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EBPOIMEMNCKA
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Bbprokcen, 28.5.2026 .
COM(2026) 253 final
ANNEX
MNPUJITOKEHUE

KbM
npennoxenuero 3a PEIIIEHUE HA CbBETA

OTHOCHO MO3MIMATA, KOATO 12 0bJe 3aeTa oT uMeT0 Ha EBponeiickus cb103 B
CbBMeCTHHSI KOMUTET, Cb3a/leH cbIuiacHO Cniopazymennero mexny EBponeiickara
o0mHocT M KnsizkecTBO MoOHaKo, 32 NPUJIAraHeTO HA HAKOU OOIIIHOCTHH AKTOBE HA

TepuTopusita Ha KusizkectBo MoHako

BG BG



HPUJIOKEHHUE

MHNPOEKT
PEHIEHHUE Ne .../ ... HA CBBMECTHUSA KOMUTET EC—MOHAKO,

cb3aaaen cbe Cnopasymenuero Me:xkay EBponeiickara odmuoct u Kuszkectso Monako,

3a MPWJIAraHeTO HA HAKOU OOIIHOCTHH AKTOBE HA TEPUTOPHUSITA
Ha Kns:kecrBo MoHako

34 UBMCHCHHUE HA IIPUJIOKCHUETO KbM IMMOCOYCHOTO Cnopa3yMeHHe

CBbBMECTHUAT KOMUTET,

karo B3e mpensup Cropasymennero Mexmay EBpomeiickara obmmuoct u KusxectBo Monako 3a
MPUIAaraHeToO Ha HAKOM OOIIHOCTHHM akTOBE Ha TepuTopusaTa Ha KHspkecTBO MoOHako, MOANMCAHO B
Bprokcen ma 4 nexemBpu 2003 . (HapuuaHO MO-707y ,,CIIOpa3syMeHHETO ), U MO-CIEeHaTHO WieH 1,
naparpad 1 ot Hero,

KaTo uMa IpeaBUu, ye:

(1)

)

€)

Cp1036T U3BBpIIH pedopMa HAa 3aKOHOJIATEIICTBOTO OTHOCHO 3JIPABHHUTE MPOIYKTH,
BKJIIOYHMTEITHO MPETJIE] 110 ChIIECTBO Ha MPaBUIIaTa OTHOCHO MEIUIIMHCKUTE H3ACIIHSI
U MCIUIIMHCKHUTE W3JCIHs 3a MHBUTPO JMAarHOCTHKA, 3a Jla YCTAaHOBH CTaOMIIHA
peryjaTtopHa pamka, ¢ KOSITO C€ OCUTYpsiBa BHUCOKO paBHHIIEC Ha OE30MacHOCT U
3ammrTa Ha 3apaBero. CIlenoBaTeiaHo, 3a Ja ObJaT BKIIOUEHH TE3W HOBH aKTOBE
OTHOCHO ITOCOYEHHUTE MPOYKTH, € HEOOX0 MO peticHre Ha ChBMECTHUS KOMHUTET 3a
aKTyaJM3upaHe Ha IPUIOKEHUETO KbM CIIopasyMeHHETO,

[lenTa Ha akTyanm3anusara € j1a ObJaT NPeoOJIEHU HAKOU MPEUKH, MO-CIEUATHO MPH
MIPOBEKIAHETO HA CHBMECTHHM MHCIICKIUM OT CTpaHa Ha OpraHuTe Ha MOHaKo U Ha
@paHuus Ha J1a00OpaTOpUM W HAa MPOU3BOACTBEHU CHOPHKEHMS, HAMHUpAIIU CE B
KusxectBo Monako. [osicHsBa ce o6aue, 4e MKOHOMHYECKUTE CyOeKTH 0T MoHaKo HsMa
Jla MOrar Jia ce 1030BaBaT Ha Te3U pa3nopeadH, 3a J1a oJTydar Win Ja 000CHOBAT 10CThI
JI0 BTPELIHUS 1a3ap 3a CTOKUTE, Monafaly B 00xBaTa Ha HacTosoTo CriopasymMeHue.

B cwotBercTtBHEe ¢ uneH 1, maparpad 2 or Cnopasymenuero akrtoBere Ha Cbro3a,
IpPUETH OT HErOBUTE MHCTUTYLMU [0 CHJIaTa Ha akToBeTe, M30pOeHHM B wileH 1,
naparpag 1 or Crnopa3dymeHueTro, ce npuiarat Ha TepuTopusra Ha KHskecTBO
Monako 6e3 1a ce u3uckpa pemieHue Ha CbBMECTHHSI KOMUTET; CJI€/[BA J1a CE MOsCHHU,
Ye MOpagd TOBa B KOHTEKCTa Ha HACTOSIIATA aKTyaJlu3allus Ha MPHIOKEHUETO U OT
ChbOOpa)KEeHUsI 3a SICHOTA W IpaBHa CHUTYPHOCT B MPHIJIOKEHHETO ca H30pOeHH
OCHOBHHUTE aKkTOBe Ha (Cbl03a, KAKTO M AKTOBETE 3a TAXHOTO M3MEHEHME, JT0KaTO
akTtoBeTe, npuetu oT KomucusTa 3a mpuiaraHe Ha Te3M aKTOBE, BKIIOYUTEITHO
JIEJIETUPAHNTE aKTOBE M AKTOBETE 3a M3IBJIHEHME, CE NpuiaaraT aBTOMaTHYHO IO
cuwiara Ha Criopa3yMeHHUETO U He ca U3PUYHO U30POEHH B IOCOYEHOTO MPUIIOKEHHE.

[NPUE HACTOAIIOTO PEINEHUE:



Ynen 1
TexkcrpT Ha mnpunoxkenuero kbpMm CrnopazymeHuero Mexay EBporeilickata OOIIHOCT U
KusoxkectBo MoHako 3a mpuijiaraHeTO Ha HSAKOW OOIIHOCTHH aKTOBE Ha TEPUTOpHsTA Ha

KusmxectBo MoHako ce 3aMeHs C TEKCTa Ha MPUIIOKCHUCTO KbM HACTOAIIOTO PCHICHUC.

3a menure Ha npwiaranero Ha Cropa3yMEeHHETO B MPWIOKECHHETO ca U30pPOSCHU OCHOBHHUTE
akToBe Ha Chr03a M aKTOBETE 32 TAXHOTO U3MEHEHHUE HITH 3aMsIHA.

CowriacHo uneH 1, maparpad 2 or CrnopazyMeHHETO TOBa [1030BaBaHE MPaBU MPUIOKUMH U
JeNIETUPAaHUTE aKTOBE M aKTOBETE 3a M3MBIHEHHE, MPUETH CHIIACHO aKTOBETe, U30POCHU B
MIPUIIOKEHUETO, Oe3 /1a ce N3UCKBa penleHne Ha ChbBMECTHHUS KOMUTET U 0€3 /1a € HE0OX0AUMO

TC Ja 6”[)[[31 I/I36p06HI/I IMMOOTACIIHO B IOCOYCHOTO ITPUIIOKCHUC.

