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PET'JIAMEHT (EC) Ne 1258/2013 HA EBPOIIEHCKMUS
HAPJIAMEHT U HA CBbBETA

ot 20 HoemBpu 2013 roauna 3a usmenenue Ha Peraamenr
(EO) Ne 273/2004 0THOCHO MPEeKYPCOPUTE HA HAPKOTUYHUTE
BelleCTBA

(Tekct ot 3HaueHue 3a ENII)

EBPOIIEVICKUAT ITAPJJAMEHT U CBbBETHT HA EBPOIIEMCKUSA CHIO3,

kato B3exa mnpensun JloroBopa 3a ¢QyHkumonupaHero Ha EBpomelckus cbl3, u
no-crieranHo wieH 114, maparpad 1 ot Hero,

KaToO B3¢Xa NpCABUIA NPCATOKCHUCTO HA EBpOHCfICKaTa KOMUCHA,
CJiea mpcaaBaHC Ha IMIPOCKTA HAa 3aKOHOAATCIIHUA aKT HAa HAIITUOHAJTHUTC IMapJIaMCHTH,

KaTO B3¢Xa IpCABHU CTAHOBHUIICTO Ha EBpOHeﬁCKHﬂ HNKOHOMHUYCCKHU U CONMAJICH KOMUTCT

[1],



B ChOTBETCTBHE C OOMKHOBEHATa 3aKOHOIaTeJIHA Tporieaypa [2],
KaToO UMaT NPEeJBU/I, Ye:

(1) Ha 7 suyapu 2010 r. Komucusra npue noxnaj ceriaacHo wied 16 ot Pernmament (EO) Ne
273/2004 wna EBponeiickus mapiameHT u Ha CbBerta [3] OTHOCHO U3IBIHEHHETO U
(YHKIMOHUPAHETO Ha 3aKOHOAATENCTBOTO Ha OOMHOCTTa 3a MOHUTOPHUHT M KOHTPOJI Ha
THPrOBUATA C MPEKYPCOPU HA HAPKOTUYHU BEILIECTBA.

(2) B mocouenus poximan Kommucusta mpernopbyuBa N1a c€ aHaIM3UpaT JAOMBIHUTEIIHO
HAUMHUTE 3a 3aCUJIBAHE HAa KOHTPOJA BbPXY THPrOBHUATA C OLETEH aHXUIPUJ — BKIIIOYEHO B
CIIUCBHK BEIIECTBO OT Kareropus 2 ot npmwiokenue | kbM Pernament (EO) Ne 273/2004, cvriiacuHo
yieH 2, OyKBa a) OT ChIIUS PEryIaMEeHT, C IeJI MO-YCIEIIHO MPeI0TBpaTsIBaHEe HAa OTKJIOHSIBAHETO
Ha OLIETeH aHXMJIPHJI 32 HE3aKOHHOTO MTPOM3BOJICTBO HA XEPOUH.

(3) B cBoure 3aximouenus ot 25 mait 2010 r. 0OTHOCHO (QYHKIIMOHUPAHETO U U3ITBJIHEHUETO
Ha 3aKoHojaTencTBoTo Ha EC 1o oTHOIIeHHE Ha MPEeKypcopH Ha HAPKOTUYHU BemiecTBa ChBETHT
npukann Kommucusta 1a Tpeasioku 3aKOHOJATSITHH W3MEHEHHs, CcJell W3BBbpIIBaHE Ha
BHUMAaTEJIHA OIICHKAa Ha MOTEHIMAJHOTO MM BB3/ICHCTBHE BBPXY KOMIIETEHTHHUTE OpPTraHH Ha
IbP’KaBUTE WICHKH U HKOHOMHUYECKUTE OTIePaToOpH.

(4) C Hacrosmusl periaMeHT Cc€ YTOYHSIBA OMPEICIICHUETO 3a BKIIOYCHHUTE B CIIUCHK
BEIIECTBA: B TOBA OTHOIICHHE TEPMUHBT ,,(hapMaleBTUYCH Ipemnapat’’, KOUTO MPOU3X0XKIa OT
Konsenmmsita Ha Opranuzanusara Ha 0OeTUHEHUTE HaIlMK 32 O0pOa cpelry He3aKOHHHS Tpaduk
Ha yMNoWBallld U MICUXOTPOIHM BEIIECTBA, pueTa BbB Buena Ha 19 nexemBpu 1988 r., e 3anuuen,
THH KaTo Beue € 0O0XBaHAT OT ChOTBETHATa TEPMHHOJIOTHS Ha MpaBHUTE akToBe Ha Cbro3a, a
MMEHHO — ,,JIEKAPCTBEHU NMPOAYKTU". OT CBOS CTpaHa TEPMUHBT ,,JPYTH IIpenapatu’ € 3ajJuueH,
TBH KaTo ¢ HEero ce ayOnMpa TEPMUHBT ,,cMecH', KOHTO BeYEe € M3MOJ3BaH B IMOCOYECHOTO
OIIpe/IeICHHE.

(5) CnenBa na Obae BBBENCHO OIpENEICHWE HA TepMHUHA ,,IOTpeOHTEN" 3a JIMIA, KOWTO
IbpIKAT BEIIECTBA 3a IIeJIM, Pa3IMYHH OT IYCKaHETO MM Ha Ta3apa, U clieABa Ja ObJe yTOUYHEHO,
Yye JIMLATa, KOUTO U3IMO0J3BAaT BKIIOYEHH B CIIUMCHK BEIIECTBA OT Kareropus 1 oT mpuioxenue |
kbM Pernament (EO) Ne 273/2004 3a nienu, pa3nuvHy OT MMyCKAaHETO MM Ha Ta3apa, ca JUTbXKHH J1a
MOJIy4atT JUUEH3HUS.

(6) CnenBa na 6b1aT BBBEIEHU MO-TTOAPOOHH pa3mope 0 OTHOCHO PETUCTPAIMATA C 1IET JAa
Ce rapaHTHpaT eHAKBU YCJIOBHS 338 PETUCTPALNS BbB BCHUKH JbPKABH WICHKH 32 BKIIOYCHHUTE B
CIUCHK BelmecTBa OoT Kareropus 2 or mpuioxenue | kpm Permament (EO) Ne 273/2004. 3a
BKJIFOUEHHUTE B CITUCHK BEIECTBA OT HOBATa MoJKaTteropus 2A oT npuioxkeHue | KkbM mocodeHus
periIaMeHT M3MCKBAHETO 32 PETHCTpaIsl CJIEBa J1a C€ OTHACS HE CaMo 3a OIepaTopuTe, HO U 3a
MOTpeOuTENNTE.

(7) Koraro HamaraT Takcu 3a IOJlydyaBaHE Ha JIMICH3US WM 33 PErucTpanus, Abp>KaBUTE
YJIEHKU CJIe/iBa J1a pa3rieaT Bb3MOXKHOCTTA 3a alalTHpaHe Ha T€3HM TaKCH C OIJIe]| 3alla3BaHe Ha
KOHKYPEHTOCIIOCOOHOCTTA Ha MUKPOIPEIPUATHUSATA.



(8) CJ'IC,I[Ba da CC TIIOSICHH, Y€ MAbPKABUTC YICHKHW pasmnojarat ¢ Bb3MOXHOCT 3a
nopcanpucMaHe Ha HCﬁCTBHH B cnyqaﬁ Ha CBMHHUTCIIHM CICJIKH C BCIICCTBA, KOUTO HEC Ca
BKJIFOUCHU B CIIMCHBK, 3a JJa MOTraT Ja péarupar HO-6"bp30 II0 OTHOIICHHUEC HAa HOBUTC TCHACHIIMH B
HC3aKOHHOTO IIPOU3BOJACTBO HA HAPKOTHYHU BCIICCTBA.

(9) CnenBa nma Obae cb3mazieHa eBporneiicka 0aza JTaHHU 3a MPEKYpPCOPUTE Ha HAPKOTUIHHU
BeIIecTBa (,,eBponeiickara 6a3a gaHHHU'") C IeN OMPOCTSABaHE Ha MpOLeaypaTa Mo JOKIaIBaHe OT
CTpaHa Ha Jbp)KAaBUTE WICHKH BHB BPB3KAa C KOH(QUCKAIMUTE W 3aAbpKaHUTE TMPATKH, TPU
BB3MOXKHOCT TIO0 0000IICH M aHOHUMEH HAaYWH M 10 Hal-MaJKO MHBAa3HWBEH 0 OTHOLICHHE Ha
oOpaboTKaTa Ha IJIMYHU JaHHH HAYWH, W [pPH OTYATAHE HA MOCJICJHUTE TEXHOJOTUYHU
JIOCTIKEHHSI 3a 3allliTa Ha HENPUKOCHOBEHOCTTa HAa JIMYHUS JKMBOT W TPUHIMIA Ha
orpaHnyaBaHe Ha JaHHHUTe. EBpomelickaTa 0a3a JaHHH Ciie[jBa CHIIO J1a M3MBIHABA (QYHKIUATA
Ha EBPONEHCKH PErucThp Ha OINEpaTOpUTe U MOTPEOUTENHTE, MPUTEKATENN HA JIMICH3US WU
perucTpanusi, KOETo IIe YJISCHH IpOBEepKara Ha 3aKOHHOCTTa HA THPIOBCKUTE CIEIKUA C
BKJIFOUEHH B CIIMCHK BEIIECTBA, M CJIC/IBA JIa JIa/ie Bb3MOXKHOCT 3a ONEpaTOpPHUTE Jja MPEAOCTaABAT
Ha KOMIIETEHTHHTE OpraHd HH(OpMAIHs OTHOCHO CBOMTE CIENKA C BKJIIOYCHH B CIIUCHK
BEIIECTBA.

