30BaHO Ha HUBOY EVY, a
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require the applicant to provide sufficient data to
permit a determination of whether an active substance
meets the criteria referred to in Article 5(1) or Article
10(1). The 365-day period referred to in paragraph 1
of this Article shall be suspended from the date of
issue of the request until the date the information is
received. The suspension shall not exceed 180 days in
total unless it is justified by the nature of the data
requested or by exceptional circumstances.

Where the evaluating competent authority considers
that there are concerns for human health, animal
health or the environment as a result of the cumulative
effects from the use of biocidal products containing
the same or different active substances, it shall
document its concerns in accordance with the
requirements of the relevant parts of Section 11.3 of
Annex XV to Regulation (EC) No 1907/2006 and
include this as part of its conclusions.

Within 270 days of receipt of the conclusions of the
evaluation, the Agency shall prepare and submit to the
Commission an opinion on the approval of the active
substance having regard to the conclusions of the
evaluating competent authority.

9.1.

Approval of an active substance

The Commission shall, on receipt of the opinion of
the Agency referred to in Article 8(4), either:

adopt an implementing Regulation providing that an
active substance is approved, and under which
conditions, including the dates of approval and of
expiry of the approval; or

in cases where the conditions laid down in Article
4(1) or, where applicable, the conditions set out in
Article 5(2), are not satisfied or where the requisite
information and data have not been submitted within
the prescribed period, adopt an implementing decision
that an active substance is not approved.

HIT

Henpenocuso

13 pasjora mrTo ce

pamu o oapendw Koja ce OTHOCH

Ha TIOCTYIaK

KOjU C€ CIPOBOJAU
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Those implementing acts shall be adopted in
accordance with the examination procedure referred
to in Article 82(3).

9.2. Approved active substances shall be included in a 0.1. AxrtuBHe cyncraHue ynucane cy y Jlucry I - Jlucra| IIY |Hmajyhm y Bumy na ce oBOM
Union list of approved active substances. The 5. 0J0OPEHUX aKTUBHHUX CYICTaHIHU (Y JaJbeM TEKCTY: oapenbom  ypehyje mocrymak
Commission shall keep the list up to date and make it Jlucra 1) u Jlucry la — Jlucra akTHBHUX CYIICTAHIH KOjH CIIPOBOIH EBporicka
electronically available to the public. KOje MOTy CajpkaTh OMOLMAHH TPOHM3BOAU KOjU CE€ KOMHCHja IICHTPAJH30BaHO W

0/100paBajy MO IM0jeJHOCTABJBEHOM TMOCTYNKY (Y KOji je Kao TakaB Hemoryhe
nasbeM Tekcry: Jlucra la) koje cy oOjaBibeHe Yy Mpey3eTH,  OBOM  OJpeadoM
EBpornckoj yHuju. mpey3uMa ce  pe3yiaTar  Tor
Jluctom I w3 craBa 1. oBor wiaHa oxapeheHu cy MOCTYIIKa u MponHucyje

HApOYMTO: HA3UB AKTUBHE CYICTAaHIE; MHHUMATHU
cremeH uyucrohe  aKTHBHE  CYICTaHIE, BpCTa
OMOLIMIHOT TPOM3BOAAa Yy KOME MOXe OWTH
kopumheHa Ta CyNCTaHIA; YCIOBH I10J] KOjEMa MOXKe
OWTH [OHET aKT Ha OCHOBY KOI' ce OHMOLMIHM
MIPOM3BOJ] YMHH JOCTYITHUM HA TPXKHIUTY U KOPHUCTH;
ycIOBM 3a Kopuinheme aKTHBHE CYICTaHIE Yy
TPEeTHPaHOM IPOHM3BOLY, Ka0 M Ha3HaKa Ja I je
aKTUBHA CYIICTAHIA KaHIUIAT 3a 3aMeHy, OJHOCHO
HaHOMaTepujall.

Jluctom la u3 craBa 1. oBor umaHa onpeheH:m cy
HApOYHTO: KaTeropvja axkTUBHE CYICTAHIE; HA3WB
aKTUBHE CYICTaHIlE W OrpaHUYerma 3a AaKTHBHY
CYICTaHILy.

AKTHBHE CYIICTaHIIE 3a KOje je Of0HjeH yIUC y JTHCTE
u3 cTaBa 1. OBOI' WiaHa 3a JaTy BPCTY OHOIMAHOT
mpousBoaa ynucyjy ce y Jlucry Il — Jlucta akTuBHUX
CYIICTaHIM 3a Koje je oxbujeH ymuc y Jluery I wm
Jlucry la (y naseem tekcty: Jlucra II).

Jluctom II u3 craBa 4. oBor wiaHa ojapehern cy
HapOYMTO: HA3UB aKTHBHE CYICTaHIle W BpcTa
OMOLMIHOT TPOM3BOJAa y KOME HE MOXe OWTH
kopuirheHa Ta CyncTaHua.

AKTHBHE  CYICTaHIC Koje cy HOCTYIIKY
mpeucnutHBaka y EY  pagm  kopumhema |y
OnoruaHOM Tmpom3Boxy ymucaHe cy y IIporpam
aKTUBHUX cyncranuy 3a ynuc y Jlucry I umm Jlucry
la (y massem Tekcry: [Iporpam 3a ymmc).

AXTHBHE CyYICTaHIE KoOje Cce NpHjaBbyjy 3a

opnamheme 3a npeysuMame EY
JIMCTE aKTHBHHX CYICTaHLE KOje
cy onobpene 3a Kopumheme y
OHMOIIMTHOM MTPOU3BO/IY.

[Mornyna ycknalhenoct
MOCTHUTHYTa je  00jaBJbCHUM
JIuctama aKTUBHUX CYICTaHLH y
OHOIIMIHOM MIPOU3BOY
(,,Ciryx0enn rmacauk PC*, 6poj
7/19)
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61)

B)

r)

)

ykbyunBamkbe y Ilporpam 3a ymuc ymmcane cy y
JIucty aKTUBHMX CYICTaHIM 32 YK/bYUHUBAKBE Y
IIporpam 3a ymuc (y nasmem Tekcry: Jlucra 3a
yKibyunBame y [Iporpam).

[Iporpamom 3a ynuc, kao u JIuCTOM 3a YKIJbydUBamBE y
[Iporpam oxpeheHn cy HapoO4YMTO Ha3WB AaKTHBHE
CYyICTaHIle ¥ BpCTa OMONIMAHOT TIPOM3BOJA y KOME
MoOJKe OMTH KopHlTheHa Ta CyICcTaHIa.

10.1.(a)

Active substances which are candidates for
substitution

An active substance shall be considered a candidate
for substitution if any of the following conditions are
met:

it meets at least one of the exclusion criteria listed in
Article 5(1) but may be approved in accordance with
Article 5(2);

0.1.

AKTHBHA CYICTaHIIA je KaHAMIAT 3a 3aMEHY aKo je y
CKJIagy ca MpomHucuMa Kojuma ce ypehyjy xemukanuje
knacupukoBaHa y onpeheHy Kiacy ONacHOCTH
OIHOCHO  aKO  HCIymaBa  KpUTEpUjyM  3a
npentudukanyjy kao IIBT nmm BIIBb omHocHO ako
“Ma CBOjcTBa Koja JoBoje 1o mopemehaja pana
SHJJOKPUHOT CUCTEMA.

Kiace onacnoctu u3 craBa 1. oBor unaHa cy:

1) kapuumHoreHoct, kareropuja 1A wmwmm 1b wm
aKTHUBHA CYICTaHIA HCIyHaBa KPUTEPHUjyMe 3a TaKBY
KnacupuKanmjy;

2) myrtareHocrt, kareropuja 1A wm 1b i aktuBHa
CyNCTaHI]Aa HUCNyHaBa KPUTEPHjyMEe 3a TaKBY
knacu(uKaIm;jy;

3) TOKCHYHOCT IO PEeNpOAyKIHjy, Kateropuja 1A nim
1B wnu akTHBHA CYICTaHIA HCIyHhaBa KpUTEpPHjyMe
3a TakBY KJIaCH()UKAIIH]y.

MuHuCcTap HaAJexaH 3a MOCIOBE 3aIITHTE >KUBOTHE
cpenuHe (y AajkeM TeKCTy: MUHHCTap) MpOmHCYje
KpUTepHjyMe 3a oipehuBame cBojcTaBa Koja IOBOIE
1o nopeMehaja pajia eHIOKPUHOT CHCTEMA.

Iy

10.1.(b)-
(f

it meets the criteria to be classified, in accordance
with Regulation (EC) No 1272/2008, as a respiratory
sensitiser;

its acceptable daily intake, acute reference dose or
acceptable operator exposure level, as appropriate, is
significantly lower than those of the majority of
approved active substances for the same product-type
and use scenario;

it meets two of the criteria for being PBT in
accordance with Annex XIII to Regulation (EC) No
1907/2006;

0.1.

AKXTHMBHA CYICTaHIA je KaHIUJaT 3a 3aMeHy aKo
UCIYHaBa jelaH Of] YCIIOBA M3 WiaHa 6. OBOT 3aKOHA
WM HEKH OJ1 YCIIOBa:

1) y ckimagy ca mpomucuMa KojuM ce ypebhyjy

XeMHKaInje UCITyFhaBa KpHTEpHjyMe 3a
KIacuduKanujy Kao CeH3UOMIN3aTOp PECIUPATOPHUX
oprana;

2) ®WeH [pUXBAaTJbMB [THEBHH YHOC, aKyTHa
pedbepentHa 1032 WU IIPUXBATJbUB HUBO
M3JIOKEHOCTH PYKOBaolla, ako je mOoTpebHOo, je
3HAUajHO HIWKHM Hero Koa BehuHe 0J00peHHX

Iy

89




90

a) al) 0) 61) B) r) 1)
there are reasons for concern linked to the nature of AKTHBHHUX CYIICTAHIM 3a HCTY BPCTY MPOM3BOAA W
the critical effects which, in combination with the use npenuljeHy HauMH Kopuinhema,
patterns, amount to use that could still cause concern, 3) y ckmamy ca mnponmcuMma KojuM ce  ypehyjy
such as high potential of risk to groundwater, even XEMHUKaJHje WCIymaBa [Ba KpUTEpHjyMa 3a
with very restrictive risk management measures; unenTudukanyjy kao I16T;
it contains a significant proportion of non-active 4) mocroje pas3no3u 3a 3a0pUHYTOCT IOBE3aHH ca
isomers or impurities. MIPUPOJIOM KPUTHYHUX edekara KOju y KOMOMHAIUjH

ca HayMHMMa Kopulhema [I0BOAE 1O Tora Ja
kopumheme U Jajbe MOXKE H3a3BaTd 3a0pUHYTOCT,
Kao IITO je BUCOKHU ITOTEHIMjaTHU PU3UK 32 TIOA3EMHY
BOAY, YaK U Y3 BpJO pECTPUKTUBHE Mepe 3a
YHpaBJbak€ PU3UKOM,

5) caapku 3HauYajaH yIeO HEAKTHBHUX HM30Mepa HIIH
HevucToha.

10.2. When preparing its opinion on the approval or - HIT |HenpenocuBo u3 pasnora mro ce
renewal of the approval of an active substance, the paau o oIpeadu Koja ce OJHOCH
Agency shall examine whether the active substance Ha TOCTYIAK KOjU C€ CIPOBOJIM
fulfils any of the criteria listed in paragraph 1 and [EHTPAIM30BaHO Ha HUBOY EY u
address the matter in its opinion. yKJbydyje EBpOICKY areHumjy 3a

XeMUKAITHje.

10.3. Prior to submitting its opinion on the approval or - HIT |HenpeHocHBO 3 pasiora IiTo ce
renewal of the approval of an active substance to the pamd o oApendu Koja ce OJHOCH
Commission, the Agency shall make publicly Ha TOCTYIAaK KOjU C€ CIPOBOIH
available, without prejudice to Articles 66 and 67, LEHTpaI30BaHO Ha HUBOY EY u
information on potential candidates for substitution yKJbydyje EBpOICKY areHumjy 3a
during a period of no more than 60 days, during which XeMHUKaJmje.
time interested third parties may submit relevant
information, including information on available
substitutes. The Agency shall take due account of the
information received when finalising its opinion.

10.4. By way of derogation from Article 4(1) and Article 0.1. Onobpewe Baxku Hajume 10 roamna, a ako| ITY
12(3), the approval of an active substance that is 20.3 OMOIMIHNA TIPOM3BOJ CaApKH aKTUBHY CYIICTAHILY
considered as a candidate for substitution and each KOja je KaHAUIaT 33 3aMeHy 0100perbe BayKH HajBUIIE
renewal shall be for a period not exceeding seven eT TO/IMHA.
years.

10.5. Active substances that are considered as candidates 0.1. JInctom I w3 craBa 1. oBor wiana oxpehenm cy| IIY
for substitution in accordance with paragraph 1 shall 5.2 HApPOYMTO: HA3WMB AKTHBHE CYIICTAHIC; MHHHMATHH

be identified as such in the relevant Regulation
adopted in accordance with Article 9.

crened  uncTohe
OUOLIMIHOT

aKTUBHE  CYICTaHLlE; BpCTa
Npou3BO/Ia y KOME MOXe OuTH
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r)

)

kopuiheHa Ta CyNCTaHIa; yCIOBH MOJ KOjIMa MOXKE
OuTH JOHET aKT Ha OCHOBY KOT ce OMOLUIHM
MPOU3BOJ YHHU AOCTYITHUM Ha TPXKUIITY U KOPHCTH;
ycIoBH 3a Kopuinheme aKTHBHE CYICTaHIE Yy
TPETHPaHOM IIPOM3BONY, Kao M Ha3HaKa Ja JIM je
aKTUBHA CYIICTAHIA KaHIUIAT 3a 3aMeHy, OJHOCHO
HaHOMaTepHjal.

11.

Technical guidance notes

The Commission shall draw up technical guidance
notes to facilitate the implementation of this Chapter,
in particular Article 5(2) and Article 10(1).

HIT

HenpeHocuBo U3 pasiora IITo ce
panu o oBnamhewy Komucuje.

12.

CHAPTER Il

RENEWAL AND REVIEW OF APPROVAL OF AN
ACTIVE SUBSTANCE
Conditions for renewal

The Commission shall renew the approval of an active
substance if the active substance still meets the
conditions laid down in Article 4(1) or, where
applicable, the conditions set out in Article 5(2).

In the light of scientific and technical progress, the
Commission shall review and, where appropriate,
amend the conditions specified for the active
substance referred to in Article 4(3).

The renewal of an approval of an active substance
shall be for 15 years for all product-types to which the
approval applies, unless a shorter period is specified
in the implementing regulation adopted in accordance
with point (a) of Article 14(4) renewing such an
approval.

HIT

HemnpenocuBo u3 pasiora mTo ce
pamu o oapendu Koja ce OJHOCH
Ha TOCTYIAaK KOjH CE CIIPOBOIHU
LIEHTpaIu30BaHO Ha HUBOY EY u
yKIbydyje EBponcky KomMucHjy.

13.

Submission and acceptance of applications

Applicants wishing to seek renewal of the approval of
an active substance for one or more product-types
shall submit an application to the Agency at least 550

HIT

HemperocuBo u3 pasiora mro ce
pamu o oapendH Koja ce OJHOCH
Ha TMOCTYNaK KOjH ce CIIPOBOAU
LEHTpaJIN30BaHO Ha HUBOY EVY, a
He TOjeIMHAYHO Yy JpkaBama
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61)

B)

r)

)

days before the expiry of the approval. Where there
are different expiry dates for different product-types,
the application shall be submitted at least 550 days
before the earliest expiry date.

When applying for the renewal of the approval of the
active substance, the applicant shall submit:

without prejudice to Article 21(1), all relevant data
required under Article 20 that it has generated since
the initial approval or, as appropriate, previous
renewal; and

its assessment of whether the conclusions of the initial
or previous assessment of the active substance remain
valid and any supporting information.

The applicant shall also submit the name of the
competent authority of the Member State that it
proposes should evaluate the application for renewal
and provide written confirmation that that competent
authority agrees to do so. That competent authority
shall be the evaluating competent authority.

The Agency shall inform the applicant of the fees
payable under Article 80(1) and shall reject the
application if the applicant fails to pay the fees within
30 days. It shall inform the applicant and the
evaluating competent authority accordingly.

Upon receipt of the fees payable under Article 80(1),
the Agency shall accept the application and inform the
applicant and the evaluating competent authority
accordingly, indicating the date of the acceptance.

An appeal may be brought, in accordance with Article
77, against decisions of the Agency under paragraph 3
of this Article.

YIaHULaMa, U YKbydyje CBe
npxxase wianuie EY, Epporncky
areHIMjy 3a XEeMHUKaidje |
EBporncky komucujy.

14.

Evaluation of applications for renewal

On the basis of an assessment of the available
information and the need to review the conclusions of

HII

Henpenocuso u3 pasnora mro ce
pamu o oapendu Koja ce OJHOCH
Ha TMOCTYNaK KOjH ce CIIPOBOAU
LEHTpaJIN30BaHO Ha HUBOY EVY, a
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the initial evaluation of the application for approval
or, as appropriate, the previous renewal, the
evaluating competent authority shall, within 90 days
of the Agency accepting an application in accordance
with Article 13(3), decide whether, in the light of
current scientific knowledge, a full evaluation of the
application for renewal is necessary taking account of
all product-types for which renewal is requested.

Where the evaluating competent authority decides that
a full evaluation of the application is necessary, the
evaluation shall be carried out in accordance with
paragraphs 1, 2 and 3 of Article 8.

Where the evaluating competent authority decides that
a full evaluation of the application is not necessary, it
shall, within 180 days of the Agency accepting the
application in accordance with Article 13(3), prepare
and submit to the Agency a recommendation on the
renewal of the approval of the active substance. It
shall provide the applicant with a copy of its
recommendation.

The evaluating competent authority shall, as soon as
possible after the Agency has accepted an application,
notify the applicant of the fees payable under Article
80(2). The evaluating competent authority shall reject
the application if the applicant fails to pay the fees
within 30 days of the notification and shall inform the
applicant accordingly.

Within 270 days of receipt of a recommendation from
the evaluating competent authority, if it has carried
out a full evaluation of the application, or 90 days
otherwise, the Agency shall prepare and submit to the
Commission an opinion on renewal of the approval of
the active substance.

The Commission shall, on receipt of the opinion of
the Agency, adopt:
an implementing regulation providing that the

HE TOjeMHAYHO Y Jp)KaBama
YIaHMIaMa, M YKJbydyje CBe
npxxase wianuie EY, Epporncky
areHIMjy 3a XCMHUKaJHje W
EBporncky komucujy.
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approval of an active substance is renewed for one or
more product-types, and under which conditions; or
an implementing decision that the approval of an
active substance is not renewed.

Those implementing acts shall be adopted in
accordance with the examination procedure referred
to in Article 82(3).

Article 9(2) shall apply.

Where, for reasons beyond the control of the
applicant, the approval of the active substance is
likely to expire before a decision has been taken on its
renewal, the Commission shall, by means of
implementing acts, adopt a decision postponing the
expiry date of approval for a period sufficient to
enable it to examine the application. Those
implementing acts shall be adopted in accordance
with the advisory procedure referred to in Article
82(2).

Where the Commission decides not to renew or
decides to amend the approval of an active substance
for one or more product-types, the Member States or,
in the case of a Union authorisation, the Commission
shall cancel or, where appropriate, amend the
authorisations of biocidal products of the product-
type(s) concerned containing that active substance.
Articles 48 and 52 shall apply accordingly.

15.

Review of approval of an active substance

The Commission may review the approval of an
active substance for one or more product-types at any
time where there are significant indications that the
conditions laid down in Article 4(1) or, where
applicable, the conditions set out in Article 5(2) are no
longer met. The Commission may also review the
approval of an active substance for one or more
product-types at the request of a Member State if there

HIT

HemnpenocuBo u3 pasiora mTo ce
pamu o oapendu Koja ce OIHOCH
Ha TOCTYIAaK KOjU Ce CIPOBOIH
LIEHTpaIM30BaHO Ha HUBOY EVY, a
HEe TI0je[IMHAYHO Y JpKaBama

YIaHUIIaMa, " yKIby4yje
EBporicky areHuujy 3a
XeMHUKaInje u EBporncky
KOMHCH]Y.
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are indications that the use of the active substance in
biocidal products or treated articles raises significant
concerns about the safety of such biocidal products or
treated articles. The Commission shall make publicly
available the information that it is carrying out a
review and shall provide an opportunity for applicant
to submit comments. The Commission shall take due
account of those comments in its review.

Where those indications are confirmed, the
Commission shall adopt an implementing Regulation
amending the conditions of approval of an active
substance or cancelling its approval. That
implementing Regulation shall be adopted in
accordance with the examination procedure referred
to in Article 82(3). Article 9(2) shall apply. The
Commission shall inform the initial applicants for the
approval accordingly.

On duly justified imperative grounds of urgency the
Commission shall adopt immediately applicable
implementing acts in accordance with the procedure
referred to in Article 82(4).

The Commission may consult the Agency on any
questions of a scientific or technical nature related to
the review of approval of an active substance. The
Agency shall, within 270 days of the request, prepare
an opinion and submit it to the Commission.

Where the Commission decides to cancel or amend
the approval of an active substance for one or more
product-types, the Member States or, in the case of a
Union authorisation, the Commission shall cancel or,
where appropriate, amend the authorisations of
biocidal products of the product-type(s) concerned
containing that active substance. Articles 48 and 52
shall apply accordingly.
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16. Implementing measures - HIT |HenpeHocHBO 3 pasjora IiTo ce
panu o oBnamhewy Komucuje.
The Commission may adopt, by means of
implementing acts, detailed measures for the
implementation of Articles 12 to 15, further
specifying the procedures for the renewal and review
of the approval of an active substance. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in Article
82(3).
17.1. CHAPTER IV 0.1. buonuanun mnpousBox ce uyMHM JocTynHuM Ha | IV
9. TPXKUIITY WIA KOPUCTH ako Hpom3Bobjau, YBO3HHK,
GENERAL PRINCIPLES CONCERNING THE JTUCTPUOYTEP OJTHOCHO KOPHCHHUK:
AUTHORISATION OF BIOCIDAL PRODUCTS 1) uma opmoOpeme 3a UHIBCHE IOCTYIHUM Ha
Making available on the market and use of biocidal TPXKHUIITY ¥ KOpUIIHErhe;
products 2) uma pememe o ymucy y Jlucry OmommmHmx
NPOU3BOJIA KOjU C€ MOTY YHHHUTH IOCTYITHHM Ha
Biocidal products shall not be made available on the TPKUIITY U KOPUCTHTH 0 JOHOILICHa 0J00peHa M3
market or used unless authorised in accordance with Tayke 1) OBOT uaHa;
this Regulation. 3) uMa pelere 0 MpU3HaBamky 000peHa 3a YNHEHE
JIOCTYITHUM Ha TPXKHIUTY M KOpHIIheme JOHETOT y
ckmany ca mpomucoM EY on crpaHe HaaiexHOT
opraHa Jpxae wianune EY wm oxg crpane
EBporncke komucuje.
17.2.1-2 | Applications for authorisation shall be made by, or on 0.1. 3a JoHOIIeHke 0100pemha 32 YHIBEHE NOCTYNHUM Ha | ITY
behalf of, the prospective authorisation holder. 10.1-2 | tpxumry u Kopuinheme OHOIMAHOr MpousBoaa (y
Applications for national authorisation in a Member JajbeM TEKCTY: OJ00pere) MOMHOCH CE 3axTeB
State shall be submitted to the competent authority of MHuUHHCTAPCTBY.
that Member State (‘the receiving competent AkO 3axTeB M3 CTaBa 1. OBOI WiaHa MOJHOCH
authority’). npousBohauy Koju Hema ceamiuTe y PemyOamim
CpOuju 3axTeB ce MOXe MMOJHETH NMPEKO 3aCTYIHHUKA,
OHOCHO TPEJCTaBHHKA KOjH HWMa CeIuIITe Yy
Peny6mmmn  Cpbuju m  Koju je OATOBOpaH 3a
UCIYHCHE CBHX 00aBe3a MPOMUCAHUX OBUM 3aKOHOM.
17.2.3. | Applications for Union authorisation shall be - HIT |HenpenocuBo u3 pasiora mro ce

submitted to the Agency.

pamu o oapendH Koja ce OJHOCH
Ha TMOCTYNaK KOjH ce CIIPOBOAU
LEHTpaJIN30BaHO Ha HUBOY EVY, a
He TOjeIMHAYHO Yy JpkaBama

96




97

a) al) 0) 61) B) r) 1)
WIaHU[[AaMa, U YKJbydyje CBe
npxaBe  wiaHule, EBponcky
areHIMjy 3a XEeMHUKaidje |
EBporncky komucujy.

17.3-4. | An authorisation may be granted for a single biocidal 0.1. Opobpere HapOYMTO CaiapKU YCIOBE 3a 4YHibeme | IIY
product or a biocidal product family. 20.1 JOCTYIIHMM ~ Ha  TpXUIITY W Kopuiuheme
MOjeIMHAYHOT OHOIMIHOT TIPOW3BOIA WM TPYyIIe
An authorisation shall be granted for a maximum OMOLMTHUX NTPOU3BOJIA.
period of 10 years.
20.3 Opobpeme Baxu HajBume 10 roagmHa, a ako
OMOLMAHM TPOW3BOL CANPXKH AKTHBHY CYIICTAaHILY
KOja je KaHAUAAT 32 3aMCHY 0JI00pCH-¢ BaXKH HajBUILC
IeT TOJIMHA.

17.5. Biocidal products shall be used in compliance with 0.1. Buoruaan nmpousBoj Mopa Jia ce KOpUCTH y ckiany | ITY
the terms and conditions of the authorisation 41, ca ycioBuMa yTBph)EHHM y aKTy Ha OCHOBY KOI' C€
stipulated in accordance with Article 22(1) and the OWOIMTHU TPOU3BO/L YMHH JOCTYITHAM HA TPIKHUIITY U
labelling and packaging requirements laid down in KOPHCTH ¥ 3aXTE€BHMa 32 O0CIIEKABAMBE U ITAKOBAME
Article 69. yTBpheHnM y unany 39. oBOr 3aKOHA.

[IpaBunmHo xopumheme OHOUUIHOT  MPOHM3BOAA
Proper use shall involve the rational application of a o0yxBaTa paldOHAJHY [PUMEHY KOMOHHAIuje
combination of physical, biological, chemical or other Gu3NUKUX, OHOJOIIKHX, XEMHjCKHX HJIH JIPYrux
measures as appropriate, whereby the use of biocidal Mepa, 1o noTpedu, yume ce Kopuiheme GHOLMIHIX
products is limited to the minimum necessary and MPOM3BOJIa OTpaHMYaBa Ha HajMamy Moryhy mepy u
appropriate precautionary steps are taken. npeay3umajy ce oxrosapajyhe Mepe

MPEIOCTPOKHOCTH.
Member States shall take necessary measures to BroNMIHA TIPOM3BO/ U3 WiiaHa 18. OBOT 3aKOHA Mopa
provide the public with appropriate information about JIa ce KOPHUCTH TaKo Jia Ce W3JIOKEHOCT JbYOu W
the benefits and risks associated with biocidal JKUBOTHE CPEJIMHE TOM OHOIMIHOM TPOU3BOMY CBEJE
products and ways of minimising their use. Ha HajMamy Moryhy mepy.

17.6. The authorisation holder shall notify each competent 0.1. Hocumany omobpewa u  Hocwian pemema o Y |C  o63upom jga  PemyGiuka
authority that has granted a national authorisation for 30.2 NpU3HaBamy 000pema JyxkaH je ja 0e3 oyiarama Cp6uja nuje uianuna EY, He

a biocidal product family of each product within the
biocidal product family at least 30 days before placing
it on the market, except where a particular product is
explicitly identified in the authorisation or the
variation in composition concerns only pigments,
perfumes and dyes within the permitted variations.
The notification shall indicate the exact composition,
trade name and suffix to the authorisation number. In

MUHHCTApPCTBO ~ 00aBECTH O  CBAaKOM  HOBOM
OUOLMIHOM TIPOW3BOAY y TpyHH OHOIHMIHUX
Mpou3BoJa 3a KOjy je J[JOHET AaKT O YHIbEHhY
JNOCTYITHHM Ha TPXHUINTY M KOpUIIThEmY W JOCTABH
TProBaYKH Ha3WB W IMOJaTKe O IIyHOM CacTaBy
OUOIMIHOT TPOU3BOIA.

MOXe Jla ce TIpoIuIe H1 o0aBe3a
Ja ce CBAakOM HAaI[MOHAJIHOM
HaJJIS)KHOM OpraHy JOCTaBH OBO
obaBemTeme, Te je oxapenda
npeysera camMo y Jeily KOoju ce
oIHOCH Ha obaBenITeme qomaher
HaJJISKHOT OpraHa.

Takole Huje Morao GUTH Mpey3eT
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a) al) 0) 61) B) r) 1)
the case of a Union authorisation, the authorisation HU 70 KOjH CE€ OJHOCH Ha
holder shall notify the Agency and the Commission. obaBesy obaBerTaBama

EBpomcke areHIyje 3a
XEeMHKamje H EBpomcke
KOMHCH]E.

17.7. The Commission shall, by means of an implementing - HIT |Henpenocuso u3 pasnora mro ce
act, specify procedures for the authorisation of the pamu o oBnamhemy Komucuje
same biocidal products by the same or different
enterprises under the same terms and conditions. That
implementing act shall be adopted in accordance with
the examination procedure referred to in Article 82(3).

18. Measures geared to the sustainable use of biocidal - HIT |HenpenocuBo u3 pasiiora miro ce

products

By 18 July 2015 the Commission shall, on the basis of
experience gained with the application of this
Regulation, submit to the European Parliament and
the Council a report on how this Regulation is
contributing to the sustainable use of biocidal
products, including on the need to introduce
additional measures, in particular for professional
users, to reduce the risks posed to human health,
animal health and the environment by biocidal
products. That report shall, inter alia, examine:

the promotion of best practices as a means of reducing
the use of biocidal products to a minimum;

the most effective approaches for monitoring the use
of biocidal products;

the development and application of integrated pest
management principles with respect to the use of
biocidal products;

the risks posed by the use of biocidal products in
specific areas such as schools, workplaces,
kindergartens, public spaces, geriatric care centres or
in the vicinity of surface water or groundwater and
whether additional measures are needed to address
those risks;

the role that improved performance of the equipment
used for applying biocidal products could play in
sustainable use.

panu o oBnamhewy Komucuje
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On basis of that report, the Commission shall, if
appropriate, submit a proposal for adoption in
accordance with the ordinary legislative procedure.

19.1.(a) |Conditions for granting an authorisation 0.1. Onobpeme 3a YHIbCHE NOCTYNHHM Ha Tpxkumty u| ITY

16.1.1) |xopumheme OuolmaHOr mpom3BoAa 3 wiana 10.

A biocidal product other than those eligible for the OBOT 3aKOHa JJOHOCH C€ aKO:
simplified authorisation procedure in accordance with 1) Ccy axkTuUBHE CyICTaHIE y TOM OHOLMIHOM
Article 25 shall be authorised provided the following npousBoy ymucane y Jlucry I 3a peneBaHTHY BpPCTY
conditions are met: OuonuaHor Tpou3Boaa wim Jlucry Ia u ucnymasajy
the active substances are included in Annex | or CBE YCJIOBE HABEJICHE Y TUM JINCTAMA,;
approved for the relevant product-type and any
conditions specified for those active substances are
met;

19.1.(b) |itis established, according to the common principles 0.1. 2) je GUOLMIHM TPOU3BO]] JOBOJBHO eUKACaH; ny
for the evaluation of dossiers for biocidal products 16.1.2)-5) | 3) GrouMaHN POM3BO/] HEMA HENPUXBATIBUBE e(heKTE

laid down in Annex V1, that the biocidal product,
when used as authorised and having regard to the
factors referred to in paragraph 2 of this Article,
fulfils the following criteria:

(i) the biocidal product is sufficiently effective;

(ii) the biocidal product has no unacceptable effects
on the target organisms, in particular unacceptable
resistance or cross-resistance or unnecessary suffering
and pain for vertebrates;

(iii) the biocidal product has no immediate or delayed
unacceptable effects itself, or as a result of its
residues, on the health of humans, including that of
vulnerable groups, or animals, directly or through
drinking water, food, feed, air, or through other
indirect effects;

(iv) the biocidal product has no unacceptable effects
itself, or as a result of its residues, on the
environment, having particular regard to the following
considerations:

— the fate and distribution of the biocidal product in
the environment,

— contamination of surface waters (including
estuarial and seawater), groundwater and drinking
water, air and soil, taking into account locations

Ha IMJbHE OpraHu3Me HapO4UTO aKO HE JOBOIH JO
HENPHXBAT/bUBE WM YHAKPCHE PE3UCTECHINM]E WM He
M3a31Ba HEMOTPeOHY NaTHhy M 00T KO KHIMEHAKa;
4) OMouUMIHM NPOM3BOJ WIIM HErOBH OCTalld HeMajy
TPEHYTHHX WIH  OMJOKEHHX  HEHPHXBAT/BHBUX
edekara IMPEKTHO WM HpeKo Boje 3a muhe, xpaHe,
XpaHe 3a OKMBOTHEGG, Ba3dyxa WIH JPYTHX
UHIMPEKTHHX  edekara Ha  3/paBJbe  JbyAW,
VKJbY4yjyhH oOceTJbuBE Tpyme, WIH Ha 3/ApaBbe
KHUBOTHHHA,;

5) OMOIMIHHE TPOU3BOJ WIH HETOBH OCTAlld HEMAJy
HENPHXBAT/bMBHX e(ekaTa Ha HKUBOTHY CPEAUHY
Hapo4uTO UMajyhul y BUIY: CyAOMHY ¥ TUCTPUOYIIH]jY
OMOLMIHOT TPOW3BOAA Yy IKMBOTHOj CPEIHHH;
KOHTAMHUHAIMjy MOBPIIMHCKUX BOZAA, IOJ3EMHHUX
BOJia M BojJe 3a muhe, Basnyxa M Tia, y3umajyhu y
003Hp IOKalMje ymajbeHe OJf MecTa Kopuirhema
OMOLMIHOT MPOU3BOJAA 300T TPAHCIOPTAa Ha BEJIUKY
YIAJbEHOCT Y )KUBOTHO] CPEIWHH; yYTUIA] OHOIAIHOT
NpOW3BOJia HAa  HEUWJbHE OpraHu3Me;  YTHILAj
OMOLMIHOT MNpPOW3BOJAa Ha OWOAMBEP3UTET U
eKOCHCTEM;
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distant from its use following long-range
environmental transportation,
— the impact of the biocidal product on non-target
organisms,
— the impact of the biocidal product on biodiversity
and the ecosystem;

19.1.(c) [the chemical identity, quantity and technical 0.1. 6) ce MOTY OJIpEIUTH XEMHjCKH UIAECHTUTET, KonnunHa | 1Y
equivalence of active substances in the biocidal 16.1.6) |u TeXHWYKA EKBUBAJECHTHOCT AKTUBHHX CYIICTAHIH Y
product and, where appropriate, any toxicologically or OMOIMIHOM MPOM3BOLY M, aKo je MOTpeOHO,
ecotoxicologically significant and relevant impurities HewyncTohe W Jpyre CyICTaHIe Koje Cy 3HauajHe |
and non-active substances, and its residues of peJieBaHTHE 300r TOKCHKOJIOIIKHX u
toxicological or environmental significance, which CKOTOKCHKOJIOIIKMX CBOjCTaBa, KA0 U HHUXOBH OCTaIH
result from uses to be authorised, can be determined KOjU Cy 3Ha4yajHH 300r TOKCHKOJIOLIKHX CBOjCTaBa
according to the relevant requirements in Annexes |1 WIH 32 XXHUBOTHY CPEAHHY, KOja IMOTHYY OJ] HauWHa
and IlI; kopurihema Koju ce 07100paBa;

19.1.(d) |the physical and chemical properties of the biocidal 0.1. 7) cy ¢u3uuka M XeMHujcka cBojcTBa OwormaHor | ITY
product have been determined and deemed acceptable | 16.1.7) |npousBoaa oapeheHa ¥ MPUXBATIEHBA 32 IPABHIHO
for the purposes of the appropriate use and transport kopuInhiere U TPaHCIIOPT OUOIUIHOT IPOM3BO/IA;
of the product;

19.1.(e) |where appropriate, maximum residue limits for food 0.1. 8) cy, kama je TO morpeOHO, yrBphenu ocramm| IV
and feed have been established with respect to active 16.1.8) |akTuBHE CyIICTaHIIE Y XPAHH H XPaHH 34 )KHBOTHIHE Y
substances contained in a biocidal product in CKJIaJly ca MpoNUCHMa KojuMa ce ypehyje XpaHa u
accordance with Council Regulation (EEC) No XpaHa 3a XMBOTHbE, 0€30€IHOCT XpaHe, CPEACTBa 3a
315/93, Regulation (EC) No 396/2005 of the 3aIITUTY OWJba U JICKOBH KOJH CE KOPHUCTE UCKIBYUHBO
European Parliament and of the Council, Regulation y BETEPUHAPCKO] MEIUIIUHH
(EC) No 470/2009 of the European Parliament and of
the Council or Directive 2002/32/EC of the European
Parliament and of the Council, or specific migration
limits or limits for the residual content in food contact
materials have been established with respect to such
active substances in accordance with Regulation (EC)

No 1935/2004 of the European Parliament and of the
Council;

19.1.(f) |where nanomaterials are used in that product, the risk 0.1. 9) je pU3HK Ha 37paBJbe JbYIH, 3[paBJbe XKUBOTHIA U | [IY

to human health, animal health and the environment 16.1.9) |xuBOTHY CpeanHy, KaJia Ce y TOM POU3BOIY KOPHCTE

has been assessed separately.