Ynen 2

Hacrosimoro penienre Biu3a B cuia B J€HA Ha IPUEMAHETO MY.
3a Cvemecmnus komumem
Ilpeoceoamen

Pwvrosooumen na oenecayusma ua ...

Cwvcmaseno 6 ... Ha ... 200UHAa.

Cexpemapu

Cwcmaseno 6 bprokcen na [...] 2oouna. Cvcmaseno 6 bBprokcen na [...] eoouna.



IMPHJIO’)KEHUE
JIEKAPCTBEHMU INTPOAYKTH
I[TOCOYEHU AKTOBE

1. Jupextua 2001/83/EO na EBponeiickus napiameHT u Ha ChBeTa OT 6 HOEMBpHU
2001 r. 3a yTBBpKIaBaHe Ha Koaekc Ha OONIHOCTTa OTHOCHO JIEKapPCTBEHH
mpoayKTH 3a XyManHa ynorpeba (OB L 311, 28.11.2001 r., ctp. 67), u3MeHeHa c:

- Pernament (EC)2023/1182 na EBpomneiickus mapimameHT u Ha ChbBera OT
14 roun 2023 r. OTHOCHO CIHEUMATHUTE TMpaBUiia [0 OTHOIICHHE Ha
JICKapCTBEHHUTE MPOAYKTH 32 XyMaHHa yIoTpeOa, MpeJHa3HAuCHH 32 ITyCKaHe Ha
na3apa B CeBepna Wpnanaus u 3a m3meHenuwe Ha [upextuBa 2001/83/EO
(OB L 157,20.6.2023 ., ctp. 1);

- Hupektua (EC) 2022/642 na EBpomneiickusi mapiameHT u Ha CbBeTa OT
12 ampunt 2022 r. 3a m3menenue Ha aupektusu 2001/20/EO u 2001/83/EO mo
OTHOIICHHE Ha JEpPOraluu OT HSIKOM 3abJDKEHHS, CBBP3aHU C ONpPEICIICHU
JEKapCTBEHU NPOAYKTH 3a XyMaHHa YroTpebda, KOUTO c€ IpeiaraT B
O6ennHeHOTO KpancTBO Mo ortHomieHue Ha CeBepHa Mpnanaus, Kakto U B
Kunwp, Upnanaus u Manta (OB L 118, 20.4.2022 r., cTp. 4);

- Permament (EC) 2019/1243 na EBpormeilickus napiament u Ha CbBera ot 20
toHn 2019 r. 3a ajmanTthpadHe Ha peAulla MPaBHU AaKTOBE, MPEIBMKAAIIN
M3MOJI3BaHE Ha MPOIEypaTa 1o peryjaupaHe ¢ KOHTpoII, KbM uieHoBe 290 u 291
or JloroBopa 3a ¢yHkunonupaHero Ha EBponeiickus cwvio3 (OB L 198,
25.7.2019 r., ctp. 241);

- Pernmament (EC) 2019/5 na EBpomelickust mapnameHT u Ha CwBera ot 11
nexkemBpu 2018 r. 3a um3menenwe Ha Permament (EO) Ne 726/2004 3a
yCTaHOBsSIBaHE Ha Tporenypu Ha OOIIHOCTTa 3a pa3pemiaBaHe W KOHTPOJ Ha
JeKapCTBEHU MPOAYKTH 32 XyMaHHA M BeTepUHapHa yrnoTpeda U 3a Ch3JaBaHe
Ha EBpomelicka arenuus mno nekapctBaTta, Permament (EO) Ne 1901/2006
OTHOCHO JIEKapCTBEHUTE MPOAYKTH 3a MeauarpuuHa ynorpeba u /lupextuna
2001/83/EQO 3a yTBBpk1aBaHe Ha KoJieKC Ha OOITHOCTTa OTHOCHO JICKAPCTBEHU
HpPOAYKTH 3a XyMaHHa ynotpeda (OB L 4, 7.1.2019 r., ctp. 24);

- Pernament (EC) 2017/745 na EBponeiickus napiameHnt 1 Ha CbhBeTa OT 5 anpui
2017 . 3a MmeauIUHCKATE U3MeTus, 3a n3MeHenue Ha Jlupextusa 2001/83/EO,
Pernmament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTMmsiHa Ha
mupexktuBu 90/385/EVIO u 93/42/EMIO na CwBera (OB L 117, 5.5.2017 r.,

ctp. 1);

- Hupektupa (EC) 2017/1572 na Komucusta ot 15 centemBpu 2017 r. 3a
nombiaHenne Ha JupextuBa 2001/83/EO na EBpormelickust mapiaMeHT M Ha
CpBeTa M0 OTHOIIEHUE Ha MPUHIMIIUTE M HACOKUTE 3a J00pa MPOU3BOACTBEHA
MpaKTHKa MpH JIEKApCTBEHUTE MPOAYKTU 3a XymaHHa ynotpeba (OB L 238,
16.9.2017 r., ctp. 44);



HupextuBa 2012/26/EO na EBpomneiickus mapmameHntT u Ha CwBera or 25
oktomBpu 2012 r. 3a u3menenue Ha upextuna 2001/83/EO no oTHoIIEHHE Ha
dapmakonornynata 6gurensnoct (OB L 299, 27.10.2012 ., ctp. 1);

Hupextuba 2011/62/EC na EBponeiickus mapiameHT U Ha ChBeTa OT 8 HOHU
2011 r. 3a usmenenue Ha upexkruBa 2001/83/EO 3a yTBBpkIaBaHE HA KOACKC
Ha OOHIHOCTTAa OTHOCHO JIEKapCTBEHH IMPOJIYKTH 3a XyMaHHa ymoTpeda Io
OTHOIICHHE Ha MPEIOTBPATSIBAHETO HAa HABIM3aHETO Ha Qammuuiupanu
JIEKapCTBEHW TMPOAYKTH B 3aKOHHaTa Bepura Ha jgocraBka (OB L 174,
1.7.2011 r., ctp. 74);

HupextuBa 2010/84/EC na EBpomeiickusi mapiameHT u Ha CwBeta oT 15
nekemBpu 2010 1. 3a WM3MEHEHHE IO OTHOIIEHHWE Ha (apMaKoJorHnyHaTa
onutennoct Ha [upextuBa 2001/83/EO 3a yTBBpkKIaBaHe Ha KOJAEKC Ha
OOIIHOCTTa OTHOCHO JIEKAPCTBEHU MPOYKTH 32 XyMaHHa ynorpeda (OB L 348,
31.12.2010 r., cTp. 74);

HupextuBa 2009/120/EO na Komucusta ot 14 cenrremBpu 2009 1. 32 u3MeHEHHE
Ha [upextuBa 2001/83/EO na EBpomeiickus mapiameHT u Ha CbBera 3a
YTBbpXkAaBaHe Ha Kojekc Ha OOLIHOCTTa OTHOCHO JIEKAPCTBEHU NPOAYKTHU 3a
XyMaHHa yrnoTtpeba Mo OTHOIICHHWE Ha JICKAPCTBEHUTE MPOIYKTH 3a MOJEpHA
tepanus (OB L 242, 15.9.2009 r., ctp. 3);