(10) B Permament (EO) Ne 273/2004, u3mMeHeH C HACTOSILIUSl PETJIAMEHT, C€ MPEIABMKIA
oOpaboTka Ha wuWH(pOpMalUs, BKIOYUTEIHO 00pabOTKa Ha JHMYHU JAHHU, 3a IETUTe Ha
HaAOJIOJICHUETO OT CTpaHa Ha KOMIIETEHTHUTE OpPraHy Ha MMyCKaHETO Ha Ma3apa Ha MPeKypCcopH Ha
HAapKOTUYHU BEIIECTBA M NPENOTBPATSIBAHETO HAa OTKJIOHSBAHETO HA BKJIIOYEHHUTE B CIHUCHK
BemiectBa. OOpaboTkara Ha JIMYHM JaHHU CIIE/IBA Ja C€ M3BBPIIBA 10 HAYMH, CHBMECTHM C
LEJIUTE HA MOCOYCHHS pPEriIaMeHT, U B choTBeTcTBUE ¢ [lupektuBa 95/46/EO Ha EBponeiickus
napinamenT u Ha CoBeta [4] u Pernmament (EO) Ne 45/2001 na EBpormeiickusi mapiaMeHT U Ha
CspBera [5], 1 mo-celMaNHO B ChbOTBETCTBHE C M3UCKBAaHUATA Ha CbhrO3a, CBBP3aHU C KaU4€CTBO
Ha JaHHWTE, MPOIMOPLUMOHAIHOCT, OTPaHWYaBaHE Ha LEIUTE M C MpaBara Ha HHpOpMaNus,
JOCTBII, KOPUTUPAHE HA JaHHWUTE, 3aJMYaBaHE W OJIOKUpaHE, OPraHW3AlMOHHU U TEXHUYECKHU
MEpPKHU M MEXIYHAPOIHU TpaHCHEpH Ha JINYHU JaHHU.

(11) ObpaboTkaTa Ha TuyHK AaHHU 3a Henute Ha Permament (EO) Ne 273/2004, uzmeHeH c
HACTOSIIIMSI PErJaMeHT, M Ha JeJIeTMpaH aKT WIH akKT 3a H3MbIHEHHE, NPUET CBIIACHO
HACTOSIIIMS PETJIAMEHT, CJIe/[Ba J1a C€ U3BBPIIBA MPU 3a4UTAHE HA OCHOBHOTO IPABO HA JIMYCH U
CEeMEEH XHUBOT, NMpu3HAaTO B wieH 8 or KoHBeHmusATa 3a 3ammra Ha TIpaBaTa Ha 4YOBEKa U
OCHOBHHTE CBOOO/IH, KAKTO W HA MPABOTO HA 3a4MTaHE HA JIMYHHS M CEMEEH )KMBOT M MPABOTO HA
3alIMTa Ha JIMYHWUTE JAAHHU, MPU3HATO CHOTBETHO B WICHOBE 7 M 8 OT Xaprara Ha OCHOBHHTE
npasa Ha EBponelickus cbto3. [lenerupaHure akToBE U aKTOBETE 32 M3IIBJIHEHUE CJIE/[BA ChHILO Ja
rapaHTupar, ye BCsKa 0OpaboTKa Ha JMYHU JIaHHH C€ MU3BBPIIBA B CHOTBETCTBHE ¢ JlMpeKTHBa
95/46/EO u Pernament (EO) Ne 45/2001.

(12) OneTHUAT aHXUIPHI, KOWTO TIOHACTOSIIIEM € BKIIFOUEH B KaTeropus 2 OT npujoxenue I
kbM Permament (EO) Ne 273/2004, cnenBa nga Obae BKIOYEH B HOBa MOAKATeropus 2A ot
npuwiokeHne | KbM CBIMS perjiaMeHT C IIeJ Ja C€ TO3BOJIM YHNPaXHSIBAHETO HA MO-TOJISIM
KOHTPOJI BBPXY THProBusrta ¢ Hero. OcTaHanuTe BEIIECTBAa OT KaTeropus 2 ot npuiiokeHue | kbm
Pernament (EO) Ne 273/2004 cnensa na 6baaT BKIIOUYEHH B nogkateropusi 2b ot npunoxenue [
KBM CBIIUS PETrJIaMeHT.



(13) C Permament (EO) Ne 273/2004 nma Kommucusita ce mpeaocTaBAT H3IMBIHUTCIHU
MPABOMOIIUSI [0 OTHOILIEHHE HAa HSIKOM OT HETOBUTE pasnopendH, KOUTO cliefBa jaa ObaaT
yIpakHSABaHU 10 pena, yctaHoBeH B Pemenue 1999/468/EO na CoBera [6].

(14) Benenctue Ha Biu3anero B cuiia Ha JloroBopa ot Jluca®on Te3u mpaBOMOIIHS ClieBa
na ObJaT mpuBeNeHU B ChOTBETCTBUE C uiieHoBe 290 u 291 ot JloroBopa 3a (yHKIIMOHUPAHETO
Ha EBpomneiickus cpro3 (JADEC).

(15) 3a ma Obmar mocturHatu 1enure Ha Permament (EO) Ne 273/2004, usmeneH c
HacTosuMs pernament, Ha Komucusita cienpa na Obae AeiderupaHo MpaBOMOLIMETO J1a IpueMa
aktoBe B choTBeTCTBHUE C wieH 290 ot IDEC, 3a koHKpeTH3upaHe Ha NM3UCKBAHUATA U YCIOBUATA
3a Mpel0CTaBsHE Ha JIMLEH3UU U PEerucTpalus, 3a BKIIOUYBAHE Ha ONEPATOPUTE U MOTPEOUTEIHTE,
MOJTYYMJIM JIMLEH3 UM PEerucTpanus, B eBporelickara 6a3a JaHHM, 3a MOJy4yaBaHE U U3MOJI3BaHE
Ha JeKJIapallMuTe Ha KIMEHTUTE, 32 JOKYMEHTAIUITa U €TUKETUPAHETO Ha CMECUTE, ChbpiKalll
BKJIFOUEHH B CIIMCHK BEIIECTBA 32 MPEJOCTaBSIHETO HAa MH(OpMAaLMsS OT CTpaHa Ha ONEpPaTOPUTE
3a CHEJIKUTE C BKIIIOUEHHM B CHHMCBHK BELIECTBA M 3a MHGOpMaIMs, NPEJIOCTaBsIHA OT AbP:KaBUTE
YJIEHKH OTHOCHO M3ITBJIHEHHETO Ha MEPKHUTE 3a HaOmroeHue, yctaHoBeHn B Pernament (EO) No
273/2004, u 3a U3MEHEHUE Ha PUIIOKEHHUATA KbM HEero. Te3u JejerupaHu akToBe CJIe/iBa ChIIO
Taka Ja OIpeAeNsAT KaTeropuuTe JWYHH JaHHH, KOWTO MoOrar na Obaar oOpaboTBaHU OT
IbpKABUTE WIECHKH W omepaTtopute no cuiata Ha Permament (EO) Ne 273/2004, kareropuute
JMYHU JIaHHU, KOUTO MOTaT J1a ObJaT ChbXpaHsIBaHHU B €BpoOIeiickaTa 0a3a JaHHU, U TapaHIMHUTE
3a 00paboTKkaTa Ha Te3u JUYHU JaHHH. OT 0cOOCHA BXHOCT € TI0 BpeMe Ha MOATOTBUTEIHATA CU
pabora Kommcusita ma mpoBene MOAXOIAIIA KOHCYJATAIMM, BKIIOYUTEIIHO Ha EKCIIEPTHO
paBHuie. [Ipu moAroroBkata M M3rOTBSIHETO Ha Jelerupanute aktoBe Komucusra ciensa na
OCUTYpPH €IHOBPEMEHHOTO M CBOCBPEMEHHO TMIpeJaBaHe HA CBHOTBETHUTE JIOKYMEHTH II0
MOJIX O/ HaunH Ha EBpomnelickus napiameHnT u Ha CbBera.

(16) Baxxno e cpmro Taka Komucusita 1a vicka cTaHoBHILE OT EBponeiickusi Ha30peH opraH
MO 3alluTa Ha JaHHWTE, KOTATO IMOATOTBS JIEJETUPAHU aKTOBE BHB Bph3ka ¢ oOpaboTkaTta Ha
JIUYHU JTaHHU.