HaHOMAaTePHjalt, IPOLEHEH OBOjEHO.
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19.2. | The evaluation of whether a biocidal product fulfils 0.1 Munucrap mpomucyje cMmepHuie 3a npoueny | HY |Ilormyna  yckmaheHoct — Guhe
the criteria set out in point (b) of paragraph 1 shall 15.8 OUOIUIHOT MTPOU3BO/IA. MOCTHTHYTA JIOHOIICHEM
take into account the following factors: MO/I3aKOHCKOT  aKTa KOjUM  Ce
realistic worst case conditions under which the ypehyjy CMepHHIE 3a HpOLCHY
biocidal product may be used; OUOLIMAHOT HPOM3BOJA, & KOjUM
the way in which treated articles treated with the he ce mpeysern anekc VI
biocidal product or containing the biocidal product Vpenoe.
may be used,;
the consequences of use and disposal of the biocidal
product;
cumulative effects;
synergistic effects.

19.3. | A biocidal product shall only be authorised for uses - HIT |HenpeHocHBO U3 pasiora IITo ce
for which relevant information has been submitted in y CKJIaILy ca  jpomahom
accordance with Article 20. HOMOTEXHHKOM OBO MOJIpa3yMeBa

1 He AeUHHUIIE ce TOceOHO.

19.4. | A biocidal product shall not be authorised for making 0.1. Onpehenn GuOLMAHM NMPOU3BOIH HE MOTY ce uyuHHTH | [TY

available on the market for use by the general public 17. JOCTYITHUM Paii KopHiihermba 3a OMITy yroTpeoy.

where:

it meets the criteria according to Directive
1999/45/EC for classification as:

— toxic or very toxic,

— a category 1 or 2 carcinogen,

— a category 1 or 2 mutagen, or

— toxic for reproduction category 1 or 2;

it meets the criteria according to Regulation (EC) No
1272/2008 for classification as:

— acute oral toxicity category 1, 2 or 3,

— acute dermal toxicity category 1, 2 or 3,

— acute inhalation toxicity (gases and dust/mist)
category 1, 2 or 3,

— acute inhalation toxicity (vapours) category 1 or 2,
— specific target organ toxicity by single or repeated
exposure category 1,

— a category 1A or 1B carcinogen,

— a category 1A or 1B mutagen, or

— toxic for reproduction category 1A or 1B;

it consists of, contains or generates, a substance that
meets the criteria for being PBT or vPVB in
accordance with Annex XIII to Regulation (EC) No

MununctapctBo Hehe NOHETH 0n00Opeme 32 YHICHE
JOCTYITHUM Ha TPXKHUIUTY OMOLMTHOT POU3BOAA Pain
kopumhema 3a onmry ynorpedy ako Taj OMOLMAHH
MIPOU3BOJ;

1) ucnymaBa KpuTepujymMe 3a Kiacudukanujy Kao:
aKyTHO TOKCHYaH, IIepopaiHo, Kareropuja 1, 2 wim
3; aKyTHO TOKCHYaH, JIepMallHO, KaTteropuja 1, 2 wmm
3; aKyTHO TOKCHYaH, WHXAJAIIMOHO (TacoBH U
MpammMHa/Maria), kareropuja 1, 2 wmm 3; aKyTHO
TOKCHYaH, MHXAJIAIMOHO (T1ape), kateropuja 1 wim 2;
crerdUIHO TOKCHYaH 3a UJbHH OpTraH, jeIHOKpaTHa
WM BHUIIEKPAaTHAa W3JIOXKEHOCT, KaTteropuja 1;
KapuuHOreH, kareropuja 1A wmm 1b; wmyraren,
kateropuja 1A wim 1B; penpoayKTHBHO TOKCHYaH,
kareropuja 1A wm 1b, y ckimamy ca mpomucuma
KojuM ce ypelhyjy xemuxkanuje;

2) cacToju ce, CaapXK{ WM ITIPOM3BOAU CYIICTaHIIE
KOje HCIyHhaBajy KpUTEpHjyMe 3a HACHTH(UKAIN]Y
kao ITBT wumu BIIBB y ckiany ca nponucuma Kojum ce
ypebyjy xemukanuje;

3) uma cBojcTBa Koja noBone no mopemehaja pana
CHIAOKPHUHOI' CUCTEMA, UJIU
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1907/2006; 4) uMa HEypOTOKCHYHE MM UMYHOTOKCHYHE e(eKTe
it has endocrine-disrupting properties; or Ha PacT U pasgoj.
it has developmental neurotoxic or immunotoxic
effects.

19.5.1. | Notwithstanding paragraphs 1 and 4, a biocidal 0.1. Axo 61 HeooOpaBambe OHOLUIHOT Tpon3Bojaa umano | ITY
product may be authorised when the conditions laid 18. HECpa3MEepHO HETraTHBaH YTHI@] Ha [JPYIITBO Y
down in paragraph 1(b)(iii) and (iv) are not fully met, nopehemy ca pH3HIIMa Ha 3[paBJbe JbY/H, 3APABIbE
or may be authorised for making available on the JKUBOTHEGA MM SKMBOTHY CPEIMHY KOjH MPOM3IIa3e U3
market for use by the general public when the criteria kopuinhiera TOr OUOIMAHOT MPOU3BOJA Y CKIIALy ca
referred to in paragraph 4(c) are met, where not yCIIOBMMa yTBphEeHUM y 0J00perY, MOKE CE JTOHETH
authorising the biocidal product would result in 0J100pee 338 YHICHE TOCTYIHHM Ha TPKHIITY W
disproportionate negative impacts for society when kopuiherme OHOIMIAHOT TIPOU3BO/IA aKO HE MCITYEhaBa
compared to the risks to human health, animal health y MOTIYHOCTH YCJIOBe U3 unaHa 16. Tad. 4) u 5) oBor
or the environment arising from the use of the biocidal 3aKOHa, OJIHOCHO OJI00pCHC 338 YHCHE JOCTYITHUM
product under the conditions laid down in the Ha  TPXKHUIITY  OHOLUMIHOT  TNPOM3BOAA  Paju
authorisation. kopuinhiea 3a ONIITY YIoTpedy aKko HCIyHaBa

ycTioB u3 wiaHa 17. cTaB 2. Tauka 2) OBOT 3aKOHA.

19.5.2. | The use of a biocidal product authorised pursuant to 0.1. Bbuonunnsu nponssox u3 wiaHa 18. oBor 3akona mopa | ITY
this paragraph shall be subject to appropriate risk 41.3 JIa ce KOPHUCTH TakKo Ja Ce W3JIOKEHOCT JbYOu H
mitigation measures to ensure that exposure of JKMBOTHE CPEIMHE TOM OHOIMIAHOM MPOU3BOY CBEIE
humans and the environment to that biocidal product Ha HajMamwy Moryhy Mepy.
is minimised.

The use of a biocidal product authorised pursuant to
this paragraph shall be restricted to Member States in
which the condition of the first subparagraph is met.
19.6. The assessment of the biocidal product family 0.1. Onobpeme 3a YMIEHE NOCTYMHMM Ha Tpxumry u| ITY
conducted according to the common principles set out 19. kopuinhiere rpyre OHOIMIHAX TPOU3BO/IA JOHOCH CE

in Annex VI shall consider the maximum risks to
human health, animal health and the environment and
the minimum level of efficacy over the whole
potential range of products within the biocidal product
family.

A biocidal product family shall be authorised only if:
(a) the application explicitly identifies the maximum
risks to human health, animal health and the
environment, and the minimum level of efficacy, on
which the assessment is based, as well as the

aKo:

a) Cy MPUJIMKOM TPOIICHE Y3€TH Y 003Up MaKCHMATHH
PU3UK Ha 37ApaBJbe JbYIH, 3IPaB/be >KUBOTHEA U
JKMBOTHY CPEIMHY U MUHHMAJIHH HUBO e(UKacHOCTH,
Kao U JJ03BOJbCHE BapHjallfje y cacTaBy M HaYMHHMA
kopumhema, 3ajeHO ca onarosapajyhiom
knacu(uKanyjoM, odaBemTelbUMa O OIMTACHOCTUMA U
MepamMa MpeIoCTPOKHOCTH U OAroBapajyhnm mepama
3a CMambCHhE PU3HKA; U

0) cBu OMOLMIHU MPOM3BOAU M3 IpyIe OMOLMIHUX
NPOU3BOJA HCIYHaBajy yCJIOBE M3 WiaHa 16. oBOr
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permitted variations in composition and uses referred 3aKOHa.
to in point (s) of Article 3(1) together with their
respective classification, hazard and precautionary
statements and any appropriate risk mitigation
measures; and
(b) it can be established based on the assessment
referred to in the first subparagraph of this paragraph
that all the biocidal products within the family comply
with the conditions set out in paragraph 1

19.7. | Where appropriate, the prospective authorisation 0.1. V3 3axTeB u3 craBa l. oBOr wiaHa Moxe ce mogHetH u | ITY
holder or its representative shall apply for the 10.9 3aXTeB 3a YTBpHHBamke OCTATAKA AKTHBHE CYIICTaHIIE
establishment of maximum residue limits with respect y XpaHH, XpaHH 3a KHBOTHIC U Y MaTepHjajiiMa ca
to active substances contained in a biocidal product in KOjUMa XpaHa J0J1a3i Y KOHTaKT ako Ce TO 3aXTeBa y
accordance with Regulation (EEC) No 315/93, JIuctu I U3 4aHa 5. OBOT 3aKOHA.

Regulation (EC) No 396/2005, Regulation (EC) No
470/2009 or Directive 2002/32/EC, or for the
establishment of specific migration limits or limits for
the residual content in food contact materials with
respect to such substances in accordance with
Regulation (EC) No 1935/2004.

19.8. Where, for active substances covered by Article - HIT |OBaj mpomnuc AETUMUYHO je
10(1)(a) of Regulation (EC) No 470/2009, no npey3er 3aKOHOM O JIEKOBUMA W
maximum residue limit has been established in MEIUIMHCKUM  CpEACTBHMA -
accordance with Article 9 of that Regulation at the JICKOBH KOjU C€ HCKIBYYHBO
time of the approval of the active substance, or where yrnoTpe6baBajy y BETEPUHAPCKO]
a limit established in accordance with Article 9 of that MenunuHu. Takohe, y cknany ca
Regulation needs to be amended, the maximum HITAA  mpencroju  JOJaTHO
residue limit shall be established or amended in ycarasaiiaBarme nomaher
accordance with the procedure referred to in Article MPOIIHCa ca OBOM ypendoM.
10(1)(b) of that Regulation.

OBuMm mpomucoM Huje Moryhe
mpornucatd  obaBe3y udja  je
calpkuHa  ypeheHa  mpyrum
3aKOHOM.

19.9. Where a biocidal product is intended for direct - HY |Heyckmaheno jep ce pamu o

application to the external parts of the human body
(epidermis, hair system, nails, lips and external genital
organs), or to the teeth and the mucous membranes of
the oral cavity, it shall not contain any non-active

TPAaHUYHOM CIy4ajy OHOIMIHHUX
¥ KO3METHYKHX TIPOU3BO/A.
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substance that may not be included in a cosmetic
product pursuant to Regulation (EC) No 1223/2009.
20.1.(a) |Requirements for applications for authorisation 0.1. 3a noHOIICKE 0100pemha 32 YMIBECHE NOCTYNHUM Ha | ITY
10.1 TPXKUIITY W Kopuinheme OHOIMAHOT mpousBoaa (y
The applicant for an authorisation shall submit the JIajbeM TEKCTY: O0I00pere) IMOAHOCH CE 3axTeB
following documents together with the application: MuHHCTapCTBY.
for biocidal products other than biocidal products
meeting the conditions laid down in Article 25: 10.4 V3 3axTeB M3 cTaBa 1. OBOr wWiaHa JOCTaBJba Ce
(i) a dossier or letter of access for the biocidal product JocHje 3a OUOIMIHU TIPOU3BOJ KOjH CAJPIKH MMOJaTKE
satisfying the requirements set out in Annex IlI; 0 OWOIUTHOM MPOU3BOLY U O AKTUBHOj CYIICTAHIH Y
(ii) a summary of the biocidal product characteristics OMOIMIHOM  TPOM3BOAY, Ka0 W CaKeTak
including the information referred to in points (a), (b) KapaKTepUCTHKa OHOIMIHOT TIPOU3BOIA
and (e) to (q) of Article 22(2), as applicable;
(iii) a dossier or a letter of access for the biocidal
product satisfying the requirements set out in Annex
11 for each active substance in the biocidal product;
20.1.(b) |for biocidal products that the applicant considers meet 0.1. V3 3axTeB 3a JOHOLICHE 000pema u3 crasa 1. osor | ITY
the conditions laid down in Article 25: 11.2 YjaHa JOCTaB/ba C€ CaXETaK KapaKTEPHCTHKA
(i) a summary of the biocidal product characteristics OuonuaHOr npousBoga u3 wiana 10. craB 7. oBor
as referred to in point (2)(ii) of this paragraph; 3aKOHa; TojJalM O e()UKACHOCTH  OHOLHMIHOT
(ii) efficacy data; and MPOMU3BOJA M JPYTH MOJAIK KOjUMa ce JoKasyje Ja
(iii) any other relevant information in support of the OMOLIMHN TIPOM3BOJ HCIYHaBa YCJIOBE M3 cTaBa I.
conclusion that the biocidal product meets the OBOT YJIaHa.
conditions laid down in Article 25.
20.2. The receiving competent authority may require that - HIT |HenpeHocHBO 3 pasiora IiTo ce
applications for national authorisation be submitted in oBa oxapenba  OIHOCH  Ha
one or more of the official languages of the Member MOCTYIIKE KOjU Ce BOJE Y
State where that competent authority is situated. Pa3INYUTHM JpKaBama
qllaHulaMma, T€ y CKjiIaay ca TUM
MOTy H Ja ce€ IOJHOCE Ha
je3unnMa TUX 3eMasba.
20.3. For applications for Union authorisations submitted 0.1. Hocuje wu3 craa 4. oBor unaHa jgocTaBma ce| IIY
under Article 43, the applicant shall submit the 10.5 MUHHCTapCTBY HA CPIICKOM HJIH EHIJIECKOM jE3HKY,

summary of the biocidal product characteristics
referred to in point (ii) of paragraph (1)(a) of this
Article in one of the official languages of the Union
accepted by the evaluating competent authority at the

JOK C€ Caxerak KapaKTEpUCTHUKA 6140]_[14}1}{01"

MIPOM3BO/IA JOCTAaBJba Ha CPIICKOM jE3HKY.
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time of application and in all official languages of the
Union before the authorisation of the biocidal product.
21.1. | Waiving of data requirements 0.1. AKO Heke of mojaraka M3 craBa 6. oBor wiaHa Huje | ITY
10.8 HEOIIXOZHO JIOCTAaBUTHU 300T M3JI0KEHOCTH IIOBE3aHE
By way of derogation from Article 20, the applicant ca NpeyIoKeHUM HaYWHUMa KopHiihema GHOHIHOT
need not provide data required under that Article MPOU3BOJIA, OJHOCHO aKO HHje HaydyHO HEONXOJHO
where any of the following applies: JOCTaBUTH TMOJATKe WM HHje TEXHHYKH Moryhe
(a) the data are not necessary owing to the exposure NOOUTH TIOJATKE, TOJHOCWIIAIl 3aXTeBa MOXE Jia
associated with the proposed uses; MPEUIOKH J1a Ce MPHIIArofie 3aXTeBH 3a oApeheHuM
(b) it is not scientifically necessary to supply the data; mojanMMa M O  TOME  JIOCTaBba  IHCMEHO
or obpaznoxeme.
(c) it is not technically possible to generate the data.
21.2. The applicant may propose to adapt the data 0.1. AKO Heke Ooff Tmojaraka M3 craBa 6. oBor wiaHa Huje | JIY |Ilornyna yckmaheHoct — Guhe
requirements of Article 20 in accordance with Annex 10.8 HEOIXOHO JTOCTAaBUTH 300T HM3JI0KEHOCTH MOBE3aHE MOCTHTHYTa JOHOIICHEM
IV. The justification for the proposed adaptations to ca Npe/VIoKeHHM HaYWHUMa KopHinhema GHOLHIHOT MO/I3aKOHCKOT  aKTa KOjHM Ce
the data requirements shall be clearly stated in the MPOU3BO/A, OJHOCHO aKO HHje HaydyHO HEONXOJHO ypehyje npunarohaBame 3axTeBa
application with reference to the specific rules in JIOCTaBUTH MOJATKe WIH HHje TEXHHYKH Moryhe 3a MoJialumMa U3 J0cujea, a KOjuM
Annex V. JOOWTH TOAaTKe, IMOJHOCHIJIAIl 3aXTeBa MOXE Ja he mpeyseru Anekc IV Ypenoe.
MPEIOKK Jla Ce MPHUIaroje 3aXTEBH 3a ojpeleHnm
momaMMa W O TOME  JOCTaBjba  [HCMEHO
obpaznoxeme.
10.10 |MuHHCTap TPONIHMCYje CaAPKUHY 3aXTeBa, OOMM M
CajIpXKUHY J0CHjea 32 OUONUIHY TPOU3BOJ M YCIOBE
3a nprarohaBarbe 3aXTeBa 3a MoAaluMa H3 10cujea.
21.3. In order to ensure the harmonised application of - HIT |HenpeHocHBO 3 pasiora IiTo ce
paragraph 1(a) of this Article, the Commission shall paau o osnaunthewy Komucuje.
be empowered to adopt delegated acts in accordance
with Article 83 specifying criteria for defining when
the exposure associated with the proposed uses would
justify adapting the data requirements of Article 20.
22. Content of authorisation 0.1. Ono0peme HAPOUMTO CAAPKH YCIOBE 3a uHmbeme| I1Y
20.1-2 |pmoctymHMM ~ Ha  TPXKHIITY W Kopuheme

An authorisation shall stipulate the terms and
conditions relating to the making available on the
market and use of the single biocidal product or the
biocidal product family and include a summary of the

HOjeJMHAYHOT OMOLMIHOT MPOW3BOJA WU TpyIe
OHMOIIMIHUX TIPOH3BO/IA.

CacraBHH €0 omoOpema W3 cTaBa 1. OBOI' 4iaHa
jecte cakeTak KapaKTepUCTHKa OHOLIMIHOT
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biocidal product characteristics. npousBo/a u3 wiana 10. craB 7. 0BOT 3aKOHa.
Without prejudice to Articles 66 and 67, the summary 10.7 CaxeTak KapakTEepUCTHKA OHOIMIHOT POU3BO/IA

of the biocidal product characteristics for a single
biocidal product or, in the case of a biocidal product
family, the biocidal products within that biocidal
product family, shall include the following
information:

(a) trade name of the biocidal product;

(b) name and address of the authorisation holder;

(c) date of the authorisation and its date of expiry;
(d) authorisation number of the biocidal product,
together with, in the case of a biocidal product family,
the suffixes to apply to individual biocidal products
within the biocidal product family;

(e) qualitative and quantitative composition in terms
of the active substances and non-active substances,
knowledge of which is essential for proper use of
biocidal products; and in the case of a biocidal
product family, the quantitative composition shall
indicate a minimum and maximum percentage for
each active and non-active substance, where the
minimum percentage indicated for certain substances
may be 0 %;

(f) manufacturers of the biocidal product (names and
addresses including location of manufacturing sites);
(g9) manufacturers of the active substances (names and
addresses including location of manufacturing sites);
(h) type of formulation of the biocidal product;

(i) hazard and precautionary statements;

(i) product-type and, where relevant, an exact
description of the authorised use;

(k) target harmful organisms;

() application doses and instructions for use;

(m) categories of users;

(n) particulars of likely direct or indirect adverse
effects and first aid instructions and emergency
measures to protect the environment;

(o) instructions for safe disposal of the product and its
packaging;

(p) conditions of storage and shelf-life of the biocidal

CaJpKu: TProBaukKH HAa3MB OWMOLMAHOT IPOU3BOJA;
Ha3WB M aJpecy MOAHOCHOLA 3aXTeBa; JaTyM
JIOHOIIICHA M IaTyM HCTEKa pOKa BaXkerwa 0J100pema;
0poj omoOpema 3a OHOIMIHU TIPOU3BOA, a y CIy4ajy
rpyne OMOLMAHUX TPOU3BOJAa M CYQHKC KOjU ce
HABOJM 32 CBAaKH IMOjeJMHAYHU OMOIMIHH MPOU3BOJ
u3 rpyne OMOLMIHUX HPOM3BOJA; KBAIHTATHBHHU U
KBaHTUTATUBHU CAcTaB aKTUBHUX CYNCTaHIM M
JIpYruX CYICTaHIM KoOje Cy 3HadajHe 3a IPaBHIHO
kopuriherle  OMONMAHOT  TPOM3BOAA, a 3a
KBaHTUTATHBHHU CacTaB Ipyre OHONUIHUX MPOU3BOIA
HABOJM C€ MHUHHMAIHH M MAaKCHMAaJHH MpOIICHAT
CBAaKe AaKTHBHE CYICTaHILC, Ka0 W MUHHUMAJIHH H
MaKCHMaJIHH IIPOLICHAT CBAaKe APYre CYyICTaHLE HpH
4YeMy MHMHHMMAaJHHM HaBEIEHH NpPOLICHAT 3a ofpeheHe
cyncranie Moxxe 6uta 0%; npomssohade OuormmHOT
mpou3Boja (Ha3uBe W ajpece YKIbY4yjyhu Jokamuje
MPOU3BOJHUX T[OrOHA); IMpOM3BOhaye aKTHBHHX
cyncraHiy (HasMBe M ajpece YKJbydyjyhu jokanuje
MPOM3BOJHMX  MOTOHA);  BpCTY  (opMmynanuje
OMOLMTHOT TPON3BOAA; 00aBEIITEHa O OMACHOCTH M
Mepama  IMPEeIOCTPOXKHOCTH;  BPCTY  OMOLMIHOT
Mpou3BOJa M, Aako je TOTpeOHO, Ta’yaH OIHC
omoOpeHor HayWHa Kopumhema; LOWBHE MITETHE
OpraHusMe; I1o3e Koje ce KOpHCTEe M YIYTCTBO 3a
ynotpedy; KaTeropuje KOpPHCHHKA; MOAATKE O
MOTYhHM JIMPEKTHUM WM HHAUPCKTHUM HEXEJbEHUM
edexTiMa U ymyTcTBa 3a NpBY MOMOh M XHTHE Mepe
3a 3aIITHUTY KMBOTHE CPEIMHE; YIIYTCTBO 3a 6e30eHO
o/ularambe MPOM3BOJA M HEroBe ambalaxe; yClIOBe
CKJIaMIITEHha U POK Tpajarba OUOIMIHOT MPOU3BOJIA
NPy HOPMAJIHMM YCJIOBHMA CKJIAAUIITEHa, Kao |
npyre wHpOpMalje O OHOUMAHOM IPOU3BOIY, IO
noTpedH.
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product under normal conditions of storage;
(g) where relevant, other information about the
biocidal product.

23. The receiving competent authority or, in the case of - HIT |HenpeHocHBO 3 pasjora IiTo ce

an evaluation of an application for a Union
authorisation, the evaluating competent authority,
shall perform a comparative assessment as part of the
evaluation of an application for authorisation or for
renewal of authorisation of a biocidal product
containing an active substance that is a candidate for
substitution in accordance with Article 10(1).

The results of the comparative assessment shall be
forwarded, without delay, to the competent authorities
of other Member States and the Agency and, in the
case of evaluation of an application for a Union
authorisation, also to the Commission.

The receiving competent authority or, in the case of a
decision on an application for a Union authorisation,
the Commission, shall prohibit or restrict the making
available on the market or the use of a biocidal
product containing an active substance that is a
candidate for substitution where a comparative
assessment, performed in accordance with the
technical guidance notes referred to in Article 24,
demonstrates that both of the following criteria are
met:

(a) for the uses specified in the application, another
authorised biocidal product or a non-chemical control
or prevention method already exists which presents a
significantly lower overall risk for human health,
animal health and the environment, is sufficiently
effective and presents no other significant economic
or practical disadvantages;

(b) the chemical diversity of the active substances is
adequate to minimise the occurrence of resistance in
the target harmful organism.

By way of derogation from paragraph 1, a biocidal

pamu o ogpenbama Koje ce
OIHOCE Ha TIIOCTYNaK KOjU ce
CIPOBOIM IIEHTPAIN30BAaHO Ha
HuBoy EY wu ykipydyje cBe
Ip)KaBe  wWiaHWne, EBpomcky
areHIMjy 3a XCMHUKajlHje W
EBpomcky komucujy
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product containing an active substance that is a
candidate for substitution may be authorised for a
period of up to four years without comparative
assessment in exceptional cases where it is necessary
to acquire experience first through using that product
in practice.

Where the comparative assessment involves a
question which, by reason of its scale or
consequences, would be better addressed at Union
level, in particular where it is relevant to two or more
competent authorities, the receiving competent
authority may refer the question to the Commission
for a decision. The Commission shall adopt that
decision by means of implementing acts in accordance
with the examination procedure referred to in Article
82(3).

The Commission shall be empowered to adopt
delegated acts in accordance with Article 83
specifying the criteria for determining when
comparative assessments involve questions better
addressed at Union level and the procedures for such
comparative assessments.

Notwithstanding Article 17(4), and without prejudice
to paragraph 4 of this Article, an authorisation for a
biocidal product containing an active substance that is
a candidate for substitution shall be granted for a
period not exceeding five years and renewed for a
period not exceeding five years.

Where it is decided not to authorise or to restrict the
use of a biocidal product pursuant to paragraph 3, that
cancellation or amendment of the authorisation shall
take effect four years after that decision. However,
where the approval of the active substance which is a
candidate for substitution expires on an earlier date,
the cancellation of the authorisation shall take effect
on that earlier date.
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24, Technical guidance notes - HIT |HenpeHocHBO 3 pasiora IiTo ce
panu o oBnamhewy Komucuje.
The Commission shall draw up technical guidance
notes to facilitate the implementation of this Chapter
and, in particular, Article 22(2) and Article 23(3).
25. CHAPTER V 0.1. MpusucrapctBy ce  Moxe IojgHeru 3axTeB 3a| IV
111 M0jeTHOCTABJLEHHU MOCTYIIAK 32 JOHOMICHE 0JJ00peHa
SIMPLIFIED AUTHORISATION PROCEDURE 3a YHIbEHE JOCTYIHUM Ha TPXKHINTY M KOpHIIheme
Eligibility for the simplified authorisation procedure OMOLMTHOT MTPOU3BOJIA:
1) guje cy cBe aKTHBHE CyICTaHIe ynucane y Jlucry
For eligible biocidal products, an application for la 1 y ckiagy cy ca orpaHHYeEHUMa HABEJACHUM Y TOj
authorisation may be made under a simplified JIMCTH;
authorisation procedure. A biocidal product shall be 2) Koju He caapXKH CYICTaHIy Koja H3a3uBa
eligible if all the following conditions are met: 3a0pHHYTOCT;
(a) all the active substances contained in the biocidal 3) KOju He CaJp:KK HAaHOMATEPHjalie;
product appear in Annex | and satisfy any restriction 4) Koju je OBOJbHO epuKacaH u
specified in that Annex; 5) 4uje pyKoBame U NpeaBuljeHr HauWH Kopumihermba
(b) the biocidal product does not contain any HE 3aXTeBa JIMYHY 3AIITUTHY OMPEMY.
substance of concern;
(c) the biocidal product does not contain any
nanomaterials;
(d) the biocidal product is sufficiently effective; and
(e) the handling of the biocidal product and its
intended use do not require personal protective
equipment.
26. Applicable procedure 0.1 MunucrapetBo y poky ox 30 mana on nana mpujema | Y | Pasior JeNTUMHUYHE
15. 3axtreBa w3 wi. 10. m 11. oBor 3akoHa BpIIH ycknal)eHoOCTH je Taj mTo ce paau

Applicants seeking the authorisation of a biocidal
product meeting the conditions of Article 25 shall
submit an application to the Agency, informing it of
the name of the competent authority of the Member
State that it proposes should evaluate the application
and providing written confirmation that that
competent authority agrees to do so. That competent
authority shall be the evaluating competent authority.

The evaluating competent authority shall inform the
applicant of the fees payable under Article 80(2) and
shall reject the application if the applicant fails to pay
the fees within 30 days. It shall inform the applicant

(hopManHy TpOLICHY ITOKYMEHTAIMje AOCTaBJBEHE Y3
3aXTeB.

AXO 3aXTeB M JOKYMEHTaIlMja U3 cTaBa |. OBOT 4jaHa
HMja  TOTIYHa,  MUHHCTapcTBO  0O0OaBelTaBa
MOIHOCHOIIA 3aXTeBa Ja MCTe JAOMyHU Yy poky ox 90
JlaHa oOJ1 JaHa 00aBeIITeHA.

MuUHHCTAPCTBO ~ BPIIM  MPOLEHY  OMOLMIHOT
MPOU3BOJIA OJJHOCHO IpyIie OMOLMIHKUX MPOU3BOJIA HA
OCHOBY JIOCTaBJbEHE JOKYMEHTallHje, a y CKIaly ca
CMEepHHUIIaMa 3a MPOILEHYy OMOIMAHOT IPOHU3BOAA,
u3palyje U3BeIITaj O NMPOLEHU OMOLMIHOT IPOU3BO/A
U JIOHOCH 0/100peme y POKy Ol TOJMHY JlaHa O]l AaHa
npujemMa MoTIyHe JOKyMeHTauuje u3 wiana 10. oBor

0 onpendu Kkoja ce OAHOCH Ha
MOCTYMaK KOjU C€ CIPOBOIU
LEHTPaJIU30BaHoO Ha HUBOY EVY u
yKJbydyje IpXKaBe WIAHHIE U
EBponcky areHuujy 3a
XEeMUKaIHje. MebhyTtum, c
003UpoM J1a je MHCTHTYT Kao
TakaB Mpey3eT, MHPOMUCaH  je
HaI[MOHAIHH MOCTyHak  3a
IBCTOBO  CIpoBOheme, a  u3
Vpenbe cy mpeysera camo
Hayela 1 POKOBH.
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accordingly. 3aKOHa OJIHOCHO y POoKy oi 90 1aHa o JaHa mpujema
MOTITyHE JJOKyMEHTalyje u3 4iaHa 11. oBor 3akoHa.

Upon receipt of the fees payable under Article 80(2), AKO MPUIMKOM IpPOIEHe JOKyMEHTallje U3 cTaBa 3.

the evaluating competent authority shall accept the OBOT" WaHa MHUHHCTapCcTBO YTBP/H Ja je MOTPEOHO a

application and inform the applicant accordingly, ce JIOCTaBe IOJaTHU IOJald, O ToMe obaBelTaBa

indicating the date of the acceptance. MOJIHOCHOIIA 3axTeBa  naje pok ox 180 mawma o mana

Within 90 days of accepting an application, the obaBenITeHa J1a UCTE AOCTaBH. POK U3 cTaBa 3. OBOT

evaluating competent authority shall authorise the YjJaHa ce MpeKuJa W HacTaB/ba Ja Te4e [TaHOM

biocidal product if satisfied that the product meets the npHjeMa JI0JaTHUX MO/IaTaKa.

conditions laid down in Article 25. 3a (opmaiHy NpOIEHy JIOKYMEHTaluje U3 crasa 1.
OBOT' WIaHA W 3a NPOLEHY OHOIHMIHOT IPOU3BOJAA

Where the evaluating competent authority considers OJJHOCHO Tpyne OHOLMIHMX MPOW3BOJA U3 CTaBa 3.

that the application is incomplete, it shall inform the OBOr" WwiaHa ruiaha ce Takca.

applicant as to what additional information is required Ha omoGpeme w3 craBa 3. OBOT ujlaHa MOXKE Ce

and shall set a reasonable time limit for the u3jaBuTH kanba Bragy.

submission of that information. That time limit shall Pemiere U3 craBa 6. OBOT 4iaHa je KOHAYHO W MPOTHUB

not normally exceed 90 days. Bera MOKe Ce TIOKPEHYTH yIPaBHH CIIOP.

The evaluating competent authority shall, within 90

days of receipt of the additional information, authorise

the biocidal product if satisfied, on the basis of the

additional information submitted, that the product

meets the conditions laid down in Article 25.

The evaluating competent authority shall reject the

application if the applicant fails to submit the

requested information within the deadline and shall

inform the applicant accordingly. In such cases, where

fees have been paid, part of the fees paid in

accordance with Article 80(2) shall be reimbursed.

27. Making available on the market of biocidal products - HIT |HenpeHocHBO 3 pasiora IiTo ce

authorised in accordance with the simplified
authorisation procedure

A biocidal product authorised in accordance with
Article 26 may be made available on the market in all
Member States without the need for mutual
recognition. However, the authorisation holder shall
notify each Member State no later than 30 days before
placing the biocidal product on the market within the

pamu o oapendu Koja ce OIHOCH
Ha IEHTPAJM30BaHH IOCTYIAK
4mje je CIpoBoheme yCIOBIBEHO
yiaHcTBoM y EVY.
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territory of that Member State and shall use the
official language or languages of that Member State in
the product’s labelling, unless that Member State
provides otherwise.

Where a Member State other than that of the
evaluating competent authority considers that a
biocidal product authorised in accordance with Article
26 has not been notified or labelled in accordance
with paragraph 1 of this Article or does not meet the
requirements of Article 25, it may refer that matter to
the coordination group established in accordance with
Article 35(1). Article 35(3) and Article 36 shall apply
mutatis mutandis.

Where a Member State has valid reasons to consider
that a biocidal product authorised in accordance with
Article 26 does not meet the criteria laid down in
Article 25 and a decision pursuant to Articles 35 and
36 has not yet been taken, that Member State may
provisionally restrict or prohibit making available on
the market or use of that product on its territory.

28.