Hupextusa 2009/53/EO na EBponeiickus napiameHT u Ha ChBeta oT 18 10HM
2009 r. 3a uamenenue Ha qupexktur 2001/82/EO u 2001/83/EO mo oTHOEHUE
Ha W3MEHEHHMsS B YCIOBHATA HA pa3pelIeHUsATa 3a IyCKaHe Ha Ia3apa Ha
nexapcTBeHu mpoayktu (OB L 168, 30.6.2009 r., ctp. 33);

Hupextusa 2008/29/EO na EBpomneiickus napiaameHT u Ha CbBerta oT 11 mapt
2008 r. 3a u3menenue Ha [{upextuna 2001/83/EO 3a yTBbpkIaBaHE HA KOAECKC
Ha OOLIHOCTTa OTHOCHO JIEKapCTBEHH MPOAYKTH 3a XyMaHHa ymnorpeba, 1o
OTHOIIEHHE HA M3I'BJIHUTEIHUTE MPaBOMOUIMS, TpefocTaBeHn Ha Komucusra
(OB L 81, 20.3.2008 r., cTp. 51);

Pernament (EO) Ne 1394/2007 na EBponeiickus mapiament u Ha CbBera ot 13
HoemBpHu 2007 T. OTHOCHO JIEKAPCTBEHUTE MIPOIYKTH 3a MOJIEpPHA TEpaIus U 3a
u3menenue Ha J{upextua 2001/83/EO u na Pernament (EO) Ne 726/2004 (OB
L 324,10.12.2007 r., ctp. 121);

Pernament (EO) Ne 1901/2006 na EBponeiickus napiameHT u Ha CbBeTa OT
12 nexemBpu 2006 r. OTHOCHO JIEKQpCTBEHUTE NPOAYKTH 3a MNEAMATPUYHA
ynotpeba u 3a  usMeHeHue Ha  Permament (EMO)  Ne 1768/92,
HupextuBa 2001/20/EO,  Hupextua 2001/83/EO  u  Permament (EO)
Ne 726/2004 (OB L 378, 27.12.2006 t., cTp. 1);

Hupextusa 2004/27/EO na EBponeiickus napiamenT u Ha ChBera ot 31 mMapT
2004 r. 3a uzmenenue Ha [Jupextuna 2001/83/EO 3a yTBbpK/1aBaHe Ha KOJEKC
Ha OOIIHOCTTa OTHOCHO JIEKAaPCTBEHUTE MPOIYKTH 3a XyMaHHa ynorpeda (OB
L 136, 30.4.2004 r., ctp. 34);



- HupextuBa 2004/24/EO na EBporneiickus napiamenT U Ha CbBeTa oT 31 mapTt
2004 r. 3a uzmenenne Ha upextusa 2001/83/EO 3a yTBbpiKIaBaHe HAa KOJCKC
Ha OOLIHOCTTa OTHOCHO JICKAPCTBEHH TMPOJIYKTH 3a XyMaHHa ymnorpeba, I1mo
OTHOLICHUC Ha TPAAULIUOHHUTC PACTUTCIIHA JICKApCTBCHU IMPOAYKTHU
(OB L 136, 30.4.2004 1., ctp. 85);

- HupextuBa 2003/63/EO na Komucusara ot 25 ronu 2003 r. 3a u3MeHEHUE Ha
HupextuBa 2001/83/EO na EBpomelickus mnapnamenT u Ha CbBera 3a
BbBEX/IaHe Ha KoJiekc Ha OOIIHOCTTa OTHOCHO JIEKaPCTBEHHUTE MPOAYKTU 3a
xymanHa ynotpebda (OB L 159, 27.6.2003 r., ctp. 46);

- Hupextuna 2002/98/EO na EBponeiickus mapiament u Ha CbBera oT 27 siHyapH
2003 1. 3a ompeaensHE HA CTAaHAAPTUTE 3a KA4eCTBO M OE30IACHOCT IPH
B3€MaHETO, AMArHOCTHKATa, MmpepaboTKara, ChbXpaHEHUETO U pa3MpeeTHETO
HAa YOBEIIKa KPbB U KPBHBHU CBHCTAaBKM M 3a H3MEHEHHWE Ha JlupekTuBa
2001/83/EO (OB L 33, 8.2.2003 r., ctp. 30).

Pernament (EO) Ne 726/2004 na EBponeiickus napiamenT u Ha CbBeta oT 31 mMapT
2004 r. 3a ycraHoBsiBaHe Ha Iiporieypu Ha OOIIHOCTTA 3a pa3peliaBaHe U KOHTPOJ Ha
JIEKapCTBEHU MPOAYKTH 3a XyMaHHa M BETepUHApHA yrnoTpeda M 3a Ch3JaBaHE Ha
EBpomneiicka arennus no nekapcreata (OB L 136, 30.4.2004 r., ctp. 1), u3MeHeH c:

- Permament (EC) 2019/5 na EBpomelickus mapiameHT u Ha CwBera ot 11
nexkemBpu 2018 r. 3a m3meHenwe Ha Permament (EO) Ne 726/2004 3a
yCTaHOBsIBaHE Ha mpouenypu Ha OOIIHOCTTa 3a pa3pelaBaHe M KOHTPOJ Ha
JIEKapCTBEHU MPOJYKTH 3a XyMaHHA M BETEpUHapHa ynoTrpeda U 3a Cbh3/aBaHe
Ha EBpomneiicka arenuus no jekapctBara, Permament (EO) Ne 1901/2006
OTHOCHO JIEKapCTBEHHMTE MPOAYKTH 3a IeauarpuuHa ynorpeda u Jlupextua
2001/83/EO 3a yTBBbp*kAaBaHe Ha KoJeKc Ha OOLIHOCTTa OTHOCHO JIEKAPCTBEHU
NPOAYKTH 3a XymMaHHa ynotpeba (OB L 4, 7.1.2019 r., ctp. 24);

- Permament (EC) 2018/1718 na EBponelickus mapnameHT u Ha CbBera OT
14 noemBpu 2018 r. 3a wu3menenue Ha Permament (EO) Ne 726/2004 mno
OTHOIIEHHE Ha MECTOHAX0X/IEHUETO Ha cefanuiieTo Ha EBponeiickaTa areHuus
no nekapcrara (OB L 291, 16.11.2018 r., c1p. 3);

- Pernament (EC) Ne 1027/2012 na EBponeiickus mapiaamenT u Ha CbBera oT 25
oktoMBpu 2012 r. 3a u3menenue Ha Permament (EO) Ne 726/2004 mo oTHOITIEHHE
Ha ¢papmakonornynara 6xutentoct (OB L 316, 14.11.2012 r., ctp. 38);