(17) 3a ma ce rapanTupat eJHAKBU ycioBus 3a npuiarane Ha Permament (EO) Ne 273/2004,
Ha Komucusita cnefpa ga 6baaT npeaoCTaBeHH U3IMIBJIHUTEIHU IpaBoMomus. Te3u mpaBoMous
cienBa aa ce ymnpaxssBar B cboTBeTcTBHE ¢ Permament (EC) Ne 182/2011 na Empomneiickus
napiameHT 1 Ha CwBera [7]. Ilpoueaypata mo pasriexaaHe cliejBa Ja C€ H3M0J3Ba 3a
IpUEMaHETO Ha AaKTOBE 3a M3IBJHEHHE C LeJd MOJAPOOHO OIpelesssHe Ha HauMHUTE 3a
NPEOCTaBIHE Ha JEeKJIapaliuTe Ha KIMEHTUTE B EJIEKTPOHEH (opmaT, KakTo M HOJPOOHO
olnpejeisiHE Ha HAaYMHMUTE 3a NpEAOCTaBsSHE Ha eBporeilickara 0a3za JaHHM Ha WHpOpMaLUsATa
OTHOCHO CJIEJIKUTE Ha OIepaTOpUTE C BKJIIOYEHU B CIIMCHK BEIECTBA Ha eBpoleiickata 6a3a
JAHHU.

(18) [oxonkoTo 1enTa Ha HACTOSIIUS PErIaMeHT, a UMEHHO — BBBEXKJIAaHE Ha TO-CTPOTH
pasnopeadu OTHOCHO PETUCTpalUsATa Ha ONEepaTOpUTE, KOMUTO IyCKaT Ha Ias3apa WIH IbpiKat
BKJIFOYEHH B CIIUCHK BelIecTBa OT Kareropus 2 ot mpwioxkenue | xpm Permament (EO) Neo
273/2004, w mo-crenuaiHO OIETeH aHXUAPHUI, C IeJd MPeAoTBpaTsABaHE Ha HETOBOTO
OTKJIOHSIBAHE KBbM HE3aKOHHOTO IPOM3BOJCTBO HAa HApPKOTUYHM BEIECTBA, HE MOXE Ja ObJle



MOCTUTHATA B JOCTAaThYHA CTEINEH OT AbPKABUTE YICHKH, Thi KaTO TpaQHUKAaHTHUTE CE BH3MOI3BAT
OT HALIMOHAJIHUTE Pa3JIM4YMs [0 OTHOLIEHHWE HA PETHCTPALMATA U MPEMECTBAT CBOATA HE3aKOHHA
JIEHHOCT TaM, KBbJIETO € Hall-JIECHO MPEKypCcOpU Ha HAPKOTHYHU BEIIECTBA J1a ObJaT OTKIOHEHH, a
nopaau Mamiaba WIM BB3JCHCTBHETO Ha MPEUIOKEHOTO ICHCTBHE MOXe aa Obae mo-moope
MOCTUrHaTa Ha paBHUILETO Ha Cbro3a, ChIO3BT MOXKE Ja NMpUEME MEPKU B CHOTBETCTBHE C
NpHUHIKIIA HAa CyOCHMAMAapHOCT, ypeaeH B wieH S5 ot JloroBopa 3a EBpomeiickus cbio3. B
CbOTBETCTBME C IPUHLMUIIA HA NPONOPLHMOHATHOCT, YpPEAEH B CBbIUMS YJIEH, HACTOSLIUAT
perjJamMeHT He HaIXBbpJisl He0OOXOJMMOTO 33 MOCTUTAHETO Ha Ta3u Lell.

(19) B cwotBerctBue ¢ uneH 28, maparpad 2 ot Permament (EO) Ne 45/2001 OGeme
MpoBeJieHa KOHcynTaiusi ¢ EBponeickusi HaJ30peH opraH IO 3allluTa Ha JaHHUTE, KOWTO
npejacTaBu cranoBuile Ha 18 ssHyapu 2013 1. [8]

(20) ITopaau ToBa Permament (EO) Ne 273/2004 cnenBa 1a 6b1€ ChOTBETHO U3MEHEH,

IMPUEXA HACTOAINA PETJIAMEHT:

Ynen 1

Pernament (EO) Ne 273/2004 ce u3MmeHs, KakTo clieBa:
1) Unen 1 ce 3amMeHsI ChC CIEAHOTO:

,, Ynen 1

Oo0xBar u Heu

C HacTOsIIMS PETJIAMEHT C€ YCTAaHOBSBAT XapMOHU3MPAHU MEPKHU 32 BHTPEIICH KOHTPOI U
MOHUTOPUHT B ChI03a Ha ONPEICIICHN BEIICCTBA, U3ITOJI3BAHN Y€CTO 32 HE3aKOHHO MTPOM3BOICTBO
Ha HAPKOTWYHU WJIM TICHXOTPOITHU BEIECTBA C II€JI MPEIOTBPATSIBAaHE HAa OTKJIOHSBAHETO Ha
TaKWBa BemecTna."

2) B unen 2:
a) OykBa a) ce 3aMEeHS ChC CIIETHOTO:

»3) »,BKIIFOUEHO B CIIMCHK BEIIECTBO" O3HAYaBa BCSKO BEIIECTBO, BKIIIOYEHO B CIIMCHKA B
npuiokeHue I, KoeTo Moke J1a ce M3MOJI3Ba 32 HE3aKOHHOTO MPOU3BOJICTBO HA YIOWBAIIU TN
MICUXOTPOIIHA BEUIECTBA, BKIFOUUTETHO CMECH M TMPHPOTHH TPOAYKTH, CHIBP)KAIIM TaKHWBa
BEIIECTBA, HO KAaTO C€ M3KIII0YAaT CMECHTE U MPHUPOJHHUTE MPOIYKTH, CHABPKAIIN BKIIOUEHH B
CIIMCHK BEIIECTBA, KOUTO Ca ChCTABEHH 10 TAKHB HAYHH, Y€ BKIIOUCHHUTE B CIHCHK BEUIECTBA HE
MOrar Ja ce HW3MOJ3BaT WM M3BIMYAT JIECHO Ype3 TOTOBH 3a yNoTpeda WM MKOHOMHUYECKU
PEHTaOWITHU CPECTBA, JIEKAPCTBEHUTE MPOIYKTH CHIIIACHO OMpPENeIeHNeTo B wieH 1, Touka 2 ot
HupextuBa 2001/83/EO na EBpomneiickus mnapiamenT u Ha CbBera (*) m BeTepuHApHU



JIEKapCTBEHU MPOJYKTH CHITIACHO OmpezesieHrneTo B wieH 1, Touka 2 ot Hupextusa 2001/82/EO
Ha EBponeiickus napiameHT u Ha CpBeTa (**);

(*) Hupextusa 2001/83/EO na EBpomneiickus napiaament u Ha CbBeta oT 6 HoemBpu 2001 r.
3a YTBBpXJaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHHM MPOJIYKTH 3a XyMaHHa
ynorpeba (OB L 311, 28.11.2001 r., ctp. 67). (**) Hupextua 2001/82/EO na EBpomneickus
napiameHT U Ha CbBera oT 6 HoemBpu 2001 1. oTHOCHO Kojekca Ha OOmHOCTTA 3a
BeTepuHapHHTE JeKkapcTBeHu npoayktu (OB L 311, 28.11.2001 r., ctp. 1).";

0) OykBa B) ce€ 3aMEHS ChC CIIETHOTO:

,»B) ,IIYCKaHE Ha ma3zapa" o3HayaBa Bcsika JocTtaBka B Cbhlo3a, cpemly 3aruiaiiaHe Wi
0e3IIaTHO, Ha BKIIOYEHHM B CIUCHbKAa CBCTaBKU; WJIM CbXPAHEHUETO, H3TOTBSIHETO,
MIPOU3BOJCTBOTO, NpepaboTKaTa, THPrOBUATA, PA3NPOCTPAHEHHUETO HA TE3UW CHCTABKH WIIU
MOCPETHUYECTBOTO BBB BPb3Ka C TAX, € IIeJ1 JocTaBKaTa UM B Cbro3a;"

B) 100aBAT ce CleIHNTE OYKBU:

»3) »II0TpeduTen" o3HavyaBa BCAKO (U3MUECKO WM FOPUIWYECKO JUIE, PA3JIHUYHO OT
OIlepaTop, KOETO IbpXKH BKIIOYEHO B CHUCHK BEIIECTBO M YydYacTBa B IpepadoTkara,
dbopmynamnusaTa, MOTpeOJICHUETO, CbXPAHEHUETO, OTTOBOPHOTO Ma3eHe, 00padoTKaTa, MbIHEHETO
B KOHTEHHEpH, IPEXBBPIISIHETO OT €JUH ChJ] B JPYT, CMECBAHETO, TPAHC(HOPMHUPAHETO HITU BCIKO
JPYTo U3MOJI3BaHE HA BKIIFOUEHH B CITUCHK BEIIECTBA;

1) ,,IPUPOJIHU MPOAYKTU" O3HA4YaBa OPraHU3bM HIIM YacT OT HEro MOJl KakBaTo M Ja Owmia
(dbopMa MM BCSIKAaKBH BEIIECTBA, KOUTO CE CPEIIAT B MPUPOJATa, CHIIIACHO OMPEICICHUETO T10
uiieH 3, Touka 39 ot Permament (EO) Ne 1907/2006 na EBpomneiickust mapiamenT u Ha ChBera

(*).

