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. O¢uimaneH BeCTHUK BG
EEMM  Ha Esporerickus cbio3 Cepust L

2026/1168 2.6.2026 .

PE[TIAMEHT (EC) 2026/1168 HA KOMUCUSATA
ot 1 ronn 2026 roguHa

3a usmMeHenue Ha npuioxenue XVII koM Pernament (EO) Ne 1907/2006 na EBpomneiickusi mapiiaMeHT M Ha
CbBeTa 10 OTHOLIEHME HA MUKPOYACTUILIMTE OT CUHTETUYHM NOJIMMepU

(Texcr or 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,
Karo B3e npensuy [oropopa 3a PyHKuMOHMpaHeto Ha EBponeiickust cbio3,

Karo B3e npensus Pernament (EO) Ne 1907/2006 Ha Esporeiickust mapnament u Ha Cbsera or 18 nexemspu 2006 . OTHOCHO
PEIVCTpaLNATA, OlLEHKATA, Pa3pellaBaHeTo 11 orpaHnyasaHero Ha xuMykamu (REACH), 3a cp3maane Ha EBpomeficka areHuys no
XUMMKaH, 3a u3meHenvie Ha Jupekrysa 1999/45/EO u 3a ormsiva Ha Permament (EMO) Ne 793/93 na Coeera u Permament (EO)
Ne 148894 Ha Komucusita, kakto 1 Ha [lupextusa 76/769/EVO Ha Cbsera u mupexysu 91/155/EMO, 93/67 [EUO, 93/105/EO
1 2000/21/EO Ha Komucusra ("), n mo-crienpanto uneH 68, naparpad 1 ot Hero,

KaTo MMa NpelBui, ue:

(1)  C Pernament (EC) 2023/2055 Ha Kommcnsra (*) npmtoxerne XVII koM Permament (EO) Ne 1907/2006 Gewre nsmeHeHo,
Karo Geure 1o6GaBeHO BrycBaHe 78, ¢ KOETO Ce OrpaHMuYaBa IyCKAHETO HA Ia3apa HA MMKPOUACTMLM OT CHHTETUYHM
nomMeput. CoriacHo nmaparpadu 4, 5 1 16 oT mocoueHOTO BIMCBaHe 3a0paHaTa 3a MycKaHe Ha Iasapa He ce Ipuiara 3a
MUKPOYACTULIATE OT CUHTETHYHN [IOJIMMEpH: i) IpeHa3HaueHN 3a ynoTpea B IPOMMILIIEHN 00EKTH, B OIpEeNeHN IPOIyKTH
VI TPV ONPENerieHN YCIOBIs 10 BpeMe Ha MpeBUIeHATa KpaiiHa ynotpe6a, i ii) mycHaTyt Ha nasapa npemyt 17 OKTOMBpU
2023 r. 3a 10BEYETO NMIPOIYKTH, CHIBPKALIM MUKPOUACTULM OT CMHTETUYHM IIOJIMMEPH, 3a KOUTO MUKPOYACTULIM CE OTHACA
meporaumsta OT 3abpaHara 3a IlyCKaHe Ha [1a3apa, BbB BIACBaHe /8 ce ONPENESIAT M3UCKBAHMS IO OTHOLIEHNME Ha
MHPOPMALVATA, ETUKETHPAHETO U JOKIIAIBAHETO, C KOUTO CE LIENM [Ia Ce CBEMaT 10 MUHIMYM M [1a Ce MPOCTIEMSIBAT EMICUUTE
HA MVKPOYACTMILM OT CHHTETMYHM MomuMepy. BbB BrmcBaHe 78 ChlIO Taka ce MpEIBIMKMA, e 3abpaHara 3a MycKaHe Ha
Tnasapa Ha MUKPOYACTMIM OT CMHTETUYHN NOJIMMEPHU B ONpeNesieH NPOIYKTH ce OTIara ¢ 4 1o 12 romyuHy B 3aBUCUMOCT OT
TIPOAYKTa.