- Pernament (EC) Ne 1235/2010 na EBponeiickus napiameHT u Ha CbhBeta oT 15
nekemBpu 2010 1. 3a W3MEHEHHWE MO OTHOIIEHHWE Ha (apMaKoJOorHYHaATa
OIMTEITHOCT 3a JIEKapCTBEHUTE MPOJIYKTH 32 XyMaHHa ynotpeba Ha PerimameHT
(EO) Ne 726/2004 3a ycraHoBsiBaHe Ha mnpoueaypu Ha OOmHOCTTA 32
paspeliaBaHe 1 KOHTPOJI Ha JIEKAPCTBEHM ITPOAYKTH 32 XyMaHHa U BETEpUHApHA
ynoTpeba W 3a cb3daBaHe Ha EBpomeiicka areHIus IO JeKapcTBaTa, M Ha
Pernament (EO) Ne 1394/2007 oTHOCHO JIeKapCTBEHUTE MPOAYKTH 32 MOJIEPHA
tepanus (OB L 348, 31.12.2010 r., c1p. 1);



- Pernament (EO) Ne 470/2009 na EBponetickus mapiameHT u Ha ChBeTa OoT 6
maii 2009 r. OTHOCHO ycTaHOBsiBaHE€ Ha mporeaypu Ha OOmHOCTTAa 32
OlpeneNsiHe Ha JIOMYCTHMHUTE CTOHHOCTH Ha OCTAaThUYHM KOJUYECTBA OT
(hapMaKOJIOTUYHOAKTUBHU CYOCTAHIIMH B XPaHU OT KUBOTHHCKH MPOU3XOJ, 32
ormsina Ha Permament (EMO) Ne 2377/90 ma CbBeTa M 3a M3MEHEHHE Ha
HupextuBa 2001/82/EO na EBpomeiickus mapmameHT u Ha CbBera M Ha
Pernament (EO) Ne 726/2004 na EBponetickus napiamenT u Ha CrBera (OB L
152, 16.6.2009 ., ctp. 11);

- Pernmament (EO) Ne 219/2009 na EBpomneiickus napiaameHT 1 Ha CbBera ot 11
MapT 2009 r. 3a agantupane kbM Pemenue 1999/468/EO na ChBera Ha HAKOU
aKTOBE, 32 KOWUTO C€ IMpujara mnpolenypara, npeaBuieHa B uwieH 251 ot
JloroBopa, BbB Bpb3Ka C MpolieypaTa Mo peryjiupane ¢ KOHTpoa AJantupaHe
KbM Ipollelypara IO peryjupaHe ¢ KoHTpoa — Bropa udacT (OB L 87,
31.3.2009 r., cTp. 109);

- Permament (EO) Ne 1394/2007 na EBponeiickus napiament u Ha ChBeta ot 13
HoemBpHu 2007 T. OTHOCHO JIEKAPCTBEHUTE MPOIYKTH 3a MOJIEpPHA TEpaIus U 3a
u3menenue Ha J{upextua 2001/83/EO u na Pernament (EO) Ne 726/2004 (OB
L 324,10.12.2007 r., cTp. 121);

- Pernmament (EO) Ne 1901/2006 na EBpomeiickusi mapiamenT U Ha CbBera OT
12 nexemBpu 2006 r. OTHOCHO JIEKAPCTBEHUTE MPOAYKTH 3a MeAUATpUYHA
ynotpeba u 3a wu3MeHenne Ha  Permament (EMO)  Ne 1768/92,
HupextuBa 2001/20/EO,  Hupextua 2001/83/EO  u  Pernmament (EO)
Ne 726/2004 (OB L 378, 27.12.2006 T., cTp. 1).

Pernament (EC) 2019/6 na EBponeiickus napiament u Ha ChBeta ot 11 nekemBpu

2018 r. OTHOCHO BETEPUHAPHUTE JIEKAPCTBEHU NPOAYKTH M 3a OTMsSIHA Ha
Hupextusa 2001/82/EO (OB L 4, 7.1.2019 r., ctp. 43).

Pernament (EC) 2022/839 na EBponeiickus napiameHT u Ha CbBera oT 30 mail
2022 r. 3a onpeesisiHe Ha MPEXOJHH IPaBUIIa 32 OIAKOBAHETO U €TUKETHPAHETO Ha
BETEpUHAPHU JICKAPCTBEHH NPOAYKTH, pa3pelieHH WJIA PErucTpUpaHd B
cpoTBeTcTBUE C JlupektuBa 2001/82/EO wmm Permament (EO) Ne 726/2004
(OB L 148, 31.5.2022 1., cT1p. 6).

Pernament (EC) Ne 37/2010 na Kommcusira ot 22 nekemBpu 2009 r. OTHOCHO
(bapMakoJIOTHYHOAKTUBHUTE CYOCTAaHIMM U TAXHAaTa KJIACUPUKALUSA 10
OTHOIIICHHE Ha MAKCUMAITHO JIOTTYCTUMHUTE CTOMHOCTH Ha OCTaThUHUTE KOJIMUECTBA
B XpaHUTE OT )XUBOTUHCKHU ITpousxon (OB L 15, 20.1.2010 r., ctp. 1), u3meHeH c:

- Permament (EC) Ne 363/2011 na Komucusita ot 13 anpun 2011 r. (OB L 100,
14.4.2011 r., cTp. 28);

- Permament (EC) Ne 362/2011 na Komucusirta ot 13 anpun 2011 r. (OB L 100,
14.4.2011 r., cTp. 26);

- Permament (EC) Ne 914/2010 na Komucusra ot 12 okromspu 2010 r. (OB L
269, 13.10.2010 r., cTp. 5);
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- Permament (EC) Ne 890/2010 na Komucusita ot 8 okromBpu 2010 1. (OB L 266,
9.10.2010 ., cTp. 1);

- Pernament (EC) Ne 761/2010 na Komucusita ot 25 asryct 2010 r. (OB L 224,
26.8.2010 ., ctp. 1);

- Permament (EC) Ne 759/2010 na Komucwusita ot 24 asrycr 2010 r. (OB L 223,
25.8.2010 1., ctp. 39);

- Pernament (EC) Ne 758/2010 na Komucusita ot 24 asryct 2010 r. (OB L 223,
25.8.2010 r., cTp. 37).

Pernament (EC) 2024/568 na EBpomnelickus napiameHT u Ha CbBeTa OT
7 beBpyapu 2024 1. OTHOCHO TaKCHUTE W HaJO3UTE, KOUTO CE 3arulalmiar Ha
EBpornelickara areHuusi 1mo JjekapcrBara, 3a u3MeHeHue Ha pernameHTH (EC)
2017/745 u (EC) 2022/123 na EBpornetickus napiaMeHT U Ha CbBeTa U 32 OTMsIHA
Ha Permament (EC) Ne 658/2014 na EBpomneiickus mapinameHT U Ha CbBeTa M
Pernament (EO) Ne 297/95 na Cwera (OB L, 2024/568, 14.2.2024 r., ELL:
http://data.europa.eu/eli/reg/2024/568/0j).