(*) Permament (EO) Ne 1907/2006 na EBpomeiickusi mapiameHT W Ha CbBera or 18
nexemBpu 2006 T. OTHOCHO pEruCTpanusiTra, OLEHKATa, pa3pellaBaHeTO M OTPaHHMYABAHETO Ha
xumukanu (REACH), 3a cp3naBane Ha EBpomneiicka areHuus mo XMMUKalld, 33 U3MEHEHHE Ha
HupextuBa 1999/45/EO u 3a ormsina Ha Pernament (EMO) Ne 793/93 na CwBeta u Pernmament
(EO) Ne 1488/94 na Komucusra, kakto u Ha JupektuBa 76/769/EMIO Ha CbhBeTa U TUPEKTUBU
91/155/EMO, 93/67/EN0O, 93/105/EO u 2000/21/EO na Komucusra (OB L 396, 30.12.2006 r.,
ctp. 1)."

3) B unen 3:

a) maparpadu 2 u 3 ce 3aMEHST ChC CIETHOTO:

»2. Omneparopute W moTpeOHTENUTE TPsAOBAa Ja TMOJY4aT JIUIEH3US OT KOMIIETEHTHUTE
OpraHd Ha Jbp)KaBaTa WICHKA, B KOSITO Ca YCTAaHOBEHW, MPEOH Jla MOTaT Ja IAbpKaT WM Ja

MycKaT Ha TMaszapa BKJIIOUYEHH B CIMCHKA CHCTaBKHM OT KaTeropuss | or mpuioxenue .
KommereHTHUTE OpraHu MorarT Ja H3[aBaT CIECHUAIHU JMIEH3WM Ha anTeKHW, Ha anTedyHU



IMIYHKTOBE 3a BCTCPUHAPHU JICKApCTBA, HA HAKOH O6IJ_I€CTB€HI/I Opraii WJin Ha BBOPBKCHHUTC
cunu. TakuBa cri€uaJHu JIUMIOCH3MHN Ca BAJIMAHHM CaMO 3a HU3II0JI3BAHC HA BKIIOYCHHU B CIIMCBHK
BCHICCTBA OT KaTCTOpHA 1 or IMPHJIOKCHUC I PaMKUTE Ha O(bI/II_II/IaJ'IHI/ITe 3abJDKCHHUA Ha
CBOTBCTHHUTC OIICPATOPHU.

3. Bceku onepatop, mpuTeKaBall JUIEH3UATA, JOCTaBsl BKIIOYEHA B CIIMCHK BEIIECTBA OT
kareropus 1 ot npuioxenue I camo Ha oreparopu WiIM MOTPEOUTETN, KOUTO ChHIIO MPUTEKABAT
JIMIICH3MS U ca MOANUCAIN JeKIapalys Ha KIMEHTa ChIVIACHO MPEABUJIEHOTO B ujieH 4, maparpad
1.";

0) maparpacdu 5, 6 u 7 ce 3aMEHST ChC CIETHOTO:

,»J. be3 na ce 3acara maparpad 8, KOMIETEHTHUTE OPTaHd MOTAT Jla OTpaHuYaT BAJIMIHOCTTA
Ha JIMIEH3MATa JI0 CPOK, HE MO-IBJIBI OT TPU TOAMHU, WM Ja 3aqbJDKAT ONEpaTOpUTe M
norpeduTenuTe ga JO0Ka3BaT Mpe3 OIpeNeleHU IMEePUOJH, HE MO-ABITM OT TPU TOJUHH, 4e
YCIIOBUSITA, PU KOUTO € H3/aJIeHa JIMIIEH3MATA, BCE OIlle ca W3MBIHEHU. B nuneHsusita ce
1I0COYBAT OIEPALUATA WM ONEPALMUTE, 32 KOUTO € BaJIM/IHA, KAKTO U ChOTBETHUTE BKIIIOYEHH B
CHHMCHK BemiecTBa. KoMneTeHTHUTE OpraHd M3/aBaT [0 MPUHLUI CHEIHUATHUTE JIMLEH3UU 3a
HEOrpaHWYeH CPOK, HO MOraT Jia 0bJaT BPEMEHHO OTHETH WJIM OTMEHEHM OT THAX, KOraro mma
pa3yMHU OCHOBAHUS Jla C€ IpUEMe, Y€ MPUTEKATENAT Beue HE OTrOBapsl HAa M3MCKBAHUATA U HE €
MOJIXO/SAIN, 3a Ja NpUTEXaBa JIMIEH3Us, WJIM KOTraTo YCJIOBUATA, NPU KOUTO € H3JajeHa
JIMLEH3UATA, BEUE HE CE€ U3IbJIHECHU.

6. Oneparopute TpsOBa Ja MOIYYaT PETUCTPALIUS OT KOMIIETEHTHUTE OpraHu Ha JbpKaBaTa
YJIEHKA, B KOATO Ca YCTAHOBEHM, MPEAM Ja IyCHAT Ha Ia3apa BKJIIOYEHH B CIIUCHK BEUIECTBA OT
kareropus 2 ot npuwioxenue I. Cunrtano ot 1 romu 2015 r. motpeburenute TpsiOBa 1aa mosrydar
peructpanusi OT KOMIIETEHTHUTE OpraHu Ha Jbp)KaBaTa YICHKA, B KOSITO Ca YCTAHOBEHH, MPEaU
Ja JbpXkKaT BKIIOUYEHM B CHUCHK BELIECTBA OT nojakareropus 2A 0T npuwioxeHue [
KommnerentHuTe opranm moraT Ja W3[aBaT CHELHUAIHA PEruCcTpallid Ha anTeKd, Ha anTeyHU
MIYHKTOBE 32 BETEPUHAPHH JICKApCTBA, HAa HSIKOW OOIIECTBEHW OPraHU WM Ha BHOPBHKCHUTE
cwid. TakuBa CHELMAJHA PETHCTpalMU Ce€ MpHUEeMaT 3a BaJIMJIHU CaMO 3a U3IOJI3BaHE Ha
BKJIFOYEHH B CIIUCHK BEIIECTBA OT KaTeropus 2 oT mpuiiokeHue | B pamkute Ha oduUIIMATHUATE
3aIBJDKCHHS Ha CBOTBETHUTE ONEPATOPU WIIM TOTPEOUTEINH.

0a. Bceku oneparop, mpuTexaBaill perucTpanus, J0CTaBsl BKIIOYCHH B CIIUCHK BELIECTBA OT
nonkareropus 2A ot npuioxenue | camo Ha apyru omepaTopw WM Ha MOTPEOUTENH, KOUTO
CBIIO NpUTEXABAT PETUCTpAlMsl M ca MOANUCAIN JIEKJapalus Ha KIUEHTa CbhIVIACHO
MPEABUACHOTO B ujieH 4, maparpad 1.

60. Koraro mpeueHsiBaT Janu Ja M3lajaT perucrpanus, KOMIETEHTHUTE OpraHH B3eMaT
MpEeABUJ TO-CIIEHUATHO KOMIETEHTHOCTTa M IIOYTEHOCTTa Ha KaHauzaarta. Te oTka3Bar
perucrpanus, ako MMa pasyMHH OCHOBAHUS 3a CbMHEHHUE B IPUTOJHOCTTA M HAJEKIHOCTTA HA
KaHIWJaTa WK Ha CIY>KUTEJs, OTTOBOPEH 3a THPIrOBUATA C BKJIIOYEHUTE B CIIMCHK BEILECTBA.
KomriereHTHHUTE OpraHu moraT Ja CIpar Wid OTMEHSAT PEruMcTpauusara, KOraro uma CepuO3HU
OCHOBAHMSI J1a CE€ CMSTA, Y€ IIPUTEKATEIAT BeUe HE OTroBapsl Ha U3MCKBAHUATA U HE € IPUTOJIEH,
3a J1a NIPUTEKaBa PErUCTPALNs, UM KOraTo yCJIOBUATA, IIPU KOUTO € M3/1aJieHa PErucTpanusTa,
BEUE HE Ca U3IbJIHCHU.



6B. Komnerentuure Opraiu Morat aa HM3UCKBAT OT OIICPATOPHUTC U HOTp€6I/IT€J'II/IT€ Ja
IramaT TakcCa IIpH MoJaBaHC Ha 3asABJICHUC 3ad JIMOCH3WA WU PCTUCTpALA.

Koraro ce cbOupa Takca, KOMIETEHTHUTE OpPraHH pa3riekKIaT BB3MOXKHOCTTa 32
aJlariTUpaHe Ha pa3Mepa Ha TakcaTa B 3aBUCUMOCT OT TOJIEMUHATa Ha TpeanpusiTueTro. Tasum
Takca ce ch0upa Mo HeJAMCKPUMHHAIIMOHEH HAYMH M HE HaJBHUIIABa Pa3xoJuTe 3a 00paboTBaHe
Ha 3asBJIICHUETO.