(2)  Cornacho maparpad 4, byksa 6) ot Biucsane 78 or nputoxenve XVII kbm Pernament (EO) Ne 1907/2006 orpannueHuero 3a
IyCKaHE Ha Ma3apa He ce IMpuiara 3a MUKPOYACTULMTE OT CHHTETUYHM TOIMMEPY B JIEKAPCTBEHM IPOLYKTH, NOMANAly B
obxsara Ha Hupekrysa 2001/83/EO Ha EBporesickus maprnament n Ha CbBeta (%), M BeTepMHAPHM TIEKAPCTBEHM NPOIYKTH,
nonagaum B obxsara Ha Permament (EC) 2019/6 Ha EBponeiickus napnament 1 Ha Cobeera (*). Cerawnara GopMysmposka Ha
TIOCOYEHAaTa JEpOrauysi He OTPa3sBa ITbPBOHAYANIHOTO HaMmepeHMe Ha Kommcmsra y mbpxkaBute 4ieHKM B KOMMTETa IO
REACH, koero Geue B 00xBata Ha geporaiysira 1a Gbe BKIIIOYEHO MyCKAHETO Ha Ma3apa Ha BCUYKM JIEKApCTBEHM IPOIYKTH
3a XyMaHHa 1 BeTepuHApHa ynorpeGa. [IpOTMBHO Ha ITbPBOHAYAIHOTO HaMepeHNe Ieporalusira He OOXBallld HUTO eIVH
TIEKapCTBEH MPOIYKT, U3MON3BaH B KIIMHWYHYM MBMUTBAHMS WM B M3BbPLIBAHYM HpPY TOMTOTOBKATA 3a TAX HPENKIMHMUHM
M3IUTBAHMS 3a GE30MACHOCT, KAaTO HAIPUMEp AHAIMTUYHY, (MBMUHM M TOKCMKOJIOTMYHM V3MUTBAHVS, M3IMTBAHMS 3a
CTaOWITHOCT M M3MMTBAHMS 32 OCBOOOXHaBaHe Ha mapruma. [lopamm TtoBa maparpa 4, OGyksa 6) or Brmcsane 78 OT
npunoxerne XVII koM Permament (EO) Ne 1907/2006 crensa ma 6bie u3MmeHeH, Taka ye B 06XBaTa Ha IeporamysTa ma
OBbOAT BK/IIOYEHM BCUYKM JIEKAPCTBEHM IPONYKTH, MU3MON3BAHM B KIIMHUYHM M3MMTBAHMS M B CBBP3AHMTE C TAX
IPEAKTMHUYHI M3IUTBAHNS 32 OE3011aCHOCT.

(") OBL 396,30.12.2006 r., ctp. 1, ELI: http://data.europa.eu/elijreg/2006/1907 [oj.

(% Pernamenr (EC) 2023/2055 Ha Komucusra ot 25 cenremspu 2023 1. 32 umeHeHne Ha npunoxenue XVII koM Pernament (EO) Ne 1907/2006
Ha Epomerickus mapnameHT u Ha CbBeTa OTHOCHO PErMCTpALMATA, OLEHKATA, pa3pelllaBaHeTo ¥ orpaHnyapaHeto Ha xumykamu (REACH) mo
OTHOLICHME Ha MUKpodacTiiyTe oT cuuternury momimepn (OB L 238, 27.9.2023 1., crp. 67, ELL http:|/data.europa.eu/eli/reg/2023]
2055/0j).

() [Ompextusa 2001/83/EO Ha EBpomeiickist naprmament u Ha ChBera or 6 Hoempyu 2001 r. 3a yTBbp:KIaBaHe Ha Kofekc Ha OBLIHOCTTa OTHOCHO
JIeKapCTBEHN POIYKTH 32 XyMaHHa yrotpeba (OB L 311, 28.11.2001 r., crp. 67, ELL http://data.europa.eu/eli/dir/2001/83/oj).