Pernament (EO) Ne 1234/2008 na Komucusita ot 24 HoemBpu 2008 r. OTHOCHO
pasriiekAaHeTO Ha TMPOMEHHUTE B YCJOBHTA HAa pa3pelleHUsATa 3a THPrOBUS C
JIEKapCTBEHH TMPOJYKTH 3a XyMaHHa yrnoTrpeba M BETEPHHAPHU JIEKapCTBEHU
npoayktu (OB L 334, 12.12.2008 1., cTp. 7), U3MEHEH C:

- Permament (EO) Ne 712/2012 na Komucusra ot 3 aBryct 2012 r. 3a u3sMeHeHHE
Ha Pernmament (EO) Ne 1234/2008 0THOCHO pa3riexJaHETO Ha IPOMEHUTE B
YCJIOBHSITA HA Pa3pEeILICHUSTA 32 ThPTrOBUS C JIEKAPCTBEHU MPOIYKTH 3a XyMaHHa
ynoTtpeba u BeTepuHapHU JiekapctBeHu npoayktu (OB L 209, 4.8.2012 r.,
cTp. 4).

Pernament (EO) Ne 469/2009 na EBporneiickus napinameHT 1 Ha CbBeta oT 6 Mait
2009 r. otHOCHO cepTu(UKaTa 3a JONBJIHUTENHA 3aKpuia Ha JIEKapCTBEHUTE
nponykt (OB L 152, 16.6.2009 r., ctp. 1), u3MeHeH c:

- Pernament (EC) 2019/933 na EBponelickus napnameHnt u Ha CbBeta oT 20 Maii
2019 r. 3a uamenenue Ha Pernmament (EO) Ne 469/2009 otHOCHO cepTuduxara
3a JIOII'BJIHUTENTHA 3aKpuila Ha JiekapcTBeHuTe mpoaykta (OB L 153, 11.6.2019,

ctp. 1).

HupextuBa 2009/35/EO na EBpomnetickus mapiameHT U Ha ChBeta oT 23 ampuil
2009 1. OTHOCHO OILBETUTENNTE, KOUTO MOTAT Jia c€ A00aBAT KbM JIEKAPCTBEHU
npoaykt (OB L 109, 30.4.2009 r., ctp. 10).

Pernament (EO) Ne 1394/2007 na EBponeiickus napaamenT 1 Ha CbBeta or 13
HoemBpH 2007 T. OTHOCHO JIEKapCTBEHUTE NPOAYKTH 3a MOJEPHA TEpamus U 3a
m3menenue Ha Jlupextusa 2001/83/EO u Ha Pernmament (EO) Ne 726/2004 (OB L
324, 10.12.2007 r., ctp. 121), u3meHeH c:
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12.

13.

- Permament (EC) 2019/1243 na EBponeiickust mapnameHnT u Ha ChBeta ot 20 10HH
2019 . 3a amanTUpaHe Ha peaulia MPaBHU AaKTOBE, NPEIBIDKIAIM M3IIOI3BAaHE HA
Mpoleypara Mo peryjmpaHe ¢ KoHTpos, kbM wieHoBe 290 u 291 or JloroBopa 3a
dynkumonupaneto Ha EBpornetickust cpro3 (OB L 198, 25.7.2019 1., ctp. 241);

- Pernament (EC) Ne 1235/2010 na EBponeiickus napiaamenT u Ha CbBeTa oT 15
nekemBpu 2010 1. 3a WM3MEHEHHE IO OTHOIIEHHWE Ha (apMaKoJorHyHaTa
OIMTEITHOCT 3a JIEKapCTBEHUTE MPOIYKTH 32 XyMaHHa ynotpeba Ha PerimamenT
(EO) No 726/2004 3a ycraHoBsiBaHe Ha mnpoueaypu Ha OOmHOCTTAa 3a
pa3peliaBaHe U KOHTPOJI Ha JIEKAPCTBEHU ITPOAYKTH 32 XyMaHHa U BETEpUHApHA
ynotpeba u 3a ch3gaBaHe Ha EBpormelicka areHius Mo JekapcTBara, U Ha
Permament (EO) Ne 1394/2007 0oTHOCHO JIeKapCTBEHUTE NIPOAYKTH 32 MOJIEPHA
tepanus (OB L 348, 31.12.2010 r., cTp. 1).

Permament (EO) Ne 658/2007 na Komucwusita ot 14 rouu 2007 . OTHOCHO pa3Mepa
Ha ()MHAHCOBHUTE CAHKIIUU MPHU HApYILIECHUS Ha HSIKOW 33JbJKEHUS BbB BPB3Ka C
paspelieHusi 3a TyCKaHe Ha ma3apa, usnaneHu cwriiacHo Pernmament (EO)
Ne 726/2004 na Epomneiickus mapiameHnt u Ha ChBeta (OB L 155, 15.6.2007 r.,
ctp. 10), u3mMeHeH c:

- Pernmament (EC) Ne 488/2012 na Komucusita ot 8 ronu 2012 r. 32 ©3MeHEHHUE Ha
Pernament (EO) Ne 658/2007 na Komucusita oTHOCHO pa3Mepa Ha PUHAHCOBUTE
CaAHKIIMH TPH HapyIICHUS HAa HAKOW 33bJDKCHUS BbB BPH3Ka C Pa3pelIeHus 3a
nmyckaHe Ha ma3apa, uzgageHu cwriaacHo Permament (EO) Ne 726/2004 na
EBponeiickusa napaamenT 1 Ha Ceeera (OB L 150, 9.6.2012 r., cTp. 68).

Pernament (EO) Ne 1901/2006 ra EBpornieiickust mapsiamenT 1 Ha ChBeta oT 12 nekeMBpu
2006 T. OTHOCHO JIEKapCTBEHUTE MPOIYKTH 32 TIeAMaTpUYIHa yIoTpeda U 3a U3MEHEHHE Ha
Pernament (EMO) Ne 1768/92, Hupexktua 2001/20/EO, HupextuBa 2001/83/EO u
Pernament (EO) Ne 726/2004 (OB L 378, 27.12.2006 1., cTp. 1), u3BMeHeH c:

- Pernament (EC) 2019/5 na EBpomeiickus mapiameHnT u Ha CbBera orT 11
nekemBpu 2018 1. 3a um3menenwe Ha Permament (EO) No 726/2004 3a
yCTaHOBsIBaHE Ha mpouenypu Ha OOIIHOCTTa 3a pa3pellaBaHe M KOHTPOJ Ha
JIEKapCTBEHU MPOJYKTH 3a XyMaHHa M BET€pHHapHa ynorpeda U 3a Cbh3aBaHe
Ha EBpomelicka arenuus mo nekapctBata, Permament (EO) Ne 1901/2006
OTHOCHO JIEKapCTBEHMTE IMPOAYKTH 3a IeauarpuuHa ynorpeda u Jlupextusa
2001/83/EO 3a yTBBbp*kAaBaHe Ha KoJeKc Ha OOLIHOCTTa OTHOCHO JIEKAPCTBEHU
MpoyKTH 3a XymanHa ynorpeda (OB L 4, 7.1.2019 r., ctp. 24);

- Permament (EC) Ne 469/2009 na EBponeiickus napiaameHT u Ha CbBeTa OT 6
mait 2009 r. (OB L 152, 16.6.2009 r., ctp. 1);

- Pernmament (EC) Ne 1902/2006 na EBponeiickus napiaameHnT 1 Ha CpBeTa ot 20
nexemspu 2006 r. (OB L 378, 27.12.2006 r., ctp. 20).