Amendment of Annex |

The Commission shall be empowered to adopt
delegated acts in accordance with Article 83
amending Annex I, after receiving the opinion of the
Agency, in order to include active substances
provided that there is evidence that they do not give
rise to concern according to paragraph 2 of this
Article.

Active substances give rise to concern where:

(a) they meet the criteria for classification according
to Regulation (EC) No 1272/2008 as:

— explosive/highly flammable,

— organic peroxide,

— acutely toxic of category 1, 2 or 3,

— corrosive of category 1A, 1B or 1C,

— respiratory sensitiser,

HIT

HemnpenocuBo u3 pasiora mTo ce
panu o onamhewy Komucuje.
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— skin sensitiser,

— germ cell mutagen of category 1 or 2;

— carcinogen of category 1 or 2,

— human reproductive toxicant of category 1 or 2 or
with effects on or via lactation,

— specific target organ toxicant by single or repeated
exposure, or

— toxic to aquatic life of acute category 1;

(b) they fulfil any of the substitution criteria set out in
Article 10(1); or

(c) they have neurotoxic or immunotoxic properties.

Active substances also give rise to concern, even if
none of the specific criteria in points (a) to (c) are
met, where a level of concern equivalent to that
arising from points (a) to (c) can be reasonably
demonstrated based on reliable information.

The Commission shall also be empowered to adopt
delegated acts in accordance with Article 83
amending Annex |, after receiving the opinion of the
Agency, in order to restrict or to remove the entry for
an active substance if there is evidence that biocidal
products containing that substance do not, in certain
circumstances, satisfy the conditions set out in
paragraph 1 of this Article or in Article 25. Where
imperative grounds of urgency so require, the
procedure provided for in Article 84 shall apply to
delegated acts adopted pursuant to this paragraph.

The Commission shall apply paragraph 1 or 3 at its
own initiative or at the request of an economic
operator or a Member State providing the necessary
evidence as referred to in those paragraphs.
Whenever the Commission amends Annex | it shall
adopt a separate delegated act in respect of each
substance.

The Commission may adopt implementing acts
further specifying the procedures to be followed with
respect to an amendment of Annex I. Those
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implementing acts shall be adopted in accordance
with the examination procedure referred to in Article
82(3).
29. CHAPTER VI 0.1. 3a IoHOIIEHE 0J00pema 3a Ynlbemhe JocTynmHuM Ha | Y | Pasmor JEeTUMUYIHE
10.1 TPXKUIITY W Kopuinhewme OHOLUIHOr mpomusBoda (y ycks1aheHOCTH je Taj ITo ce paau
NATIONAL AUTHORISATIONS OF BIOCIDAL JajbeM TEeKCTy: OI00peme) IMOJHOCH Ce 3axTeB 0 MpOLEAYpPH KOja Ce CHPOBOIH
PRODUCTS MpuHucTapcrBy. 0jeIMHAYHO y JpxKaBaMa
Submission and validation of applications YIaHWIAMa | CYIITHHCKH je
15.1-2 | MunuctapctBo y poky oa 30 maHa oj JaHa mpHjeMa JIpyraudja oOJ Haler OIIITEr
Applicants wishing to apply for a national 3axteBa w3 wi. 10. m 11. oBor 3akoHa BpIIN YIpaBHOT MocTymka. 300r Tora je
authorisation in accordance with Article 17 shall (dopMaiHy NpoleHy HOKYMEHTAlje NOCTaB/beHE Y3 nporeaypa Koja je IporucaHa
submit an application to the receiving competent 3aXTeB. OBUM  3aKOHOM  YIOJI00JbeHA
authority. The receiving competent authority shall AKO 3axTeB W JIOKyMEHTAIlMja U3 cTaBa . OBOT 4iiaHa nomahieM cuCTEMy Tako IHTO
inform the applicant of the fees payable under Article HMja  TOTIYHa,  MUHHCTapCTBO  O0aBelTaBa MOCTYIaK CIIPOBOJN HAIMOHAIHH
80(2), and shall reject the application if the applicant MOJIHOCHOIIA 3aXTeBa Jla UCTE JOMyHH Y poky on 90 HAJUISKHU OpraH, a u3 Ypenoe cy
fails to pay the fees within 30 days. It shall inform the JlaHa oJ1 JaHa 00aBeIITCHA. npeyseTa Hayesa i POKOBH.
applicant accordingly. Upon receipt of the fees
payable under Article 80(2), the receiving competent 15.5 3a ¢opmanHy HpOIEHY IOKYMEHTaluje U3 crasa 1.

authority shall accept the application and inform the
applicant accordingly, indicating the date of the
acceptance.

Within 30 days of acceptance, the receiving
competent authority shall validate the application if it
complies with the following requirements:

(a) the relevant information referred to in Article 20
has been submitted; and

(b) the applicant states that it has not applied to any
other competent authority for a national authorisation
for the same biocidal product for the same use(s).

In the context of the validation referred to in the first
subparagraph, the receiving competent authority shall
not make an assessment of the quality or the adequacy
of the data or justifications submitted.

Where the receiving competent authority considers
that the application is incomplete, it shall inform the
applicant as to what additional information is required
for the validation of the application and shall set a

OBOI' WIaHa M 3a IPOLEHY OMOLMIHOT IPOU3BOJA
OJIHOCHO TpyIie OMOLMAHUX MPOU3BOJA M3 CTaBa 3.
OBOT WiaHa I1aha ce Takca.
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reasonable time limit for the submission of that
information. That time limit shall not normally exceed
90 days.

The receiving competent authority shall, within 30
days of receipt of the additional information, validate
the application if it determines that the additional
information submitted is sufficient to comply with the
requirements laid down in paragraph 2.

The receiving competent authority shall reject the
application if the applicant fails to submit the
requested information within the deadline and shall
inform the applicant accordingly.

Where the Register for Biocidal Products referred to
in Article 71 shows that a competent authority other
than the receiving competent authority is examining
an application relating to the same biocidal product or
has already authorised the same biocidal product, the
receiving competent authority shall decline to
evaluate the application. In that event, the receiving
competent authority shall inform the applicant of the
possibility of seeking mutual recognition in
accordance with Article 33 or 34.

If paragraph 3 does not apply and the receiving
competent authority considers that the application is
complete, it shall validate the application and without
delay inform the applicant accordingly, indicating the
date of the validation.

30.

Evaluation of applications

The receiving competent authority shall, within 365
days of the validation of an application in accordance
with Article 29, decide whether to grant an
authorisation in accordance with Article 19. It shall
take into account the results of the comparative
assessment carried out in accordance with Article 23,
if applicable.

0.1.
15.3-5

MuHHCTapCcTBO ~ BpUIM  MPOLEHY  OHOIMAHOT
MPOU3BOJIA OJJHOCHO IpyIie OMOLMIHKUX MPOU3BOJIA HA
OCHOBY JIOCTaBJbEHE JOKyMEHTallMje, a y CKIaly ca
CMEpHHUIIaMa 3a MPOLEHYy OWOIMAHOT TPOM3BOJA,
n3palyje u3BenITaj o MPONeHN OHONUAHOT TIPOU3BOIA
U JIOHOCH 0/100peme y POKy Ol TOJMHY JlaHa OJ1 JaHa
npyjemMa MoTIyHe JOKyMeHTauuje u3 wiana 10. oBor
3aKOHa OJHOCHO y poKy on 90 nana of jaHa mpujema
HOTIYHE JOKyMEHTaIuje 13 wiana 11. oBor 3akoHa.

ay

Paznor JeTMMUYHE
ycknal)eHOCTH je Taj mTo ce paau
0 MPOILEAYPU KOja Ce CIPOBOIM
HojeIMHa4YHo  y  Jip)KaBama
YJaHAlaMa W CYIITHHCKH je
Ipyradydja O] HAmer OIIITer
YIPaBHOT MOCTYIKa. 300r Tora je
npoieaypa Koja je IpomucaHa
OBMM  3aKOHOM  yIoaoOsbeHa
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AXO TIPHIMKOM TPOILeHe JOKYMEHTaLje 13 cTaBa 3. nomaheM cHcTeMy Tako IUTO
Where it appears that additional information is OBOT" WiaHa MHUHHCTapCTBO YTBP/IH Ja je MOTPEOHO a MOCTYIAK CIPOBON HAIMOHAIHH
necessary to carry out the evaluation, the receiving ce J0CTaBe JOJAaTHU MOJAlld, O TOME O0aBeliTaBa HaJIJIC)KHU OpraH, a u3 Ypeaoe cy
competent authority shall ask the applicant to submit MOHOCHOIIA 3axTeBa U Aaje pok on 180 mana on nana npeyseTa Hayesa i POKOBH.
such information within a specified time limit. The oOaBemTema J1a ucte noctaBu. Pok U3 cTaBa 3. oBOT
365-day period referred to in paragraph 1 shall be yjlaHa ce MpEeKHJa W HacTaBba Ja Tede JaHOM
suspended from the date of issue of the request until npHjeMa J0JaTHUX MojaTaKa.
the date the information is received. The suspension 3a ¢opmanHy MpOIEHy HOKYMEHTaluje u3 craBa 1.
shall not exceed 180 days in total unless it is justified OBOI' 4WiaHa M 32 TPOIEHY OHOILMIHOT IMPOU3BOIA
by the nature of the data requested or by exceptional OJIHOCHO Tpyrne OHMOIMIHMX MMPOW3BOJA U3 CTaBa 3.
circumstances. oBOr" wiaHa ruiaha ce Takca.
The receiving competent authority shall reject the
application if the applicant fails to submit the
requested information within the deadline and shall
inform the applicant accordingly.
Within the 365-day period referred to in paragraph 1,
the receiving competent authority shall:
(a) draft a report summarising the conclusions of its
assessment and the reasons for authorising the
biocidal product or for refusing to grant an
authorisation (the ‘assessment report’);
(b) send an electronic copy of the draft assessment
report to the applicant and provide it with the
opportunity to submit comments within 30 days; and
(c) take due account of those comments when
finalising its assessment.
31. Renewal of a national authorisation 0.1 Pok Ha Koju je JOHETO 0J00peme 0HOCHO peniebe o | Y | Pasior JETUMUYIHE
29. MpHU3HABaKY OJ00pCHa MOXKE Ce MPOIYKUTH Ha yCKkIal)eHOCTH je Taj IITO ce paau

An application by or on behalf of an authorisation
holder wishing to seek the renewal of a national
authorisation for one or more product-types shall be
submitted to the receiving competent authority at least
550 days before the expiry date of the authorisation.

Where renewal is sought for more than one product-
type, the application shall be submitted at least 550
days before the earliest expiry date.

3aXTeB HOCHOLA 0J00pema OJHOCHO
pelera o IpU3HaBamy 0J00pema.

3axTeB 3a MHpOAyKeme omoOpema MOAHOCH Ce
HajkacHWje 550 1aHa TIpe WCTEKa pOKa BaXKEHa
onoOpema.

3axTeB 3a TPOAYXKEHmE peliema O MNpU3HABABY
onobpema moJHOCH ce HajkacHuje 180 maHa mpe
HCTeKa pOKa BaXema pellekha O MNpU3HABABY
ono0Opema.

MuHuncTap Nponucyje caapKuHy 3axTeBa U3 CT. 2. U

HOCHoLa

0 HpOLEAYpU Koja Ce CIIPOBOIH
MOjelMHAYHO Yy  JpKaBama
YJaHAlaMa W CYIITHHCKH je
Jpyraddja OJ HAIIer OIIITer
YIIpaBHOT MocTymKa. 300r Tora je
mpoleaypa Koja je MpoIucaHa
OBHM  3aKOHOM  yIoaoOsbeHa
gomaheM cucremMy Tako ILTO
HOCTYIAaK CIIPOBOJY HAIIMOHAHN
HaJUIC)KHHU OpraH, a u3 Ypezabe cy
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The receiving competent authority shall renew the
national authorisation, provided that the conditions set
out in Article 19 are still satisfied. It shall take into
account the results of the comparative assessment
carried out in accordance with Article 23, if
applicable.

When applying for renewal, the applicant shall
submit:

(a) without prejudice to Article 21(1), all relevant data
required under Article 20 that it has generated since
the initial authorisation or, as appropriate, previous
renewal; and

(b) its assessment of whether the conclusions of the
initial or previous assessment of the biocidal product
remain valid and any supporting information.

The receiving competent authority shall inform the
applicant of the fees payable under Article 80(2) and
shall reject the application if the applicant fails to pay
the fees within 30 days. It shall inform the applicant
accordingly.

Upon receipt of the fees payable under Article 80(2),
the receiving competent authority shall accept the
application and inform the applicant accordingly,
indicating the date of the acceptance.

On the basis of an assessment of the available
information and the need to review the conclusions of
the initial evaluation of the application for
authorisation or, as appropriate, the previous renewal,
the receiving competent authority shall, within 90
days of accepting an application in accordance with
paragraph 4, decide whether, in the light of current
scientific knowledge, a full evaluation of the
application for renewal is necessary taking account of
all product-types for which renewal is requested.

Where the receiving competent authority decides that
a full evaluation of the application is necessary, it

3. oBOT YaHa.

AKO je IpOIyXeH POK BaKema 0J00pemha JOHETOT Y
ckmany ca mponucoM EY on crpaHe HamiexHor
oprana papkaBe wiaHune EY mm ox crtpane
EBpornicke komucuje, MUHHCTapCTBO JOHOCH PEICH:E
0 IPOIYXKEHY pellemha O MpU3HaBamky 0x00pema ca
HCTUM DPOKOM BaXkerkha Kao M 0J00peme IOHETO y
ckmany ca mponucoM EY on crpaHe HamiexHor
opraHa Jpxase wianune EY wim on crpane
EBpomncke xomucuje.

M3y3eTrHO on cTaBa 5. OBOT uWiIaHa ako IMOCTYMAK 3a
MIPOJYKEeHhe Bakemha 0100perha JOHETOT y CKIIay ca
nponucoM EVY oz cTpane Haane:xHOT opraHa Jp>kaBe
uwnanuie EY wmn ox crpane EBpornicke komucuje Huje
OKOHYaH, MMHUCTApCTBO JIOHOCH pelICHEe O
MPOIYKEeHYy pelleka O IpU3HaBamy Omo0pema ca
POKOM Bakema KOjH HE MOXE OUTH IYXKH O TOAUHY
JlaHa OJ] JaHa JOHOIIEHa OBOT pelIeHa.

[Mpoxgyxeme Baxkema 000pema OJHOCHO PEIIeHa O
NIpU3HaBalky ON0Opema BPIIM Ce HAa HAYMH W IO
MOCTYNKYy MPONKMCAaHUM 32 JIOHOIICHE 0100pema
OJTHOCHO pelliea 0 IPU3HaBamky 0100pemba.

npey3eTa Hayesla i POKOBH.
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shall decide on the renewal of the authorisation after
carrying out an evaluation of the application in
accordance with paragraphs 1, 2 and 3 of Article 30.
Where the receiving competent authority decides that
a full evaluation of the application is not necessary, it
shall decide on the renewal of the authorisation within
180 days of accepting the application in accordance
with paragraph 4 of this Article.
Where, for reasons beyond the control of the holder of
a national authorisation, no decision is taken on the
renewal of that authorisation before its expiry, the
receiving competent authority shall grant a renewal
for the period necessary to complete the evaluation.
32. CHAPTER VII 0.1. 3a IoHOIIEHE pellemha KOjiuM ce nmpu3Haje ogobpeme | JY |OBaj wiaH He MOXe Ja ce
25.1 32 YHIEHE JOCTYIIHUM Ha TPXKUIUTY M Kopumheme mpey3Me y Aeiy KOjH ce OIHOCH
MUTUAL RECOGNITION PROCEDURES OMOLMIHOT TPOM3BOAA JOHETOT Yy CKIagy ca Ha MOCTyTaK yImopeaor
Authorisation through mutual recognition nponrcoM EY ox cTpaHe HaIIeXKHOT OpraHa Jp>KaBe MeljycoOHOT Tpu3HaBamwa jep ce
YJIaHULIC EY wm o CTpaH€ EBpOHCKe KOMI/ICI/Ije (y OH OJJHOCH Ha IprU3HaBamkEe
Applications for mutual recognition of a national JaJbeM TEKCTY: pElIele O IPH3HABAKY 0100pema) OGUOLIMIHOT TPOM3BOJA KOJU jOII
authorisation shall be made in accordance with the MOJIHOCH C€ 3aXTeB MUHUCTApPCTRY. HHje OJ0OpeH HU Y jeIHOj
procedures set out in Article 33 (mutual recognition in JpXKaBu WiaHWIM. Ilopen Tora,
sequence) or Article 34 (mutual recognition in MHUHHCTAPCTBO JIOHOCH pEIICHE O MpPU3HABaY cripoBoljerlbe  OBOI'  IOCTYIKA
parallel). 25.6 olo0pema Ca HCTHM YCIOBUMAa 34  UYHIHEEHHE VCIOBJBEHO  je  TPHCTYIOM

Without prejudice to Article 37, all Member States
receiving applications for mutual recognition of a
national authorisation for a biocidal product shall, in
accordance with and subject to the procedures set out
in this Chapter, authorise the biocidal product under
the same terms and conditions.

JOCTYITHMM Ha TPXKHINTYy U KOpHUIIheme OHOIMITHOT
MpOM3BOJa Kao y akTy KOjUM ce y CKIagy ca
mponricom EY onmoOpaBa unmeme NOCTYNHAM Ha
TPKUIITY W Kopumheme OHOIMIHOT MNPOU3BOAA
JIOHETOT OJl CTpaHe HA/UIOKHOT OpraHa Jp)KaBe
ynanuie EY wnm ox ctpane EBporicke komucuje.

CHCTeMHMa KOMYHHKaldje M
pa3mere uHpopmanmja (Perucrap
3a OWOUWAHE MPOHM3BOZAE) KOjU
nMajy camo npxkaBe wianune EY.

Ipey3umajy ce 3axTeBun Ypenode
KojuMa ce ypehyje omoOpaBame
OUOIMAHOT TPOM3BOJA Y OKBUDY
MOCTYIIKa MelycoOHOT
npHu3HaBama y Hu3y. IIponenypa
KOja je IpOoIrCcaHa OBUM 3aKOHOM
ynoJo0speHa je nomahem
CHCTEMYy TakKO IITO MOCTYIAaK
CIIpoOBOaAU HaIMOHAJIHHU
HaJUIC)KHHU OpraH, a u3 Ypezabe cy
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npey3era Hadena 1 POKOBH.
33.1. Mutual recognition in sequence 0.1. 3a joHOIIIEkhe pellemha KOjUM ce mpusHaje omodpeme | ITY
251 3a YNbEHE JOCTYIHUM Ha TPXKHUINTY M Kopumiheme

Applicants wishing to seek the mutual recognition in OMOIMIHOT MPOW3BOJAA JOHETOr Yy CKiIagy ca
sequence, in one or more Member States (‘the nponrcoM EY ox cTpane Haane:xHOT opraHa Jp)kaBe
Member States concerned’), of the national uynanune EY wnm on crpane EBponcke komucuje (y
authorisation of a biocidal product already granted in JaJbeM TEKCTY: pellelhe O MPHU3HABalky 0J00perha)
another Member State in accordance with Article 17 MOIHOCH Cc€ 3aXTeB MHUHHCTapCTBY.
(‘the reference Member State’) shall submit an
application to each of the competent authorities of the V3 3axTeB W3 craBa 1. OBOr WiaHa JOCTaB/ba Ce
Member States concerned containing, in each case, a 254 OBEpeHa KOIHja akTa KOjUM C€ Y CKJIaay ca IPOMHCOM
translation of the national authorisation granted by the EY onobpaBa 4nieme AOCTYMHHM Ha TPXKHUINTY H
reference Member State into such official languages kopuinhiele OHOLUIHOT TPOU3BOJAA JOHETOT O
of the Member State concerned as it may require. CTpaHe HAIUICKHOT OpraHa Jap:kaBe wiaHuie EY wiu

on crpade EBporcke KkommcHje ca  OBEpeHHM
The competent authorities of the Member States NpPEBOJJIOM HAa CPICKOM  je3WKy; IyH CacTraB
concerned shall inform the applicant of the fees OMOLIMIHOT TIPOM3BOAA; TMOJAIM O CPUKACHOCTU
payable under Article 80 and shall reject the OMOLIMIHOT TPOM3BOJAA; W3BELITA] O MPOLCHU
application if the applicant fails to pay the fees within OUOIMIHOT TIPOM3BOMA; CAKETAK KapaKTEPUCTHKA
30 days. They shall inform the applicant and the other OuoraHor mpousBoga u3 uiana 10. craB 7. oBor
competent authorities accordingly. Upon receipt of the 3aKOHa; MPEJUIOr ETUKETe W YIyTCTBa 3a ymoTpeoy;
fees payable under Article 80, the competent 0e30eJHOCHHM JIUCT 338 CBE aKTHBHE CYIICTAHIE U CBE
authorities of the Member States concerned shall omacHe  CYICTaHIE CajpKaHe Yy  OHOLMIHOM
accept the application and inform the applicant MPOU3BOJY, Kao W 0e30eJHOCHM JHCT 3a OHOIMIHU
indicating the date of acceptance. MIPOU3BO/I.

3a TpOlEHy JOKYMEHTAIMje JOCTABJbEHE Y3 3aXTEB

285 muiaha ce Takca.
33.2-4 | Within 30 days of acceptance referred to in paragraph 0.1. MunucrapeTBo y poky ox 30 mana on naHa npujema | JIY | OBa oapenba mpeysera je y aeny

1, the Member States concerned shall validate the 28. 3axTeBa W3 wiaHa 25. craB l. OBOr 3aKOHA BPIIH KOjU Ce OJHOCH Ha pPOKOBE 3a

application and inform the applicant accordingly,
indicating the date of the validation.

Within 90 days of validating the application, and
subject to Articles 35, 36 and 37, the Member States
concerned shall agree on the summary of biocidal
product characteristics referred to in Article 22(2) and
shall record their agreement in the Register for

MIPOLICHY HOKYMEHTAIHje JOCTaBJbEHE Y3 3aXTEB.

AKo 3axXTeB M JOKYMEHTAIHja U3 CTaBa |. OBOT 4iIaHa
HMja  TOTHyHa,  MHUHHCTApCTBO  OOaBelITaBa
MIOJJTHOCHOIIA 3aXTeBa Jia MCTe AOMYyHH Y poky on 30
JlaHa oJ] JaHa 00aBeIITemha.

MUHHCTapCTBO JOHOCH peLIelke O MpU3HaBalby
onoOpema W3 WiaHa 25. WM pemema U3 wiana 27.
OBOT' 3aKOHa y poky ox 120 maHa oj naHa mpujeMa

MOCTyName, ald Je0  KOjH
YKJBYUyje capalmby ca JpikaBaMa
ynanunama EY Huje mMorao 6utn
npey3er jep je  YCIIOBJbCH
wiaHCcTBOM y EY.
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Biocidal Products. MOTITYHE JOKYMEHTAIHje.
Pox Baxkemwa peliema 0 IpU3HaBamy 0100pema Mopa
Within 30 days of reaching agreement, each of the OWTH WCTH K40 W POK BaKerma 0J00perma JOHETOT Y
Member States concerned shall authorise the biocidal ckimagy ca mpomucoM EY on cTpaHe HaJIeKHOT
product in conformity with the agreed summary of oprana japkaBe wiaHuie EY wim ox  crTpaHe
biocidal product characteristics. EBporicke komucuje.
3a TNpoueCHY ﬂOKyMeHTaHI/Ije JOCTaBJbCHE Y3 3aXTCB
Without prejudice to Articles 35, 36, and 37, if no maha ce Takca.
agreement is reached within the 90-day period Ha penierbe U3 cTaBa 3. OBOT WiaHa MOXKE CE M3jaBUTH
referred to in the second subparagraph of paragraph 2, xanba Brnay.
each Member State that agrees to the summary of Pemiere U3 cTaBa 6. OBOT WiaHa je KOHAYHO M POTHB
biocidal product characteristics referred to in Hera MOYKE ce MOKPEHYTH YIIPaBHH CIIOP.
paragraph 2, may authorise the product accordingly.
34. Mutual recognition in parallel - HIT |OBaj uman He MoXxe Jnga ce

Applicants wishing to seek the mutual recognition in
parallel of a biocidal product which has not yet been
authorised in accordance with Article 17 in any
Member State shall submit to the competent authority
of the Member State of its choice (‘the reference
Member State’) an application containing:

(a) the information referred to in Article 20;

(b) a list of all other Member States where a national
authorisation is sought (‘the Member States
concerned’).

The reference Member State shall be responsible for
the evaluation of the application.

The applicant shall, at the same time as submitting the
application to the reference Member State in
accordance with paragraph 1, submit to the competent
authorities of each of the Member States concerned an
application for mutual recognition of the authorisation
for which it has applied to the reference Member
State. This application shall contain:

(a) the names of the reference Member State and of
the Member States concerned;

(b) the summary of biocidal product characteristics

mpey3Me U3 pasjiora IITO ce
ynopezno meljycoOHO pu3HaBame
OJIHOCH Ha NPH3HABAKE
OMOIMIHOT MPOU3BOJAA KOjU jOII
HUje OJOOpeH HU Yy jemHoj
npxaBu wiaHuiy. Ilopen Tora,
CrpoBohjerlbe  OBOI'  IIOCTYIKa
YCIOBJEEHO  je  IPHCTYIIOM
CHCTeMHMa KOMYHHUKalUje W
pasmene unpopmaija (Perucrap
3a OWOUWAHE MPOHM3BOJAE) KOjU
MMajy caMo JpKaBe YIaHHUIIE.
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referred to in Article 20(1)(a)(ii) in such official
languages of the Member States concerned as they
may require.

The competent authorities of the reference Member
State and of the Member States concerned shall
inform the applicant of the fees payable in accordance
with Article 80 and shall reject the application if the
applicant fails to pay the fees within 30 days. They
shall inform the applicant and the other competent
authorities accordingly. Upon receipt of the fees
payable under Article 80, the competent authorities of
the reference Member State and of the Member States
concerned shall accept the application and inform the
applicant indicating the date of acceptance.

The reference Member State shall validate the
application in accordance with Article 29(2) and (3)
and inform the applicant and the Member States
concerned accordingly.

Within 365 days of validating an application, the
reference Member State shall evaluate the application
and draft an assessment report in accordance with
Article 30 and shall send its assessment report and the
summary of biocidal product characteristics to the
Member States concerned and to the applicant.

Within 90 days of receipt of the documents referred to
in paragraph 4, and subject to Articles 35, 36 and 37,
the Member States concerned shall agree on the
summary of biocidal product characteristics, and shall
record their agreement in the Register for Biocidal
Products. The reference Member State shall enter the
agreed summary of biocidal product characteristics
and the final assessment report in the Register for
Biocidal Products, together with any agreed terms or
conditions imposed on the making available on the
market or use of the biocidal product.

Within 30 days of reaching agreement, the reference
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Member State and each of the Member States
concerned shall authorise the biocidal product in
conformity with the agreed summary of biocidal
product characteristics.

Without prejudice to Articles 35, 36, and 37, if no
agreement is reached within the 90-day period
referred to in paragraph 5, each Member State that
agrees to the summary of biocidal product
characteristics referred to in paragraph 5 may
authorise the product accordingly.

35.

Referral of objections to the coordination group

A coordination group shall be set up to examine any
question, other than matters referred to in Article 37,
relating to whether a biocidal product for which an
application for mutual recognition has been made in
accordance with Article 33 or 34 meets the conditions
for granting an authorisation laid down in Article 19.

All Member States and the Commission shall be
entitled to participate in the work of the coordination
group. The Agency shall provide the secretariat of the
coordination group.

The coordination group shall establish its rules of
procedure.

If any of the Member States concerned considers that
a biocidal product assessed by the reference Member
State does not meet the conditions laid down in
Article 19, it shall send a detailed explanation of the
points of disagreement and the reasons for its position
to the reference Member State, the other Member
States concerned, the applicant, and, where
applicable, to the authorisation holder. The points of
disagreement shall be referred without delay to the
coordination group.

Within the coordination group, all Member States

HIT

HenpeHocuBo U3 pasiora miro je
crpopoheme  oBe  Iporeaype
YCIIOBJbEHO UIaHCTBOM y EY.
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referred to in paragraph 2 of this Article shall use their
best endeavours to reach agreement on the action to
be taken. They shall allow the applicant the
opportunity to make its point of view known. Where
they reach agreement within 60 days of the referral of
the points of disagreement referred to in paragraph 2
of this Avrticle, the reference Member State shall
record the agreement in the Register for Biocidal
Products. The procedure shall then be considered to
be closed and the reference Member State and each of
the Member States concerned shall authorise the
biocidal product in accordance with Article 33(3) or
34(6) as appropriate.

36.

Referral of unresolved objections to the Commission

If the Member States referred to in Article 35(2) fail
to reach agreement within the 60-day period laid
down in Article 35(3), the reference Member State
shall immediately inform the Commission, and
provide it with a detailed statement of the matters on
which Member States have been unable to reach
agreement and the reasons for their disagreement. A
copy of that statement shall be forwarded to the
Member States concerned, the applicant and, where
applicable, the authorisation holder.

The Commission may ask the Agency for an opinion
on scientific or technical questions raised by Member
States. Where the Commission does not ask the
Agency for an opinion it shall provide the applicant
and, where applicable, the authorisation holder with
the opportunity to provide written comments within
30 days.

The Commission shall adopt, by means of
implementing acts, a decision on the matter referred to
it. Those implementing acts shall be adopted in
accordance with the examination procedure referred
to in Article 82(3).

HIT

HenpeHocuBo U3 pasiora miro je
crpopoheme  oBe  Iporeaype
YCIIOBJEHO 4JaHCTBOM Y EVY.
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The decision referred to in paragraph 3 shall be

addressed to all Member States and reported for

information to the applicant and, where applicable, the

authorisation holder. The Member States concerned

and the reference Member State shall, within 30 days

of notification of the decision, either grant, refuse to

grant or cancel the authorisation, or vary its terms and

conditions as necessary to comply with the decision.

37.1. Derogations from mutual recognition 0.1. MHuHHCTapCTBO MOXKE OOUTH MPU3HABakE ofobpema |  ITY

27.1.1) |wim MOXKe W3MEHUTH YCJIOBE 33 YHELCHE TOCTYITHUM

By way of derogation from Article 32(2), any of the Ha TPKHUIITY U KOpUIhemhe OHOMUIHOT MPOU3BO/IA U3

Member States concerned may propose to refuse to omo0pema JIOHETOr y CKilaay ca mpormcoM EY ox

grant an authorisation or to adjust the terms and CTpaHe HAIUIEKHOI OpraHa Jap)kaBe wianune EY win

conditions of the authorisation to be granted, provided ox crpane EBporicke komucHje:

that such a measure can be justified on grounds of: 1) ako je To HOTPeOHO paaM 3alUTUTE: KUBOTHE

(a) the protection of the environment; cpeluHe; jaBHE MOJUTHKE M jaBHe 6€30eqHOCTH;

(b) public policy or public security; 30paBjba W JKUBOTA JbYAH, HAPOUYUTO OCETJBHBHX

(c) the protection of health and life of humans, rpyna; KMBOTHEbA WK OWMJbaKa;, HAMOHAIHOT Gliara

particularly of vulnerable groups, or of animals or Ol YMETHMYKE, WCTOPHUjCKE WM  ApXEOJOIIKEe

plants; BPEIHOCTH, aKO IIUJbHU OPraHU3MHU HUCY NPUCYTHH Y

(d) the protection of national treasures possessing LITETHUM KOJIMYMHAMA WJIM aKO je aKTHBHA CYIICTaHIa

artistic, historic or archaeological value; or KaHJM/IaT 3a 3aMeHY; Kao

(e) the target organisms not being present in harmful

quantities.

Any of the Member States concerned may, in

particular, propose in accordance with the first

subparagraph to refuse to grant an authorisation or to

adjust the terms and conditions of the authorisation to

be granted for a biocidal product containing an active

substance to which Article 5(2) or Article 10(1)

applies.

37.2. The Member State concerned shall communicate to - HIT |HenpenocuBo u3 pasiora mito ce

the applicant a detailed statement of the grounds for
seeking a derogation pursuant to paragraph 1 and shall
seek to reach an agreement with the applicant on the
proposed derogation.

If the Member State concerned is unable to reach
agreement with the applicant or receives no reply

pamu o ozapembama Koje ce
OJJHOCE Ha  LEHTPAIN30BAHH
MOCTYNaK dYHje je crpoBolheme
YCJIOBJbEHO WIAHCTBOM y EV.
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from the applicant within 60 days of that
communication it shall inform the Commission. In
that case, the Commission:

(a) may ask the Agency for an opinion on scientific or
technical questions raised by the applicant or the
Member State concerned;

(b) shall adopt a decision on the derogation in
accordance with the examination procedure referred
to in Article 82(3).

The Commission’s decision shall be addressed to the
Member State concerned and the Commission shall
inform the applicant thereof.

The Member State concerned shall take necessary
measures to comply with the Commission’s decision
within 30 days of its notification.

37.3.

If the Commission has not adopted a decision
pursuant to paragraph 2 within 90 days of being
informed in accordance with the second subparagraph
of paragraph 2, the Member State concerned may
implement the derogation proposed pursuant to
paragraph 1.

‘While the procedure under this Article is ongoing,
the Member States’ obligation to authorise a biocidal
product within three years of the date of approval,
referred to in the first subparagraph of Article 89(3),
shall be temporarily suspended.

HIT

HemperocuBo u3 pasiora ImTo ce
pazu o oapendu Koja ce OJHOCH
Ha ICHTPAJM30BaHH IOCTYIAK
4uje je CIpoBoleme YCIOBBECHO
yiaHcTBoM y EVY.

37.4.

By way of derogation from Article 32(2), a Member
State may refuse to grant authorisations for product-
types 15, 17 and 20 on grounds of animal welfare.
Member States shall without delay inform other
Member States and the Commission of any decision
taken in this respect and its justification.

0.1.
27.1.2)

2) panu 10OpOOHTH JKMBOTHEA 332 BPCTE OMOLMIHUX
npoussoga PT 15, PT 17 u PT 20 yrBphenux
MPONKCOM M3 WIaHa 8. OBOT 3aKOHA.

Iy

38.

Opinion of the Agency

If so requested by the Commission pursuant to Article
36(2) or Article 37(2), the Agency shall issue an

HIT

HenpeHocuBo U3 pasiora IITo ce
paau o oapeadu Koja ce OJHOCH
Ha TMOCTYNaK KOjH ce CIIPOBOAU
LEHTPaIN30BaHO Ha HUBOY EVY u

124




125

a)

al)

6)

61)

B)

r)

)

opinion within 120 days from the date on which the
matter in question was referred to it.

Before issuing its opinion, the Agency shall provide
the applicant and, where applicable, the authorisation
holder with an opportunity to provide written
comments within a specified time limit not exceeding
30 days.

The Agency may suspend the time limit referred to in
paragraph 1 to allow the applicant or the authorisation
holder to prepare the comments.

yKIpydyje EBponcky arenuujy 3a
XEeMHUKaNuje u EBpomncky
KOMHCH]Y.

39.

Application for mutual recognition by official or
scientific bodies

Where no application for a national authorisation has
been submitted in a Member State for a biocidal
product that is already authorised in another Member
State, official or scientific bodies involved in pest
control activities or the protection of public health
may apply, under the mutual recognition procedure
provided for in Article 33 and with the consent of the
authorisation holder in that other Member State, for a
national authorisation for the same biocidal product,
with the same use and the same conditions for use as
in that Member State.

The applicant shall demonstrate that the use of such a
biocidal product is of general interest for that Member
State.

The application shall be accompanied by the fees
payable under Article 80.

Where the competent authority of the Member State
concerned considers that the biocidal product fulfils
the conditions referred to in Article 19 and the
conditions under this Article are met, the competent
authority shall authorise the making available on the
market and use of the biocidal product. In that case,
the body that made the application shall have the same

0.1.