(*) Permamenr (EC) 2019/6 na Esporeiickus naprnameHT u Ha Cbsera ot 11 gekeMBpu 2018 I. OTHOCHO BeTepMHAPHUTE NIEKAPCTBEHU IPONYKTH U
3a orMsiHa Ha [lupexrusa 2001/82/EO (OB L 4, 7.1.2019 r., ctp. 43, ELIL http://data.europa.eu/eli/reg/2019/6/0j).
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Hawmepennero Ha Kommcnsra u mppxasute uieHky B Komutera o REACH Gere ma Obie 0cBOOOIEHO MycKaHETO Ha Ia3apa
Ha MUKPOYACTUIM OT CHHTETMYHM IMONMMEPH, KOMTO MMKPOUYACTMIM Ca NpefHAa3HaueHM 3a yrnoTpeba B HayUHOM3CIIETO-
BaTeJICKa M Pa3BOIiHA NEJHOCT, CBbp3aHa ¢ MPOHYKTY M Mpolecy (HapuyaHa no-gony 3a kparkoct ,HUPICIII), cernacHo
oIperieneHnero B wieH 3, rouka 22 or Pernament (EO) Ne 1907/2006, B KOMUueCTBa 10 MAKCHMYM €[IMH TOH TOAMIIHO. BbB
BrucBaHe 78 or npunoxenne XVII KbM MOCOYEHNsT pernamMeHT obade He Oelue BKIIOUEHa M3PMYHA AEPOraLus 3a ynorpedure
3a HMPICIIII, 3aworo ce npeanonarame, ye HVPTCIIIT ce u3BbpIIBa CUCTEMHO B MPOMMLIICHN OOCKTM M CICIOBATENHO
nyckaHeTo Ha nasapa Ha msnonssany 3a HUPTICIII myuxpouacTuimt OT CHMHTETMYHM HoimMepy Ou Guimo oOXBaHAaTo OT
[IeporaLysiTa ChINacHo maparpad 4, Oyksa a) OT 0COYeHOTO BriycBaHe. CKOPOLIHMSAT ONUT OT IPAKTUUECKOTO MpUIarate Ha
orpannueHnero mokasa, ye HMPICIII Moxe fa ce M3BbpUIBA M M3BBH MPOMMUITICHM OOEKTH, Hampumep B OONMHMLM 1
yuusepcuteryt. Thit Kato B Te3y Clyuay meporamysita B naparpad 4, Oyksa a) o BrucBaHe 78 He ce npunara, maparpag 4 or
TOCOYEHOTO BIMCBAHE CrIefIBa J1a Oble M3MeHeH, Taka ue 1a BKITI0YBA HOBA IePOTaLys 3a MYCKAHETO Ha I1a3apa Ha M3MON3BAHU
3a HUPIICIIIT MuKpoyacTuiy OT CUHTETUYHM TIOJIMMEPHM, KOATO Ja ce npwiara u B ciydante, korato HUPICIIII ce u3pbpuisa
VM3BbH NPOMMILIIEHN OOEKTH.