Pernament (EO) Ne 507/2006 na Komucusara or 29 maprt 2006 r. 3a u3gaBaHe Ha
paspelieHus 3a ThProBUsl NPU ONPENIENICHN YCIOBHS Ha JICKAPCTBEHU MPOIYKTH 3
XyMaHHa yrorpeda, KOWTO BiM3aT B HpwiokHOoTo mnone Ha Permament (EO)
Ne 726/2004 na EBponeiickust napiamenT 1 Ha Cbeeta (OB L 92, 30.3.2006 1., cTp. 6).



14.

15.

16.

17.

18.

19.

Permament (EO) Ne2049/2005 na Kowmmucmsara ot 15 mekemBpu 2005 1. 3a
ompenensaero 1o cuiara Ha Permament (EO) Ne 726/2004 na EBpomneiickus
napsiameHT 1 Ha CbBeTa MpaBujia OTHOCHO IUIALIAHETO Ha TaKCH U M0JIy4aBaHETO Ha
aJIMUHHUCTPATUBHO ChJeHcTBHE OT EBponeiickaTa areHIys 1o JiekapcTBara OT CTpaHa
Ha MUKpO-, MaJIKU U cpeauu npennpusatusd (OB L 329, 16.12.2005 r., ctp. 4).

Hupextusa 2005/28/EO na Komucusra ot 8 anpun 2005 1. OTHOCHO ONpEeIsiHE
Ha MPUHIUIHN U TOAPOOHN HACOKHM 3a T00Opa KJIMHUYHA MPAKTUKA 110 OTHOIICHUE
Ha JICKQPCTBEHUTE TPOAYKTH 3a XyMaHHa ynorpeba, NpeqHa3HAYCHH 3a
u3cieBaHe, KaKTO M W3MCKBAaHUSATA OTHOCHO W3/IaBaHETO Ha Pa3pelIMTe]IHO 3a
MIPOU3BOJICTBOTO UJIM BHOCA Ha TakuBa npoayktu (OB L 91, 9.4.2005 r., ctp. 13).

HupextuBa 2004/10/EO na EBpomneiickus mapnameHnT 1 Ha CbBera ot 11 deBpyapu
2004 r. OTHOCHO XapMOHHU3MpAaHE Ha 3aKOHOBUTE, IOA3aKOHOBUTE U
aJIMUHUCTPATUBHUTE PA3MOPEI0U, CBBP3aHHU C MPHIATaHETO Ha IPUHLIUITUTE HA T00pa
nabopaTopHa MpakTHUKa U BepU(PHUIIMPAHETO HA TAXHOTO MPHJIAraHe MpU U3IMUTBAHUS
Ha xumuuecku Bemecta) (OB L 50, 20.2.2004 r., ctp. 44), u3MeHEHa C:

- Pernmament (EC) Ne 219/2009 na EBponeiickust mapimamenT u Ha CpBeta ot 11
mapt 2009 r. (OB L 87, 31.3.2009 r., ctp. 109).

Hupektusa 2004/9/EO na EBpornelickus napnamenT u Ha CpBeta ot 11 ¢eBpyapu
2004 r. OTHOCHO WHCIIEKTUPAHETO U BEepUPHUIMPAHETO HA JoOpaTa JlabopaTopHa
npaktuka (JJIIT) (OB L 50, 20.2.2004 1., cTp. 28), n3MeHeHa C:

- Permament (EC) 2019/1243 na Eponelickus napiameHT u Ha CbBeta oT 20
toHn 2019 r. 3a amanTupaHe Ha peAuila NMPAaBHU aKTOBE, MpPeIBHXKIAIU
M3II0JI3BAHE Ha ITPoLeypaTa [0 peryjaupaHe ¢ KOHTpOJI, KbM wieHoBe 290 n 291
ot JloroBopa 3a ¢yHkiuonupanero Ha EBpomeiickus cwpro3 (OB L 198,
25.7.2019 r., cTp. 241);

- Pernament (EC) Ne 219/2009 na EBpomneiickus mapaameHT U Ha CbBeTa OT
11 mapt 2009 1. (OB L 87, 31.3.2009 1., cTp. 109).

Hupextusa (EC) 2017/1572 na Komwmcusita ot 15 centemBpu 2017r1. 3a
nonbaHeHne Ha upextusa 2001/83/EO na EBpomneiickus napnameHnT u Ha CbBeTa
10 OTHOLIEHHE Ha MPUHLHUIIUTE U HACOKUTE 3a J00pa MPOU3BOJCTBEHA MPAKTHUKA
IpU JeKapCTBEHUTE MPOJIYKTH 3a XyMaHHa ymnotpeba (OB L 238, 16.9.2017 r.,
cTp. 44).

Pernament (EO) Ne 953/2003 na CwBeta ot 26 mait 2003 r. 3a mpe1oTBpaTsBaHe Ha
TBPrOBCKOTO OTKJIOHSAIBaHE KbM EBpomneiickus cbio3 Ha HIKOM OCHOBHU JIEKapCTBa
(OB L 135, 3.6.2003 t., cTp. 5), ©I3MEHEH C:

- Permament (EC) Ne 1876/2004 na Komucusita ot 28 oxtomspu 2004 r. (OB L
326, 29.10.2004 r., ctp. 22);

- Permament (EC) Ne 1662/2005 na Komucusra ot 11 oxtomBpu 2005 r. (OB L
267,12.10.2005 r., cTp. 19).



20.

21.

22.

23.

24.

Pernament (EO) Ne 141/2000 na EBpomneiickust mapiamenT u Ha CbBera or 16
nekemBpu 1999 r. 3a nekapcrBara cupanu (OB L 18, 22.1.2000 r., ctp. 1), u3mMeHeH c:

- Permament (EC) 2019/1243 na EBponeiickus mapiameHT 1 Ha ChBera ot 20 roru 2019
I. 32 aJalTUpaHe Ha peAuIa IPaBHU AaKTOBE, NPEBIKIALIM H3MOJI3BAHE HA
Mpoleypara Mo peryjmpaHe ¢ KoHTpos, kbM wieHoBe 290 u 291 or JloroBopa 3a
dynkumonupaneTo Ha EBpornietickust cpro3 (OB L 198, 25.7.2019 1., ctp. 241);

- Permament (EO) Ne 596/2009 na EBponetickust mapiameHT 1 Ha CbBeTa oT 18 1oHr
2009 r. 3a agantupane kpM Pemenue 1999/468/EO na ChBeTa Ha HSIKOW aKTOBE, 32
KOWTO Ce€ Ipujiara IpoLeaypara, npeisuieHa B wieH 251 ot JloroBopa, BB Bpb3Ka
C TpoleaypaTa Mo peryjMpaHe ¢ KOHTpod — AJanThpaHe KbM Mpoleaypara 1o
perysmpane ¢ KoHTpos1 — yact uersbpTa (OB L 188, 18.7.2009 r., c1p. 14).