BronuoHn mpow3Bojy ce YMHM JIOCTYIHMM Ha
TPXKHUIITY WIM KOPHUCTH aKo Mpown3Bohad, YBO3HHK,
JIUCTPUOYTEpP OHOCHO KOPUCHHK:

1) uma onoOpeme 3a UYHBEHE [JOCTYIHAM Ha
TPXKUIITY U KOpUIIhehe;

2) uma pememe o ymucy y Jlucty OuormmHmx
MPOM3BOJAa KOjH C€ MOTY YHHHTH HOCTYHHHM Ha
TP)KUIITY W KOPUCTHTH JO JOHOLICHA 0100pema U3
Tauke 1) oBOT 4iaHa;

3) uMma pelene 0 MPU3HABABY 0J100pEHa 32 UHHCHE
JNOCTYITHMM Ha TPXKHIITY M KOopuinheme TOHETOT y
cximagy ca mpomucom EY on crpaHe HamiexHor
opraHa Jpxae wianune EY wm ox crpane
EBporcke xomucuje.

Iy

C o03upoM Ja 3BaHMYHA U
HayyHa Tela Mory na Oyxmy
KOPHCHHITH ouoruIHOT
MpoU3BOJa, Yy CKIAAy Ca OBUM
3aKOHOM JaTa UM je MoryhHocT
[1a TIOTHECY 3aXTeBe 3a U3/1aBambe
aKara 3a YHCHE JOCTYIHUM Ha
TPIKHIITY u kopunrheme
OHMOIMIHOT IPOM3BOIA.
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rights and obligations as other authorisation holders.
40. Supplementary rules and technical guidance notes - HIT |HenpeHocHBO 3 pasjora IiTo ce
panu o oBnamhewy Komucuje.
The Commission shall be empowered to adopt
delegated acts in accordance with Article 83 laying
down supplementary rules for the renewal of
authorisations subject to mutual recognition.
The Commission shall also draw up technical
guidance notes to facilitate the implementation of this
Chapter and, in particular, Articles 37 and 39.
41. CHAPTER VIII - HIT |HenpenocuBo u3 pasiora ImTo ce
pamu o oapendu Koja ce OJHOCH
UNION AUTHORISATIONS OF BIOCIDAL Ha TIOCTYIAaK KOjH CE CIPOBOIHU
PRODUCTS LIEHTpaIM30BaHO Ha HUBOY EY, a
SECTION 1 HE TOjeJIMHAYHO Y JprKaBama
YlaHWIaMa, W YKJbydyje CBe
Granting of Union authorisations npxase wianuie EY, EBporcky
Union authorisation areHIMjy 3a XEMHKaIhje W
EBporcky komucHjy.
A Union authorisation issued by the Commission in
accordance with this Section shall be valid throughout
the Union unless otherwise specified. It shall confer
the same rights and obligations in each Member State
as a national authorisation. For those categories of
biocidal products referred to in Article 42(1), the
applicant may apply for Union authorisation as an
alternative to applying for a national authorisation and
mutual recognition.
42. Biocidal products for which Union authorisation may - HIT |HenpeHocuBo u3 pasjora IuTo Ce

be granted

Applicants may apply for Union authorisation for
biocidal products which have similar conditions of use
across the Union with the exception of biocidal
products that contain active substances that fall under
Article 5 and those of product-types 14, 15, 17, 20 and

paau o oApeadu Koja ce OIHOCH
Ha TMOCTYNaK KOjH ce CIIPOBOAU
LEHTpaJIN30BaHO Ha HUBOY EVY, a
HE TIOjeMHAYHO Y JpkaBama
YIaHUIaMa, ¥ YKJbydyje CBe
npxxase wianuie EY, Eporicky
areHIMjy 3a XEeMHUKaldje |
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21. The Union authorisation may be granted:

(a) from 1 September 2013, to biocidal products
containing one or more new active substances and
biocidal products of product-types 1, 3, 4, 5, 18 and
19;

(b) from 1 January 2017, to biocidal products of
product-types 2, 6 and 13; and

(c) from 1 January 2020, to biocidal products of all
remaining product-types.

The Commission shall by 1 September 2013 draw up
guidance documents on the definition of ‘similar
conditions of use across the Union’.

The Commission shall submit a report to the
European Parliament and the Council on the
application of this Article by 31 December 2017. That
report shall contain an assessment of the exclusion of
product-types 14, 15, 17, 20 and 21 from the Union
authorisation.

The report shall, if appropriate, be accompanied by
relevant proposals for adoption in accordance with the
ordinary legislative procedure.

EBpomcky komuchjy.

43.

Submission and validation of applications

Applicants wishing to apply for Union authorisation
in accordance with Article 42(1) shall submit an
application to the Agency, including a confirmation
that the biocidal product would have similar
conditions of use across the Union, informing the
Agency of the name of the competent authority of the
Member State that they propose should evaluate the
application and providing written confirmation that
that competent authority agrees to do so. That
competent authority shall be the evaluating competent
authority.

The Agency shall inform the applicant of the fees
payable under Article 80(1), and shall reject the
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application if the applicant fails to pay the fees within
30 days. It shall inform the applicant and the
evaluating competent authority accordingly.

Upon receipt of the fees payable under Article 80(1),
the Agency shall accept the application and inform the
applicant and the evaluating competent authority
accordingly, indicating the date of acceptance.

Within 30 days of the Agency accepting an
application, the evaluating competent authority shall
validate the application if the relevant information
referred to in Article 20 has been submitted.

In the context of the validation referred to in the first
subparagraph, the evaluating competent authority
shall not make an assessment of the quality or the
adequacy of the data or justifications submitted.

The evaluating competent authority shall, as soon as
possible after the Agency has accepted an application,
inform the applicant of the fees payable under Article
80(2) and shall reject the application if the applicant
fails to pay the fees within 30 days. It shall inform the
applicant accordingly.

Where the evaluating competent authority considers
that the application is incomplete, it shall inform the
applicant what additional information is required for
the evaluation of the application and shall set a
reasonable time limit for the submission of that
information. That time limit shall not normally exceed
90 days.

The evaluating competent authority shall, within 30
days of receipt of the additional information, validate
the application if it determines that the additional
information submitted is sufficient to comply with the
requirement laid down in paragraph 3.

The evaluating competent authority shall reject the
application if the applicant fails to submit the
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requested information within the deadline and shall
inform the applicant accordingly. In such cases, part
of the fees paid in accordance with Article 80(1) and
(2) shall be reimbursed.

On validating the application in accordance with
paragraph 3 or 4, the evaluating competent authority
shall, without delay, inform the applicant, the Agency
and other competent authorities accordingly,
indicating the date of the validation.

An appeal may be brought, in accordance with Article
77, against decisions of the Agency under paragraph 2
of this Article.

44,

Evaluation of applications

The evaluating competent authority shall, within 365
days of the validation of an application, evaluate it in
accordance with Article 19, including, where relevant,
any proposal to adapt data requirements submitted in
accordance with Article 21(2), and send an
assessment report and the conclusions of its
evaluation to the Agency.

Prior to submitting its conclusions to the Agency, the
evaluating competent authority shall provide the
applicant with the opportunity to provide written
comments on the conclusions of the evaluation within
30 days. The evaluating competent authority shall
take due account of those comments when finalising
its evaluation.

Where it appears that additional information is
necessary to carry out the evaluation, the evaluating
competent authority shall ask the applicant to submit
such information within a specified time limit, and
shall inform the Agency accordingly. The 365-day
period referred to in paragraph 1 shall be suspended
from the date of issue of the request until the date the
information is received. However, the suspension
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shall not exceed 180 days in total other than in
exceptional cases and where justified by the nature of
the information requested.

Within 180 days of receipt of the conclusions of the
evaluation, the Agency shall prepare and submit to the
Commission an opinion on the authorisation of the
biocidal product.

If the Agency recommends the authorisation of the
biocidal product, the opinion shall contain at least the
following elements:

(a) a statement on whether the conditions laid down in
Article 19(1) are fulfilled, and a draft summary of
biocidal product characteristics, as referred to in
Article 22(2);

(b) where relevant, details of any terms or conditions
which should be imposed on the making available on
the market or use of the biocidal product;

(c) the final assessment report on the biocidal product.

Within 30 days of submitting its opinion to the
Commission, the Agency shall transmit to the
Commission, in all the official languages of the
Union, the draft summary of the biocidal product
characteristics, as referred to in Article 22(2), where
applicable.

On receipt of the opinion of the Agency, the
Commission shall adopt either an implementing
regulation granting the Union authorisation to the
biocidal product or an implementing decision stating
that the Union authorisation of the biocidal product
has not been granted. Those implementing acts shall
be adopted in accordance with the examination
procedure referred to in Article 82(3).

The Commission shall, at the request of a Member
State, decide to adjust certain conditions of a Union
authorisation specifically for the territory of that
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Member State or decide that a Union authorisation
shall not apply in the territory of that Member State,
provided that such a request can be justified on one or
more of the grounds referred to in Article 37(1).
45, SECTION 2 - HIT |HenpenocuBo u3 pasiora mro ce

Renewal of Union authorisations
Submission and acceptance of applications

An application by or on behalf of an authorisation
holder wishing to seek the renewal of a Union
authorisation shall be submitted to the Agency at least
550 days before the expiry date of the authorisation.

When applying for renewal, the applicant shall
submit:

(a) without prejudice to Article 21(1), all relevant data
required under Article 20 that it has generated since
the initial authorisation or, as appropriate, previous
renewal; and

(b) its assessment of whether the conclusions of the
initial or previous assessment of the biocidal product
remain valid and any supporting information.

The applicant shall also submit the name of the
competent authority of the Member State that it
proposes should evaluate the application for renewal
and provide written confirmation that that competent
authority agrees to do so. That competent authority
shall be the evaluating competent authority.

The Agency shall inform the applicant of the fees
payable to it under Article 80(1) and shall reject the
application if the applicant fails to pay the fees within
30 days. It shall inform the applicant and the
evaluating competent authority accordingly.

Upon receipt of the fees payable to it under Article
80(1), the Agency shall accept the application and
inform the applicant and the evaluating competent

pamu o oapendu Koja ce OJHOCH
Ha TIOCTYIaK KOjU C€ CIPOBOIH
LIEHTpaJIM30BaHO Ha HUBOY EVY, a
HE TOjeMHAYHO Y JprKaBama
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authority accordingly, indicating the date of
acceptance.

An appeal may be brought, in accordance with Article
77, against decisions of the Agency under paragraph 3
of this Article.

46.

Evaluation of applications for renewal

On the basis of an assessment of the available
information and the need to review the conclusions of
the initial evaluation of the application for Union
authorisation or, as appropriate, the previous renewal,
the evaluating competent authority shall, within 30
days of the Agency accepting the application in
accordance with Article 45(3), decide whether, in the
light of current scientific knowledge, a full evaluation
of the application for renewal is necessary.

Where the evaluating competent authority decides that
a full evaluation of the application is necessary, the
evaluation shall be carried out in accordance with
paragraphs 1 and 2 of Article 44.

Where the evaluating competent authority decides that
a full evaluation of the application is not necessary, it
shall, within 180 days of the Agency accepting the
application, prepare and submit to the Agency a
recommendation on the renewal of the authorisation.
It shall provide the applicant with a copy of its
recommendation.

The evaluating competent authority shall, as soon as
possible after the Agency has accepted the
application, inform the applicant of the fees payable
under Article 80(2) and shall reject the application if
the applicant fails to pay the fees within 30 days. It
shall inform the applicant accordingly.

Within 180 days of receipt of a recommendation from
the evaluating competent authority, the Agency shall
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prepare and submit to the Commission an opinion on
the renewal of the Union authorisation.

On receipt of the opinion of the Agency, the
Commission shall adopt either an implementing
Regulation to renew the Union authorisation or an
implementing decision to refuse to renew the Union
authorisation. Those implementing acts shall be
adopted in accordance with the examination
procedure referred to in Article 82(3).

The Commission shall renew a Union authorisation,
provided that the conditions set out in Article 19 are
still satisfied.

Where, for reasons beyond the control of the holder of
the Union authorisation, no decision is taken on the
renewal of the authorisation before its expiry, the
Commission shall grant the renewal of the Union
authorisation for the period necessary to complete the
evaluation by means of implementing acts. Those
implementing acts shall be adopted in accordance
with the advisory procedure referred to in Article
82(2).

47.1.

CHAPTER IX

CANCELLATION, REVIEW AND AMENDMENT
OF AUTHORISATIONS

Obligation for notification of unexpected or adverse
effects

On becoming aware of information concerning the
authorised biocidal product, or the active substance(s)
it contains, that may affect the authorisation, the
holder of an authorisation shall without delay notify
the competent authority that granted the national
authorisation and the Agency or, in the case of a
Union authorisation, the Commission and the Agency.

In particular, the following shall be notified:

0.1.
30.1

Hocunaiy omoOpemwa, HOCHJIAIl peliema O YIHCY
OuonuaHOr mnpomsBoAa y IIpuBpeMeHy JHCTy u
HOCHJIAI] pelleka 0 pU3HaBamky o0no0pema IyXaH je
Ja MuHHMCTapcTBO OJMax MO casHamy 00aBeCTH O
HOBUM II0/IalIUMa KOje Ce 0JJHOCE Ha:

1) HexemeHe edeKTe aKTHBHE CYICTAaHIE WIH
OMOLMIHOT TPOM3BOJA Ha JbyAe, HAPOYUTO Ha
OCeTJbUBE TpyIe, Ha JKUBOTHIE WM Ha JKUBOTHY
CpeuHy;

2) moryhHOCT pa3Boja pE3UCTCHIMje Ha aKTHBHY
CYIICTaHILY;

3) HeZOBOJbHY €PUKACHOCT OHOIMIHOT IPOHU3BO/IA.

Iy
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(a) new data or information on the adverse effects of
the active substance or biocidal product for humans,
in particular vulnerable groups, animals or the
environment;
(b) any data indicating the potential of the active
substance for the development of resistance;
(c) new data or information indicating that the
biocidal product is not sufficiently effective.

47.2. The competent authority that granted the national 0.1. AKO y TIOCTYIIKY 3a NpOJykKeme Baxewma onobpemwa| IIY |VcwraheHo je Ha HayMH 1a
authorisation or, in the case of a Union authorisation, 31.2 OJIHOCHO pelieiba O NPU3HABakY 0J00pera U3 uiaHa nocrymak o06aBjba HAIMOHAIHH
the Agency, shall examine whether the authorisation 29. 0BOT 3aKOHA MJIM aKO Ha OCHOBY HOBHX IOJlaTaka HaJIJIC)KHH OpPTaH.
needs to be amended or cancelled in accordance with u3 uwiada 30. OBOT' 3aKOHAa MPOLECHH JAa OUOLMAHH
Article 48. MPOU3BO/ BUIIIC HE MCIyHaBa yclioBe u3 wi. 16 - 19.

u wi. 21, 26. u 27. 0BOT 3aKOHA; Jia je aKT Ha OCHOBY
Kor c¢ 6I/IOL[I/I,Z[HI/I Ipou3BOA YWHU JOOCTYIIHUM Ha
TPKULITY U KOPUCTU JOHET HA OCHOBY HETAYHUX WA
MOTPEIIHMX TOoJaTaka, OAHOCHO Ja JHWIEe U3 cTaBa 1.
OBOT WIaHa HE UCITylkaBa 00aBe3e yTBpheHe akToM Ha
OCHOBY KOT c€ OHOIMIHH MTPOU3BOJ YNHH JOCTYITHUM
Ha TPXKHUIITY W KOPUCTH WK 00aBe3e yTBpeHe OBUM
3aKOHOM, MI/IHI/ICTapCTBO MOXE aa:
1) HU3MCHU aKT Ha OCHOBY KOT' C€ 61/IOI_II/I£[HI/I IPOU3BOJ
YWHU JOCTYITHUM Ha TPXKUILTY U KOPUCTH,
2) JOHECE PCHICHKHEC O MNPECTAaHKY BaXXCHkha aKTa Ha
OCHOBY KOT c€ OHOIMIHH MPOU3BOJ] YNHH JOCTYITHUM
Ha TP)KHILUTY U KOPUCTH.

47.3. The competent authority that granted the national - HIT |HenpeHOoCHBO M3 pasjora IiTo ce

authorisation or, in the case of a Union authorisation,
the Agency, shall without delay notify competent
authorities of other Member States and, where
appropriate, the Commission of any such data or
information it receives.

Competent authorities of Member States that have
issued a national authorisation for the same biocidal
product under the mutual recognition procedure shall
examine whether the authorisation needs to be
amended or cancelled in accordance with Article 48.

pamx o
crpoBoljerme
yiaHcTBoM y EVY.

ompenbm umje je
YCIIOBJBEHO
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48.1. Cancellation or amendment of an authorisation 0.1. AKO y TIOCTYIIKY 3a NMpOJYKeHhe Baxewa omobpema | ITY
31.2 OHOCHO pellieiha O MPU3HaBamky 0J00peha U3 YiaHa
Without prejudice to Article 23, the competent 29. 0BOT 3aKOHA MJIM aKO Ha OCHOBY HOBHX IO/IaTaka
authority of a Member State or, in the case of a Union u3 wiana 30. OBOT 3aKOHA TIPOIEHH Ja OHOIMIHH
authorisation, the Commission shall at any time MPOM3BOJ] BHLIC HE HCIyHaBa yciose u3 wi. 16 - 19.
cancel or amend an authorisation it has granted where u wi. 21, 26. u 27. oBOT 3aKOHa; Ja je aKT Ha OCHOBY
it considers that: KOT ce OWOIMIHM MpPOU3BOJ YHWHH JOCTYIIHMM Ha
(a) the conditions referred to in Article 19 or, where TPKHUIITY ¥ KOPHCTH JIOHET HA OCHOBY HETAYHUX WITH
relevant, in Article 25 are not satisfied; MOTPEIIHUX M0JIaTaKa, OJHOCHO Jia JIMIle U3 craBa 1.
(b) the authorisation was granted on the basis of false OBOT YJIaHa He MCITyHhaBa 00aBe3e yTrBpheHe akToM Ha
or misleading information; or OCHOBY KOT' c€ OMOIMIIHY POM3BO/] YHHH JOCTYITHUM
(c) the authorisation holder has failed to comply with Ha TPXKHUIITY U KOPUCTH WK 00aBe3e yTBpheHe oBUM
its obligations under the authorisation or this 3aKOHOM, MHHHCTAapCTBO MOXKE Jia:
Regulation. 1) U3MeHH aKT Ha OCHOBY KOT ce OHOLHMIHK TPOU3BOJL
YUHU JOCTYITHUM HA TPXKHUIITY U KOPHUCTH;
2) JnoHece pelielke O MPECTaHKy BaKema aKTa Ha
OCHOBY KOT' ¢ OHOLMAHN IPOU3BOJ IUHH JOCTYITHHM
Ha TP)KHIUTY ¥ KOPUCTH.
48.2. | Where the competent authority or, in the case of a 0.1. VY moctynky u3 craBa 2. oBOr wiaHa Munucrapctso | ITY
Union authorisation, the Commission, intends to 31.3 obaBerTaBa HOCHOIA 0100pema, HOCHOIA PENIeha O
cancel or amend an authorisation, it shall inform the yIuCy GHOLMIHOT POoM3Bo/a y [IpuBpeMeHy IuCTy 1
authorisation holder thereof and give it the HOCHOIIa pellietba O MPU3HABaby 0100petha 0 HaMepH
opportunity to submit comments or additional Jla I3MEHH aKT Ha OCHOBY KOT c€ GHOIMIHHN IPOU3BO.I
information within a specified time limit. The YHHHU TOCTYITHUM Ha TPXKHIITY U KOPUCTH OJHOCHO 13
evaluating competent authority or, in the case of a JIOHECE PEIlEHE O TPECTAHKY BaXKEHa aKTa HA OCHOBY
Union authorisation, the Commission, shall take due KOI ce OWOIMAHM NPOW3BOJ YHHH JOCTYIIHHM Ha
account of those comments when finalising its TPKHUIITY W KOPHCTH U Jiaje My POK Jia Ce M3jJaCHH O
decision. YHELEHUIIAMA KOj€ CY OJ1 3Hauaja 32 OJIyYHBaLE.
48.3. Where the competent authority or, in the case of a - HIT |HenpenocuBo jep ce pamd o

Union authorisation, the Commission, cancels or
amends an authorisation in accordance with paragraph
1, it shall without delay notify the authorisation
holder, the competent authorities of other Member
States and, where relevant, the Commission.

Competent authorities that have issued authorisations
under the mutual recognition procedure for biocidal
products for which the authorisation has been
cancelled or amended shall, within 120 days of the
notification, cancel or amend the authorisations and

onpendu uwWje je crpoBoheme
YCIIOBJBEHO WwiIaHCTBOM y EV.
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shall notify the Commission accordingly.
In the case of disagreement between competent
authorities of certain Member States concerning
national authorisations subject to mutual recognition
the procedures laid down in Articles 35 and 36 shall
apply mutatis mutandis.
49. Cancellation of an authorisation at the request of the 0.1. MHUHHCTapCTBO AOHOCH PEIICHE O TPECTaHKy Bakewa | [IY
authorisation holder 33. aKTa Ha OCHOBY KO c€ OHOLHUIHH TPOM3BOJ YHHH
IOCTYIIHMM Ha TPXKHIITY W KOPHUCTH U y CIIy9ajy Kajaa
At the reasoned request of an authorisation holder, the ce aKTHBHA CYIICTAHIA Y TOM OHOLMIHOM IIPOU3BOIY
competent authority that granted the national ymuire y Jucry I 3a peneBanTHY BpCTy GHOLHMIHOT
authorisation or, in the case of Union authorisation, MPOU3BO/IA HIIM KaJa TO 3aXTeBa HOCHIALl 0J100peba,
the Commission shall cancel the authorisation. Where HOCHJIAI[ pelliehba O YIHCY OUOIMIHOT MPOU3BOJA Y
such a request concerns a Union authorisation, it shall IlpuBpeMeHy JIUCTY W HOCHJAI[ pCIICHa O
be submitted to the Agency. NPH3HABAY 0100pEerbHa.
50. Amendment of an authorisation at the request of the 0.1. Hocunany omoOpewa, Hocwial pemiewa o ymucy | JY | Pasnosu 3a JETUMHYHY
authorisation holder 32. OMOIMIHOT MNpOM3BOAa y IIpUBpEMEHY JHCTY W ycknaljeHoCT Hajmase ce 'y ToMe
HOCHWJIAI] pelleka 0 IpU3HaBamky o0noOpema dyXaH je mTO ce 3a CrhpoBoheme oOBOr
Amendments to the terms and conditions of an na G6e3 omaramsa MHHUCTapCTBY IMOJHECE 3aXTEB 3a nocrynka y EY kao jeman on
authorisation shall be made only by the competent W3MEHy ToJaraka JOCTaBbCHHX y  IOCTYIKY HajBOKHH]UX HHCTpyMeHaTa
authority that authorised the biocidal product JIOHOIIICa aKaTa Ha OCHOBY KOjHX C€ OWOIMAHH kopucti Perucrap 3a GuonmaHe
concerned, or in the case of a Union authorisation, by MPOU3BOJ] YWHHU JOCTYITHUM Ha TPXKHUIITY H KOPHUCTH. npousBoje  Kome PemyGnuka
the Commission. V3 3axTeB W3 cTaBa l. OBOT uiaHa J0CTaB/ba C€ CpOuja HEMa jOlI YBEK MPUCTYII
CIHCaK CBHX aKaTa Ha KOje C€ OJHOCH M3MEHa, OINC jep Huje ap>kaBa wiaHuna EY.
An authorisation holder seeking to change any of the W3MEHE U MPOIKCaHa JIOKyMEHTAIMja ca H3MEHEHUM OcuM Tora, BehuHa wu3MeHa
information submitted in relation to the initial noialuma. nojataka  JOCTaBJbEHUX Y
application for authorisation of the product shall apply AKO 3axTeB M JOKyMEHTaluja u3 CT. 1. u 2. oBOr MOCTYIKY JIOHOIICHka aKara Ha
to the competent authorities of relevant Member YjaHa HHje MOTMyHa, MHHHCTApCTBO OOaBelITaBa OCHOBY KOjUX C€ OWOLMAHH
States having authorised the biocidal product MOHOCHOIIA 3aXTeBa Jia MCTEe JOMYHH Y POKy on 30 NPOU3BOJM YHHE JOCTYIIHHUM Ha
concerned, or in the case of a Union authorisation, the JlaHa OJ] JaHa J0CTaB/baba 00aBENITEHA. TPXKUIITY ¥ KOPHUCTE OJ 3Hayaja
Agency. Those competent authorities shall decide, or, MHUHHCTAPCTBO BPIIM TMPOLCHY Ja JH OHOLMIAHH je 3a BpUICHE HWHCIEKIH]CKOT
in the case of a Union authorisation, the Agency shall MPOU3BOJ M [laJbe MCITyhaBa ycioBe u3 wi. 16 - 19. u Haa30pa u 300T TOra OBe W3MEHEe
examine and the Commission decide whether the qi. 21, 26. u 27. OBOT 3aKOHA W Ja JH je HOTPeOHO MOpajy 1a ce MpujaBe OaMax H
conditions of Article 19 or, where relevant, Article 25 HU3MEHUTH aKT Ha OCHOBY KOT C€ OMOLUIHH MPOU3BOJ 6e3 3Ha4aja je a JU ce pagd o
are still met and whether the terms and conditions of YMHHU JOCTYITHUM Ha TPXKUIITY M KOPUCTH U JIOHOCH aJIMUHUCTPATUBHAM, MAFbUM HITH
the authorisation need to be amended. OJUTYKY TI0 3aXT€BY M3 CTaBa l. OBOT ullaHa y POKY 110 BehiM MMpoOMeHaMa jep MOCTYIaK
120 nana o naHa npHjeMa NOTIIYHE JOKYMEHTALHje. KOJ Hac Mopa OMTH HCTH 3a CBe.
The application shall be accompanied by the fees
payable under Article 80(1) and (2). 34.6 3a mpoleHy HOBHX TMojJaTaka W3 wiaHa 31. oBor
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An amendment to an existing authorisation shall fall
under one of the following categories of changes:
(a) administrative change;

(b) minor change; or

(c) major change.

3aKOHa, Kao U MPOLEHY JOKyMEHTAalHje 3a 0100peme
H“3MeHe U3 wiaHa 32. oBor 3akoHa Iaha ce Takca.

51.

Detailed rules

In order to ensure a harmonised approach to the
cancellation and amendment of authorisations, the
Commission shall lay down detailed rules for the
application of Articles 47 to 50 by means of
implementing acts. Those implementing acts shall be
adopted in accordance with the examination
procedure referred to in Article 82(3).

The rules referred to in the first paragraph of this
Article shall be based, inter alia, on the following
principles:

(a) a simplified notification procedure shall be applied
for administrative changes;

(b) a reduced evaluation period shall be established
for minor changes;

(c) in the case of major changes, the evaluation period
shall be proportionate to the extent of the proposed
change.

HIT

HemnpenocuBo u3 pasiora mTo ce
panu o oBnamhewy Komucuje.

52.

Period of grace

Notwithstanding Article 89, where the competent
authority or, in the case of a biocidal product
authorised at Union level, the Commission, cancels or
amends an authorisation or decides not to renew it, it
shall grant a period of grace for the making available
on the market and use of existing stocks, except in
cases where continued making available on the market
or use of the biocidal product would constitute an
unacceptable risk to human health, animal health or

0.1.
34.

VY akty u3 un. 31. u 33. oBor 3akoHa yTBphyje ce pok
y KOMe ce OHOIHMOHM TPOW3BOA MOXE YHHHUTH
NOCTYIIHAM Ha TPXHUIITY H POK Kopumhema
nocrojehinx 3anuxa.

Pok u3 craBa 1. oBOT 4jaHa HE MOXKe OMTH IyKH O]
180 nmana 3a uMIEHE JOCTYNHHMM Ha TPXKHUIITY
OWOIMIAHOT TMpou3BoAa u momatHux 180 maHa 3a
kopumheme noctojehnx 3ajmxa OHMOLMIHOT
MPOU3BO/IA.

M3yzerno on craBa 1. oBor wiana MwuHHCTapcTBO
MOXKE HAJIOKHUTH J1a Ce OAMax IOBy4e OWOLMIHU

Iy
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the environment. MPOU3BOJ aKO OW Jajbe UYHICHC JOCTYIHHM Ha
TPKUIITY Wid  Kopuimhewme TOr  OHOLKMAHOT
The period of grace shall not exceed 180 days for the MPOU3BOJA MPE/CTABIBAIO HEMPUXBATIHUB PU3HK HA
making available on the market and an additional 31paBJbe JbYAHW, 3/paBJbe KUBOTHUHEA WIHM JKHBOTHY
maximum period of 180 days for the use of existing Cpe/iuHy.
stocks of the biocidal products concerned.
53. CHAPTER X - HIT |HenpenocuBo u3 pasiora mro ce

PARALLEL TRADE
Parallel trade

By way of derogation from Article 17, a competent
authority of a Member State (‘Member State of
introduction’) shall, at the request of the applicant,
grant a parallel trade permit for a biocidal product that
is authorised in another Member State (‘Member State
of origin’) to be made available on the market and
used in the Member State of introduction, if it
determines in accordance with paragraph 3 that the
biocidal product is identical to a biocidal product
already authorised in the Member State of
introduction (‘the reference product’).

The applicant who intends to place the biocidal
product on the market in the Member State of
introduction shall submit the application for a parallel
trade permit to the competent authority of the Member
State of introduction.

The application shall be accompanied by the
information referred to in paragraph 4 and all other
information necessary to demonstrate that the biocidal
product is identical to the reference product as defined
in paragraph 3.

Where the competent authority of the Member State
of introduction determines that a biocidal product is
identical to the reference product, it shall grant a
parallel trade permit within 60 days of receipt of the
fees payable under Article 80(2). The competent

panu 0 TOCTYIIKy 4YHje je
cnpoBoheme YCIIOBJBEHO
yiaHcTBOM y EY.
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authority of the Member State of introduction may
request from the competent authority of the Member
State of origin additional information necessary to
determine whether the product is identical to the
reference product. The competent authority of the
Member State of origin shall provide the requested
information within 30 days of receiving the request.

A biocidal product shall be considered as identical to
the reference product only if all the following
conditions are met:

(a) they have been manufactured by the same
company, by an associated undertaking or under
license in accordance with the same manufacturing
process;

(b) they are identical in specification and content in
respect of the active substances and the type of
formulation;

(c) they are the same in respect of the non-active
substances present; and

(d) they are either the same or equivalent in packaging
size, material or form, in terms of the potential
adverse impact on the safety of the product with
regard to human health, animal health or the
environment.

An application for a parallel trade permit shall include
the following information and items:

(a) name and authorisation number of the biocidal
product in the Member State of origin;

(b) name and address of the competent authority of
the Member State of origin;

(c) name and address of the authorisation holder in the
Member State of origin;

(d) original label and instructions for use with which
the biocidal product is distributed in the Member State
of origin if it is considered as necessary for the
examination by the competent authority of the
Member State of introduction;

(e) name and address of the applicant;

(f) name to be given to the biocidal product to be
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distributed in the Member State of introduction;

(9) a draft label for the biocidal product intended to be
made available on the market in the Member State of
introduction in the official language or languages of
the Member State of introduction, unless that Member
State provides otherwise;

(h) a sample of the biocidal product which is intended
to be introduced if it is considered as necessary by the
competent authority of the Member State of
introduction;

(i) name and authorisation number of the reference
product in the Member State of introduction.

The competent authority of the Member State of
introduction may require a translation of the relevant
parts of the original instructions for the use referred to
in point (d).

The parallel trade permit shall prescribe the same
conditions for making available on the market and use
as the authorisation of the reference product.

The parallel trade permit shall be valid for the
duration of authorisation of the reference product in
the Member State of introduction.

If the authorisation holder of the reference product
applies for cancellation of authorisation in accordance
with Article 49 and the requirements of Article 19 are
still fulfilled, the validity of the parallel trade permit
shall expire on the date on which the authorisation of
the reference product would normally have expired.

Without prejudice to specific provisions in this
Article, Articles 47 to 50 and Chapter XV shall apply
mutatis mutandis to biocidal products made available
on the market under a parallel trade permit.

The competent authority of the Member State of
introduction may withdraw a parallel trade permit if
the authorisation of the introduced biocidal product is
withdrawn in the Member State of origin because of
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safety or efficacy reasons.

54,

CHAPTER XI

TECHNICAL EQUIVALENCE
Assessment of technical equivalence

Where it is necessary to establish the technical
equivalence of active substances, the person seeking
to establish that equivalence (‘the applicant’) shall
submit an application to the Agency.

The applicant shall submit all data that the Agency
requires to assess technical equivalence.

The Agency shall inform the applicant of the fees
payable under Article 80(1) and shall reject the
application if the applicant fails to pay the fees within
30 days. It shall inform the applicant accordingly.

After giving the applicant the opportunity to submit
comments, the Agency shall take a decision within 90
days of receipt of the application referred to in
paragraph 1 and shall communicate it to Member
States and to the applicant.

Where, in the opinion of the Agency, additional
information is necessary to carry out the assessment
of technical equivalence, the Agency shall ask the
applicant to submit such information within a time
limit specified by the Agency. The Agency shall reject
the application if the applicant fails to submit the
additional information within the specified time limit.

The 90-day period referred to in paragraph 4 shall be
suspended from the date of issue of the request until

the information is received. The suspension shall not
exceed 180 days except where justified by the nature

HIT

HenpenocuBo u3 pasnora mro ce
pazu o oapendu Koja ce OJHOCH
Ha TOCTYHAaK KOjH Ce CIIPOBOIHU
LIEHTpaIn30BaHO Ha HUBOY EVY, a
HEe TI0jeMHaYHO Y JprKaBama
YJlaHWI[AMa, W YKJbydyje CBe
npxxase wianuie EY, Eporicky
areHIMjy 3a XEMHUKaidje |
EBpormcky komuchjy.
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of the data requested or in exceptional circumstances.
Where appropriate, the Agency may consult the
competent authority of the Member State which acted
as the evaluating competent authority for the
evaluation of the active substance.
An appeal may be brought, in accordance with Article
77, against decisions of the Agency under paragraphs
3, 4 and 5 of this Article.
The Agency shall draw up technical guidance notes to
facilitate the implementation of this Article.
55.1. CHAPTER XII 0.1. Y  cnyuajy  HempenBuljieHe mojaBe mTetHHX | JIY | VcekmaheHo je Ha HauMH Ja
35. opraHu3amMa KOjH HE MOTy OHTH KOHTPOJHCAHU MOCTYNaK 00aBJba HAIMOHAIHU
DEROGATIONS JIPYTUM CPEJCTBUMA MM OHOLUAHUM MPOU3BOIOM 32 HauieKkHd oprad. Jleo koju ce
Derogation from the requirements KOjU je JIOHET aKT Ha OCHOBY KO Ce OHOUMIHH OJJHOCH Ha TMOCTyNaK 4YHje je
MPOHM3BOJ YMHH JOCTYITHUM Ha TP)KHUINTY M KOPHCTH, cripoBoljerme YCIOBJBEHO
By way of derogation from Articles 17 and 19, a MOXE Ce JIOHETH MPUBPEMEHA J03BOJIA 3a UHHCHC uyianctBoM y EY Huje morao
competent authority may permit, for a period not JOCTYITHUM Ha TPXKHIITY WIH KOpUIherme OHOLHIHOT OUTH Ipey3erT.
exceeding 180 days, the making available on the npou3Boja (y 1ajbeM TEKCTY: TIPUBPEMEHA JI03BOJIA).
market or use of a biocidal product which does not 3a JOHOLICHE MPUBPEMEHE [03BOJIC IpOoH3BOhay,
fulfil the conditions for authorisation laid down in this YBO3HHUK WJIM KOPHUCHHK OHOIMIHOT TPOM3BOMA
Regulation, for a limited and controlled use under the MOIHOCH 3aXTeB MUHHCTAPCTBY.
supervision of the competent authority, if such a AKO 3axTeB M3 CTaBa 2. OBOl 4IAHA T[OJHOCH
measure is necessary because of a danger to public npousBohau koju Hema cemumre y PemyGnuim
health, animal health or the environment which cannot CpOuju 3axTeB ce MOXeE MOJHETH MPEKO 3aCTYIHHKA,
be contained by other means. OJIHOCHO TpEJCTABHUKA KOjH WMa CEIMINTe Yy
Peny6mmmm  CpOuju W KOju je OAroBOpaH 3a
The competent authority referred to in the first UCIYHEHE CBHX 00aBe3a MPOMUCAHUX OBUM 3aKOHOM.
subparagraph shall, without delay, inform the other 3acTynHuK npousBohaua U3 craBa 3. OBOT 4iaHa Mopa
competent authorities and the Commission of its HMaTH YroBOp O 3acCTylamy KOjHM Ce HapOYHTO
action and the justification for it. The competent yTBpljyje U OCHUrypaBa OATOBOPHOCT 3a €BEHTYaHE
authority shall, without delay, inform the other mrere Koje HacrtaHy KopuiihemeM OHOIMIHOT
competent authorities and the Commission of the Ipon3Boja Ha Teputopuju Pemybmuke Cpouje.
revocation of such action. Ha 3axteB MuHucTapcTBa MOJHOCHIIALl 3aXTE€Ba 3a
HPHUBPEMEHY JI03BOJIYy AYXaH je Ia JOCTaBH y30paK
On receipt of a reasoned request from the competent OUOILIMIHOT IPOM3BOJIA.
authority, the Commission shall, without delay and by
means of implementing acts, decide whether, and 36. V3 3axTeB 3a JOHOIIEHE INPUBPEMEHE JI03BOJIE
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under what conditions, the action taken by that
competent authority may be extended, for a period not
exceeding 550 days. Those implementing acts shall be
adopted in accordance with the examination
procedure referred to in Article 82(3).