B naparpa¢ 5, 6yksa B) or Biucsate 78 ot npunoxenne XVII kbm Pernament (EO) Ne 1907/2006 ce npensykia geporas
OT 3a0paHara 3a IycKaHe Ha [1a3apa Ha MUKPOYACTULIM OT CUHTETUYHM NOTMMEPH, KOTAaTO e OYaKBa PUCKBT OT M3IYCKaHMs 1a
Oble CBEIEH 1O MUHIMMYM, Thil KaToO Te3M MMKPOYACTMII Ca TPAIlHO 3aTBOPEHN B TBbPHA MATPUIA MO BpeMe Ha KpailHaTa
yrorpe6a. Tasu meporaums He Oeme MpenHA3HAYeHAa [a Ce NpWara 3a NPEBMIAEHM KpaitHM ynotpebu C Kparka
TPOIBIIKUTENHOCT, IPY KOUTO TBBPHATA MATPHULIA YECTO Ce OTCTPAHSIBA WIIM Ce 3aMeHSI M ChOTBETHO BIPAKIAHETO B Hesl Ha
MUKPOYACTULM OT CUHTETMHHM IONMMEPY € KPaTKOTPaiiHO, 3alOTO TOBA OM MPOTMBOPEYaNo Ha LeNTa 3a CBEXMNaHe Ha
emycuute 0 MunuMyM. Tlopamm toBa naparpad 5, GykBa B) OT NOCOUEHOTO BIACBAHe CllefBa a Oble M3MeHeH, 3a 1a ce
nosicHy, ye Tasu Gyksa 0OXBalla CaMo CIlydamte, PY KOMTO Ce MPEABVIKIA KpaiiHata ynotpeba 1a Tpae elHa rOfyHa Wi
noseue. [IpuraraHeTo Ha M3MeHeHMeTO Ha maparpad 5, GyKBa B) OT IIOCOUEHOTO BINCBAHE CrenBa 1a Oble OTIOXKEHO C HBe
TOIVHY OT BITM3aHETO B CIJIA Ha HACTOSILMSL PETIaMeHT, 3a 1a Ce MPeOCTABU Ha 3aMHTePeCOBAHNTE CTPAHN TOCTATBUHO BpEME
[1a [IpeHIpUeMaT NOIXOMSLIM MEPKH, KaTO HarpuMep mpedopMymypaHe Ha IPOIYKTUTE M 0CBOOOKIABAHE OT ChLIECTBYBAILTE
3a11aci, 34 I1a ce CboOPA3AT ¢ M3MEHEHATa [IeporaLsi.

Tlo Bpeme Ha mpoueca, gosen g0 mpuemanero Ha Permament (EC) 2023/2055, mbpxaBute WIEHKM M 3aMHTEPECOBAHUTE
cTpanM Osixa MHQOPMMpAHM 33 HAMEPEHMETO Na ce MPeNoCTaByM Ieporauysi oT 3a0paHata 3a IycKaHe Ha Iasapa Ha
MMKPOYACTHULIM OT CHHTETMYHM IONMMEpH: i) BBB BCHUKY JIEKAPCTBEHM NPOIYKTM 3a XyMaHHAa M BeTepyHApHa ymorpela,
BKITIOUMTEITHO M3MOJI3BAHNTE B KIMHUYHY M3IIMTBAHNS U B CBBP3AHNUTE C TSIX IPENKIIMHUYHY M3IUTBAHMS 32 0€30MaCHOCT, 1
i) 3a HUPICIII, He3aBucMMO OT MACTOTO, KbUeTo ce u3pbpuBa. (Dopmymmposkara Ha meporamyute, MpENBUIEHN BbB
Brucsate 78 or npunoxenne XVII kv Permament (EO) Ne 19072006, oGaue He 06xBalia M3LIIO yCKAHETO Ha 1a3apa Ha
MMKPOYACTHLIM OT CMHTETUYHM TONMMepH 3a Te3u yroTpeOu. CrenoBaTesIHO TAKOBA MycKaHe Ha Masapa Oy MpeNcTaBIisiBasio
HeCIla3BaHe HAa OIPaHMUEHMETO, BBBEOCHO C IIOCOYEHOTO BIIACBAHE, KOCTO He Oelle 3aMNCHIBT HA OIpaHMUEHMETO.
HeolxomuMo e fBeTe CHOTBETHM M3MeHeHMsi Ha mpumoxenne XVII KbM [OCOYEHMS PEITIAMEHT II0 M3KIIOYEHNME [1a Ce
nputarar ¢ oOpaTHo HeiicTBue, cumraHo ot 17 okromspu 2023 r., Korato Brese B cuna Permament (EC) 2023/2055, Taka ue
[1a e FapaHTIpa NPUIATaHeTo Ha 3aMIUCIICHIsT 00XBAT Ha OTPAHMUYEHMETO, A CE YIECHY OCUTYPsIBAHETO Ha CIa3BaHETO MY U 1a
ce 3alMTAT 3aKOHHUTE MHTepecy Ha MKOHOMMYECKMTE ONlepaTopy, KOUTO MOXKe Jla Ca Pa3uyTalyl Ha HaMEPEHMETO, KOETO UM
Geliie CHOOIIEHO B IpoLieca Ha MpyeMaHe.