7. KoMneTeHTHUTEe OpraHM BIIMCBAT ONEPATOPUTE U MOTPEOUTENUTE, KOUTO Ca MOTYUHIIU
JUTIEH3US WM PETUCTpAIIMs, B €BpoIeiickaTta 6a3a JaHHH, TOcoUeHa B wieH 13a.

8. Ha Komucusita ce mnpeaoctaBs MPaBOMOIIMETO Jia NpUEMa JeJIETUPAHU aKTOBE B
CBHOTBETCTBHE C 4JieH 15a BbB Bpb3Ka C U3UCKBAHUATA U YCIOBUATA 3!

a) W3/aBaHe Ha JIMIEH3US, BKIIOUUTEIHO KAaTErOpUUTE JIMYHU JTaHHH, KOMTO TpsOBa na
OBAaT MpeI0CTaBeHH, KOTaTo € MPUII0KHAMO;

0) U3aBaHe HA PETUCTPAIUATA, BKIIOUUTEITHO KaTETOPUUTE JIMYHU JaHHH, KOUTO TpsiOBa Aa
OBaaT MpeI0CTaBeHH, KOTaTo € MPUII0KHUMO;

B) BIIMCBAaHE Ha ONEPATOPUTE U MOTpPeOUTENHUTE B eBpoIleiickaTa 0a3a JaHHM, MOCOYCHA B
uiieH 13a, B ChOTBETCTBUE ¢ maparpad 7 OT HACTOSIIIUS YJICH.

Kareropuurte nmuyHM TaHHU, MOCOYEHU B HACTOSIIMA naparpad, mbpBa anuHesi, OyKBU a) U
0), HE BKIIIOYBAT CIICIIMAIIHU KAaTETOPUU JIaHHU, MOCOYeHH B wieH 8, maparpad 1 ot JupexTtuBa
95/46/EO na EBponeiickus mapiameHT u Ha CbBeTa (*).

(*) HupexrtuBa 95/46/EO na EBponeiickust napaament u Ha CpBeTa oT 24 okromBpu 1995 .
3a 3amuTa Ha (U3MYECKUTE JIMIa Npu 0OpabOTBAHETO HA JMYHU JAaHHU M 32 CBOOOIHOTO
nBwkenue Ha Te3u nanau (OB L 281, 23.11.1995 r., ctp. 31)."

4) B uinen 4:
a) maparpad 1 ce 3aMeHs CbC CIETHOTO:

,»1. be3 ma ce 3acsrar maparpag 4 oT HaCTOAIIMS WIEH U WieHOBE 6 u 14, Bceku omepaTop,
yctaHoBeH B Cbl03a, KOMTO CHAOAsIBa KIUEHT C BKIIOYEHO B CIHMCHK BEIIECTBO OT Kateropus 1
WK 2 oT npuioxeHue I, moinydasa fexnapanusi OT KJIMEHTa, B KOSTO C€ MOCOYBAT KOHKPETHHUAT
BU/JI WM BUJI0BE yHoTpeOa Ha BKJIIOUEHUTE B CIIUCHK BeulecTBa. OnepaTopbT MojdydaBa OTJEIIHA
JIeKJIapalys 3a BCSIKO BKIIIOYEHO B CHHCBHK BemiecTBO. [locouenaTta aexmapanus ce U3roTBs 10
oOpaszenr cerimacHo Touka 1 ot mpunoxkenue III. 3a ropuanueckure nmna aekiaparusta ce
M3roTBs Ha pupmeHa OmaHka.";

0) maparpad 3 ce 3aMeHs ChC CIEHOTO:

»3. OnepaTopbT, JOCTaBSAIL BKIIOUYEHU B CIIMChKA BELIECTBA OT KaTeropus 1 oT mpuiioxeHue



I, IMOCTaBs ICYaT U AaTa Ha KOIIMC OT ACKJIapalnusAaTa, y,[[OCTOBepﬂBaI‘/‘IKI/I, Y€ KOIIUCTO € BAPHO C
OpUruHalia. TakoBa xomnue Tpﬂ6Ba BHHAru Jia nmpuJapyxaBa BEIIECTBATA OT KATCropusa 1, KOHUTO CC
npoaaBaT B I'PAaHUIUTC Ha C’bIOBa, U IIpU IIOUCKBAHC Tp$I6Ba Jda CC IpPCACTaBdA Ha OPraHUTC,
OTTOBOPHH 3a IIPOBCPKAaTa HA TPAHCIIOPTHUTC CPCACTBA 11O BPEMC Ha TPAHCIIOPTHHU OIICpallvH.

4. Ha Kommucusita ce mnpenocraBs MPaBOMOILIMETO Ja MpUeMa JeJIEerdpaHd aKTOBE B
CBHOTBETCTBHE C WieH 15a BbB Bpb3Ka C M3UCKBAHUATA U YCIOBHUSATA 32 MOJy4aBaHe M U3MOJI3BaHE
Ha JIeKJIapaluuTe Ha KiueHTure."

5) B unen 5 ce no6ass ciennust naparpad:

»/. Ha Komucusita ce mpenoctaBs IpaBOMOIIMETO Ja MpHUeMa JeJeTMpaHd aKTOBE B
CBhOTBETCTBHE C 4jieH 15a BBB Bpb3Ka C M3HUCKBAHMATA U YCJIOBUATA 33 JIOKYMEHTAlUsATa Ha
CMECH, KOUTO ChJIbP>KaT BKJIIOYEHHU B CIIMUCHK BelllecTBa."

6) B unen 7 ce no6aBs cienHarta anuHes:

»Ha Komucusita ce mnpemoctaBs NpaBOMOIIMETO Ja IMpUEMa JIeJITUPAaHU AaKTOBE B
CHOTBETCTBHE C UjieH 15a BbB Bpb3Ka C M3MCKBAHMUATA M YCJIOBHSTA 32 €TUKETHpPAHE HA CMECH,
KOUTO ChJbPKaT BKIIIOUEHHU B CIIUCHK BelllecTBa."

7) Unen 8 ce 3aMeHs ChC CIICTHOTO:
,, Ynen 8
Horuduuupane Ha KOMIIETEHTHUTE OPTraHU

1. OnepaTopHTe yBCAOMABAT He3a0aBHO  KOMIIETEHTHHUTE OpraHn 3a BCJIKaKBHU
O6CT05[T€J'ICTBa, KaTo HeoOHMYalHU INOPBYKU MU CACJIKHK C BKIIOUYCHH B CIIUMCBK BCHICCTBA,
NpeaHa3sHa4YCHU 3a IIYCKaHC Ha I1a3apa, 3a KOUTO UMa CbMHCHHUEC, Y€ TaKHMBa BCIICCTBA MOraT Ha
6'b,[[aT OTKJIOHCHHM 3a HC3aKOHHO IIPOU3BOACTBO Ha ynOfIBElH.IPI WJIN IICUXOTPOITHU BCHICCTBA. 3a
Ta3zyu LOCJ OICPATOPUTC MNPCAOCTABAT LdJ1aTa HaJIWYHaA I/IH(bOpMaI_[I/IH, KOSITO OM IO3BOJIMJIA Ha
KOMIICTCHTHHUTC OpradHy Aa IIPOBEPAT 3aKOHHOCTTA Ha CbOTBETHATA IIOPBHUKA UJINU CACIIKA.

2. OmnepaTtopute MpeAOCTaBIT HAa KOMIIETEHTHUTE OpraHu B 00oOmieHa ¢popma nHbopmaus
3a TEXHU CJIEJIKH C BKJIIFOYEHH B CIIMCHK BEIIECTBA.

3. Ha Kowmwucusita ce mnpenoctaBsi MpPaBOMOILMETO Ja IpUEeMa JEJIErMpaHd akTOBE B
CBHOTBETCTBHE C WIEH 15a BbB Bpb3Ka C M3UCKBAHUATA U YCJIOBUATA, NIPU KOUTO OINEPATOPUTE
npenocTaBaT MHpopMalusaTa Mo naparpad 2 OT HACTOSALIMS YJI€H, BKIIOYMTEIHO U KOratro €
NPUJIOKUMO — KaTEropuuTe JIMYHU JAaHHHU, KOUTO ce oOpadoTBaT 3a Ta3u ILel, KakTo M
rapaHiuuTe 3a 00paboTKaTa Ha TaKMBA JIMYHU JaHHHU.

4. Oneparopure HEe pa3KpuBaT KAaKBUTO M Ja € JIMYHU JaHHU, CbOUPAHU B CHOTBETCTBHE C
HACTOSIIIMS PETVIAMEHT, HA HUKOTO OCBEH Ha KOMIIETEHTHUTE OpraHu."

8) B unen 9 maparpad 1 ce 3aMeHs CbC CIETHOTO:



,,1. Komucusita u3rorss u aAKTyaJIu3upa HACOKU 3a YJICCHSBAHC CHTPYAHHUYCCTBOTO MCIKIAY
KOMIICTCHTHUTC OpraHu, OICPATOPUTC W XHUMHUUYCCKATA MPOMHUIIJICHOCT, W IMO-CIICHUAIIHO IIO
OTHOIICHUEC Ha BCIICCTBATA, KOMTO HEC Ca BKJIIOUYCHHU B CIUCHK."