JOCTaBJbajy ce: TMOJAallM O HJICHTUTETY aKTHBHE
CYNCTaHLE ¥ OWOLMIHOT MPOHM3BOJA; MOAALU O
mpousBohady aKTUBHE CYICTaHIE © OHOLWAHOT
MIPOM3BOJa; BPCTa OUOIMIHOT IPOU3BOJIA; ITyH CacTaB
OMOIMIHOT TIPOM3BOAA; IOJAIM O TIpeaBHleHOM
HaunHy Kopummhema; NHOJalM O KiIacH(pHKaIHjH,
obenexaBarmby U MAKOBamy; IOJAIN O e(pHKACHOCTH
OMOLIMIAHOT TPOU3BOJA; TMOJAIM O HOTPEeOHUM
KOJIMYMHAMa ¥ O JHOUMa Koja he KopHcTUTH
OMOLMTHU TIPOM3BOA, Ka0 M IPEIUIOr CHCTEMAaTCKOT
npahema kopuihema TOr OHOLUIHOT IPOU3BOA.
Iogarmm o edukacHOCTH OHONMIHOT INPOM3BOJA W3
cTaBa 1. OBOr WiaHa JIOCTaBJbajy ceé MUHHCTApCTBY
Ha CPIICKOM je3UKy WM Ha CHIJIECKOM je3HKYy Kao
JEITHOM OJ1 je3uKa y ciryx0eHoj ynotpeou y EY.
MuHHCTapCTBO Ha OCHOBY ()OpMajHEe MpOLEHE
nmojaraka M3 crasa l. OBOI 4JaHa JOHOCH
MpUBpPEMEHY I03BONTy Y poky on 30 maHa onx naHa
npujeMa NOTIyHe JOKyMEHTaIHje.

Y npuBpeMeHo] M03BoNM ojpeljyjy ce yclIoBH 3a

OTPaHUYCHO u KOHTPOJIUCAHO Kopuinheme
OUOIMIHOT MPOU3BO/A, M TO: KOJMYHMHE, TaH MOYETKA
kopuihema; noapydyje kopurrhema; HA4YMH

kopumherma;  HauMH  cHcTeMarckor  npahema
kopuimhema; Ha3WB JIMIA Koje he KOPHUCTHTH H POK
kopumhema.

Pok Baxewma NpUBpPEMEHE J/03BOJE HE MOXE OHTH
nyxu o 180 nana.

3a ¢opmanHy NpolLeHy MojaTaka M3 craBa l. oBOT
yiaHa maha ce Takca.

Ha akt u3 craBa 3. OBOT 4iaHa MOXE Ce€ H3jaBHUTH
xanda Bnanu.

Pemierme U3 craBa 7. OBOT 4WiaHa je KOHAYHO M IMPOTHUB
Bera MOXKe Ce TIOKPEHYTH yIPaBHH CIIOP.

KopurcHuk OnonmmHOT MpoW3BOJa 32 KOjU je H31ara
NpUBpPEMEHA JI03BOJIA JAyXaH je Ja ce IpHApKaBa
yCJIOBa 32 OrPaHMYECHO M KOHTPOJHMCAHO KopHUIheme
OUOLIMTHOT IPOM3BO/IA U3 JI03BOJIE.
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55.2.

By way of derogation from point (a) of Article 19(1)
and until an active substance is approved, competent
authorities and the Commission may authorise, for a
period not exceeding three years, a biocidal product

containing a new active substance.

Such a provisional authorisation may be issued only
if, after dossiers have been evaluated in accordance
with Article 8, the evaluating competent authority has
submitted a recommendation for approval of the new
active substance and the competent authorities which
received the application for the provisional
authorisation or, in the case of a provisional Union
authorisation, the Agency, consider that the biocidal
product is expected to comply with points (b), (c) and
(d) of Article 19(1) taking into account the factors set
out in Article 19(2).

If the Commission decides not to approve the new
active substance, the competent authorities which
granted the provisional authorisation or the
Commission shall cancel that authorisation.

Where a decision on the approval of the new active
substance has not yet been adopted by the
Commission when the period of three years expires,
the competent authorities which granted the
provisional authorisation, or the Commission, may
extend the provisional authorisation for a period not
exceeding one year, provided that there are good
reasons to believe that the active substance will satisfy
the conditions laid down in Article 4(1) or, where
applicable, the conditions set out in Article 5(2).
Competent authorities which extend the provisional
authorisation shall inform the other competent
authorities and the Commission of such action.

HIT

HenpeHocuBo U3 pasiora IITo ce
panu 0 TOCTYIIKYy uYHje je
crpoBoheme YCIIOBJBEHO
yiaHcTBoM y EVY.

55.3.

By way of derogation from point (a) of Article 19(1),
the Commission may, by means of implementing acts,
allow a Member State to authorise a biocidal product
containing a non-approved active substance if it is

HII

Henpenocuso u3 pasnora mro ce
panu o oBnamhewy Komucuje.
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satisfied that that active substance is essential for the
protection of cultural heritage and that no appropriate
alternatives are available. Those implementing acts
shall be adopted in accordance with the advisory
procedure referred to in Article 82(2). A Member
State wishing to obtain such a derogation shall apply
to the Commission, providing due justification.

56.1-3

Research and development

By way of derogation from Article 17, an experiment
or a test for the purposes of scientific or product and
process-orientated research and development
involving an unauthorised biocidal product or a non-
approved active substance intended exclusively for
use in a biocidal product (‘experiment’ or ‘test’) may
take place only under the conditions provided for in
this Article.

Persons carrying out an experiment or test shall draw
up and maintain written records detailing the identity
of the biocidal product or active substance, labelling
data, quantities supplied and the names and addresses
of those persons receiving the biocidal product or
active substance, and shall compile a dossier
containing all available data on possible effects on
human or animal health or impact on the environment.
They shall make this information available to the
competent authority on request.

Any person intending to carry out an experiment or
test that may involve, or result in, release of the
biocidal product into the environment shall first notify
the competent authority of the Member State where
the experiment or test will occur. The notification
shall include the identity of the biocidal product or
active substance, labelling data and quantities
supplied, and all available data on possible effects on
human or animal health or impact on the environment.
The person concerned shall make available any other
information requested by the competent authorities.

0.1.
37.

BuonnaHn mpou3Bo. 3a KOjU HUje JOHET aKkT U3 YWiaHa
9. OBOT 3aKOHAa WJIM aKTHBHA CYICTaHIa KOja HHje
ynucana y Jlucry I, Jlucty la, IIporpam 3a ymuc,
Jlucry 3a yxspyunBamwe y Ilporpam wn y Jlucry 11 3a

peeBaHTHY BpCTY OHMOLMAHOr  MPOHM3BOJA, &
HAMEHCHA je HCKJBYYMBO 3a Kopumheme Yy
OMOLIMTHOM TPOW3BOLY, MOXE Ja C€ YHHH

JNOCTYITHMM Ha TPXKUIITY caMO paau Kopumhema y
CKCIIEPUMEHTY WJIM HCIUTUBAIKY 3a CBPXE HAYYHOT
UCTpaXMBaka M pa3Boja WIM IPOM3BOJ M IpoLec-
OpHjEHTUCAHOT HCTPAXKUBaba M Pa3Boja.

3a YMmBEemE OOCTYNHHM HAa TPXHUIITY OHOLHAIHOT
NpoM3BOJa M3 CTaBa 1. OBOT wWwiaHa MUHHCTapCTBO
JIOHOCH TTOTBPY.

3a JOoHOIIEHE MHOTBpIE M3 CTaBa 2. OBOT YiaHa
npousBolhay, YBO3HMK WIM KOPUCHUK OHOIMIHOT
MIPOM3BOJA MOJHOCH 33aXTEB U JIOCTaBJba MOJATKE O
UJICHTUTETY aKTUBHE CYICTaHIE W OHOLHIHOT
NPOU3BOJIA; TOJATKE O IYHOM CacTaBy OHMOL[MIHOT
MPOU3BOJA; TMOAaTKe O olenexaBamy OHOLMAHOT
MPOU3BO/A; MMOJIATKE O IUIAHUPAHO] KOJMYMHHE Koja he
Cce YMHHUTH JOCTYIIHOM Ha TPXKUIITY; IIOJaTKe O
JTUIUMa Koja he KOpUCTHTH OMOLMIHM TPOHM3BOI;
JOCTyIHe mojatke o MoryhumM edexrnma OuormaHOT
MPOM3BOJA HA 3/PaBJbE JbYAM WIH JKUBOTHIbA MIIH
yTHILA]y Ha )KMBOTHY CPEIMHY, Ka0 U O IUIAHUPAHOM
JIaTyMy IOYeTKa M 3aBpIIETKa EeKCIEePUMEHTa I
UCIIUTHBAmA.

AKO 3axTeB M3 CTaBa 3. OBOI 4WIaHA IOJHOCH
npousBohau koju Hema ceaumre y PemyGamim
CpOuju 3aXxTeB ce MOXE MMOJHETH MPEKO 3aCTYIHHUKA,
OIHOCHO TpPEJCTaBHHKA KOjH HWMa CeIuIITe Yy
Penyomuim  CpOuju M KOjU je OAroBOpaH 3a

hing

VYcknaheHo je Ha HauMH J1a
nocrynak o6aBjba HALMOHAIHH
Ha[JIexHU opraH. [leo koju ce
OIHOCH Ha TOCTyMaK 4YHje je

crpoBoljeme

YCJIIOBJBEHO

ynanctBoM y EVY Huje Morao

OuTH TIpey3er.
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HCIYHBEHhe CBUX 00aBe3a MPOIHCAHNX OBUM 3aKOHOM.
In the absence of an opinion from the competent 3acTynHUK Ipor3Bohaya U3 cTaBa 4. OBOT WiaHa MOpa
authority within 45 days of the notification referred to HMATH YrOBOPp O 3aCTylamy KOjHM C€ HapO4UTO
in the first subparagraph, the notified experiment or yTBpljyje U OcHUrypaBa OATOBOPHOCT 3a €BEHTYaIHE
test may take place. mreTe Koje HacTaHy KopuimhemeM OHOIMITHOT
If the experiments or tests could have harmful effects, nmpou3Bo/ia Ha Teputopuju Penybnuke Cpouje.
whether immediate or delayed, on the health of MuHHCTap TPOIKCYje CaapKUHY 3aXTeBa U3 CTasa 3.
humans, particularly of vulnerable groups, or animals, OBOT" WJIaHa.
or any unacceptable adverse effect on humans, Jluua Koja BpINE EKCIEPUMEHT WM HMCIUTUBAE
animals or the environment, the relevant competent Iy’)KHA Cy Jla CaydHe M3BElITa] ca JeTaJbHUM
authority of the Member State concerned may prohibit MoJIallMa O WJICHTUTETY OUOIMAHOT TPOU3BOJA WITH
them or allow them subject to such conditions as it aKTUBHE CYIICTaHIle; MmojaiuMa o obesexaBamy,
considers necessary to prevent those consequences. Ha0aBJbCHHM KONMUMHAMA, JHMIMMA Koja he uX
The competent authority shall, without delay, inform KOPHCTHTH, Ka0 U JOCTYIHHM MOAanuMa o Moryhum
the Commission and other competent authorities of its edexTHMa aKTHBHE CYICTaHIEC WIH OWOIMAHOT
decision. MPOU3BOJA HA 3/PABJbE JbYAH HJIM KUBOTHEGA WIH

YTHIAjy Ha KUBOTHY CPSIANHY.

Jluma Kkoja BpIIe EKCICPUMEHT WM HCIHTHBAE

Oy)XHa Cy Ja J0OCTaBe W3BEUITa] M3 CTaBa /. OBOT

4iaHa MUHHCTapCTBY Ha FHEroB 3aXTEB.

38. Axo mpu kopumhewy OHOIMAHOT NPOU3BOJA U3

yiana 37. cTaB 1. OBOr 3aKOHa MOXe Ja jaohe 1o
HCIyIITama OWOIMIHOT TIPOM3BOJA Y JKUBOTHY
CcpeAuHy, JHIE KOje HamepaBa Ja  H3BPIIA
eKCIIePHUMEHT WITH MCIHUTHBALE TY)KHO j€ [ TOJHECe
MUHHCTapCTBY 3aXTEB 3a JOHOIICHE J03BOJIC 3a Taj
eKCIIePHUMEHT HIJI UCTIUTHBAbE.

MuHHCTap HpONHCYje CaapKUHYy 3aXTeBa U3 crasa 1.
OBOT 4WIaHa.

V3 3axTeB U3 cTaBa 1. OBOr WiaHa JOCTaBJbajy ce
MOJIAl O HMICHTHTETY OMOLMIHOT MPOW3BOJA WIIU
aKTUBHE CYICTAHIlE, MOJAl O O0elexaBamy Hu
Ha0aBJFEHUM KOJIMYMHAMA, KA0 U JIOCTYITHHU MMOJAIH O
moryhuM edexTnMa aKkTHBHE CYICTaHIE WIH
OMOLMIHOT TPOM3BOJA HA 3/paBjbe JbydH HIH
KHUBOTUHA WIM YTHIAJy Ha JKHBOTHY CpEIMHY;
HO/IallY O IJTAHUPAHOM JIaTyMy IOYeTKa M 3aBpLIeTKa
CKCIIEPUMEHTA WJIM MCIIUTUBAB:A, nnaHy U HaMCHHU
CKCIIEPUMEHTAa MWJIM HCIUTHBAKbA, npaheH,y TOKa
eKCIIepPHMEHTA WITH UCITHUTUBAbA; MOAAIN O CTPYYHO]
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0CTI0COOJFEHOCTH JIMIA KOja BpIIE EKCIIEPUMEHT WIIH
UCIUTHBAaKkE, KAa0 M IMOJAIM O ONPEMH OJHOCHO
MOCTPOjelby M YCIOBMMA 3a BPIICHE EKCIICPUMEHTA
WY NCTINTHBAbA.

AXO Ha OCHOBY IIPOILICHE IOJlaTaka M3 cTaBa 3. OBOT
ynaHa MHHHCTapCcTBO OIIEHHM Ja EKCIEPUMEHT WIIH
HCTIUTUBAKkE MPENCTaBba  IIPUXBATIEUB  PH3UK,
JOHOCH [JO3BOJIy 3a Taj EKCIICPUMEHT WIM TO
UCIIUTHBAE.

AKO eKCHEepUMEHT WM HCIUTHBAKHE MOXE HMAaTH
TPEHYTHE WJIM OJUIOXKEHE LITeTHE e(eKTe Ha 3/1paBibe
JbyIH, HAPOUUTO OCETJBHMBHUX TpyNa WM JXHBOTHHA
WIM HENpPUXBATJbUBE HEXesbeHe edexre Ha Jbyzne,
JKMBOTHESE WM JXHBOTHY CpeIWHYy, MHHHCTapCTBO
MOXe J1a 3a0paHy eKCIIEPUMEHT WM HCITUTHBAE MITH
Ja y J03BOJIM Jia MPONHIIE YciIoBe (HIp. KOJIUYMHA
OMOLIMIHOT MPOM3BOJA KOja CE MOXKE KOPHUCTHUTH,
BeIMYMHA TOJApYydYja Koje he ce TpeTwparu) mox
kojuma he ce BpIIMTH  EKCIEPHUMEHT WU
HCTIUTHBAE.

Hocunary 103B01e 32 €KCIIEPUMEHT WIIH HCIUTUBAE
Jy’aH je 1a ce IPUApIKaBa YCIOBa U3 J103BOJIE.

3a mpoleHy nojaraka u3 craBa 3. oBor wiaHa ruiaha
ce Takca.

Ha axT w3 craBa 4. OBOT WiaHa MOXeE C€ W3jaBUTH
xanba Bragn.

Pememe u3 craBa 8. oBOT WiaHa je KOHAYHO W MPOTHB
era MOXKe Ce TIOKPEHYTH yIPaBHH CIIOP.

56.4.

The Commission shall be empowered to adopt
delegated acts in accordance with Article 83
specifying detailed rules supplementing this Article.

HIT

HemnpenocuBo u3 pasiora mTo ce
panu o oBnamhewy Komucuje.

57.

Exemption from registration under Regulation (EC)
No 1907/2006

In addition to the active substances referred to in
Article 15(2) of Regulation (EC) No 1907/2006,
active substances manufactured or imported for use in
biocidal products authorised for placing on the market
in accordance with Article 27, 55 or 56 shall be

HII
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crpoBoheme YCIIOBJBEHO
wiaHCcTBOM y EY.
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regarded as being registered and the registration as

completed for manufacture or import for use in a

biocidal product and therefore as fulfilling the

requirements of Chapters 1 and 5, Title Il of

Regulation (EC) No 1907/2006.

58.1. CHAPTER XIII 0.1. Oppenbe oBOr 3aKOHa KOjeé ce OJHOCE Ha CTaBibame | IIY

3.4 Ha TPXKULITE U obelexaBame TpEeTUPaHUX IPOU3BOAA

TREATED ARTICLES He TPUMERYjy Ce Ha TPETUpPaHEe MPOU3BOJE KOjH CY

Placing on the market of treated articles OWOIMIHN TIPOM3BOJIM, Ka0 U Ha MPOM3BOJEC KOjH CY

TpEeTHpaHH caMO (YMHUTAIMjOM WIH AE3UH(EKIN]oM

This Article shall apply exclusively to treated articles NPOCTOpUja WM KOHTEjHEpa KOjU Ce KOPHCTE 3a

that are not biocidal products. It shall not apply to CKJIQJIMIITEHE WM TPAHCIIOPT M TJI€ HEMa OcTaraka

treated articles where the sole treatment undertaken HAKOH TaKBOT TPETHPaba.

was the fumigation or disinfection of premises or

containers used for storage or transport and where no

residues are expected to remain from such treatment.

58.2. | Atreated article shall not be placed on the market 0.1. CraBbame Ha TPXKUILITE TPETUPAHOT Npou3Bosa Moxke | ITY
unless all active substances contained in the biocidal 421 ce BPIUMTH CaMO aKO j€ Taj MPOHM3BOJ TPETHPaH
products that it was treated with or incorporates are OWOIMTHAM TIPOM3BOJIOM HJIM CAIPKH OUOLMIAHU
included in the list drawn up in accordance with MPOM3BOJ{ YMja j€ aKkTHBHA CYICTAaHIa yIHCaHa Y
Acrticle 9(2), for the relevant product-type and use, or Jlucty 1 3a peneBaHTHY BPCTY GMOIMAHOT TIPOM3BOJIA
in Annex |, and any conditions or restrictions win y Jlucty la u ucnymasa crieniuuuHe YCIOBE WK
specified therein are met. OorpaHuYeHha W3 THX JIMCTH WIH je YIHCcaHa Yy

IIporpam 3a ynuc unu y Jlucty 3a ykJbyuyuBame y
[Iporpam 3a  pemeBaHTHY BpCTYy OHWOLWAHOT
IIPOU3BOJA.
58.3,5, 6 | The person responsible for the placing on the market 0.1. Kama mnpousBohau TpermpaHor mpousBopa koju| ITY
of a treated article shall ensure that the label provides 42.2-5 |campxu OWOIMAHM TPOW3BOJ HaBeAe Ja Taj

the information listed in the second subparagraph,
where:

— in the case of a treated article containing a biocidal
product, a claim is made by the manufacturer of that
treated article regarding the biocidal properties of the
article, or

— in relation to the active substance(s) concerned,
having particular regard to the possibility of contact
with humans or the release into the environment, the
conditions associated with the approval of the active
substance(s) so require.

TpPEeTHPaHH TPOU3BOA MMa OWOIMIHO CBOjCTBO HIIU
aKo je TO HPOIKCAHO 3a aKTUBHY CyICTaHIly y Jluctu
I, nuume xoje cTaBjba Ha TPXKUIITE TPETHPAHH
NPOU3BOJ AYXHO je /1a Ha €TUKETH HaBeJe HapOYHTO
cienehe momaTke:

1) uzjaBy &1a TpEeTUpAHU MPOU3BOJ CAAPKU OHOLUIAHU
TIPOU3BOJ;

2) GUOIMIHO CBOjCTBO TPETHPAHOT MPOM3BO/IA, aKO j&
JI0Ka3aHo;

3) Ha3uB CBUX aKTUBHUX CYICTaHIM y OHOIMIHOM
HPOU3BO/IY;
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a)

al)

6)

61)

B)

r)

)

The label referred to in the first subparagraph shall
provide the following information:

(a) a statement that the treated article incorporates
biocidal products;

(b) where substantiated, the biocidal property
attributed to the treated article;

(c) without prejudice to Article 24 of Regulation (EC)
No 1272/2008, the name of all active substances
contained in the biocidal products;

(d) the name of all nanomaterials contained in the
biocidal products, followed by the word ‘nano’ in
brackets;

(e) any relevant instructions for use, including any
precautions to be taken because of the biocidal
products with which a treated article was treated or
which it incorporates.

This paragraph shall not apply where at least
equivalent labelling requirements already exist under
sector-specific legislation for biocidal products in
treated articles to meet information requirements
concerning those active substances.

Notwithstanding the labelling requirements set out in
paragraph 3, the person responsible for the placing on
the market of a treated article shall label it with any
relevant instructions for use, including any
precautions to be taken, if this is necessary to protect
humans, animals and the environment.

Notwithstanding the labelling requirements set out in
paragraph 3, the supplier of a treated article shall,
where a consumer so requests, provide that consumer,
within 45 days, free of charge, with information on
the biocidal treatment of the treated article.

The labelling shall be clearly visible, easily legible
and appropriately durable. Where necessary because
of the size or the function of the treated article, the
labelling shall be printed on the packaging, on the
instructions for use or on the warranty in the official

4) Ha3uB CBUX HaHOMaTepHjaja CaipKaHUX ¥y
OMOLIMIHOM NPOM3BOAY H3a KOJUX C€ Yy 3arpagu
HABOJHM PeY: ,,HAHO";

5) cBa peneBaHTHAa yYIYTCTBa 3a  yIOTpeOy
yKJBY4yjyhn cBe Mepe IpenoCTpOo’KHOCTH Koje Tpeba
mpeay3eTd 300r OHOIMIHOT MPOHM3BOAA Ca KOJUM je
TpepUpaHU MPOU3BOJ TPETUPAH WM KOjU TPETHUPAHH
MIPOU3BOJ CATPIKH.

ETtukera TpeTHpaHOr MpoM3BOAa MOpa OHTH jacHO
BUUBMBA, JIAKO YHTJbMBA M JOBOJEHO H3/PKJBUBA.
ETukera ce IuTaMma Ha CPICKOM jE3UKY Ha
ambanaxkn, Ha YIYTCTBUMAa 3a yHmoTpeOy WM Ha
rapaHidji, Kaj je MOTpeOHO 300T BEIMYHHE WIH
(yHKIHMje TpEeTUPAHOT NTPOU3BOJIA.

AXO TpeTHMpaHH TIPOM3BOJA HHje €0 CcepHjcKe
mpousBoame Beh je mpoumsBemeH 1m0 moceOHO]
nopyuOuHu, mnpousBohad W Hapydymiall MOTY ce
JIOTOBOPUTH O HAa4YHMHYy JIOCTaBJbalba PEJICBAHTHHX
ofIaTaKa.

Jlune koje craBijba Ha TPIKUIITE TPETHPAHH ITPOU3BO]
JIy’KHO je Jia Ha 3aXTeB MOTpoIlaya y poKy oa 45 naHa
0ecCIIaTHO JIOCTAaBH TOJaTKe 0 OMOIMIHOM TPETMaHy
TPETHPAHOT IPOU3BO/IA.
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a)

al)

6)

61)

B)

r)

)

language or languages of the Member State of
introduction, unless that Member State provides
otherwise. In the case of treated articles that are not
produced as part of a series but rather designed and
manufactured to meet a specific order, the
manufacturer may agree other methods of providing
the customer with the relevant information.

58.7.

The Commission may adopt implementing acts for the
application of paragraph 2 of this Article, including
appropriate notification procedures, possibly
involving the Agency, and further specifying the
labelling requirements under paragraphs 3, 4 and 6 of
this Article. Those implementing acts shall be adopted
in accordance with the examination procedure
referred to in Article 82(3).

HIT

HenpeHocuBo U3 pasiora IITo ce
panu o oBnamhewy Komucuje.

58.8.

Where there are significant indications that an active
substance contained in a biocidal product with which
a treated article is treated or which it incorporates
does not meet the conditions laid down in Article
4(1), Article 5(2) or Article 25, the Commission shall
review the approval of that active substance or its
inclusion in Annex | in accordance with Article 15(1)
or Article 28(2).

HIT

HenpeHocuBo U3 pasiora IITo ce
panu o oBnamhewy Komucuje.

59.1-2

CHAPTER XIV

DATA PROTECTION AND DATA-SHARING
Protection of data held by competent authorities or the
Agency

Without prejudice to Articles 62 and 63, data
submitted for the purposes of Directive 98/8/EC or of
this Regulation shall not be used by competent
authorities or the Agency for the benefit of a
subsequent applicant, except where:

(a) the subsequent applicant submits a letter of access;
or

(b) the relevant time limit for data protection has
expired.

0.1.
48.1

IMopnaTke KOju ce HOCTaBJbajy y NMOCTYNKY JAOHOIICHA
aKaTa Ha OCHOBY KOjUX c€ OMONMIHU MPOU3BOJ YHHU
JOCTYITHUM Ha TPXKHUIITY M KOPHCTH MHHHCTapCTBO
HE MO)KE KOPUCTHTH Yy JPYrOM IIOCTYIIKY JOHOILICHa
OBHX aKaTa OCHM aKO je MPOTEKao IEPHOJ 3allITHTE
THX MOJaTaKa.

ay

Paznor JeTMMUYHE
ycknaheHocTH je mWTO Cce He
Ipey3uMa IIe0 MOCTYNaK pa3MeHe
nonaraka jep Pemyomumu Cpouju
HHCY JOCTYITHE cBe
nHdopmarmje u cucTeM
KOMYHHKaIHje KOjH je
ycnoctaBbeH u3Mmelly  IpkaBa
YjjaHuIa EY, EBporicke
kommcHje U EBporcke areHmuje
3a XeMHKaJHje.
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a) al) 0) 61) B) r) 1)
When submitting data to a competent authority or to
the Agency for the purposes of this Regulation the
applicant shall, where relevant, indicate the name and
contact details of the data owner for all data
submitted. The applicant shall also specify whether it
is the data owner or holds a letter of access.

59.3-4 | The applicant shall, without delay, inform the - HenpeHocuBo U3 pasiora IITo ce
competent authority or the Agency about any changes HEe TIpey3uMa [e0 IOCTYIaK
to the ownership of the data. pasMmeHe nojiataka jep

Penyonmuun Cpbuju HUCY
The advisory scientific committees set up under JOCTYIHE CBe HWH(poOpMaIuje |
Commission Decision 2004/210/EC of 3 March 2004 CHCTEM KOMYHHUKAIHje KOjH je
setting up Scientific Committees in the field of ycnoctaBibeH u3Mely  apxkaBa
consumer safety, public health and the environment YJIaHUIA EVY, Esporicke
shall also have access to the data referred to in komucuje U EBporcke arenmuje
paragraph 1 of this Article. 3a XeMHUKaJmje.
OcuM ToOTa, pamu ce O TeauMma
KOja Cy OCHOBaHa IO IOCTYIIKY
KOju ce mpuMemyje y EY.
60.1 Data protection periods 0.1. IMepuox 3amTuTe TMojgaraka Koju cy JocraBibeHd y| ITY
48.2-4 |mocTynky JOHOLIEHa akaTa Ha OCHOBY KOjUX ce
Data submitted for the purposes of Directive 98/8/EC OMOIMTHU [TPOU3BO/I YMHH JOCTYTHHUM Ha TPXKHIITY U
or of this Regulation shall benefit from data protection kopucty uctrde 10 roguHa oJ IPBOT JaHa y MECEIy
under the conditions laid down in this Article. The KOjH ClIe/I HAKOH JIOHOIIICHa MPBOT aKTa.
protection period for the data shall start when they are Tepuox 3aluTuTE TOJATaKAa KOjH Cy JOCTABJHEHU Y
submitted for the first time. MOCTYIIKY MPOIYXKEMHhA MM M3MEHE aKaTa Ha OCHOBY
KOjUX ce OMOIMIHH MPOM3BOJ YMHM AOCTYITHUM Ha
Data protected under this Article or for which the TPKHUIITY ¥ KOPUCTH UCTHYE 5 TOAMHA OJf IPBOT JlaHa
protection period under this Article has expired shall y MecCeILly KOjH CIIeJI HAaKOH JIOHOIICHA aKTa.
not be protected again. IMopany KojuMa je UCTEKao MepHo/l 3alITHTE He MOTY
C€ IMOHOBO 3AIITUTUTH.
60.2 The protection period for data submitted with a view - HIT |HenpeHocuBo u3 pasjora IITO Ce

to the approval of an existing active substance shall
end 10 years from the first day of the month following
the date of adoption of a decision in accordance with
Article 9 on the approval of the relevant active
substance for the particular product-type.

The protection period for data submitted with a view

pagy O 3amTUTH TOJaTaka Yy
MOCTYIIKy KOjH C€ CHpPOBOJH
LIEHTpaIM30BaHO Ha HUBOY EVY, a
HE TI0jeIMHAYHO Y JpkaBama
YJIaHUIAMa, u Jgje  je
CrpoBoheme YCIIOBJBEHO
wiaHcTBOM y EY.
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a)

al)

6)

61)

B)

r)

)

to the approval of a new active substance shall end 15
years from the first day of the month following the
date of adoption of a decision in accordance with
Article 9 on the approval of the relevant active
substance for the particular product-type.

The protection period for new data submitted with a
view to the renewal or review of the approval of an
active substance shall end five years from the first day
of the month following the date of the adoption of a
decision in accordance with Article 14(4) concerning
the renewal or the review.

60.3

3. The protection period for data submitted with a
view to the authorisation of a biocidal product
containing only existing active substances shall end
10 years from the first day of the month following the
first decision concerning the authorisation of the
product taken in accordance with Article 26(3), 30(1),
33(3), 33(4), 34(6), 34(7), 36(4), 37(2), 37(3) or
44(5).

The protection period for data submitted with a view
to the authorisation of a biocidal product containing a
new active substance shall end 15 years from the first
day of the month following the first decision
concerning the authorisation of the product taken in
accordance with Article 26(3), 30(1), 33(3), 33(4),
34(6), 34(7), 36(4), 37(2), 37(3) or 44(5).

The protection period for new data submitted with a
view to the renewal or amendment of the
authorisation of a biocidal product shall end five years
from the first day of the month following the decision
concerning the renewal or amendment of the
authorisation.

0.1.
48.2-4

IMepuox 3aiuTuTe TMOJaTaka KOjH Cy JOCTAaBJbECHU Y
IOCTYIIKY [OHOIIEHhA akaTa Ha OCHOBY KOjUX ce
OUOIMIHU MTPOU3BOJL YMHH JTOCTYITHUM Ha TPXKHUIITY U
KopucTH uctide 10 rognHa 0 IPBOT JaHA Y MECEIy
KOjH CJIe¥ HAKOH JOHOLIEHa IIPBOT aKTa.

Ileproa 3amTHTe MOJAaTaKa KOjH CY IOCTAaBIbCHH Y
MOCTYIIKY MPOIY/KEEha WM H3MEHE aKkata Ha OCHOBY
KOjUX ce OMOLMAHM TPOM3BOJ YMHH JOCTYIHHM Ha
TPXKHUIITY ¥ KOPHCTH UCTHYE 5 TOJMHA OJ1 TIPBOT J[aHa
y Mecelly KOjH ClIeJ1 HaKOH JIOHOLICHa aKTa.

INoxamu kojuMa je UCTeKao MepHoJ 3aIUTHTE HE MOTY
ce TIOHOBO 3aIITHTHTH.

Iy

61.

Letter of access

A letter of access shall contain at least the following
information:
(a) the name and contact details of the data owner and

0.1.

HIT

HempenocuBo u3 pasiora mrTo ce
He Tpey3uMa MOCTyMaK pa3MeHe

rnojaraka

usmehy

BJIaCHHUKaA

MoJaTaKka U MOAHOCHOLIA 3aXTeBa
jep Penyomuum CpOuju Hucy
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a) al) 0) 61) B) r) 1)
the beneficiary; JIOCTYIHEe cBe HH(pOpMaIHje |
(b) the name of the active substance or biocidal CHCTEMH KOMYHHKAIIHje KOjH Cy
product for which access to the data is authorised; YCIOCTaB/bEHH H3Melhy JApKaBa
(c) the date on which the letter of access takes effect; YIAHUIIA EVY, Esporicke
(d) a list of the submitted data to which the letter of komucuje U EBporicke areHmuje
access grants citation rights. 3a XeMUKaJIHje.
Revocation of a letter of access shall not affect the
validity of the authorisation issued on the basis of the
letter of access in question.

62. Data sharing 0.1. Jlune koje MMa HaMmepy Jia WU3BPIIM WcnHTHBama Ha| JY | Pasmor JIETTMMHUYHE

14, KHYMEHaluMa Jy)XHO je Ja oa MuHucTapcTBa ycknaljeHoctn  je  mTo Yy

In order to avoid animal testing, testing on vertebrates
for the purposes of this Regulation shall be
undertaken only as a last resort. Testing on vertebrates
shall not be repeated for the purposes of this
Regulation.

Any person intending to perform tests or studies (‘the
prospective applicant’)

(a) shall, in the case of data involving tests on
vertebrates; and

(b) may, in the case of data not involving tests on
vertebrates,

submit a written request to the Agency to determine
whether such tests or studies have already been
submitted to the Agency or to a competent authority
in connection with a previous application under this
Regulation or Directive 98/8/EC. The Agency shall
verify whether such tests or studies have already been
submitted.