Hupexktua 91/412/EMO na Kommcusra ot 23 tomu 1991 r. 3a ompenensiHe Ha
OPUHIMINTE M HACOKUTE 3a J00pa MPOM3BOJACTBEHA IPAKTHKA IIPH
BeTepuHapHoMeuuuHckuTe npoaykru (OB L 228, 17.8.1991 r., ctp. 70).

HupexktuBa 89/105/EMMO na CwBera or 21 nmekemBpu 1988 1. OTHOCHO
MPO3pPaYyHOCTTa HA MEPKUTE, PETyJUpallH [ICHUTE HA JICKAPCTBEHHU TMPOIYKTH 3a
ynotpeda OT 4oBeKa M BKIFOYBAHETO MM B 00XBaTa Ha HAI[MOHATHHUTE CHUCTEMH 3a
3npaBHo ocurypsasane (OB L 40, 11.2.1989 r., ctp. 8).

Jupextusa 2001/20/EO na EBponeiickus napiameHnT v Ha CbBeta o1 4 anput 2001 T.
OTHOCHO COJIKaBaHE Ha 3aKOHOBUTE, I10JI3AKOHOBUTE U aJMUHHMCTPAaTHBHUTE
pasnopenOM Ha Jbp)KaBUTE WIEHKM OTHOCHO IpUJIaraHeTo Ha Jo00para KIMHUYHA
MIPaKTHKa NP MPOBEKIAHETO HA KIMHUYHU W3MUTBAHUS HA JIEKAPCTBEHU MPOTYKTH
3a xymanHa ynotpe6a (OB L 121, 1.5.2001 r., ctp. 34), u3meHeHa c:

- Pernament (EO) Ne 1901/2006 na EBpomneiickus napiameHnt u Ha CbBeta oT 12
nexemspu 2006 r. (OB L 378, 27.12.2006 ., ctp. 1);

- Permament (EO) Ne 596/2009 na EBponeiickus napaameHT u Ha CbBera oT 18
tonn 2009 1. (OB L 188, 18.7.2009 r., cTp. 14).

HupextuBa 2002/98/EO na EBponeiickust napiameHT U Ha CbBeTa oT 27 siHyapH
2003 r. 3a onpeieNiIHE HA CTAHJAPTHUTE 32 KAYECTBO U O€30ITaCHOCT MPHU B3EMAHETO,
JMarHOCTHKaTa, MpepadoTKaTa, CbXPAaHEHHETO U pasNpeNesIHETO Ha YOBElIKa
KpBB M KPbBHU ChCTaBKH U 3a usmeHeHue Ha J(upextusa 2001/83/EO (OB L 33,
8.2.2003 r., ctp. 30) (camo 110 ce OTHACS IO B3EMaHETO M IMarHOCTUKATa Ha KPhBTa
Y KPBbBHUTE CHCTABKH, U3IOJI3BAHU KAaTO U3XOHU MaTEPHAIH 3a TPOU3BOJICTBO HA
JIEKapCTBEHH MPOAYKTH ), U3MEHEHA C:

- Pernament (EO) Ne 596/2009 na EBponeiickust napiameHnT u Ha CbBera oT 18
torn 2009 r. 3a agantupane kbM Pemenne 1999/468/EO na ChBeTa Ha HAKOU
aKTOBE, 3a KOUTO C€ Ipwiara IpoleaypaTa, npeasujeHa B wieH 251 or
JloroBopa, BBB BpB3Ka C Mpoleaypara IO peryjiupa€He ¢ KOHTPOI —
AgnanTtupaHe KbM NpOIEaypara 1o peryjupaHe ¢ KOHTPOJI — YacT YETBbpTa
(OB L 188, 18.7.2009 r., ctp. 14).
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25.

26.

27.

28.

HupextuBa 2004/23/EO na EBponeiickust mapiamenT u Ha CobBeta oT 31 mapT
2004 r. OTHOCHO YCTaHOBSIBAHETO Ha CTAHJIAPTH 3a KaYeCTBO U 0€30MacHOCT MpH
JapsiBaHETO, JIOCTaBSHETO, KOHTpPOJIa, TPEepabOTBAaHETO, CHXPAHSBAHETO,
ChXPAaHEGHHUETO M Pa3NpeAC/ITHETO Ha 4JoBemkH Thkanu W kietku (OB L 102,
7.4.2004, ctp. 48) (camo 1110 ce OTHACS J0 IOCTaBSIHETO, IAPSBAHETO, KOJUPAHETO
U KOHTpOJIa Ha THKAaHU M KIETKU, KAaKTO W KOJAUPAHETO Ha JapeHus M TEXHUTE
ONAKOBKM, U3IMOJI3BAaHU KaTo M3XOAHM MaTepuald 3a IPOU3BOJACTBO Ha
JIEKapCTBEHUTE MPOAYKTU 3a MojepHa Tepanus, onucanu B Permament (EO) Ne
1394/2007 na EBponetickust napinameHT 1 Ha ChBeTa), MI3MEHEHA C:

- Pernament (EO) Ne 596/2009 na EBponetickust napiaamenT u Ha CbBera ot 18
torn 2009 r. 3a agantupane kbM Pemenue 1999/468/EO na ChBeTa Ha HAKOM
aKTOBE, 32 KOWUTO C€ IMpujara mnpoienypara, npeaBuieHa B uwieH 251 ot
JoroBopa, BBB BpB3Ka C Mpoleaypara IO peryjiupaHe ¢ KOHTpOI —
Agnantapane KbM IpoIleaypaTa Mo peryjupaHe ¢ KOHTPOJI — YacT YeTBBbPTA
(OB L 188, 18.7.2009 r., ctp. 14).