9) B unen 10:
a) maparpad 1, OykBu 0) U B) c€ 3aMEHST ChC CIEAHOTO:

,0) Jla BIU3aT B THPTOBCKUTE TIOMEIIEHHUS HA OTIEPATOPUTE U MOTPEOUTEIHTE, 3a 1a MOTydaT
JI0Ka3aTeJICTBA 32 HEPETHOCTUTE;

B) KOTaTo € HeoOXOAMMO, Ja 3aabpKaT U KOH(MUCKYBAT MPATKH, KOUTO HE OTTOBapsT HA
M3UCKBAHUATA HA HACTOSIIIUS PETJIAMEHT.";

0) maparpad 2 ce 3aMeHs ChC CIETHOTO:

,»2. Bcsika mpprkaBa WieHKa MOXKE Ja MprueMe HeOOXOJAUMHUTE MEPKH, 3a Jla MOraT HEeHHUTE
KOMIIETEHTHHU OpPTaHU J1a U3BBPIIBAT KOHTPOJ U HAOJIIOJIEHHE HAa CBMHUTEIIHU CIEJIKH, CBbP3aHU
C BEIL[ECTBA, KOUTO HE Ca BKJIIOUEHH B CIIUCHK, U MO-CIEI[HAITHO:

a) Ja IoJrydaBat I/IH(bOpMaI_II/IH OTHOCHO ITOPBYKH Ha BCIICCTBA, KOUTO HE Ca BKIIIOUCHHU B
CIIMCBK, UJIK OIICpalluH C BEIICCTBA, KOUTO HC Ca BKIIFOUYCHH B CIIUCHK;

6) Ja BJIM3aT B TbBPrOBCKUTC IIOMCHICHUA C IS CLGI/IpaHeTO Ha A0Ka3aTCJICTBa 3a
CBbMHHUTCJIHU CACIIKH, CBbP3aHH C BCIICCTBA, KOUTO HC Ca BKIIIOYCHU B CITMCHK;

B) Koratro € H€06XOI[I/IMO Jda 3aAbpiKaT " KOH(i)I/ICKYBaT IMpaTKH, 3a Ja CC IpPCAOTBpATH
H3II0JI3BAHCTO Ha OIPCACJICHU HCBKIKOYCHH B CIIMCBHK BCIICCTBA 3d HE3AKOHHO ITPOU3BOACTBO HaA
ynOfIBElH.IPI WM IICUXOTPOIIHH BCUICCTBA.

3. KomnieTeHTHUTE OpraHy He pasriiacsiBar MOBEPUTENHA ThProBcka nHpopmamms."
10) Unenose 13 — 16 ce 3aMeHST ChC CIETHOTO:

,, Ynen 13

Chol0maBaHe OT CTPaHA HA AbP:KABUTE YICHKH

1. 3a ma mo3BOIAT HEOOXOIMMHU KOPEKIIMH Ha pa3nopeouTe 3a HaOM0AeHHE Ha ThPrOBHITA
C BKIIOYEHH B CIMCHK BEUIECTBA M C BELIECTBA, KOUTO HE ca BKIIOYEHH B CIIUCHK,
KOMIIETEHTHUTE OpraHM BbB BCSKA JIbpKaBa WICHKAa CBOEBPEMEHHO NpenocTaBsaT Ha Komucusra
B €JIEKTpOHHA (hopMa MOCPEICTBOM eBporlielickaTa 0a3a JaHHH, 1MocoueHa B wieH 13a, msuiata
3HauMMa MH(OpMalLUs M0 U3MbJIIHEHHE Ha MEPKUTE 3a HaOJI0/IeHHE, YCTAHOBEHU B HACTOSIIMS
periJaMeHt, MO-CIIeHUaTHO [0 OTHOIIEHHE Ha BEIIeCTBaTa, W3IMOJI3BAaHM 3a HE3aKOHHO
MIPOU3BOJCTBO HAa YNOWBAIM WM IICUXOTPOIIHM BEILIECTBA, METOJUTE Ha OTKJIOHSIBaHE U
HE3aKOHHOTO MPOU3BOJICTBO, M HE3AKOHHATA THPrOBUsI C TAKHMBA BEIIECTBA.



2. Ha Kowmucusara ce npeaocTaBd IMPABOMOINUCTO Oa IIpuUeMa ACJICTHUPAHU AaKTOBC B
CHOTBETCTBHE C WieH 15a 3a OMNpEAC/IAHC Ha YCJIOBHUATA W H3HUCKBAHUATA BBB BpPB3KA C
I/IHq)OpMaLII/ISITa, KOATO Tpﬂ6Ba Jda CC IpeaAoCTaBu CbIJIACHO naparpa(b 1 or HaCTOAII M YJICH.

3. Pestome or choOmIeHMsTa, HapaBeHH ChrylacHO maparpad | oT HacTosmms dieH, ce
MpeaocTaBs B CboTBETCTBUE ¢ wieH 12, maparpad 12 ot Konsenmnusara Ha OOH ot Komucusra Ha
MesxayHapoJHHS CHBET 32 KOHTPOJ Ha HAPKOTUILIUTE U TPH KOHCYIITAIHSA C IHPKABUTE YICHKH.

Ynen 13a
EBponeiicka 6a3a 1aHHM 32 NPEeKyPCOPUTE HA HAPKOTHYHH BellleCTBa

1. Komucusita ch3naBa eBporeiicka 0a3a JaHHH 3a MPEKYPCOPUTE HA HAPKOTHYHHU BEIECTBA
ChC CIIETHUTE (PYHKITUU:

a) yJleCHABaHE Ha W3MpaAIlaHEeTO Ha HH(OpMAaIus, MPU BB3MOXKHOCT MO O000OIIEH U
AHOHMMEH HauyMH, chriacHo wieH 13, maparpad 1, oOoOmaBane u aHaivW3 Ha PAaBHUILNETO Ha
Cp1o3a Ha Ta3u UHpOpMaIMs, KaKTO U IPEJACTABSIHETO Ha JIOKJIa] Ha MeXIyHapoJHUs ChBET 3a
KOHTpPOJI Ha HAPKOTUIIUTE ChITIacHO wieH 13, maparpad 3;

6) Cbhb3JaBaHC Ha CBpOHeﬁCKH PErucCThbp Ha OIICPATOPUTC H HOTpGGI/ITeJ'II/ITe, Ha KOHTO €
n3gaJcHa JUUCH3UA WU pEruCTpatusi,

B) Ch3J1aBaHE HAa BB3MOKHOCT 32 ONEPATOPUTE J]a NIPEIOCTaBAT HA KOMIIETEHTHUTE OpraHU
nHpOpMaIUs 32 CBOUTE CACIKH B CHOTBETCTBHE C wWieH §, maparpad 2, B enekTpoHHa (opMma,
KAaKTO € MOCOYEHO B MEPKUTE 3a U3IIBIHEHHE, IPUETH ChIVIACHO WieH 14.

JInuHM JaHHU Ce BBBEXKIAT B €BpoIelickara 0a3a JNaHHM caMO Clie[l KaTo ObaaT MpUEeTH
JIeNIeTupaHuTe aKTOBE, MIOCOYCHHU B WiieH 3, maparpad 8 u uieH 8§, maparpad 3.

2. Komucusita 1 KOMIIETEHTHHTE OPraHd B3eMaT BCHUYKH HEOOXOAMMH MEpKH, 32 Ja Cce
o0e3reyar CHUrypHOCTTa, MOBEPUTEIIHOCTTA U TOYHOCTTA HAa JIMYHUTE JaHHH, ChIBPXKAIIU CE B
eBponeiickata 0a3a JaHHU, M Ja C€ rapaHTuUpa, 4e IpaBaTta Ha CyOEKTUTE Ha JAHHUTE ca
3ammTeHn B cborBeTcTBUE C JlupektuBa 95/46/EO wm Permament (EO) Ne 45/2001 Ha
EBpomneiickus mapiament u Ha CpBeta (*).

3. Wudopmamnusara, nmoiaydeHa B CHOTBETCTBHE C HACTOSIIUS PETJIAMEHT, BKIFOUUTEITHO
JUYHWUTE JaHHH, C€ HM3I0JI3Ba B CHOTBETCTBHE C MPUJIOKHMOTO IMPaBO 3a 3alllMTa HA JTMYHUTE
JaHHU M HE C€ ChXpaHsIBa 3a IMO-IBJIr0, OTKOJIKOTO € HEO0OXOAMMO 3a IeNTUTE Ha HACTOSIIUS
pernamenT. O6paboTKkaTa Ha CIEMATHU KaTETOPUH JIaHHM, TTOCOYEHU B wieH 8, maparpad 1 oT
Hupextusa 95/46/EO u B unen 10, maparpad 1 ot Pernament (EO) Ne 45/2001, ce 3abpansiBa.