Where such tests or studies have already been
submitted to the Agency or to a competent authority
in connection with a previous application, under this
Regulation or Directive 98/8/EC, the Agency shall,
without delay, communicate the name and contact
details of the data submitter and data owner to the
prospective applicant.

3aTpakul MOJIaTKe O TOME JIa JIU Cy TaKBa HCIIUTHBAbA
Beh JocTaBJbeHAa 3a WCTY aKTHBHY CYIICTaHILY,
OJIHOCHO 32 MCTH WM CJIMYaH OMOLUIHU ITPOU3BO/I.

Peny6miun Cp6uju Huje mpeyser
CHCTeM  pa3MeHe  Mojaraxa
n3Mely BIacHMKa THX ITOJaTaka
U TOAHOCHOLA 3aXTeBa HHTH

cucreM 1ahama 3a  TakBY
pasMeny. Hewmoryhnoct
npey3uMama  OBOI  CHCTEMa

NPOM3WIA3H W3 YHILCHHIE [Ja
PenyGuuun Cpbuju HUCY
JOCTyIHe cBe HHpopMauuje u
CHUCTEMH KOMYHHKAIMje KOjH CY
yCHOCTaBJbeHH u3Mely npkaBa
YIaHUIA EY, EBporicke
komucHje U EBporcke arennuje
3a XeMHKaJHje.
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al)

6)

61)

B)

r)

)

The data submitter shall, where relevant, facilitate
contacts between the prospective applicant and the
data owner.

Where the data acquired under those tests or studies
are still protected under Article 60, the prospective
applicant:

(a) shall, in the case of data involving tests on
vertebrates; and

(b) may, in the case of data not involving tests on
vertebrates,

request from the data owner all the scientific and
technical data related to the tests and studies
concerned as well as the right to refer to these data
when submitting applications under this Regulation.

63.

Compensation for data sharing

Where a request has been made in accordance with
Article 62(2), the prospective applicant and the data
owner shall make every effort to reach an agreement
on the sharing of the results of the tests or studies
requested by the prospective applicant. Such an
agreement may be replaced by submission of the
matter to an arbitration body and a commitment to
accept the arbitration order.

Where such agreement is reached, the data owner
shall make all the scientific and technical data related
to the tests and studies concerned available to the
prospective applicant or shall give the prospective
applicant permission to refer to the data owner’s tests
or studies when submitting applications under this
Regulation.

Where no agreement is reached with respect to data
involving tests or studies on vertebrates, the
prospective applicant shall inform the Agency and the
data owner thereof, at the earliest one month after the
prospective applicant receives the name and address
of the data submitter from the Agency.

HY

Paznor HeyckmaleHOCTH je mTO ¥
Peny6nnuu CpOuju HHje Tpey3eT
CHCTEM  pa3MeHe  Mojaraka
usMely BIacHMKa THX HOjaraka
U TIOJHOCHOLA 3aXTeBa HHTH
cucteM Iurahama 3a  TakBy
pazMeny. Hewmoryhuoct
npey3uMama  OBOI  CHCTeMa
NPOM3WIIa3H W3 YHILCHHIE Ja
Penyommmun Cpouju HUCY
OCTYIHEe CcBe WH(poOpManuje u
CHCTEMH KOMYHHUKAIHje KOjH Cy
ycHocTaB/beHn u3Mely ApxkaBa
YJIaHHUIIA EY, Esporicke
komucuje 1 EBponcke areHuuje
3a XeMHKaJHje.
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61)

B)

r)
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Within 60 days of being informed, the Agency shall
give the prospective applicant permission to refer to
the requested tests or studies on vertebrates, provided
that the prospective applicant demonstrates that every
effort has been made to reach an agreement and that
the prospective applicant has paid the data owner a
share of the costs incurred. Where the prospective
applicant and data owner cannot agree, national courts
shall decide on the proportionate share of the cost that
the prospective applicant is to pay to the data owner.

The data owner shall not refuse to accept any payment
offered pursuant to the second subparagraph. Any
acceptance is without prejudice, however, to his right
to have the proportionate share of the cost determined
by a national court, in accordance with the second
subparagraph.

Compensation for data sharing shall be determined in
a fair, transparent and non-discriminatory manner,
having regard to the guidance established by the
Agency ( 48 ). The prospective applicant shall be
required to share only in the costs of information that
it is required to submit for the purposes of this
Regulation.

An appeal may be brought, in accordance with Article
77, against decisions of the Agency under paragraph 3
of this Article.

64.

Use of data for subsequent applications

Where the relevant data protection period according to
Acrticle 60 has expired in relation to an active
substance, the receiving competent authority or the
Agency may agree that a subsequent applicant for
authorisation may refer to data provided by the first
applicant in so far as the subsequent applicant can
provide evidence that the active substance is
technically equivalent to the active substance for

HIT

Pasnor HeycknaheHocTu je mro y
Peny6miun Cp6uju Huje mpeyser
CHCTEM  pa3MeHe  Mojaraka
u3Mel)y BIacHMKa THX MOjaraka
U TOAHOCHONA 3aXTeBa HHTH
cucreM 1uiahamba 3a  TakBy
pasMeHy. Hemoryhnoct
npey3uMama  OBOI  CHCTEMa
Ipousujiasu M3 YUBCHULC Oa
Penyommu  CpOuju  jomr yBek
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which the data protection period has expired,
including the degree of purity and the nature of any
relevant impurities.

Where the relevant data protection period according to
Article 60 has expired in relation to a biocidal
product, the receiving competent authority or the
Agency may agree that a subsequent applicant for
authorisation may refer to data provided by the first
applicant in so far as the subsequent applicant can
provide evidence that the biocidal product is the same
as the one already authorised, or the differences
between them are not significant in relation to the risk
assessment and the active substance(s) in the biocidal
product are technically equivalent to those in the
biocidal product already authorised, including the
degree of purity and the nature of any impurities.

An appeal may be brought, in accordance with Article
77, against decisions of the Agency under the first and
second subparagraphs of this paragraph.

Notwithstanding paragraph 1, subsequent applicants
shall provide the following data accordingly to the
receiving competent authority or the Agency, as
applicable:

(a) all necessary data for the identification of the
biocidal product, including its composition;

(b) the data needed to identify the active substance
and to establish technical equivalence of the active
substance;

(c) the data needed to demonstrate the comparability
of the risk from and efficacy of the biocidal product to
that of the authorised biocidal product.

HHCY JOCTYITHE cBe
uHpOpMaIHje u CHCTEMH
KOMYHHKaIje KOju cy
ycrocTaBibeHH n3Mely npikaBa
YJIaHHULA EY, Esporicke
komucuje 1 EBponcke areHnuje
3a xemukainje. OcuM Tora, paau
ce 0 TIOCTYHKy uHje je
crpoBoheme YCIIOBJBEHO
yiaHcTBOM y EY.

65.1.

CHAPTER XV

INFORMATION AND COMMUNICATION
SECTION 1

Monitoring and reporting

0.1.
54.

Hanzop Ham nprMeHOM OBOI' 3aKOHa M IpoIuca
JIOHETUX Ha OCHOBY Iera BpIIM MHHHCTapCTBO
HAJJIEKHO 3a 3aLUTUTY )KUBOTHE CPEIUHE.

MHCTeKIMjCcKM  Haa30p  BPIIM  MHHHCTapCTBO
HAQJEKHO 3a 3alUTUTY JKUBOTHE CPEIMHE IPEKO
MHCIIEKTOpa 3a  3aIUTUTy JKUBOTHE CpeIuHe,

ay

JemuMuyno — yckiajeHo — u3
pasjora IITO Cy KalalmuTeTH
HaJJIOKHUX opraHa y PemyOmuim
CpOHju TpEeHyTHO TaKBH Ja ce
oBa o0aBe3a HE MOXeE IPEY3ETH
Kao TakBa, alM Hag30p Hax
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Compliance with requirements

Member States shall make the necessary arrangements
for the monitoring of biocidal products and treated
articles which have been placed on the market to
establish whether they comply with the requirements
of this Regulation. Regulation (EC) No 765/2008 of
the European Parliament and of the Council of 9 July
2008 setting out the requirements for accreditation
and market surveillance relating to the marketing of
products shall apply accordingly.

MHHHCTapCTBO HA/UISKHO 33 MOCIOBE 31PaBiba IPEKO
CaHUTAPHUX MHCICKTOPAa U MUHUCTAPCTBO HA/UICHKHO
32 IIOCJIOBE BETEPUHE NPEKO  BETEPUHAPCKHX
HHCIEKTOpA.

WHcnekrop 3a 3alITHTY JXHBOTHE CpEAWHE BPIIU
MHCIICKIU]CKH HAI30p HaJ YHCHEM JOCTYIHHM Ha
TPXHIITY ¥ KopumhemeM OHOLIMIHOT IPOU3BOAA,
Knacu(UKalyjoM, NaKOBamkeM, OOeIeKaBambeM U
OrJIaIlIaBakbeM OMOLMAHOT MHPOM3BOJA, HM3PATAOM U
YHBECHEM  JOCTYyIHMM 0Oe30eAHOCHOT JmcTa 3a
OMOLIMHU TIPOM3BOJ, CTAaBJbAKEM HA TPXKHUIITE H
obenexaBambeM TPETHPAHOT TPOM3BOJAA Kao W Hal
crpoBoljemeM onpenada OBOT 3aKOHA KOje HHCY Y
HaJUISKHOCTH CAHUTApHOT, OJHOCHO BETEPUHAPCKOT
HHCHEKTOPA.

CaHuTapHU HWHCIIEKTOp BPIIM WHCHEKIHjCKH HAI30D
Hag kopumhemeM OHOUMAHUX TPOU3BONA KOI
npoeCHOHATHNX  KOPHCHHUKAa  KOjU  KOpHCTE
OWouuaHE TPOU3BOJAE 3a 00aBJbaEkbEC PETHCTPOBAHE
JICNAaTHOCTH, Kao M Yy obyactuma, o0jeKTUMa |
JIeTTaTHOCTHMA KOje Cy IOJ CaHHTapHHM Haa30poM,
ocuM Haja KopuiihemeM OHOLMIHHMX MPOW3BOAA Y
o0jekTHMa y KojuMa ce o00aB/ba BETEpPHHAPCKA
JIETTATHOCT Y CKJIAJLy ca IIOCEOHUM IPONHUCHMA.
BeTeprHAapcKH  MHCHEKTOP  BpPIIM  HMHCIEKIH]CKH
HaJ30p HaJ| KopHIiihiemheM OHOLUIHUX MPOU3BO/IA KO
npoeCHOHATHNX  KOPHCHUKAa  KOjU  KOpHCTE
OWOLMIHE TPOU3BOJE 32 00aBJpAEE PETHCTPOBAaHE
JIEAaTHOCTH, Kao Hu y obyactuma, o0jeKTUMa |
JeJTaTHOCTMMAa KOje Cy IOJ  BETepPUHAPCKUM
HaJ30pPOM.

Wucnekije u3 craBa 2. oBor uwiaHa MehycoOHO
capalyyjy, omHocHO MelycoOHO ce obaBemTaBajy o
Mpey3eTHM  MepaMa, pa3Memyjy HHpopMalmje,
Mpy’Kajy HENOCpeAHy TMOoMOoh ®W  mpeny3umajy
3ajeJHIYKE Mepe M aKTHBHOCTH 3Ha4ajHe 3a
crpoBohere HaI30pa.

Ha mnocrymak Bpluemha WHCHEKLIUjCKOT Haa3opa
npUMemyjy ce onapende 3akoHa KojuMm ce ypehyje
MHCTIEKIMJCKH HaJa30p, aKo OBHM 3aKOHOM HHje
Jpyraduje IMpoIrucaHo.

cripoBolerbeM 3aKOHA BpIIE TPU

HHCTIEKIIH] €.
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a) al) 0) 61) B) r) 1)
65.2. Member States shall make the necessary arrangements 0.1. IMopen eBunenuuje u3 wiana 50. cta 1. oBor 3akona | JIY |Ilomyna  yckmahenoct — Guhe
for official controls to be carried out in order to 51. npousBoh)au OHOLUIHOr MPOHM3BOAA CTABJHEHOT HA MOCTHTHYTA JIOHOIIICHEM
enforce compliance with this Regulation. TPKHUIITE JyXaH je Ja BOAM CBHACHUH]Y O MO/I3aKOHCKOT  aKTa KOjUM  Ce
NIPOM3BOJHOM TIpOIleCy Koja je peleBaHTHa 3a ypehyjy canpxuHa W HaUMH
In order to facilitate such enforcement, manufacturers KBaJIUTET M 6e30€AHOCT OMOLMIHOT MPOM3BOJA KOJU Boljewa eBHACHIMjE U3 craBa 1.
of biocidal products placed on the Union market shall ce CTaBJba Ha TPXKHUIITE, KA0 U J1a CKIAIHIITH y30pKe OBOT" YJIaHa.
maintain, in relation to the manufacturing process, MIPOU3BOTHUX LIAPKH.
appropriate documentation in paper or electronic EBujieHiMja w3 craBa 1. OBOT wWiaHAa HAPOYHTO
format relevant for the quality and safety of the canpku: 0e30efHOCHEe IHMCTOBE M cCrenupuKaimje
biocidal product to be placed on the market and shall AKTHBHHX CYIICTAHIM M OCTAIMX CAacTOjaka KOju ce
store production batch samples. The documentation KOpPHCTE 33 MPOW3BOMY OHOILMIHOT IPOU3BOJIA;
shall include as a minimum: eBHICHIN]Y O PA3IMYUTUM U3BPIICHUM IPONU3BOIHUM
(a) safety data sheets and specifications of active omepanyjaMa; pes3yiTaTe yHYTpAIlbe KOHTPOJIE
substances and other ingredients used for KBQJIUTETA M HACHTH(MHUKAIHN]Y IPOU3BOTHUX LIAPIKH.
manufacturing the biocidal product; Munucrap nponucyje ONMXKy CaipKUHY W Ha4dH
(b) records of the various manufacturing operations Boljera eBUJICHIMjE U3 CTaBa 1. OBOT uWiaHa.
performed;
(c) results of internal quality controls;
(d) identification of production batches.
Where necessary in order to ensure uniform
application of this paragraph, the Commission may -
adopt implementing acts in accordance with the
examination procedure referred to in Article 82(3).
Measures taken pursuant to this paragraph shall avoid
causing disproportionate administrative burden to
economic operators and Member States. -
65.3. Every five years, from 1 September 2015, Member - HIT |HenpeHocHBO 3 pasiora IiTo ce

States shall submit to the Commission a report on the
implementation of this Regulation in their respective
territories. The report shall include in particular:

(a) information on the results of official controls
carried out in accordance with paragraph 2;

(b) information on any poisonings and, where
available, occupational diseases involving biocidal
products, especially regarding vulnerable groups, and
any specific measures taken to mitigate the risk of
future cases;

(c) any available information on adverse

omHOCH Ha o0aBe3e JpkaBa
ynanuia EY npema Komucuju.
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al)

6)

61)

B)

r)

)

environmental effects experienced through using
biocidal products;

(d) information on the use of nanomaterials in
biocidal products and the potential risks thereof.

Reports shall be submitted by 30 June of the relevant
year and shall cover the period until 31 December of
the year preceding their submission.

The reports shall be published on the relevant website
of the Commission.

65.4.

On the basis of the reports received in accordance
with paragraph 3, and within 12 months from the date
referred to in the second subparagraph of that
paragraph, the Commission shall draw up a composite
report on the implementation of this Regulation, in
particular Article 58. The Commission shall submit
the report to the European Parliament and to the
Council.

HIT

Hemnpenocuso u3 pasiora mTo ce
panu o oBnamhewy Komucuje.

66.1.

Confidentiality

Regulation (EC) No 1049/2001 of the European
Parliament and of the Council of 30 May 2001
regarding public access to European Parliament,
Council and Commission documents and the rules of
the Management Board of the Agency, adopted in
accordance with Article 118(3) of Regulation (EC) No
1907/2006, shall apply to documents held by the
Agency for the purposes of this Regulation.

0.1.
45.1

CBako MOXe€ TOJHETH 3aXTeB Ja My C€ YYHHE
JIOCTYTTHU o1y KojuMa pacnonaxe
MuHucTapcTBo.

Iy

66.2-4

The Agency and the competent authorities shall refuse
access to information where disclosure would
undermine the protection of the commercial interests
or the privacy or safety of the persons concerned.

Disclosure of the following information shall
normally be deemed to undermine the protection of
the commercial interests or the privacy or safety of the
persons concerned:

(a) details of the full composition of a biocidal

0.1.

IMomHocunan 3axTeBa 3a JIOHOUICHE O0100peHa,
MOTHOCHJIAI 3aXTEBa 3a YIMHC OMOIMIHOT MPOM3BOA
y IlpuBpemeHy JucTy, NOAHOCHJIAI 3axTeBa 3a
JOHOIIICHE peliehba O MPU3HABAKY O0J00permha WM
MOJIHOCHUJIAI[ 3axTeBa 3a JIOHOIICHE I[PUBPEMEHE
JO3BOJIE  MOJKE O3HAYUTH I[OjEeIMHE  IOJaTKe
MMOBEPJBUBUM, Y3 IHCMEHO O00pasiokeme 1a Ou
OTKpHBambE¢ THX MOJaTaka MOIJIO YTUIATH Ha HEroBO
MOCJIOBAME MJIM IPUBATHOCT MM O€30€T1HOCT.

MHHHCTapCTBO OJHOCHO JiMia u3 wiaHa 43. cras 1.

Iy
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a) al) 0) 61) B) r) 1)
product; OBOI' 3akoHa Hehe YYMHHTH JOCTYIHE jaBHOCTH
(b) the precise tonnage of the active substance or MOJIaTKE O IIYHOM CAacTaBy OMOIMAHOT TMPOU3BOJA,
biocidal product manufactured or made available on NPELH3HO] KONMYWHUA aKTUBHE CYICTAHIEC WIH
the market; OMOIMTHOT ITPOM3BOJA IIPOU3BEICHOT MIH YIHEEHOT
(c) links between a manufacturer of an active JOCTYITHUM Ha TPXKHUIITY, Be3u H3Mely npomsBohjaua
substance and the person responsible for the placing aKTHUBHE CYIICTAHIIE U JIMIA KOje CTaBJba Ha TPIKHIITE
of a biocidal product on the market or between the OUOIMIHNA TPOM3BOJA WM Be3u m3Mely smma koje
person responsible for the placing of a biocidal CTaB/ba HA TPXKUIITE OHOLUIHH MPOU3BOJA U
product on the market and the distributors of the JIuCTpUOyTEpa GHOLMIHOT MPOM3BO/IA, KA0 U TOJATKE
product; 0 HasWBy M aJpecH JHUIa Koja Cy YKJby4eHa ¥y
(d) names and addresses of persons involved in testing UCIIUTHBAKA Ha KHUMEHAIMA.
on vertebrates. VY XUTHUM clly4ajeBUMa, Kaja je TO HEOMXOIHO 300T

3alITUTE 37ApaBjba JbYAH, 37ApaBjba IKUBOTHUHA,

However, where urgent action is essential to protect 6€e30€HOCTH WM 3allITHTE )KUBOTHE CPEANHE WU U3
human health, animal health, safety or the JIPYruX pasiora oJf jaBHOI 3Hadaja, MUHHCTAPCTBO
environment or for other reasons of overriding public MOKE JIa YYWHH JOCTYIIHHM W IMOJATKE W3 CTaBa 2.
interest, the Agency or the competent authorities shall OBOT WJIaHa.
disclose the information referred to in this paragraph.

45. CBako MOX€ MOJHETH 3aXTeB Ja My C€ Y4HHE
Notwithstanding paragraph 2, after the authorisation JOCTYITHH Mo/Ianu KOjUMa pacrmonaxe
has been granted, access to the following information MHuUHHCTapCTBO.
shall not in any case be refused: MumnucrapctBo Hehe Tpakuomy w3 crasa 1. oBor
(a) the name and address of the authorisation holder; YyjJaHa OMOTYHHTH TpPHUCTYN mMOJaluMa KOjH Cy
(b) the name and address of the biocidal product O3HAYEHM Kao IIOBEPJbUBH aAKO TPOIEHH Ja je
manufacturer; MPUCTYI THUM TMOJAIMa TOTPEOHO OTPaHHYHUTH Y
(c) the name and address of the active substance CKJIaJly Ca OBHM 3aKOHOM K 3aKOHOM KOjHUM C€
manufacturer; ypehyje cnoboman mpucTyn uHpOpManHmjama of
(d) the content of the active substance or substances in JABHOT 3Ha4aja ¥ O TOME JJOHOCH PEIICHHE.
the biocidal product and the name of the biocidal Ha penrerse 3 cTaBa 2. 0OBOT WiaHa MOXE CE H3jaBUTH
product; xaiba Braau.
(e) physical and chemical data concerning the biocidal Peleme U3 cTaBa 3. OBOT WlaHa je KOHAYHO U IPOTUB
product; HBEra MOKe C€ IOKPEHYTH YIPaBHU CIIOP.
(f) any methods for rendering the active substance or
biocidal product harmless; 46. Kao moBepsbuBH HE MOry ce O3HauuTH cienehu

(g) a summary of the results of the tests required
pursuant to Article 20 to establish the product’s
efficacy and effects on humans, animals and the
environment and, where applicable, its ability to
promote resistance;

(h) recommended methods and precautions to reduce
dangers from handling, transport and use as well as

TOJIALIN:
1) Ha3uB W ajpeca HOCHOIA aKTa HA OCHOBY KOT Ce
6HOI_II/IJIHI/I IPpOU3BO YMHU JlOCTyl'lHI/IM Ha Tp)KPIIJ_lTy u
KOPHCTH;

2) Ha3sMB M aapeca mpou3Bohaya OHOLUAHOT
HPOM3BO/IA;

3) Ha3uWB U ajpeca Npou3Bohaya akTHBHE CYIICTAHIIE,
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a) al) 0) 61) B) r) 1)
from fire or other hazards; 4) canpaj AaKTHBHE CYICTAaHIE Yy OHOLHMAHOM
(i) safety data sheets; MPOU3BOJLY U HA3UB OUOLMAHOT IPOU3BO/IA;

(i) methods of analysis referred to in Article 19(1)(c); 5) moganu o (PUIMYKAM H XEMHjCKHM CBOjCTBHMA

(k) methods of disposal of the product and of its GUOIMTHOT TPOU3BO/IA;

packaging; 6) Merozie 3a MpeBOljere aKTHBHE CYICTAHIE WM

(1) procedures to be followed and measures to be OUOIMTHOT MPOU3BO/IA Y MaEbE OTIACHE;

taken in the case of spillage or leakage; 7) caxerak pe3yiTaTa HCIHTHBama CPUKACHOCTH

(m) first aid and medical advice to be given in the OMOIMIHOT MPOU3BOJIA U HETOBUX e(ekara Ha JbyJe,

case of injury to persons. JKUBOTHELE W JKUBOTHY CPEIMHY H, aKO je MOTpeOHO,
moJanmd O HEroBoj CIOCOOHOCTH Ja JOIpUHEce

Any person submitting information related to an pa3Bojy pe3UCTEHIIHjE;

active substance or a biocidal product to the Agency 8) mpenopy4eHe METO/Ie i Mepe MPEAOCTPOKHOCTH 32

or a competent authority for the purposes of this CMambeHmhe OMACHOCTH KOJ[ PYKOBamba, TPAHCIOPTA H

Regulation may request that the information in Article kopuinhiewma, Ka0 U y Ciy4ajy mokapa HIH OCTAHX

67(3) and (4) not be made available, including a OIIACHOCTH;

justification as to why the disclosure of the 9) 6e30e1HOCHH JIHCT;

information could be harmful for that person’s 10) Merome wWcnHTHBama Koje Cy KopumheHe 3a

commercial interests or those of any other party JIoOHMjarbe ToJaTaka O XEMHJCKOM HICHTHTETY,

concerned. KOJIMYMHU ¥ TEXHHYKO] CKBHBAJICHTHOCTH aKTHBHHX
CYNCTaHI y OHOLMIHOM MPOU3BOAY U, ako je
noTpeOHO, HeurcTohama U APYrUM CyICTaHIlaMa Koje
Cy 3HauajHe M pPelICBaHTHE 300T TOKCHUKOJIOMIKHX W
eKOTOKCHKOJIOLIKAX CBOjCTaBa, Kao W IMOjaTaka o
BUXOBUM OCTalliMa KOjU Cy 3HAa4YajHu 300r
TOKCHKOJIOIIKHX CBOjCTaBa MIIM 33 )KUBOTHY CPEIMHY,
a Koja TOTHYY OJ HayWHa KOopHuIIhema KOju ce
onobpasa;
11) HaumH oIarama OHWONMIHOT TPOU3BONA U
BEeroBe ambanaxe;
12) mpouenype koje Tpeba CHPOBECTH M Mepe Koje
Tpeba npeay3eTu y Cliydajy U3HBamka WK Mypema;
13) HaunH Ha Koju TpebGa MPYKUTH NpBY momoh u
3[]paBCTBEHH CABET y CIIy4ajy IIOBpea.

67.1. Electronic public access - HIT |HenpenocuBo u3 pasiora mito ce

From the date on which the Commission adopts an
implementing Regulation providing that an active
substance is approved, as referred to in point (a) of
Article 9(1), the following up-to-date information held
by the Agency or the Commission on that active

pami o TomanEMa KOjU CY
nocraBjbeHu opranuma EVY 3a

CBpXy cmpoBohema  VYpenode,
OJTHOCHO Koje noceayje
EBporicka areHIuja 3a
XeMHUKaInje u EBporicka
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6)

61)

B)

r)

)

substance shall be made publicly and easily available
free of charge:

(a) where available, the ISO name and the name in the
International Union of Pure and Applied Chemistry
(IUPAC) nomenclature;

(b) if applicable, the name as given in the European
Inventory of Existing Commercial Chemical
Substances;

(c) the classification and labelling, including whether
the active substance meets any of the criteria set out in
Article 5(1);

(d) physicochemical endpoints and data on pathways
and environmental fate and behaviour;

(e) the result of each toxicological and
ecotoxicological study;

() acceptable exposure level or predicted no-effect
concentration established in accordance with Annex
VI;

(9) the guidance on safe use provided in accordance
with Annexes Il and Ill;

(h) analytical methods referred to under Sections 5.2
and 5.3 of Title 1, and Section 4.2 of Title 2 of Annex
1.

KOMHCH]a.

67.2.

From the date on which a biocidal product is
authorised, the Agency shall make publicly and easily
available free of charge the following up-to-date
information:

(a) the terms and conditions of the authorisation;

(b) the summary of the biocidal product
characteristics; and

(c) analytical methods referred to under Sections 5.2
and 5.3 of Title 1, and Section 5.2 of Title 2 of Annex
I1.

0.1.
49.

On paryma JOHOLICHA aKTa Ha OCHOBY KO ce
OMOIMIHN TTPOM3BOJ] YMHHU JOCTYITHUM Ha TPXKHUIITY U
KOPUCTH MWUHHCTapCcTBO OECIUNIATHO YHHHU jaBHO
JocTymHHUM cresiehe momaTke:

1) ycmoBe W3 aKkTa Ha OCHOBY KOT c€ OHOIMIHU
MIPOM3BOJ] YMHH JAOCTYITHUM Ha TPXKHIUTY ¥ KOPHUCTH;
2) cakeTak KapaKTepHCTHKa OHOIMIHOT IPOU3BO/A.

ay

Paznosu JeTMMUYHE
ycknaheHocTH  oBe  oxapende
Hajla3e ce y TOMe IITO je 3a HEeHO
CIpoBoljele  HEONMXOJHO  Jia
Peny6nuka CpOuja nma mpuctyn
CHCTEMY 3a Yy3ajaMHy pa3MeHy
nojiaTaxa u Hay4He
nokymenrtanuje (Perucrap 3a
ouonunHe npousBozne). Ipucryn
OBOM CHCTEMY YCIOBJbEH je
yiaHcTBoM y EVY.

67.3.

From the date on which the Commission adopts an
implementing Regulation providing that an active
substance is approved, as referred to in point (a) of
Article 9(1), the Agency shall, except where the data
supplier submits a justification in accordance with
Acrticle 66(4) accepted as valid by the competent

HIT

HenperocuBo u3 pasiora mro ce
pamu o osnamhewmy EBporcke
arcHIMje 3a XeMHUKaJuje.
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authority or the Agency as to why such publication is
potentially harmful for its commercial interests or any
other party concerned, make publicly available, free
of charge, the following up-to-date information on
that active substance:

(a) if essential to classification and labelling, the
degree of purity of the substance and the identity of
impurities and/or additives of active substances which
are known to be hazardous;

(b) the study summaries or robust study summaries of
studies submitted to support the approval of the active
substance;

(c) information, other than that listed in paragraph 1
of this Article, contained in the safety data sheet;

(d) the trade name(s) of the substance;

(e) the assessment report.

67.4.

From the date on which a biocidal product is
authorised, the Agency shall, except where the data
supplier submits a justification in accordance with
Article 66(4) accepted as valid by the competent
authority or the Agency as to why such publication is
potentially harmful for its commercial interests or any
other party concerned, make publicly available, free
of charge, the following up-to date information:

(a) study summaries, or robust study summaries, of
studies submitted to support the biocidal product
authorisation; and

(b) the assessment report.

HIT

HenpeHocuBo U3 pasiora IITo ce
pamu o omnamhewy EBpomcke
areHIMje 3a XeMUKauje.

68.

Record-keeping and reporting

Authorisation holders shall keep records of the
biocidal products they place on the market for at least
10 years after placing on the market, or 10 years after
the date on which the authorisation was cancelled or
expired, whichever is the earlier. They shall make
available the relevant information contained in these
records to the competent authority on request.

To ensure the uniform application of paragraph 1 of
this Article, the Commission shall adopt

0.1.
50.

Hocunarny onoOpema, HOcwial pemema O YIHCY
OWOIMAHOT MNpOoM3BoJa y IIpHBpeMeHy JHCTy u
HOCHJIAI] pellieha 0 TPU3HaBamky 0J100pema TyxXaH je
Ja BOXM CBHUACHIMjY O CTaB/balby HA TPXKHIITE
OMOLMTHOT MTPOU3BO/IA.

ITojaTke W3 €BHICHLHMje O OWOLMIHOM IIPOHU3BOIY
IWIe U3 craBa l. OBOr wiaHa AYXHO je 1a 4dyBa
HajMame 10 roamHa o JaHa CTaBJbarba Ha TPXKHIITE
TOT OMOIMIHOT TpoW3BoAa omHOCHO 10 TommHa Of
JlaHa YKHamba WIH HCTEKa pOKa BaKerha aKra Ha
OCHOBY KOT' je Taj OMOLMIHM MPOM3BOJ CTaBJEH Ha
TPXKUILTE ¥ KOpHIIHEH, y 3aBUCHOCTH OJ] TOTa IITa je

ay

IMornmyna  ycxmahenocr  Guhe
MOCTUTHYTA JIOHOILEHEM
MOJI3aKOHCKOT aKTa KOJUM Ce
ypehyjy campxkuHa W Ha4UH
Bol)era eBHICHITH]E.
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a) al) 0) 61) B) r) 1)
implementing acts to specify the form and content of paHuje, Ka0 M Ja WX JOCTaBMU MHUHHCTApCTBY Ha
the information in records. Those implementing acts HCTOB 3aXTEB.
shall be adopted in accordance with the advisory AKo je nuie u3 craBa 1. OBOT WiaHa CBOje MOCIOBE
procedure referred to in Article 82(2). WIH JIe0 CBOjUX MOCJOBa ycrymuo Ttpehem Jmiy,
obaBe3a dyBama MojaTaKa npeja3d Ha TO JIUIE, a aKo
je mpecrao ca paoM OJTOBOPHO JIMILIE HOCHOLA aKTa
Ha OCHOBY KOI C€¢ OHWOIMAHM MPOHU3BOJ YHHH
JOCTYIHUM Ha TPXKHMIUTY M KOPHUCTH IY)XXHO je Ia
oIMax MO MPECTaHKy pajga Te IOAATKe JOCTaBH
MunucrapcrTsy.
MunucTap mpomnucyje OmKy caapKUHYy W Ha4uH
Bolhema eBHIEHINje U3 cTaBa 1. OBOT WiaHa.
69.1. SECTION 2 0.1. Hocunan omoGpema, Hocwnman, pemiewa o ymucy | IIY | Ilotmyna ycknalhenoct
39.1 OuorumHor mpowsBoga |y IlpuBpemeHy JmCTy, MOCTUTHYTa je wiaHoMm 37. craB
Information about biocidal products HOCHJIAI[ pellelha O MpU3HaBamby oxo0pema | 2. [MpaBuiHuKa 0
lassification, packaging and labelling of biocidal HOCWJIAIl TPUBPEMEHE J03BOJIC JyXKaH je Ja KIacu(puKaIuju, [aKOBamy,
products knacupukyje, TMakyje, oOeJexaBa U OIJallaBa obenexxaBaly H  OIVIAIIABaBmy
OMOLIMIHU MPOM3BO Y CKJIaLy ca MPOMHCHMa KojuMa XEeMHUKaIuje u oapehenor
Authorisation holders shall ensure that biocidal ce ypehyje knacudukaimja, nakoBame, 00e/IeKaBaAE MPOU3BOJIA Y CKIIALY Ca III0DATHO
products are classified, packaged and labelled in U OrjalaBamke XCeMHKalMja, Kao M y CKJIaay ca XapMOHH30BaHUM CHCTEMOM 32
accordance with the approved summary of biocidal creupUUHIM 3axTeBUMa 3a NaKoOBambE, KiIacu(uKalujy U oOeNeKaBarmbe
product characteristics, in particular the hazard obeexaBarme U OriiallaBambe OHOLHIHOT IPOM3BO/A. VH (,,Cayx6enu rmacauk PC,
statements and the precautionary statements, as op. 105/13, 52/17 u 21/19).
referred to in point (i) of Article 22(2), and with
Directive 1999/45/EC and, where applicable,
Regulation (EC) No 1272/2008.
In addition, products which may be mistaken for food,
including drink, or feed shall be packaged to minimise
the likelihood of such a mistake being made. If they
are available to the general public, they shall contain
components to discourage their consumption and, in
particular, shall not be attractive to children.
69.2-3. | In addition to compliance with paragraph 1, 0.1 Munucrap mnpomucyje cnenuduune 3axreBe 3a| HY |Ilotmyma  ycxmahenocr — Guhe
authorisation holders shall ensure that labels are not 39.3 MakoBame, o0enexaBame U OrjallaBamke OUOLMIHOT MOCTUTHYTA JIOHOIIEHEM

misleading in respect of the risks from the product to
human health, animal health or the environment or its
efficacy and, in any case, do not mention the
indications ‘low-risk biocidal product’, ‘non-toxic’,
‘harmless’, ‘natural’, ‘environmentally friendly’,

npounu3Boaa.