TMopanu ToBa Pernament (EO) Ne 1907/2006 cnensa ga Gblie ChOTBETHO M3MEHEH.

MepKuTe, PENBUIEHN B HACTOSLIMSA PEINIAMEHT, A B CHOTBETCTBME ChHC CTAHOBMINETO HA KOMMTETA, Ch3HANEH ChIIACHO
yrted 133 or Permamenr (EO) Ne 1907/2006,

[TPUE HACTOSALLMS PEITIAMEHT:

Ynen 1

Tpurtoxerne XVII kbM Pernament (EOQ) Ne 1907/2006 ce u3MeHSs B ChOTBETCTBUE C TIPUITOKEHNETO KbM HACTOSIIIMS PEITIAMEHT.

ELL http://data.europa.eu/elijreg/2026/1168/oj
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Ynen 2

Hacrosiumsr pernmaMenT BiM3a B CMJIa Ha IBaI€CETU NEH CIIEN IEHA Ha l'ly6J'II/IKyBaH€T0 My B O(})uu,ua/ten B8CCMHUR HA Eeponeﬁcmm
Ce103.

Touxka 1 or mpunoxenyero ce npunara ot 17 okromspu 2023 r.

Touka 2 or npusoxenueTo ce npuara or 22 roun 2028 rogmua.

Hacrosimmsr perimaMenT € 3aIbIIKUTENIEH B CBOSATA LAJIOCT M CE Mpuiiara IpSAKO BbB BCMYKU TbpKaBy
YJICHKI.

Cpcraseno B bprokcen Ha 1 ronn 2026 ronyHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN
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I1PMTTIOKEHUE

B npunoxerne XVII kbm Pernament (EO) Ne 19072006 BrvcBare 78 ce M3MeHsl, KaKTO CIIeliBa:
1)  Tlaparpad 4 ce M3MeHs, KAKTO CIIe[Ba:

a)  Oyksa ) ce 3aMeHsI ChC CIIEIHOTO:

,0) TeKapCTBeHNM MPOLYKTH ChITIACHO OIpPeNeieHNeTo B [ImpekTisa
2001/83/EO* unu ,BeTepuHAPHY JIEKAPCTBEHM IIPOAYKTI® CHITIACHO
onpenenexuero B Permament (EC) 2019/6;

0)  mobass ce crenHata OykBa X):

,K) MMKPOYACTULV OT CUHTETUYHM MOMMMEPH, B CAMOCTOSITENIEH BUJI VTN B
cMecy, 3a yHOTpe6a B Hay4YHOM3CIIENIOBATENICKa 1 pa3BOiiHa HeMHOCT,
CBbp3aHa C HPOMYKTH U IPOLECH, B KOJIMYECTBA 10 MAKCUMYM €dMH TOH
TOIOMUIIHO.

2) B maparpad 5 Oyksa B) ce 3aMeHSI CbC CIIEIHOTO:

»B) MUKPOYACTMLIMA OT CUHTETUYHU NOTMMEPU, KOUTO Ca IIOCTOSIHHO BIPAleH! B
TBBPIA MaTPHUIIA 10 BPEMe Ha MpefIBIIIeHA KpajtHa ymoTpeba ¢
IIPOIBIKUTEHOCT e[lHA TOIMHA N HoBeye.”

ELL http://data.europa.eu/elijreg/2026/1168/oj
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