4. KoMucusita npaBu oOIIECTBEHO JIOCTOSIHHE I10 SICEH, M34epriaTesieH U pa30upaeM HauuH
nH(popmaImsaTa OTHOCHO €Bpomeiickata 0a3a JAaHHHW, B ChOTBeTCTBUE C uieHoBe 10 u II or
Pernament (EO) Ne 45/2001.



Ynen 136
3amura Ha JAaHHUTE

1. O6paboTkaTa Ha JUYHH JAHHH OT KOMIIETCHTHUTE OPraHH B JBPIKABUTE WICHKU CE
U3BBPIIBA B CHOTBETCTBUE C HAIMOHAIHHUTE 3aKOHOBH, IOA3aKOHOBU W aJMHUHUCTPATUBHU
pasnopendu 3a TpaHcnonupane Ha J[upextuBa 95/46/EO u mon Haj30pa Ha HAI30PHUS OpPTraH Ha
J'bpKaBaTa WieHKa, MOCOYEH B WieH 28 OT chlllaTta TUPEKTUBA.

2. be3 na ce 3acsara uied 13 or HupextuBa 95/46/EQO, nuuHuTE NaHHU, MOTYYEHU WIH
00paboTeHN B CHOTBETCTBHE C HACTOSIIMS PETJIAMEHT, CE€ M3ION3BAT €IUHCTBEHO 32 IENNTE Ha
MpeOoTBpaTIBaHE Ha OTKJIOHSBAHETO HA BKJIFOUEHH B CIIMCHK BEIECTBA.

3. O6paboTkara Ha TMYHU JaHHU OT KoMucHsATa, BKIFOYUTEITHO 32 [IEJTUTE Ha eBpoIercKkaTa
0a3a mgaHHH, ce M3BBpIIBA B choTBeTCTBUE C Permament (EO) Ne 45/2001 u mon Ham3opa Ha
EBpornelickusi Ha/I30peH Oprad Mo 3aliuTa Ha JaHHUTE.

4. IIvpxaBute uneHku U Komwucusita He oOpabOTBAT JWYHU NAHHU 1O HAYMH, KOUTO €
HECHhbBMECTUM C 1I€JINTE, U3JI0KEHH B uJieH 13a.

Ynen 14
AKTOBE 32 H3bJHEHHe
1. Komucusara Moxe J1a mpueMa ClIeTHUTE aKTOBE 33 U3IIbIHEHUE:

a) MpaBWJIa OTHOCHO pe/la 3a MPEeAOCTaBsSHE Ha JCKIapaluuTe Ha KJIMEHTa MO WieH 4 B
eJIEKTPOHHA (OpMa, aKo € LeIechOOpa3Ho;

0) mpaBua OTHOCHO pejia 3a MpeJOoCTaBsHE Ha eBporeiicka 0a3a qaHHu Ha WH(pOpManusiTa
o wieH 8, maparpad 2, BKIIOYHTETHO B €JIEKTPOHHA opMa, ako € 1eaechoOpasHo;

B) MPOIEAYPHHU IPaBUJIA 332 M3/aBaHE HA JIMIICH3MH M PETHCTPAIMH M 32 BKIIOYBAHETO HA
orepatopu M TMOTPeOUTENH B €BpoIeiickara 0a3a JaHHU CBHIVIACHO MOCOYEHOTO B WIEH 3,
naparpadu 2, 6 u 7.

2. Te3u akTOBE 32 H3MBIHEHUE CE€ MIPHEMAT B CHOTBETCTBUE C MPOIIEypaTa Ha pasriiexkIaHe,
nocoyeHa B wieH 14a, maparpad 2.

Ynen 14a
IIpoueanypa Ha komurter
1. Komucusra ce noanomara or Komurera no npekypcopuTe Ha HAPKOTUYHU BEIIECTBA,

cop3naneH ¢ uieH 30 ot Permament (EO) Ne 111/2005 na Coeta (**). [locoueHusT KOMHUTET €
koMuteT 1o cmuchia Ha Pernament (EC) Ne 182/2011 na EBponeiickus napiament u Ha ChBeTa



2. Ilpu no3oBaBaHe Ha HacTosuus naparpad ce mpuiara wieH 5 ot Permament (EC) Ne
182/2011.

Ynen 15
AanTHpaHe HA MPUJIOKEHHUATA

Ha Kommucusta ce mnpenocraBs IpaBOMOIIMETO Jla IpueMa JeJeTMpaHd aKTOBE B
ChOTBETCTBUE C wieH 15a, 3a na ce npuBeaat B cboTBeTcTBUE npuiiokeHus I, II u Il kbM HOBUTE
TEHJCHLIMU B OTKJIOHSBAHETO HAa NIPEKYpCOpM Ha HApPKOTUYHM BEIIECTBa M Jla Ce€ clejaBar
M3MEHEHMTa Ha TaOIUIMTe B puiiokeHueTo kbM Konsennusara Ha OOH.

Ynen 15a
YnpaxHsiBaHe Ha JeJierMpaHeTo

1. IlpaBoMomuero ja mpuema JejerupaHu akToBe ce mnpeaoctaBs Ha Komucusara npu
Cra3BaHE Ha MPEJBUCHUTE B HACTOSIINS WIEH YCIOBHUSI.

2. IlpaBoMomueTo Aa mpuemMa JejerupaHu akToBe, MOCOYeHO B uiieH 3, maparpad 8, dien 4,
naparpad 4, uien 5, maparpad 7, wieH 7, Bropa anunes, wieH 8, naparpad 3, wien 13, maparpad
2 u uneH 15, ce npenocraBs Ha Komucusra 3a cpok OT MeT TOAUHH, cuuTaHo OoT 30 JeKeMBpu
2013 r. Komucusara u3roTBsi J0KJIaJ OTHOCHO JEJIErHMPAHETO Ha MPABOMOUIUS HE MO-KBCHO OT
JI€BET Mecella Mpeau M3THYaHEeTO Ha METroJWIIHUS CpoK. JlenerupaHeTo Ha MpPaBOMOIIMS ce
MPOJIBbJKaBa MBIYAIMBO 33 CPOKOBE C €IHAKBA IPOIABIDKUTEIHOCT, OCBEH ako EBpomneickusr
napiaamMeHT Wi CBBETHT HE BB3PA3AT Cpeury MmoJo0HO MpOIb/KaBaHE HE MO-KBCHO OT TPHU
Mecela Mpeaid U3THYaHETO Ha BCEKU CPOK.

3. JlenerupaHeTo Ha MPaBOMOIIMS, MOCOYEHO B WieH 3, maparpad 8, unen 4, naparpad 4,
yiieH 5, maparpad 7, wieH 7, BTopa anuHes, uieH 8, maparpad 3, unen 13, nmaparpad 2 u unen 15,
MOXKe /1a ObJe OTTerJieHo Mo BCsAKO BpeMe oT EBpomelickus mapiaament wium oT CvBera. C
PELIEHUETO 3a OTTErJISIHE Ce MPEeKpaTsBa MOCOYEHOTO B HEro JiejerupaHe Ha mpaBoMornus. To
nopakJia JICUCTBUE B JIEHS clie] MyONMKyBaHETO Ha pemieHuero B Oguyuanen 8ecmuux Ha
Eeponeiickusi  cvio3 nmnm Ha T1O-KbCHA, IOCOYEHAa B peUIeHHWeTo jJara. To He 3acsra
JNEHUCTBUTEIHOCTTA Ha JIEJIETUPAHUTE aKTOBE, KOUTO BEYE Ca B CHJIA.

4. Benmnara cien karo Tmnpueme naenerupaH akT, Komucusta HOTH(dUIMpa axTa
enHoBpeMeHHO Ha EBpomneiickus mapiameHT u Ha CbBeTa.

5. JlenerupaHn akTt, mpueT chIVIaCHO WieH 3, maparpad 8, wien 4, maparpad 4, uieH 5,
naparpad 7, dineH 7, BTopa anuHes, wieH 8, maparpad 3, unen 13, maparpad 2 wiu uneH 15,
BJIM3a B CHJIAa €IMHCTBEHO aKko HUTO EBpomeiickusaT nmapnaMmeHT, HUTO ChbBETHT ca NMPECTaBHIN
BB3pPAXKEHUS B CPOK OT JIBa Mecela ciiel HOTUGUIMpaHeTo Ha akTa Ha EBpomneiickus mapiaaMeHT
n CpBeTa WM aKko TMPeIu U3TUYAHETO Ha TO3U CPOK W EBpomnedckusT napiament, 1 ChbBETHT ca
yBeaommin Komucusra, ye HsIMa Aa NPeACTaBsIT Bb3pakeHUs. 103U CPOK ce yJabJDKaBa C JIBa
Mecella 1o nHunuaTiBa Ha EBponeiickus napiamenT win Ha CbBera.



Ynen 16
HNudopmanus 3a MepKHUTE, IPUETH OT IbPKAaBUTE WICHKHU

1. IbpxaBure wieHKd yBeaoMsaBaT Komucusita 3a MEpKHUTE, KOUTO Ca MPUETH CBIIACHO
HACTOAIIUS PErjaMeHT, U MO-CHEUaIHO 332 MEpPKUTe, MpueTu cbhriacHo wieHore 10 u 12. Te
HOTU(MULMPAT U BCSIKO TAXHO MOCIIEIBAI0 H3MEHEHHE.