MO/I3aKOHCKOT  aKTa KOjUM  ce
ypelyjy cnenuduunu 3aXTeBU 3a
obenexaBame OUOLIMTHHX
HPOU3BOJA.
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‘animal friendly’ or similar indications. In addition,
the label must show clearly and indelibly the
following information:

(a) the identity of every active substance and its
concentration in metric units;

(b) the nanomaterials contained in the product, if any,
and any specific related risks, and, following each
reference to nanomaterials, the word ‘nano’ in
brackets;

(c) the authorisation number allocated to the biocidal
product by the competent authority or the
Commission;

(d) the name and address of the authorisation holder;
(e) the type of formulation;

() the uses for which the biocidal product is
authorised;

(g) directions for use, frequency of application and
dose rate, expressed in metric units, in a manner
which is meaningful and comprehensible to the user,
for each use provided for under the terms of the
authorisation;

(h) particulars of likely direct or indirect adverse side
effects and any directions for first aid;

(i) if accompanied by a leaflet, the sentence ‘Read
attached instructions before use’ and, where
applicable, warnings for vulnerable groups;

(j) directions for the safe disposal of the biocidal
product and its packaging, including, where relevant,
any prohibition on the reuse of packaging;

(k) the formulation batch number or designation and
the expiry date relevant to normal conditions of
storage;

(I) where applicable, the period of time needed for the
biocidal effect, the interval to be observed between
applications of the biocidal product or between
application and the next use of the product treated, or
the next access by humans or animals to the area
where the biocidal product has been used, including
particulars concerning decontamination means and
measures and duration of necessary ventilation of
treated areas; particulars for adequate cleaning of
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equipment; particulars concerning precautionary
measures during use and transport;

(m) where applicable, the categories of users to which
the biocidal product is restricted;

(n) where applicable, information on any specific
danger to the environment particularly concerning
protection of non-target organisms and avoidance of
contamination of water;

(o) for biocidal products containing micro-organisms,
labelling requirements in accordance with Directive
2000/54/EC.

By way of derogation from the first subparagraph,
where this is necessary because of the size or the
function of the biocidal product, the information
referred to in points (e), (9), (h), (), (k), (I) and (n)
may be indicated on the packaging or on an
accompanying leaflet integral to the packaging.
Member States may require:

(a) the provision of models or drafts of the packaging,
labelling and leaflets;

(b) that biocidal products made available on the
market in their territories be labelled in their official
language or languages.

70.

Safety data sheets

Safety data sheets for active substances and biocidal
products shall be prepared and made available in
accordance with Article 31 of Regulation (EC) No
1907/2006, where applicable.

0.1.
39.2

JInna u3 craBa 1. oBor wiaHa Jy’kHa Cy Ja u3panue u
YHHE JOCTYMHUM Oe30€JHOCHU JHCT 3a OWOLMAHU
MPOU3BO]] Y CKJIQy Cca MPOIHCUMa KOjiuMa ce ypehyjy
XEMHUKaIHje.

Iy

[Mormyna ycknahenoct
MOCTUTHYTa jé 3aKkOHOM O
xeMmuKaiujama u [IpaBUIHUKOM O
campkajy 0e30emHOCHOT JmcTa
(,,Cryx0enu rnacauk PC*, 6poj
100/11)

71.

Register for Biocidal Products

The Agency shall establish and maintain an
information system which shall be referred to as the
Register for Biocidal Products.

The Register for Biocidal Products shall be used for
the exchange of information between competent
authorities, the Agency and the Commission and
between applicants and competent authorities, the

HIT

HemnpenocuBo u3 pasiora mTo ce
pamu o cuCTeMy 3a Yy3ajaMHy
pasMeHy TIoJaTaka W HaydHe
JTIOKYMEHTaIHje n3mehy
Ha/UIOKHAX  OpraHa  Jp)kaBa
uynannna EY, EBporicke arennuje
3a xemukaiauje u Eporcke
KOMHCH]E. Ipucryn OBOM
CHCTEMY YCIIOBJBCH j& YWIAHCTBOM
yEV.
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Agency and the Commission.

Applicants shall use the Register for Biocidal
Products to submit applications and data for all
procedures covered by this Regulation.

Upon submission of applications and data by
applicants, the Agency shall check that these have
been submitted in the correct format and notify the
relevant competent authority accordingly without
delay.

Where the Agency decides that the application has not
been submitted in the correct format, it shall reject the
application and inform the applicant accordingly.

Once the relevant competent authority has validated
or accepted an application, it shall be made available
via the Register for Biocidal Products to all other
competent authorities and to the Agency.

The competent authorities and the Commission shall
use the Register for Biocidal Products to record and
communicate the decisions they have taken in relation
to the authorisations of biocidal products and shall
update the information in the Register for Biocidal
Products at the time such decisions are taken. The
competent authorities shall, in particular, update the
information in the Register for Biocidal Products
relating to biocidal products which have been
authorised within their territory or for which a
national authorisation has been refused, amended,
renewed or cancelled, or for which a parallel trade
permit has been granted, refused or cancelled. The
Commission shall, in particular, update the
information relating to biocidal products which have
been authorised in the Union or for which a Union
authorisation has been refused, amended, renewed or
cancelled.

The information to be introduced into the Register for
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Biocidal Products shall include, as appropriate:
(a) the terms and conditions of the authorisation;
(b) the summary of the biocidal product
characteristics referred to in Article 22(2);

(c) the assessment report of the biocidal product.

The information referred to in this paragraph shall
also be made available to the applicant through the
Register for Biocidal Products.

In the event that the Register for Biocidal Products is
not fully operational by 1 September 2013 or ceases to
be operational after that date, all obligations in
relation to submissions and communication placed
upon Member States, competent authorities, the
Commission and applicants by this Regulation shall
continue to apply. With a view to ensuring the
uniform application of this paragraph, particularly
with regard to the format in which information may be
submitted and exchanged, the Commission shall adopt
the necessary measures in accordance with the
examination procedure referred to in Article 82(3).
Those measures shall be limited in time to the period
strictly necessary for the Register for Biocidal
Products to become fully operational.

The Commission may adopt implementing acts laying
down detailed rules on the types of information to be
entered in the Register for Biocidal Products. Those
implementing acts shall be adopted in accordance
with the advisory procedure referred to in Article
82(2).

The Commission shall be empowered to adopt
delegated acts in accordance with Article 83 laying
down supplementary rules for the use of the Register.

72.

Advertising

Any advertisement for biocidal products shall, in
addition to complying with Regulation (EC) No

0.1.

39.

Hocunann onoOpema, Hocwial, pemiema O  YHHCY
OouorpaHor mpousBoga |y IlpuBpemeHy JHCTY,
HOCWJIAI] pelliekha O IpH3HaBamy ono0pema Hu
HOCWJIAI] TPUBPEMEHE [03BOJE [JyKaH je Ja

ay

[Tornyna  yckmaheHoct  Guhe
MOCTHTHYTa JIOHOLICHEM
TMOJI3aKOHCKOT aKTa KOjUM ce
ypebyjy cneruduunu 3axTeBu 3a
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a) al) 0) 61) B) r) 1)
1272/2008, include the sentences ‘Use biocides kinacudukyje, makyje, obOeiexaBa U  OrJallaBa obenexaBame OUOLIHUX
safely. Always read the label and product information OWOIMIHU TIPOM3BO/ Y CKJIaay ca MPOMKCHMa KOjuMa MPOU3BOJIA.
before use.’. The sentences shall be clearly ce ypehyje knacudukanuja, makopame, o0eneKaBame
distinguishable and legible in relation to the whole U OrjaliaBamke XCMHKalMja, Kao M Yy CKIaay ca
advertisement. crienupuIHUM 3aXTEBHMa 3a MaKoBame,

obenexaBarme U OriiallaBambe OHOLHIHOT IIPOU3BO/A.
Advertisers may replace the word ‘biocides’ in the Munucrap mpomucyje cHenu(HYHE 3axTeBe 3a
prescribed sentences with a clear reference to the MaKOBame, 00eseKaBambe M OTJIANIaBAbEe OHOILMIHOT
product-type being advertised. MPOU3BO/IA.
Advertisements for biocidal products shall not refer to
the product in a manner which is misleading in respect
of the risks from the product to human health, animal
health or the environment or its efficacy. In any case,
the advertising of a biocidal product shall not mention
‘low-risk biocidal product’, ‘non-toxic’, ‘harmless’,
‘natural’, ‘environmentally friendly’, ‘animal
friendly’ or any similar indication.
73. Poison control - oYy | Jenumuuna ycknaheHoCT

Article 45 of Regulation (EC) No 1272/2008 shall
apply for the purposes of this Regulation.

NOCTUTHYTa je wiaHoM  83.
3aKoHa 0 XeMUKaIHjama:

LleHTap 3a KOHTPOIy TpOBaHa
JI0CTaBJba MuHucrapcTBy
HAJUISKHOM 32 3aLITUTY JKUBOTHE
CpeaMHe MOJaTKe NMPUKYIJBEHE Y
CKJIay ca 3aKOHOM KOjUM ce
ypehyje 3apaBcTBEeHa 3alITUTA.
MuHHCTapcTBO  HAJIEKHO  3a
3aIITHTY  JKUBOTHE  CpEAMHE
HojlaTKe M3 cTaBa l. OBOI WiaHa
MOXE Jla KOPHUCTH caMo 3a
KOHTPOJIy pH3HMKa KOjU TIOjeIMHE
XeMHUKaIIje TMpeIcTaBibajy [0

3[paBjbe JbYIH M IKHBOTHY
CpeauHY.

MUHHCTapCTBO  HAIUIOKHO 32
3aIITUTY  JKMBOTHE  CPEIMHE
nocrasjba LleHTpy 3a KOHTposly
TpOBamba uHbopManuje o
XeMHKaJIujaMa W  CBOjCTBHMA
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XEeMHUKaIHja ca KOjuMa
pacroiaxe, a Koje ¢y HEOIXOIHE
3a BEroB pajl.

Wndopmarmje u3 craBa 3. oBor
ygaHa lleHTap 3a KOHTpoOIy
TpoBaka MOXE Yy  XHTHHM
cilydajeBEMa Ja jgo0uje ¥ Of
JUIa Koje CTaBjba y IPOMET
XEeMHUKaIHje.

Jobujene madopmanuje Llentap
3a KOHTPOJY TpOBamba M JAPYrH
3[PaBCTBEHH PAJHHIM, OJHOCHO
3[PaBCTBEHH CapaJHHUIM MOTY Ja
KOpHCTE CaMO Yy MEIHIHHCKE
CBpXe OJZIHOCHO panu
NPEBEHTHBHUX U Mepa JieucHa,
HAPOYMTO y XUTHUM CIIy4ajeBUMa
U HE MOTY J1a c€ KOpHCTe Yy Apyre
CBpXe.

74.

CHAPTER XVI

THE AGENCY
Role of the Agency

The Agency shall carry out the tasks conferred on it
by this Regulation.

Articles 78 to 84, 89 and 90 of Regulation (EC) No
1907/2006 shall apply mutatis mutandis taking into
account the role of the Agency with respect to this
Regulation.

HIT

HenpeHocuBo U3 pasiora IiTo ce
pamu o oapenbu koja ypebhyje
opnamheme EBporicke areHuuje
3a XeMHKaJHje.

75.

Biocidal Products Committee

A Biocidal Products Committee is hereby established
within the Agency.

The Biocidal Products Committee shall be responsible
for preparing the opinion of the Agency on the
following issues:

(a) applications for approval and renewal of approval

HIT

Henpenocuo u3 pasnora mro ce
pamu o onpenbu koja ypebhyje
oBlamheme Onbopa 3a
OMOIMIHEe MPOW3BOJEC KOjU je
yCIocTaB/beH mpud  EBpOICKO]
arcHIUj| 32 XeMHUKaHje.
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of active substances;

(b) review of approval of active substances;

(c) applications for inclusion in Annex | of active
substances meeting the conditions laid down in
Article 28 and review of the inclusion of such active
substances in Annex I;

(d) identification of active substances which are
candidates for substitution;

(e) applications for Union authorisation of biocidal
products and for renewal, cancellation and
amendments of Union authorisations, except where
the applications are for administrative changes;

() scientific and technical matters concerning mutual
recognition in accordance with Article 38;

(g) at the request of the Commission or of Member
States’ competent authorities, any other questions that
arise from the operation of this Regulation relating to
technical guidance or risks to human health, animal
health or the environment.

Each Member State shall be entitled to appoint a
member of the Biocidal Products Committee. Member
States may also appoint an alternate member.

In order to facilitate its work, the Committee may, by
a decision of the Management Board of the Agency in
agreement with the Commission, be divided into two
or more parallel committees. Each parallel committee
shall be responsible for the tasks of the Biocidal
Products Committee assigned to it. Each Member
State shall be entitled to appoint one Member for each
of the parallel committees. The same person may be
appointed to more than one parallel committee.

Committee members shall be appointed on the basis
of their experience relevant to performing the tasks
specified in paragraph 1 and may work within a
competent authority. They shall be supported by the
scientific and technical resources available to Member
States. To this end, Member States shall provide
adequate scientific and technical resources to
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a) al) 0) 61) B) r) 1)
Committee members that they have nominated.
Article 85, paragraphs 4, 5, 8 and 9, and Articles 87
and 88 of Regulation (EC) No 1907/2006 shall apply
mutatis mutandis to the Biocidal Products Committee.
76. Secretariat of the Agency - HIT |HenpeHocHBO U3 pasiora IIToO ce

The Secretariat of the Agency referred to in point (g)
of Article 76(1) of Regulation (EC) No 1907/2006
shall undertake the following tasks:

(a) establishing and maintaining the Register for
Biocidal Products;

(b) performing the tasks relating to the acceptance of
the applications covered by this Regulation;

(c) establishing technical equivalence;

(d) providing technical and scientific guidance and
tools for the application of this Regulation by the
Commission and Member States’ competent
authorities and providing support to national
helpdesks;

(e) providing advice and assistance to applicants, in
particular to SMEs, for the approval of an active
substance or its inclusion in Annex | to this
Regulation or for a Union authorisation;

() preparing explanatory information on this
Regulation;

(g) establishing and maintaining database(s) with
information on active substances and biocidal
products;

(h) at the request of the Commission, providing
technical and scientific support to improve
cooperation between the Union competent authorities,
international organisations and third countries on
scientific and technical issues relating to biocidal
products;

(i) notification of decisions taken by the Agency;

(j) specification of formats and software packages for
the submission of information to the Agency;

(k) providing support and assistance to Member States
in order to avoid the parallel assessment of

pamu o onpendu koja ypebyje

oBnamheme CekpertapujaTta
EBporncke areHImje 3a
XEeMHUKaIHje.
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applications relating to the same or similar biocidal
products referred to in Article 29(4);

(I) providing support and assistance to Member States
with regard to control and enforcement activities.

The Secretariat shall make the information identified
in Article 67 publicly available, free of charge, over
the internet, except where a request made under
Article 66(4) is considered justified. The Agency shall
make other information available on request in
accordance with Avrticle 66.

77.

Appeal

Appeals against decisions of the Agency taken
pursuant to Articles 7(2), 13(3), 43(2) and 45(3),
Article 54(3), (4) and (5), and Articles 63(3) and 64(1)
shall lie with the Board of Appeal set up in
accordance with Regulation (EC) No 1907/2006.

Article 92(1) and (2) and Articles 93 and 94 of
Regulation (EC) No 1907/2006 shall apply to appeal
procedures lodged under this Regulation.

Fees may be payable, in accordance with Article 80(1)
of this Regulation, by the person bringing an appeal.

An appeal lodged pursuant to paragraph 1 shall have
suspensive effect.

HIT

HenpeHocuBo U3 pasiora ITo ce
pamu o oapendu Koja ce OJHOCH
Ha ICHTPAJM30BaHH IOCTYIAK
4Hje je CIpOoBOheHmEe YCIOBIJHEHO
yiaHcTBOM y EY.

78.

The budget of the Agency

For the purposes of this Regulation, the revenues of
the Agency shall consist of:

(a) a subsidy from the Union, entered in the general
budget of the European Union (Commission Section);
(b) the fees paid to the Agency in accordance with this
Regulation;

(c) any charges paid to the Agency for services that it
provides under this Regulation;

(d) any voluntary contributions from Member States.

HIT

HenpeHocuBo u3 pasiora IiTo ce
pamu o oapenbu koja ypebhyje
Oyuyer EBporcke areHumje 3a

XeMHUKAIHje.
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Revenue and expenditure for activities related to this
Regulation and to Regulation (EC) No 1907/2006
shall be dealt with separately in the Agency’s budget
and shall have separate budgetary and accounting
reporting.

Revenues of the Agency as referred to in Article 96(1)
of Regulation (EC) No 1907/2006 shall not be used
for carrying out tasks under this Regulation, unless for
a joint purpose or a temporary transfer to ensure the
proper functioning of the Agency. Revenues of the
Agency as referred to in paragraph 1 of this Article
shall not be used for carrying out tasks under
Regulation (EC) No 1907/2006, unless for a joint
purpose or a temporary transfer to ensure the proper
functioning of the Agency.

79.

Formats and software for submission of information
to the Agency

The Agency shall specify formats and software
packages and make them available free of charge on
its website for submissions to the Agency. The
competent authorities and applicants shall use these
formats and packages in their submissions pursuant to
this Regulation.

The technical dossier referred to in Article 6(1) and
Article 20 shall be submitted using the [UCLID
software package.

HIT

HenpeHocuBo U3 pasiora IITo ce
pamu o omnamhewy EBpomcke
areHIMje 3a XeMUKauje.

80.

CHAPTER XVII

FINAL PROVISIONS
Fees and charges

The Commission shall adopt, on the basis of the
principles set out in paragraph 3, an implementing
Regulation specifying:

(a) the fees payable to the Agency, including an
annual fee for products granted a Union authorisation
in accordance with Chapter VI1II and a fee for

HIT

HemnpenocuBo u3 pasiora mro
HAIl cUCTEM oHemoryhyije
yBoh)eme OBakBe BpCTE HAaKHAJa,
Beh ¢y TO Takce  Koje
MIpeJICTaBIbajy MPHUXOJ Oyliera, Te
je y Hadelnry mpey3erta obaBe3a Jia
ce Hamiath onpeheHa cBoTa
HOBIIa 3a CIIPOBOheme OBHX
HOCTYMaKa.

174




175

a)

al)

6)

61)

B)

r)

)

applications for mutual recognition in accordance
with Chapter VII;

(b) the rules defining conditions for reduced fees, fee
waivers and the reimbursement of the member of the
Biocidal Products Committee who acts as a
rapporteur; and

(c) conditions of payment.

That implementing Regulation shall be adopted in
accordance with the examination procedure referred
to in Article 82(3). It shall apply only with respect to
fees paid to the Agency.

The Agency may collect charges for other services it
provides.

The fees payable to the Agency shall be set at such a
level as to ensure that the revenue derived from the
fees, when combined with other sources of the
Agency’s revenue pursuant to this Regulation, is
sufficient to cover the cost of the services delivered.

The fees payable shall be published by the Agency.
Member States shall directly charge applicants fees
for services that they provide with respect to the
procedures under this Regulation, including the
services undertaken by Member States’ competent
authorities when acting as evaluating competent
authority.

Based on the principles set out in paragraph 3, the
Commission shall issue guidance concerning a
harmonised structure of fees.

Member States may levy annual fees with respect to
biocidal products made available on their markets.

Member States may collect charges for other services
they provide.

Member States shall set and publish the amount of
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fees payable to their competent authorities.

Both the implementing Regulation referred to in
paragraph 1 and Member States’ own rules
concerning fees shall respect the following principles:
(a) fees shall be set at such a level as to ensure that the
revenue derived from the fees is, in principle,
sufficient to cover the cost of the services delivered
and shall not exceed what is necessary to cover those
costs;

(b) partial reimbursement of the fee if the applicant
fails to submit the information requested within the
specified time limit;

(c) the specific needs of SMEs shall be taken into
account, as appropriate, including the possibility of
splitting payments into several instalments and
phases;

(d) the structure and amount of fees shall take into
account whether information has been submitted
jointly or separately;

(e) in duly justified circumstances, and where it is
accepted by the Agency or the competent authority,
the whole fee or a part of it may be waived; and

() the deadlines for the payment of fees shall be fixed
taking due account of the deadlines of the procedures
provided for in this Regulation.

81.

Competent authorities

Member States shall designate a competent authority
or competent authorities responsible for the
application of this Regulation.

Member States shall ensure that competent authorities
have a sufficient number of suitably qualified and
experienced staff so that the obligations laid down in
this Regulation can be carried out efficiently and
effectively.

Competent authorities shall provide advice to
applicants, in particular to SMEs, and to any other
interested parties on their respective responsibilities

HIT

HenpernocuBo u3 pasiora mTo je
opraH HaJjleaXkaH 3a crpoBoljere
OBOT' 3akoHa ojpeher 3akoHOM
KojuM ce ypehyjy XeMHKaiuje,
Ka0 U 3aKOHOM KOjuM ce ypehyjy
MHHHCTapCTBa.
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and obligations under this Regulation. That shall
include the provision of advice about the possibility of
adapting the data requirements of Articles 6 and 20,
the grounds on which such an adaptation can be made,
and on how to prepare a proposal. It shall be in
addition to the advice and assistance that the
Secretariat of the Agency shall provide in accordance
with Article 76(1)(d).

Competent authorities may in particular provide
advice by establishing helpdesks. Helpdesks already
established under Regulation (EC) No 1907/2006 may
act as helpdesks under this Regulation.

Member States shall inform the Commission of the
names and addresses of the designated competent
authorities and, where they exist, helpdesks by 1
September 2013. Member States shall, without undue
delay, inform the Commission of any changes to the
names and addresses of the competent authorities or
helpdesks.

The Commission shall make publicly available a list
of competent authorities and helpdesks.

82.

Committee procedure

The Commission shall be assisted by the Standing
Committee on Biocidal Products (‘the committee”).
That committee shall be a committee within the
meaning of Regulation (EU) No 182/2011.

Where reference is made to this paragraph, Article 4
of Regulation (EU) No 182/2011 shall apply.

Where reference is made to this paragraph, Article 5
of Regulation (EU) No 182/2011 shall apply.
Where the committee delivers no opinion, the
Commission shall not adopt the draft implementing
act and the third subparagraph of Article 5(4) of
Regulation (EU) No 182/2011 shall apply.

HIT

HenpeHocuBo U3 pasiora IITo ce
pami o Tpouexaypu uHje je

cnpoBoheme
yiaHcTBOM y EVY.

YCIIOBJEEHO
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Where reference is made to this paragraph, Article 8
of Regulation (EU) No 182/2011 shall apply.

83. Exercise of the delegation - HIT |HenpeHocHBO 3 pasjora IiTo ce

The power to adopt delegated acts is conferred on the
Commission subject to the conditions laid down in
this Article.

The power to adopt delegated acts referred to in
Article 3(4), Article 5(3), Article 6(4), Article 21(3),
Article 23(5), Article 28(1) and (3), Article 40, Article
56(4), Article 71(9), Article 85 and Article 89(1) shall
be conferred on the Commission for a period of five
years from 17 July 2012. The Commission shall draw
up a report in respect of the delegation of power not
later than nine months before the end of the five-year
period. The delegation of power shall be tacitly
extended for periods of an identical duration, unless
the European Parliament or the Council opposes such
extension not later than three months before the end of
each period.

The delegation of power referred to in Article 3(4),
Article 5(3), Article 6(4), Article 21(3), Article 23(5),
Article 28(1) and (3), Article 40, Article 56(4), Article
71(9), Article 85 and Article 89(1) may be revoked at
any time by the European Parliament or by the
Council. A decision to revoke shall put an end to the
delegation of the power specified in that decision. It
shall take effect the day following the publication of
the decision in the Official Journal of the European
Union or at a later date specified therein. It shall not
affect the validity of any delegated acts already in
force.

As soon as it adopts a delegated act, the Commission
shall notify it simultaneously to the European
Parliament and to the Council.

pazu o mpouexypaMa uYHje je

crpoBoheme
yiaHcTBOM y EVY.

YCIIOBJbEHO
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A delegated act adopted pursuant to Article 3(4),
Article 5(3), Article 6(4), Article 21(3), Article 23(5),
Article 28(1) and (3), Article 40, Article 56(4), Article
71(9), Article 85 and Article 89(1) shall enter into
force only if no objection has been expressed either by
the European Parliament or the Council within a
period of two months of notification of that act to the
European Parliament and the Council or if, before the
expiry of that period, the European Parliament and the
Council have both informed the Commission that they
will not object. That period shall be extended by two
months at the initiative of the European Parliament or
of the Council.

84.

Urgency procedure

Delegated acts adopted under this Article shall enter
into force without delay and shall apply as long as no
objection is expressed in accordance with paragraph

The notification of a delegated act to the European
Parliament and to the Council shall state the reasons
for the use of the urgency procedure.

Either the European Parliament or the Council may
object to a delegated act in accordance with the
procedure referred to in Article 83(5). In such a case,
the Commission shall repeal the act without delay
following the notification of the decision to object by
the European Parliament or by the Council.

HIT

Hemnpenocuso u3 pasiora mTo ce
OBOM onpeadoM ypebhyje
CTyHame Ha CHAry akTa KOju je
noHetr y EY u Baxku Ha BEHOj
TEPUTOPHjH.

85.

Adaptation to scientific and technical progress

In order to allow the provisions of this Regulation to
be adapted to scientific and technical progress, the
Commission shall be empowered to adopt delegated
acts in accordance with Article 83 concerning the
adaptation of Annexes I, 1l and IV to such scientific
and technical progress.

HIT

HemnpenocuBo u3 pasiora mTo ce
pamu o oapendu Koja ce OIHOCH
Ha [EHTPAIM30BaHU IIOCTYIAK
quje crnpoBoheme 3axTeBa
yiraHcTBo y EVY.
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86. Active substances included in Annex | to Directive - HIT |HenpeHocHBO 3 pasiora IiTo ce
98/8/EC paau o oIpeadu Koja ce OJHOCH
Ha [EHTPAJIU30BaHU IIOCTYIIAK
Active substances for which the Commission has 4ygje  chOpoBoheme  3axTeBa
adopted directives including them in Annex | to yiaHctBO y EV.
Directive 98/8/EC shall be deemed to have been
approved under this Regulation on the date of
inclusion and shall be included in the list referred to in
Article 9(2). Approval shall be subject to the
conditions set out in those Commission directives.
87. Penalties 0.1. Hosuanom kazHom oz 1.500.000 no 3.000.000 aunapa | ITY
60. kasnuhe ce 3a NPUBPEAHUN MPECTYII IPABHO JIUIIC aKO:

Member States shall lay down the provisions on
penalties applicable to infringement of the provisions
of this Regulation and shall take all measures
necessary to ensure that they are implemented. The
penalties provided for must be effective, proportionate
and dissuasive. The Member States shall notify those
provisions to the Commission no later than 1
September 2013 and shall notify the Commission
without delay of any subsequent amendment affecting
them.

1) mnpe uumema JOCTYNIHUM Ha TPXUIITY U
kopumhema OHOIMAHOI IIpOM3BOJA HE INPHOABU
0100peme WK pemene 0 ynucy y JIucty OnonumaHmx
NPOU3BOJIA WM pELICHE O NpH3HaBawmy 0a00peHma
(unan 9);

2) OWOIMIOHM NPOU3BOA YYUHH JOCTYIIHUM Ha
TPXKUIITY pamd Kopuimhema 3a OIIITy YHoTpedy
CYIpOTHO ojpendama oBor 3akoHa (wian 17. cras 2);
3) He TmomHece 3aXTeB 3a W3MEHy Iojaraka
JOCTaBJbEHHX Yy TIOCTYNKYy JOHOLICHa akara Ha
OCHOBY KOjUX c€ OHOLWAHM TIPOM3BOJ YHHH
JOCTYIIHUM Ha TPXKUIUTY W KopHcTH (4iaH 32. craB
1);

4) mocTyna CymnmpoTHO pelIemhy O MPECTaHKy BaKema
WIM O M3MEHH aKTa Ha OCHOBY KOT c€ OMOLMAHH
MPOU3BOJ YHHH JTOCTYITHAM Ha TPXKHIUTY M KOPHUCTH
(wr. 31. 1 33.);

5) He moByue OWOLMAHHM IPOM3BOJ Y CKIagy ca
HayloroM MunwuctapcTsa (wiad 34. ctas 3);

6) YMHM JOCTYIIHHM Ha TpPXHIUTY W KOPHUCTH
OMOLM/THU MPOU3BOJ KOJUM CE MOXKE KOHTPOIIHCATH
HemnpeJBul)eHa TMoOjaBa IITETHHX OpraHu3ama mpe
npubaBIbamka MpUBpEMeHe 103BoJe (wiaH 35. cras 1);
7) Ha 3axTeB MHUHHCTApCTBA HE MJOCTAaBH Y30paK
OMOLMIHOT MIPOM3BOJA 32 KOjU je MOJHET 3aXTeB 3a
HpHUBpeMeHy 103Bouy (wiaH 35. cras 5);

8) OuoumaHM TPOM3BOA 32 KOjU je JIOHeTa
NpUBpPEMEHa [103BOJIa HE KOPHCTH O] NPOMHCAHHM
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ycnoBuMa (wiaH 36. ctas 4);

9) 4YMHH JOCTYIHUM HA TPXHUINTY OWOLUIHHU
NpOU3BOJ paau Kopuinhewma y eKCIICPUMEHTY WM
UCIUTHBAaKky 33 CBPXEC HAy4YHOI HCTPaXHBamba H
pa3Boja WJIM IIPOM3BOJ H IIPOIEC-OPHjEHTHUCAHOT
HCTpaXknBama U pasBoja 6e3 nmorepae (wiaH 37. cT. 1
u 2);

10) BpmM eKCHEPHUMEHT WM HCIOUTUBAKE ca
OMOLIMIHUM TPOU3BOAOM Yy KOMe Moke aohm mo
HCHyIITama OHMOLMIHOI TIPOM3BOJA Y IKMBOTHY
cpenuHy ©e3 [03BOJIE 3a Taj EKCIEPUMEHT WU
ucnutuBame (wiad 38. ctas 1);

11) ce He mpuapskaBa ycioBa M3 jgo3Boiie (wiaH 38.
cras 6);

12) OuouuaHU TPOU3BOJ HE KIacH(HKYje, 00CIexKH,
yIaKyje W OrjacH y CKJaly ca OBUM 3aKOHOM (WiIaH
39. craB 1);

13) 3a OmonuIHN MPOU3BOJ HE M3paau 0e30eAHOCHU
JHMCT M HE YMHM Ta JOCTYIHUM Yy CKJIaJy ca OBHM
3aKoHOM (wiaH 39. cTaB 2);

14) ce GUOIMIHK TIPOM3BOJ HE KOPUCTH Y CKIIAAy ca
ycioBMMa yTBphEHMM Yy aKkTy Ha OCHOBY KOT ce
OMOLMTHU TPOU3BOJT YMHH JOCTYITHUM Ha TPXKHUIITY U
KOPHCTH U Y CKJIaJly ca 3aXTeBHMa 3a 00eJIeKaBame 1
MaKoBamke YTBpheHNM y wiaHy 39. oBOT 3ak0oHa (WiaH
41.craB 1).

3a npuBpeIHHU MPECTYI U3 CTaBa |. OBOT 4iaHa MOXKe
ce m3peh HOBYAaHA Ka3HAa y CpasMepH Ca BHCHHOM
yUMIbCHE  INTEeTe, HEW3BpIUeHe o0aBe3e WM
BPEIHOCTH poOe WM Apyre CTBapH Koja je MpeaMeT
MIPUBPETHOT npecryna, a HajBUILE 110
JIBAZIECETOCTPYKOT  W3HOCA  Y4YHMIbEHE  IITETe,
HeusBplIleHe 00aBe3e MM BPeAHOCTH pobe WK apyre
CTBapH Koja je IpeAMeT IPUBPEJHOT IPECTyIa.

3a TpUBpEIHH MNPECTyl M3 CTaBa 1. OBOr wiaHa
KasHuhie ce W OJrOBOPHO JIMIE Yy MPAaBHOM JIHILY
HoBuaHoM kazHoM o7 100.000 xo 200.000 qunapa.

3a mpuBpeIHM NPECTyN M3 CTaBa 1. OBOr dYiaHa
NPaBHOM JIMIy MOXE Ce y3 M3pedeHy Ka3Hy m3pehu
3allITUTHAa Mepa 3a0paHe MpaBHOM JHIYy Ja ce OaBH
onpeljeHoM nmpuBpeaHOM AenaTHotly 1o 10 roauHa.
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61.

3a mpuBpemHH INpecTyn U3 cTaBa 1. OBOr 4jaHa
OJI'OBOPHOM JIHILy y TPAaBHOM JIMILy CE Y3 U3PEueHy
Ka3Hy Moxe wu3pehm 3amrTuTHa Mepa 3abpaHe
OJIrOBOPHOM JIMILy Jla BpIIHM oapeleHe MyKHOCTH IO
10 roguna.

Hosuanom kaznom ox 500.000 mo 1.000.000 nunapa
Ka3Huhe ce 3a MPEeKpIaj MPaBHO JULE aKO:

1) Ha 3axTeB MUHHCTapCTBA HE AOCTABU U3BEILTA] U3
yana 37. craB 7. oBor 3akoHa (wiad 37. cras 8);

2) TpeTUpaHH MPOU3BOJ HE CTaBJba HA TPHKUIITE U
obernexaBa y CKJIaJy ca OBUM 3aKOHOM (wiaH 42. cT.
1,2.u3);

3) Ha 3axTeB IOTpoONIa4ya Y TIIPOIHUCAHOM POKY
OeclulaTHO He JIOCTaBM HOAAaTKE O OHOLMIHOM
TpeTMaHy TPETHPaHOT Mpou3Boa (wiaH 42. cTas 5);
4) momatke o OWOLMAHOM TIPOU3BOAY KOjU CY
O3HaYeHH Kao TIOBEPJBUBH YYHHH JOCTYITHUM
jaBHOCTH (WwiaH 44. cTaB 2);

5) He BOAW NPOIIVICAHE EBHJCHIMjE WM IOJaTKe U3
eBHJICHIIMje He YyBa y MPONUCAHOM POKY WM UX HE
JocTaBH Ha 3axTeB MuHucTapcrBa (wiaH 50. cT. 1. u
2. nunaH 51. cras 1);

6) He MOCTYNH IO peliekhy UHCIEKTOPa, OJHOCHO He
oMoryhu WHCIIEKTOpY BpLIelke Ham3opa (Wi 57. u
59).

3a mpekpmiaje W3 cTaBa 1. OBOI' 4iIaHa MOXeE ce
n3pehn HOBUaHa Ka3Ha y cpa3MepH ca BHCHHOM
NMpUYMbEHEe [ITeTe WIM HeusBplleHe obasese,
BPEIHOCTH poOe WM Apyre CTBapH Koja je MpeaMeT
MpeKpIlaja, a HajBHUIIE 0 JBAJECETOCTPYKOT M3HOCA
TUX BPEJHOCTH.

3a mpekpiuaj U3 cTaBa |. OBOr wiaHa IPABHOM JIHILY
MOJXe Ce Y3 U3peueHy Ka3Hy u3pehu u 3alTHTHa Mepa
3a0paHe BplIeka onpeheHe [enaTHOCTH [0 TpH
TOJIMHE.

3a mpekpimiaj u3 craBa 1. oBor wiana kasHuhe ce u
OJI'OBOPHO JIMIIE Y MPABHOM JIMIy HOBYAHOM Ka3HOM
oz 25.000 no 50.000 aunapa.

3a mpekpuiaj U3 craBa 1. OBOTI 4WiIaHa OJrOBOPHOM
JMIY Y TIPaBHOM JIMIy MOXE CE y3 M3PEUeHy Ka3Hy

182




183

a)

al)

6)

61)

B)

r)

)

62.

63.

n3pehu u 3amTuTHa Mepa 3a0paHe OATOBOPHOM JIUILY
oa Bpmm onpeheHe mocioBe y Tpajamy A0 jeIHe
TOJIMHE.

3a mpekpmaj u3 craBa 1. oBor wiaHa ka3Huhe ce u
Npey3eTHUK HOB4YaHOM KazHoM on 50.000 gno
250.000 muHapa.

3a mpekpmiaj u3 craBa 1. oBor wiaHa kasHuhe ce H
¢usuuko nuue HoBUaHOM kasHoM onx 10.000 mo
50.000 guHAapa.

3a mpekpuraj u3 cTaBa 1. OBOT WiaHa MPEAY3ETHUKY
MOJXE C€ y3 U3peueHy Ka3Hy u3pehu u 3aluTUTHA Mepa
3a0paHe BpIlIeHa oxpeheHnX NenaTHOCTH y Tpajamy
JI0 TPH TOJIMHE.

HoBuanom kaznom ox 10.000 go 50.000 nunapa
Ka3HHhe ce 3a TpeKpIIaj OATOBOPHO JHIE Y
MuHucTapcTBy aKo:

1) momatke o OWOUWAHOM TIPOU3BONY KOjU CY
O3HaYeHH Kao TIOBEPJBUBHM YYHHH JOCTYITHUM
JaBHOCTH OCHM Yy CJIydYajeBUMa IIPONUCAHHM OBUM
3akoHOM (wiaH 44. cT. 2. u 3);

2) monmatke O OWOLMIHOM IIPOM3BONY HE YYMHU
JoctynHe jaBHocTH (wiaH 49);

3) KOpHCTH TIOJIaTKe KOjH C€ JOCTaBJbajy y MOCTYIKY
JOHOIICHKa aKaTa Ha OCHOBY KOjHX ce OWOLMAHU
MPOU3BOJM YMHHU JOCTYITHUM Ha TPXKHUIITY U KOPUCTE
y JPYTOM IIOCTYIIKY JIOHOIIIEHa OBUX aKaTa OCUM aKO
j€ MpoTeKao MeproI 3aIITHTE THX MojaTaka (dwiaH 48.
craB 1).

3a mpekpuiaj U3 craBa 1. OBOI WiIaHa OATOBOPHOM
Uiy y MUHHCTapCTBY MOXe ce y3 M3pedeHy KasHy
n3pehn 3amruTHa Mepa 3abpaHe OZATrOBOPHOM JIMILY J1a
BpIIH ofipel)eHe mocoBe y Tpajamy O jeZIHE TOIIHE.

HoBuanom kaznom ox 50.000 mo 500.000 nunapa
Ka3HHule ce 3a MPEeKpIlIaj MpeTy3eTHUK aKo:

1) npe uumema [IOCTYIHMM Ha TPXHUIUTY |
kopuinhema OWONMAHOT MPOM3BOAAa HE NPUOABH
0100peme Win pelene 0 ynucy y JIncty OHomuaHux
NPOM3BOAA WM pelIeke O NpHU3HaBamy 0n00pema
(wnan 9);
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2) OWOIMIOHM NPOU3BOA YYHMHHM JOCTYIIHUM Ha
TPXKUIITY pand Kopuinhewma 3a OMIUTY YHOTpedy
CYMPOTHO o1peadama OBOT 3aKoHa (wiaH 17. cras 2);

3) He TmomHece 3aXTeB 3a W3MEHy Iojaraka
JOCTaBJbEHUX Yy TIOCTYIKY JOHOLIEHa aKara Ha
OCHOBY KOjUX ce OHOIMAHM TIPOM3BOA YHHU
JOCTYITHMM Ha TPXKUIITY ¥ KOpHCTH (WwiaH 32. craB
1);

4) mocTyna CympoTHO pelIeHhY O MPECTaHKy BaKema
WIM O M3MEHHM aKTa Ha OCHOBY KOT c€ OMOLMIHH
MPOU3BOJ YMHH JOCTYITHUM Ha TPXKHUIITY M KOPHUCTH
(wr. 31. u 33.);

5) He moByue OHOIMAHHM IPOM3BOJ Y CKIagy ca
HayioroM MunuctapcTpa (wial 34. cras 3);

6) YMHH JOCTYIIHHM Ha TpPXHIUTY W KOPHUCTH
OMOLIMIHU TPOU3BOJ KOJUM C€ MOXKE KOHTPOJIUCATH
HempenBUl)eHa TOjaBa IMITETHHX OpraHu3ama mpe
npubaBbamba NpUBpPEMEHe 103BoJe (wiaH 35. cras 1);
7) Ha 3axTeB MHUHHCTapCTBa HE JOCTaBU Y30paK
OMOLMIHOT IIPOM3BOJA 32 KOjU je IMOJHET 3aXTeB 3a
MpUBpEMEHY /103801y (wiaH 35. cras 5);

8) OwounuaHW TPOW3BOL 3a KOjU je JOHeTa
MIPUBpPEMEHa JI03BOJIa HE KOPHCTH MOJA HPOIMHCAHUM
ycioBuMa (uiaH 36. cTas 4);

9) 4YHMHH JOCTYTHUM Ha TPXHUINTY OWOLUIHHU
MpOU3BOJ paau Kopuinhewa y EKCIepUMEHTY WM
UCIIUTHBAaKky 3a CBPXE HAY4YHOI HCTPAXKUBAbHA M
pa3Boja WM TPOHM3BOA W TNPOLEC-OPHjCHTHCAHOT
HUCTPaXKUBaWka U pa3Boja 0e3 nmotepae (wian 37. cT. 1
u2);

10) BpmHM eKCHepUMEHT WIH HCIOUTHBakbE Ca
OMOLMIHUM IIPOM3BOJIOM Yy KoMe Moxe paohu 1o
HCHyIITama OWOLMIHOr TPOM3BOJA Y JKHBOTHY
cpenuHy 6e3 J03BOJIE 3a Taj CKCIIEPHMEHT WM
ncnuTuBame (4wiaH 38. ctas 1);

11) ce He mpuapxkasa ycioBa u3 J03Boiie (wiaH 38.
cras 6);

12) OGuouuaHu NPOU3BOA He KiacH(HKYje, 00eNexKH,
ymaKkyje ¥ OrJlach y CKJIa[y ca OBHM 3aKOHOM (WiaH
39. craB 1);

13) 3a OmonUIHN MPOU3BOJ HE M3paau 0e30eTHOCHU
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64.

JHCT ¥ HE YUHU Ta JOCTYIHUM Y CKIay ca OBHM
3aKoHOM (wiaH 39. cTaB 2);

14) ce OHOIMIHE MPOU3BOA HE KOPUCTH Yy CKJIAy ca
ycinoBrMa yTBphEHHM y akTy Ha OCHOBY KOT Ce
OMOIMTHN TTPOU3BOJ] YMHH JOCTYITHUM Ha TPXKHUIITY U
KOPHCTH U Y CKJIaJly ca 3aXTeBHMa 3a o0eJexaBame 1
naxkoBame yTBpheHnM y wiany 39. oBor 3akoHa (WiaH
41.craB 1).

3a mpekpuraj u3 cTaBa 1. OBOT WiaHa MPEAY3ETHUKY
ce MOKe y3 Ka3Hy u3pehu U 3amTuTHa Mepa 3abpaHe
BpIIEHa oJpeleHe AenaTHOCTH 10 TPH TOJIHHE.

HoBuanom kaznom ox 10.000 go 50.000 nunapa
kazHuhe ce 3a mpekpuraj pU3NYKO JINIE aKo He YyBa
MOBEpJbMBE MMOJATKE [0 TPECTaHKy obaBibarba
nocyioBa (wiaH 47).

3a mpekpmiaje U3 cTaBa l. OBOI WiaHa MOXeE ce
n3pehn HOBYaHAa Ka3HA y cpa3MepH Ca BHCHHOM
MpUYUIbEHE [ITeTe WId Heus3BplueHe obasese,
BPEIHOCTH poOe WM Jpyre CTBapH Koja je MpeaMeT
MpeKplIaja, a HajBHIIE 0 JABAJECETOCTPYKOT H3HOCA
THX BPEIHOCTH.

88.

Safeguard clause

Where, on the basis of new evidence, a Member State
has justifiable grounds to consider that a biocidal
product, although authorised in accordance with this
Regulation, constitutes a serious immediate or long-
term risk to the health of humans, particularly of
vulnerable groups, or animals, or to the environment,
it may take appropriate provisional measures. The
Member State shall, without delay, inform the
Commission and the other Member States accordingly
and give reasons for its decision based on the new
evidence.

The Commission shall, by means of implementing
acts, either permit the provisional measure for a time
period defined in the decision or require the Member
State to revoke the provisional measure. Those

HIT

HenpeHocuBo u3 pasiora IiTo ce
pamu o oapendu Koja ce OIHOCH
Ha IEHTPAIM30BaHU IOCTYIAK

quje crnpoBoheme

yiaHcTBo y EVY.

3aXTCBa
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a) al) 0) 61) B) r) 1)
implementing acts shall be adopted in accordance
with the examination procedure referred to in Article
82(3).
89.1. Transitional measures - HIT |HenpeHocHBO 3 pasjora IiTo ce

The Commission shall carry on with the work
programme for the systematic examination of all
existing active substances commenced in accordance
with Article 16(2) of Directive 98/8/EC with the aim
of achieving it by 31 December 2024. To that end, the
Commission shall be empowered to adopt delegated
acts in accordance with Article 83 concerning the
carrying out of the work programme and specification
of the related rights and obligations of the competent
authorities and the participants in the programme.

Depending upon the progress of the work programme,
the Commission shall be empowered to adopt
delegated acts in accordance with Article 83
concerning the extension of the duration of the work
programme for a determined period.

In order to facilitate a smooth transition from
Directive 98/8/EC to this Regulation, during the work
programme the Commission shall adopt either
implementing regulations providing that an active
substance is approved, and under which conditions,
or, in cases where the conditions laid down in Article
4(1) or, where applicable, the conditions set out in
Article 5(2), are not satisfied or where the requisite
information and data have not been submitted within
the prescribed period, implementing decisions stating
that an active substance is not approved. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in Article
82(3). Regulations approving an active substance shall
specify the date of approval. Article 9(2) shall apply.

oBa oapenda OJHOCH Ha JpikaBe

ynanune EY.
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89.2.

By way of derogation from Articles 17(1), 19(1) and
20(2) of this Regulation, and without prejudice to
paragraphs 1 and 3 of this Article, a Member State
may continue to apply its current system or practice of
making available on the market or using a given
biocidal product for up to three years after the date of
approval of the last of the active substances to be
approved in that biocidal product. The Member State
concerned may, in accordance with its national rules,
authorise the making available on the market or use in
its territory only of a biocidal product containing only:
(a) existing active substances which:

(i) have been evaluated under Commission Regulation
(EC) No 1451/2007 (51 ), but which have not yet
been approved for that product-type; or

(ii) are being evaluated, under Regulation (EC) No
1451/2007, but which have not yet been approved for
that product-type;

or

(b) a combination of active substances referred to in
point (a) and active substances approved in
accordance with this Regulation.

By way of derogation from the first subparagraph, in
the case of a decision not to approve an active
substance, a Member State may continue to apply its
current system or practice of making biocidal products
available on the market for up to 12 months after the
date of the decision not to approve an active substance
in accordance with the third subparagraph of
paragraph 1, and may continue to apply its current
system or practice of using biocidal products for up to
18 months after that decision.

HIT

Hemnpenocuso u3 pasiora mTo ce
oBa ofpenda OAHOCH Ha Jp)KaBe
ynanuie EY  jep ce mom
perymumie tpxkumre EY  wm
mpenasHe  ojapende  Koje  ce
OIHOCE Ha Be3dy IIPETXOJHE
JupexktuBe KojoM cy Owm
ypehenu OMonuIHN TPOU3BOAU U
VYpenbe.

89.3.

Following a decision to approve a particular active
substance for a specific product-type, Member States
shall ensure that authorisations for biocidal products
of that product-type and containing that active
substance are granted, modified or cancelled, as
appropriate, in accordance with this Regulation within
three years of the date of approval.

HIT

HemnpenocuBo u3 pasinora mTo ce
oBa ofipenda OJHOCH Ha JP)KaBe
ymannie EY  jep ce moMm
perynmume  tpxumte EY  m
npenasHe oapenbe  Koje  ce
OJJHOCE Ha Be3y MPETXO/HEe
JlupektuBe KojoM Cy Owin
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To that effect, those wishing to apply for the
authorisation or mutual recognition in parallel of
biocidal products of that product-type containing no
active substances other than existing active substances
shall submit applications for authorisation or mutual
recognition in parallel no later than the date of
approval of the active substance(s). In the case of
biocidal products containing more than one active
substance, applications shall be submitted no later
than the date of approval of the last active substance
for that product-type.

Where no application for authorisation or mutual
recognition in parallel has been submitted in
accordance with the second subparagraph:

(a) the biocidal product shall no longer be made
available on the market with effect from 180 days
after the date of approval of the active substance(s);
and

(b) use of existing stocks of the biocidal product may
continue for up to 365 days after the date of approval
of the active substance(s).

ypehenu OuomUIHN TPOU3BOAU U
VYpenbe.

89.4.

Where a Member State’s competent authority, or
where relevant, the Commission, decides to reject an
application submitted in accordance with paragraph 3
for authorisation of a biocidal product already made
available on the market, or decides not to grant an
authorisation or to impose conditions for the
authorisation making it necessary to change such a
product, the following shall apply:

(a) a biocidal product which has not been authorised
or, where relevant, which does not comply with the
conditions of the authorisation, shall no longer be
made available on the market with effect from 180
days after the date of the decision of the authority; and
(b) use of existing stocks of the biocidal product may
continue for up to 365 days after the date of the
decision of the authority.

HIT

HenpeHocuBo U3 pasiora MTo ce
oBa openda OJHOCH Ha JIpikKaBe
ymannie EY  jep ce moMm
perynmume tpxumrte EY wm
mpenasHe oxapende  Koje  ce
OJJHOCE Ha Be3y MPETXO/HEe
JupektuBe KojoM cy Owim
ypeheHr GHounaHU POU3BOIH
VYpenbe.
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90.1. Transitional measures concerning active substances - HIT |HenpeHocHBO 3 pasjora IiTo ce
evaluated under Directive 98/8/EC 0Ba 07pefda OJHOCH Ha JpKaBe
ynanuie EY  jep ce mom
The Agency shall be responsible for coordinating the perymume  tpxkumre EY u
process of evaluation of dossiers submitted after 1 npenasHe  onpende  Koje  ce
September 2012 and shall facilitate the evaluation by OJJHOCE Ha Be3y MPETXOJHE
providing organisational and technical support to the JlupektrBe KOjoM cy Owim
Member States and the Commission. ypeheHH OHOLUIHN TIPOU3BOAU U

VYpenbe.
90.2. Applications submitted for the purposes of Directive - HIT |HenpeHocHBO M3 pasjora IiTo ce

98/8/EC for which the Member States’ evaluation in
accordance with Article 11(2) of Directive 98/8/EC
has not been completed by 1 September 2013 shall be
evaluated by the competent authorities in accordance
with the provisions of this Regulation and, where
relevant, Regulation (EC) No 1451/2007.

That evaluation shall be carried out on the basis of the
information provided in the dossier submitted under
Directive 98/8/EC.

Where the evaluation identifies concerns arising from
the application of provisions of this Regulation which
were not included in Directive 98/8/EC, the applicant
shall be given the opportunity to provide additional
information.

Every effort shall be made to avoid additional testing
on vertebrates and to avoid causing delays to the
review programme laid down in Regulation (EC) No
1451/2007 as a result of these transitional
arrangements.

Notwithstanding paragraph 1, the Agency shall also
be responsible for coordinating the evaluation process
of dossiers submitted for the purposes of Directive
98/8/EC for which the evaluation has not been
completed by 1 September 2013 and shall facilitate
the preparation of the evaluation by providing
organisational and technical support to the Member

oBa oapenda OJHOCH Ha JIpkKaBe
ynannne EY  jep ce moMm
perynmumie  tpxkumre EY  wm
mpenasHe ojapende  Koje  ce
OIHOCE Ha Be3dy IIPETXOJHE
JupextnBe KojoM cCcy Owmm
ypeheHn OMOMUIHN TPOU3BOAU U
VYpenbe.
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States and the Commission from 1 January 2014.

91.

Transitional measures concerning applications for
biocidal product authorisations submitted under
Directive 98/8/EC

Applications for biocidal product authorisations
submitted for the purposes of Directive 98/8/EC for
which the evaluation has not been completed by 1
September 2013 shall be evaluated by the competent
authorities in accordance with that Directive.

Notwithstanding the first paragraph, the following
shall apply:

— where the risk assessment of the active substance
indicates that one or more of the criteria listed under
Article 5(1) is met, the biocidal product shall be
authorised in accordance with Article 19,

— where the risk assessment of the active substance
indicates that one or more of the criteria listed under
Article 10 is met, the biocidal product shall be
authorised in accordance with Article 23.

Where the evaluation identifies concerns arising from
the application of provisions of this Regulation which
were not included in Directive 98/8/EC, the applicant
shall be given the opportunity to provide additional
information.

HIT

HenpeHocuBo U3 pasiora IITo ce
oBa oapenda OJHOCH Ha JIpKaBe
ynanuie EY  jep ce mom
perymume tpxkumre EY  wm
mpenasHe  ojapende  Koje  ce
OIHOCE Ha Be3dy IIPETXOJHE
JupektuBe KojoM cy Owm
ypeheHn OMOUIHN TPOU3BOAU U
VYpenbe.

92.

Transitional measures concerning biocidal products
authorised/registered under Directive 98/8/EC

Biocidal products for which an authorisation or
registration in accordance with Article 3, 4, 15 or 17
of Directive 98/8/EC was granted before 1 September
2013 can continue to be made available on the market
and used subject, where applicable, to any conditions
of authorisation or registration stipulated under that
Directive until the expiry date of the authorisation or

HIT

HenpeHocuBo U3 pasiora IITo ce
oBa openda OJHOCH Ha JIpikKaBe
ynanune EY  jep ce mom
perynmume  tpxumte EY  m
npenasHe oapenbe  koje  ce
OJJHOCE Ha Be3y MPETXOJHEe
JupexTnBe KojoM Ccy Owimn
ypelheHn OMOMIHN TPOU3BOAU U
VYpenbe.
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registration or its cancellation.

Notwithstanding paragraph 1, this Regulation shall
apply to biocidal products referred to in that
paragraph from 1 September 2013.

Biocidal products authorised in accordance with
Acrticle 3 or 4 of Directive 98/8/EC shall be
considered as authorised in accordance with Article
17 of this Regulation.

93.

Transitional measures concerning biocidal products
not covered by the scope of Directive 98/8/EC

By way of derogation from Article 17(1), a Member
State may continue to apply its current system or
practice of making available on the market and using
a biocidal product not covered by the scope of
Directive 98/8/EC, but falling within the scope of this
Regulation, and consisting of, containing or
generating only active substances that were available
on the market, or used in biocidal products, on 1
September 2013. The derogation shall apply until one
of the following dates:

(a) where applications for approval of all those active
substances, which the biocidal product consists of,
contains or generates, are submitted for the relevant
product-type by 1 September 2016, the deadlines
provided for in the second subparagraph of Article
89(2), in Article 89(3) and in Article 89(4); or

(b) where an application is not submitted in
accordance with point (a) for one of the active
substances, until 1 September 2017.

HIT

HenpeHocuBo U3 pasiora IITo ce
oBa ofipenda OJHOCH Ha Jp)KaBe
ynannne EY  jep ce moMm
perymumie  tpxkumte EY  wm
mpenasHe  ojapende  Koje  ce
OJJHOCE Ha Be3y MPETXOMAHE
JupextnBe KojoM cCcy Owmn
ypehern OMOIUIHN TPOU3BOAN U
VYpenbe.

94.

Transitional measures concerning treated articles

By way of derogation from Article 58(2), a treated
article treated with or intentionally incorporating one
or more biocidal products containing only active
substances that are under examination for the relevant
product-type in the work programme referred to in
Acrticle 89(1) on 1 September 2016 or for which an

HIT

Hemnpenocuso u3 pasiora mTo ce
oBa ofipenda OJXHOCH Ha Jp)KaBe
ymannie EY  jep ce moMm
perynmumie  tpxkumre EY  wm
npenasHe oapenbe  Koje  ce
OJJHOCE Ha Be3y MPETXO/HEe
JlupektuBe KojoM Cy Owin
ypeheHr GHOLMIHH TPOU3BOIH
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application for approval for the relevant product-type
is submitted by that date, or containing only a
combination of such substances and active substances
included in the list drawn up in accordance with
Article 9(2) for the relevant product-type and use or
included in Annex I, may be placed on the market
until one of the following dates:

(a) in the case of a decision adopted after 1 September
2016 to reject the application for approval of, or not to
approve, one of the active substances for the relevant
use, the date falling 180 days after such a decision;

(b) in other cases, the date of approval for the relevant
product-type and use of the last active substance to be
approved and contained in the biocidal product.

By way of further derogation from Avrticle 58(2), a
treated article treated with or intentionally
incorporating one or more biocidal products
containing any active substances other than those
referred to in paragraph 1 of this Article or those
included in the list drawn up in accordance with
Article 9(2) for the relevant product-type and use or
included in Annex I, may be placed on the market
until 1 March 2017.

cajamme Ypexnoe.

95.1.

Transitional measures concerning access to the active
substance dossier

As of 1 September 2013, the Agency shall make
publicly available and shall regularly update a list of
all active substances, and all substances generating an
active substance, for which a dossier complying with
Annex Il to this Regulation or with Annex 1A or IVA
to Directive 98/8/EC and, where relevant, Annex I11A
to that Directive (‘the complete substance dossier’)
has been submitted and accepted or validated by a
Member State in a procedure provided for by this
Regulation or that Directive (‘the relevant
substances’). For each relevant substance, the list shall
also include all persons having made such a
submission or a submission to the Agency in

HIT

HenpeHocuBo U3 pasiora IITo ce
oBa openda OJHOCH Ha JIpikKaBe
ymannie EY  jep ce moMm
perynmume tpxumrte EY wm
mpenasHe oxapende  Koje  ce
OIHOCE Ha Be3dy IPETXOJHE
JupektuBe KojoM cy Owim
ypeheHun GHOLMIHN MPOU3BOIH 1
VYpenoe.
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accordance with the second subparagraph of this
paragraph, and indicate their role as specified in that
subparagraph, and the product-type(s) for which they
have made a submission, as well as the date of
inclusion of the substance in the list.

A person established within the Union who
manufactures or imports a relevant substance, on its
own or in biocidal products (‘the substance supplier’)
or who manufactures or makes available on the
market a biocidal product consisting of, containing or
generating that relevant substance (‘the product
supplier’), may at any time submit to the Agency
either a complete substance dossier for that relevant
substance, a letter of access to a complete substance
dossier, or a reference to a complete substance dossier
for which all data protection periods have expired.
Following the renewal of the approval of an active
substance, any substance supplier or product supplier
may submit to the Agency a letter of access to all the
data which was considered by the evaluating
competent authority as relevant for the purpose of the
renewal, and for which the protection period has not
yet expired (‘the relevant data’).

The Agency shall inform the submitting supplier of
the fees payable under Article 80(1). It shall reject the
application if the submitting supplier fails to pay those
fees within 30 days and shall inform the submitting
supplier accordingly.

Upon receipt of the fees payable under Article 80(1),
the Agency shall verify whether the submission
complies with the second subparagraph of this
paragraph and shall inform the submitting supplier
accordingly.

95.2.

As of 1 September 2015, a biocidal product consisting
of, containing or generating a relevant substance,
included in the list referred to in paragraph 1, shall not
be made available on the market unless either the

HII

Henpenocuso u3 pasnora mro ce
oBa ofpenda OAHOCH Ha Jp)KaBe

YJIaHUIIEe
perymuiie

EY jep ce moMm
Tpxkumre EY m
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a) al) 0) 61) B) r) 1)
substance supplier or the product supplier is included npenasHe  oapexbe  Koje  ce
in the list referred to in paragraph 1 for the product- OJJHOCE Ha Be3y MPETXOJHE
type(s) to which the product belongs. JlupekTiBe KOjOM Cy OwWiH

ypeleHr OMOIUITHI TPOHU3BOIU U
VYpenoe.

95.3. For the purposes of making a submission in - HIT |HenpeHocHBO U3 pasiora IIToO ce
accordance with the second subparagraph of oBa o/ipenba OJHOCH Ha JPIKABE
paragraph 1 of this article, Article 63(3) of this yranune EY  jep ce moMm
Regulation shall apply to all toxicological, peryaume Tpxumre EY u
ecotoxicological and environmental fate and npenasHe  oapexde  Koje  ce
behaviour studies relating to substances listed in OJJHOCE Ha Be3y MPETXOJHE
Annex Il to Regulation (EC) No 1451/2007, including JupexktuBe KojoM cy Owm
any such studies not involving tests on vertebrates. ypelheHH OHOLUIHN TIPOU3BOAU U

VYpenbe.

95.4. | A substance supplier or a product supplier included in - HIT |HenpeHocHBO U3 pasiora IITo ce
the list referred to in paragraph 1 to whom a letter of 0Ba 07Ipenda OJJHOCH Ha JIpKaBe
access has been issued for the purpose of this Article yranue EY  jep ce moMm
or a right to refer to a study has been granted in peryaume Tpxumre EY u
accordance with paragraph 3 shall be entitled to allow npenasHe  oapende  Koje  ce
applicants for the authorisation of a biocidal product OHOCE Ha Be3y IMPETXOJHE
to make reference to that letter of access or that study JlupekTiBe KOjOM Cy Owim
for the purposes of Article 20(1). ypeheHr GHOLMIHM TIPOU3BOIU H

VYpenbe.

95.5. By way of derogation from Article 60, all data - HIT |HenpeHocHBO 3 pasiora IiTo ce
protection periods for active substance/product-type 0Ba 0/Ipeida OJJHOCH Ha JIPKaBe
combinations listed in Annex |1 to Regulation (EC) ynanue EY  jep ce moMm
No 1451/2007, but for which a decision on inclusion peryaume Tpxumre EY u
in Annex | to Directive 98/8/EC was not taken before npenasHe  oapende  Koje  ce
1 September 2013, shall end on 31 December 2025. OJJHOCE Ha Be3y MPETXOJHEe

JupektuBe KojoM cy Owim
ypeheHn GHOIMIHKN POU3BOIU U
VYpenbe.

95.6. Paragraphs 1 to 5 shall not apply to substances listed - HIT |HenpenocuBo u3 pasiora miro ce

in Annex | in categories 1 to 5 and category 7 or to
biocidal products containing only such substances.

oBa ofipenda OJHOCH Ha JP)KaBe
ymannie EY  jep ce moMm
perynmume  tpxumre EY  m
npenasHe oapenbe  Koje  ce
OHOCE Ha Be3y IPETXOJHE
JlupektuBe KojoM Cy Owin
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a) al) 0) 61) B) r) 1)
ypehenu OuomUIHN TPOU3BOAU U
VYpenbe.

95.7. The Agency shall regularly update the list referred to - HIT |HenpeHocHBO 3 pasjora IiTo ce
in paragraph 1 of this Article. Following the renewal 0Ba 0/pefda OJHOCH Ha JpKaBe
of the approval of an active substance, the Agency yranune EY  jep ce moMm
shall remove from the list any substance supplier or peryaume Ttpxumre EY u
product supplier who has not, within 12 months of the npenasHe  onpende  Koje  ce
renewal, submitted all the relevant data or a letter of OJJHOCE Ha Be3y MPETXOJHE
access to all the relevant data, either in accordance JlupekTiBe KOjOM Cy Owin
with the second subparagraph of paragraph 1 of this ypeheH! OHOLUIHN TIPOU3BOIU U
Article or in an application in accordance with Article Vpenoe.

13.
96. Repeal - HIT |HenpeHocuBo 3 pasnora miTo ce
OBa onpeuGa OJHOCH Ha ApiKaBE
Without prejudice to Articles 86, 89 to 93 and 95 of ynanune EY  jep ce  mom
this Regulation, Directive 98/8/EC is hereby repealed peryaume Ttpxumre EY u
with effect from 1 September 2013. npenasHe  onpende  Koje  ce
OHOCE Ha BE3y IIPETXOJIHE
References to the repealed Directive shall be JlupekTiBe KOjOM Cy OwiH
construed as references to this Regulation and read in ypeheHn OHOLUIHN TIPOU3BOIU U
accordance with the correlation table in Annex VII. Vpenoe.
97. Entry into force - HIT |HenpenocuBo u3 pasiora IiTo ce

This Regulation shall enter into force on the twentieth
day following that of its publication in the Official
Journal of the European Union.

It shall apply from 1 September 2013.

This Regulation shall be binding in its entirety and
directly applicable in all Member States.

oBOM onpeaboM ypehyje meHO
CTyIame Ha CHary.
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ANNEX | | LIST OF ACTIVE SUBSTANCES REFERRED TO 0.1. AxTuBHe cymncraHue ynucase cy y Jlucry I - Jlucra| Y |Ilotmyna yckmahenocr — Guhe
IN ARTICLE 25(a) 5. 0/100peHNX aKTHBHUX CYNCTaHIM (Y HajbeM TEKCTY: MIOCTUTHYTa 00jaBJbUBABEM

Jlucra I) u Jlucry la — Jlucra akTHBHUX CyICTaHLU
KOje MOTy caipkaTh OMOIMAHH HPOU3BOIM KOjU ce
o100paBajy IO II0jeAHOCTAaBJBEHOM IIOCTYIKY (Y
nasseM Tekcry: Jlucra la) koje cy oGjaBibeHe y
EBporickoj yauju.

Jluctom I m3 craBa 1. oBor umaHa oxpeheHu cy
HApOYMTO: HAa3UB AKTHUBHE CYICTAaHIE; MHHUMATHU
cremeH uyucrohe  aKTWBHE  CYICTaHIE, BpCTa
OMOLIMIHOT TPOM3BOAAa Yy KOME MOXe OHUTH
kopumheHa Ta CyICTaHIA; YCIOBH I10J] KOjEMa MOXKe
OWTH [OHET aKT Ha OCHOBY KOI' ce OWOLMIHM
MIPOM3BOJ] YMHH JOCTYITHUM HA TPXKHIUTY U KOPHUCTH;
yCIOBH 3a Kopuinheme aKTHBHE CYICTaHIE Yy
TPEeTHPAaHOM IPOHM3BOLY, Ka0 M Ha3HaKa Ja JH je
aKTUBHA CYIICTAHIA KaHIUAAT 3a 3aMEHy, OJHOCHO
HaHOMaTepujall.

Jluctom la u3 craBa 1. oBor umaHa onpeheH:m cy
HapOYHTO: KaTeropvja axkTUBHE CYICTAHIC; Ha3WB
aKTUBHE CYICTaHI|E W OrpaHWYeHa 3a AaKTHBHY
CYICTaHILy.

AKTHBHE CYICTaHIIE 3a KOje je OA0HjeH yIuC y JTUCTe
M3 cTaBa 1. OBOT WiaHa 3a JaTy BPCTY OHOLMAHOT
mpousBoaa ynucyjy ce y Jlucry Il — Jlucta akTHBHUX
CYIICTaHIM 3a Koje je oxbujeH ymuc y Jluery I wm
Jlucry la (y naseem tekcty: Jlucra II).

Jluctom II u3 craBa 4. oBor wiaHa ojapehern cy
HapOYMTO: HA3WB aKTHBHE CYICTaHIle W BpcTa
OMOLMIHOT TpPOM3BOJAa y KOME HE MOXe OWTH
kopumheHa ta CyrncTaHIa.

AKTHBHE  CYIICTaHIe Koje Cy  TOCTYIKY
mpeucnutHBaka y EY  pagm  kopumhema |y
OnoruaHOM Tpom3Boxy ymucaHe cy y Ilporpam
aKTUBHUX cyncraniy 3a ynuc y Jlucry I unm Jlucry
la (y massem Tekcry: [Iporpam 3a ymuc).

AXTHBHE CyYICTaHIE KoOje ce NpHjaBbyjy 3a
yKkbyunBatke y Ilporpam 3a ymuc ymucane cy y
Jlucty aKTMBHUX CYINCTaHUM 3a YK/bYYHMBame Yy
IIporpam 3a ymuc (y nasbeM Tekcry: Jlucta 3a
yxibyunBame y [Iporpam).

MPONUCAHUX JIUCTHU.
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a) al) 0) 61) B) r) 1)
IIporpamom 3a ynuc, kao u JIucToM 3a ykibyuuBame y
IIporpam oxpeljeHn Cy HApOYNUTO HA3UB AKTHBHE
CYICTaHI[e M BPCTa OHOLKAHOT TPOU3BOAA y KOME
Moxe OUTH KopumheHa Ta CyIncTaHIa.
Jlucre u3 cr. 1, 4. u 7. oBor uwiaHa, kao u [Iporpam 3a
ynuc w3 craBa 6. OBOr WiaHa o00jaBJbyjy ce ¥y
,,Ciryx6enoM ritacHuKy PemybOmmke CpOuje”.
ANNEX | INFORMATION REQUIREMENTS FOR ACTIVE 0.1. MunucTtap mpomucyje campxuHy 3axteBa, oomm u| Y |Ilotmyna yckmaheHocr — Ouhe
1l SUBSTANCES 10.10 | campxuHy qocujea 3a OUOLMAHU MPOHU3BOI U YCIOBE MOCTUTHYTA JOHOIICHEM
3a mpuiIarohaBame 3axTeBa 3a MojanyuMa u3 JocHjea. MOJ3aKOHCKOT aKTa KOjUM Cce
ypebhyje nmocuje 3a OmonmMAHU
MIPOU3BO/I.
ANNEX | INFORMATION REQUIREMENTS FOR 0.1. MuHHCTap TpOMHUCYje canpkuHy 3axTeBa, oomM u| JIY |Ilotmyna yckmaljeHoct  Ouhe
Il BIOCIDAL PRODUCTS 10.10 | caapxuHy mocHjea 3a OMOLUIHU TPOU3BOI M YCIOBE [MOCTUTHYTA JIOHOIICHEM
3a npwiiarolaBame 3aXTeBa 3a MoJaMa U3 JJocHjea. MOJ3aKOHCKOT aKTa KOjUM Ce
ypebhyje mocuje 3a OmonMAHU
MIPOU3BO/I.
ANNEX | GENERAL RULES FOR THE ADAPTATION OF 0.1. Munucrap mponmcyje caapxkuHy 3axteBa, oomm u| JY |Ilotmyna yckxmahenocr — Guhe
v THE DATA REQUIREMENTS 10.10 | campxuHy qocujea 3a OUOLMAHU MMPOHU3BOJ U YCIOBE MOCTUTHYTA JOHOIICHEM
3a npuiarolaBame 3axXTeBa 3a MoJaMa U3 JJocHjea. MOA3aKOHCKOT aKTa KOjUM Ce
ypehyjy YCIOBH 3a
npwiarohaBame ~ 3axTeBa  3a
mojanuma u3 aocujea.
ANNEX |BIOCIDAL PRODUCT-TYPES AND THEIR 0.1. Buonmaau nponsBoau pa3spcraBajy ce y Bpcre ipema | IV |Ilotmyna  yckiahenoct — Guhe
\Y DESCRIPTIONS AS REFERRED TO IN ARTICLE 8. HAMEHH OJHOCHO IITETHOM OpPraHW3My Ha KOjU MOCTUTHYTA JOHOIICHEM
2(2) Jenyjy. MOJI3aKOHCKOT aKTa KOjUM  Ce
MuHHCTap MpONHCyje BPCTe ONOUUIHNX POHU3BO/A. ypehyjy  Bpcte  OmMOUMAHUX
pOU3BO/IA.
ANNEX | COMMON PRINCIPLES FOR THE EVALUATION 0.1 Munuctap mponmcyje cmepuHuinie 3a mnpoueHy| JY |Ilotmyna yckmaljeHoct — Ouhe
VI OF DOSSIERS FOR BIOCIDAL PRODUCTS 5.8 OUOIIMIHOT TPOU3BOJIA. MMOCTUTHYTA JIOHOLIEHEM
HO/I3aKOHCKOT aKTa KOjUM ce
ypelhyjy cMepHulle 3a HpOLEHY
GUOLIUTHOT TIPOU3BO/IA.
ANNEX | CORRELATION TABLE - HIT |HenpenocuBo u3 pasnora mTo ce
Vil pamd 0 OIHOCY TPETXOIHE
IUpEKTHBE KOjoM Cy Owimm

ypeheHr GHOLMIHH TPOU3BOIH
cajamime Ypende Koja OBy
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JVUPEKTUBY CTaBJba BaH CHare.
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