2. Komucusra cpo011aBa Ta3u HHGOpMaIKs Ha OCTAaHATUTE IbPKABU UJICHKH.

3. o 31 nexemBpu 2019 r. Komucusara npenacrassi qokiaj Ha EBponelickus napiiaMeHT U
Ha CpBeTa OTHOCHO TMpWIAraHeTo0 U (PYHKIMOHMPAHETO HA HACTOSALIUS pErJIaMEHT, |
MO-CHEIMATHO OTHOCHO €BEHTyaJlHaTa HEOOXOJUMOCT OT JONBJIHUTENHU JeHcTBUA 3a
HaOJII0/IEHNE U KOHTPOJI Ha MOIO3PUTEIHU CJENIKH C BEIIECTBA, KOUTO HE Ca BKIIIOUYEHH B CIIUCHK.

(*) Pernament (EO) Ne 45/2001 na EBpomneiickust mapinameHT u Ha CbBeta oT 18 nekemBpu
2000 r. OTHOCHO 3amMTaTa Ha JIMIIATa TI0 OTHOIIEHHE Ha 00padOTKaTa HAa JMYHU JaHHU OT
WHCTUTYIIMH B opranu Ha OOIHOCTTAa U 3a CBOOOJHOTO JBMKeHUE Ha TakuBa gAanHu (OB L §,
12.1.2001 r., ctp. 1). (**) Permament (EO) Ne 111/2005 na CobBeta ot 22 nekemBpu 2004 T. 32
olpesiessiHE Ha MpaBWJIa 32 MOHUTOPUHI HA ThproBusta Mexay OOLIHOCTTa M TPETH CTPaHH B
obnacrra Ha npekypcopute (OB L 22, 26.1.2005 r., ctp. 1). (***) Pernament (EO) Ne 182/2011
Ha EBporneiickus mapinamenT u Ha ChBeta ot 16 depyapu 2011 1. 32 ycTaHOBsIBaHE Ha OOIINUTE
MpaBwUJia U TIPUHIUIN OTHOCHO PeJa M yCIOBHSTA 32 KOHTPOJ OT CTPaHA HA JbPIKABUTE WICHKU
BBPXY YIPAXKHIBAHETO HA M3IIBIHUTEIHUTE TpaBoMmomus ot crpana Ha Komucusta (OB L 55,
28.2.2011 ., ctp. 13)."

11) B mpunoxxenwue I:

a) 3arJIaBHETO CE 3aMEHS ChC CIICTHOTO:

,,OTIIC Ha BKIIOYESHUTE B CIIMCHK BemecTna';

0) B kareropus 1 koxpT o KH 3a HopedenpuH ce 3aMeHst ChC CIEAHOTO:
,»2939 44 00";

B) B Kareropus | cieqHOTO BEHIeCTBO ce 100aBsi KbM CIHUCHKA OT BEIIECTBA:
»anda-penmnaneroaneronutpui, ko o KH 2926 90 95, CAS No 4468-48-8";

I) TEKCTBT B KaTeropusi 2 ce 3aMeHs C TEeKCTa OT IPHJIOKEHUETO KbM HACTOSIIUS
perylaMeHr.

12) B mpunoxxenwue 1l TekcTobT ,,pazpemmrento/" ce 3anuvasa.



Ynen 2

HacrosmmsT permameHT Biu3a B CWiIa Ha JABAJECETHS JIEH Clie]] IMyOJIMKYBAaHETO MY 6
Oguyuanen eecmuux na Eeponeiickus cvio3.

Hacrosmust PErIIaMCHT € 3aAbJDKUTCIICH B CBOATA IAJIOCT U CC IIpUJiara npsiko BbB BCHUYKHU
ABPIKaBU YJIICHKH.

CscraBeno B CtpacOypr Ha 20 HoemBpu 2013 roguna.

3a Eeponetickus naparamenm 3a Cveema
IIpeoceoamen IIpeoceoamen
M. SCHULZ V. LESKEVICIUS

HNPUJTOXEHHUE

KATET'OPUS 2
HNOAKATEI'OPHSA 2A

Kon mo KH (ako e .
BemecTtBo pasTcH) Kon o KH (1) CAS Ne (2)
OneteH aHXHUIPU 291524 00 108-24-7

Conute Ha B€OICCTBATAa, I/136POCHI/I B Ta3W KaTCropusd, KOraro ChbIICCTBYBAHCTO HAa TaKHWBa COJIM €
BB3MOXHO.

HOAKATEI'OPUA 2B

Konx mo KH (ako e

Bemectso
H pa3IuyeH)

Kox mo KH (1) CAS Ne (2)

Ddennnonerna 2916 34 00 103-82-2



KHCCIIMHA

AHTPAHILIOBA 2922 43 00 118-92-3
KHCEJINHA

[Munepuaun 29333200 110-89-4

Kanues nepmanranar 2841 61 00 7722-64-7

Conute Ha BEIccTrBara, I/I36pOCHI/I B Ta3W KAaTCropus, KOrarto ChbIICCTBYBAHCTO Ha TaKHBa COJIM €
BB3MOXHO.

(1) OB L 290, 28.10.2002 r., ctp. 1.

(2) CAS Ne e ,chemical abstracts service registry number", KoOWTO € yHUKajgeH IU(POB
uaeHTUUKATOp, CrielM(PUUEH 3a BCAKO BEmIeCTBO M HeroBara cTpykrypa. CAS Ne e cmenuduuen 3a
BCEKH M30MEp U 3a BCsika coJl Ha Bceku uzomep. [lopanu ToBa CAS HOMEpaTa 3a COJIMTE HA BEIlleCTBATa,
n30pOEeHH MO-rope, ca Pa3InyHU OT MOCOUECHHUTE.

[1] OB C 76, 14.3.2013 r., ctp. 54.

[2] Tlosummss ©wa EBpomeiickus mnapiaameHT oT 23 oktomBpu 2013 1. (Bce ome
HenyOnukyBana B OduiraneH BecTHUK) U pemienue Ha CpBera ot 15 HoemBpu 2013 1.

[3] Pernament (EO) Ne 273/2004 na EBporneiickust mapnament u Ha CbBeta oT 11 deBpyapu
2004 r. oTHOCHO NIpeKypcopuTe Ha HapkoTHuHH BemectBa (OB L 47, 18.2.2004 r., ctp. 1).

[4] OupextuBa 95/46/EO na EBponeiickus mapiameHT U Ha CbBeta ot 24 okromBpu 1995 T.
3a 3amuTa Ha (U3HYECKUTE JIMIa Npu 0OpabOTBAHETO HA JMYHU JaHHU M 32 CBOOOIHOTO
nekeHue Ha Te3u nanau (OB L 281, 23.11.1995 r., ctp. 31).

[5] Permament (EO) Ne 45/2001 na EBponeiickust mapiameHT u Ha ChbBeTa oT 18 nexeMBpu
2000 r. OTHOCHO 3amIMTaTa Ha JIMIIATa IO OTHOIIEHHE Ha 00padOTKaTa HAa JMYHU JaHHU OT

WHCTUTYIIMH ¥ opranu Ha OOIIHOCTTAa W 3a CBOOOJHOTO JBWKeHWE Ha TakuBa gaHHH (OB L 8§,
12.1.2001 r., ctp. 1).

[6] Pemenue 1999/468/EO na ChBeta oT 28 toHu 1999 r. 3a ycraHOBsIBaHE Ha YCJIOBHATA U

pena 3a ynpakHsBaHE Ha M3IBIHUTEIHUTE MpaBoMoInus, npegocraBenn Ha Komucusita (OB L
184, 17.7.1999 r., ctp. 23).

[7] Pernament (EC) Ne 182/2011 na EBpomneiickus napiament u Ha CpBeta ot 16 deBpyapu



2011 r. 3a ycTaHoBsBaHE Ha OOIIMTE MpaBWUJAa M NPUHIUMIN OTHOCHO peda M yCIOBHATA 3a
KOHTPOJI OT CTpaHa Ha [JbPXKABUTE UICHKH BBPXY YIPXKHIBAHETO HA W3IIBIHUTEIHUTE
npaBomolus ot crpaHa Ha Komucusita (OB L 55, 28.2.2011 r., ctp. 13).

[8] Bee omre mHemyonukyBaHo B OduiuaieH BECTHHK.

Baxxna npaBHa Oesexka: CorimacHo Permament (EC) Ne  216/2013  camo
3aKOHOJIaTEJICTBOTO Ha EBpomneiickuTe 00mHOCTH, TyOIMKyBaHO B KHMKHOTO M3/aHue /10 | 1oim
2013 r. u B enexTpoHHara Bepcusi Ha OduinmaneH BecTHUK Ha EBpornelickus cpro3 cien 1 o
2013 r. (BKJITIOYUTEINHO), C€ CUHMTA 32 aBTEHTHYHO M MMa MpaBHa CUJa.