Pernament (EC) 2024/1938 na EBponeiickus napiamenT u Ha ChbBeTa o1 13 10HU
2024 roauHa 3a CTaHJApPTUTE 3a KayecTBO M 0€30IacHOCT Ha CyOCTaHIMUTE OT
YOBEIIKH NPOU3X0/I, IPEIHA3HAUYEHH 32 IPUIIOKEHUE IPH YOBEKa, U 32 OTMsAHA Ha
mapextusu 2002/98/EO u 2004/23/EO (OB L, 2024/1938, 17.7.2024 r., ELL
http://data.europa.eu/eli/reg/2024/1938/0j) (camo 110 C€ OTHACS IO PETHCTPALIAATA
Ha JJOHOpH Ha cyOcTaHuuu oT YoBemmku npousxon (CUII), mponsxona Ha JoHOpHUTE
Ha CUII u MeauuuHCKus nperien, uiciaensaHero Ha joHopu Ha CUII wnum nuna, ot
kouto ce B3emar CUII 3a aBTOnOkHa ynorpeba WM ymoTpeda B paMKHUTE Ha
BpPB3Ka, U B3eMaHeTo, B ciydail Ha CUII, B3eTn 3a nenure Ha MPOU3BOACTBOTO HA
MEAUIMHCKH u3enus, perynupanu ot Pernmament (EC) 2017/745, Ha nexkapcTBeHH
npoayKTH, perynupanu ot Jupexktusa 2001/83/EO, Ha ekapcTBEHU MPOAYKTH 3a
MojepHa Tepanus, peryiaupanu ot Permament (EO) Ne 1394/2007, unm Ha
M3MUTBaHM JIEKapCTBEHU NPOAYKTH, peryiaupanu ot Pernmament (EC) Ne 536/2014,
U 110 OTHOILIEHUE Ha ChbXPaHEHUETO, pasNpeaessHeTO, BHOCA U U3HOCA, KOraTo ce
n3BbpuiBaT Ha CUII 10 M BKIIOUMTENHO paslpenesiHETO UM Ha MPOU3BOJIUTEN,
perynmpas ot Apyro 3akoHoJaTesncTBO Ha Cbio3a).

Pernament (EC) 2017/880 na Komucusrta ot 23 mait 2017 r. 3a onpenensHe Ha
IIpaBUJIa 32 U3MOJI3BAHETO Ha MAKCUMAJIHO JIOMyCTUMHU CTOMHOCTH Ha OCTAaThYHU
KOJIMYECTBA, YCTAHOBEHM 3a (hapMaKOJOTMYHOAKTHBHA CyOCTaHIUsI B ONpPEIEIICH
XpaHHUTEJIEH MPOJIYKT, M0 OTHOIIEHUE Ha JAPYT XpPaHUTENIEH MPOAYKT, TOJyUYeH OT
ChILUS BUJ UBOTHHU, UJIM HA MAKCUMAJIHO JIOMYCTUMHU CTOMHOCTH Ha OCTaThUHU
KOJINYECTBA, YCTAHOBEHHU 32 (papMaKOJIOTUYHOAKTUBHU CYOCTaHIIUH MTPU €IUH HIT
MOoBeY€e BUOBE, 110 OTHOILIEHHE Ha JIPYTHM BHUJIOBE B ChOTBETCTBHE ¢ Perjament
(EO) Ne 470/2009 na Espomeiickuss mapmamentT u Ha CobBera (OB L 135,
24.5.2017 r., cTp. 1).

Pernament (EC) 2018/782 na Komucusra ot 29 maii 2018 r. 3a ycraHoBABaHE Ha
nocoyennte B Permament (EO) Ne470/2009 MeTOIONIOTUYHU MPUHIUIIH,
MIPHJIOKHMH 110 OTHOIIICHHE Ha OIEHKATa Ha PUCKA U TIPEMOPBKUTE 3a YIIPABICHHE
Ha pucka (OB L 132, 30.5.2018 r., cTp. 5), u3MeHeH c:
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29.

30.

31.

32.

33.

- Pernament (EC) 2025/1101 ma Komucusra ot 3 roru 2025 1. 32 U3MEeHEHHE HA
Pernament (EC)2018/782 BBB Bpb3Ka C OIEHKAaTa Ha MaKCHMAaJIHO
JOTTyCTUMHUTE CTOMHOCTM Ha OCTaThbUYHMU KOJIMYECTBA, HW3BBPIIBaHA OT
EBporelickara areHIusi mo JieKapcTBaTa IO OTHOIIEHWE Ha OWOJOTHYHU
BEIIIECTBA, KOUTO HE HamomoOsBaT xumu4HHM BemectBa (OB L, 2025/1101,
4.6.2025 r., ELI : http://data.curopa.eu/eli/reg/2025/1101/0j).

Permament (EC) 2019/1871 ma Kommcusta ot 7 HoemBpu 2019 T. OTHOCHO
pedepeHTHUTE TOYKM 3a JEeHCTBUE 3a HepaspelieHu (apMakoJIOTHYHOAKTHUBHU
CyOCTaHIIMM B XpaHUTE OT JKUBOTUHCKM TPOM3XOJ M 3a OTMsHa Ha PemieHue
2005/34/EO (OB L 289, 8.11.2019 1., ctp. 41), u3meHeH c:

- Pernament (EC)2024/2858 na Komucusta ot 12 HoemBpu 2024 r. 3a
u3menenue Ha Permament (EC) 2019/1871 mo oTHOIICHHE Ha MPUJIATAaHETO HA
pedepeHTHH TOYKM 3a JIeHCTBUE 3a HUTPOGypaHH U TEXHH METabOIUTU B
KoJIareH (OB L, 2024/2858, 13.11.2024 r., ELI:
http://data.europa.eu/eli/reg/2024/2858/0j);

- Pernament (EC) 2023/411 na Komucusita ot 23 ¢eBpyapu 2023 1. 32 U3MEHEHHE Ha
Permament (EC) 2019/1871 mo oTHOIICHHE HA TIPUJIAraHETO Ha pe)epeHTHN TOUKH 32
neiictBre 3a HuTpodypanu u rexuute meradomutu (OB L 59, 24.2.2023 r., ctp. 8).

Pernament (EO) Ne 540/95 na Komucusita ot 10 mapt 1995 r. 3a onpenensse Ha
YCIIOBHSITA M PeJia 3a ChOOIaBaHe Ha IMOI03UPAHN HEOUAaKBaHU M HEOIaronpusITHA
peaKIMy, KOUTO HE ca CEpUO3HHU, HE3aBUCUMO JIaJId Bb3HUKBAT B OOIIHOCTTa WU
B TpeTa CTpaHa, OT JieyeOHU MPOIYKTH 3a XyMaHHa ynorpeba W 3a BeTepuHapHa
ynoTpeba, pa3peieH B chbOTBETCTBUE ¢ pasnopenoure Ha Pernmament (EMO) Ne
2309/93 na CeBera (OB L 55, 11.3.1995, c1p. 5).

Pernament (EO) Ne 2141/96 na Komucusita ot 7 HoemBpu 1996 roguHa oTHOCHO
pasriexJaHe Ha 3asBKa 3a MPEXBBPJISHE Ha pas3pellieHue 3a TbProBUs Ha
JIEKapCTBEH MPOAYKT OT MpuiiokHoTo nosie Ha Permament (EMO) Ne 2309/93 Ha
CsBera (OB L 286, 8.11.1996 r., c1p. 6).

Pernament (EO) Ne 847/2000 na Komucusita ot 27 anpui 2000 r. 3a ycTaHOBsSIBaHE
Ha pa3nopenduTe 3a MpuiiaraHe Ha KpuTepuurte 3a 0003HaYaBaHE Ha JIEKapCTBEH
MPOOYKT KaTo JIEKapCTBEH IPOMYKT-CUPAaK M 3a OINpPENEISHE Ha MOHITHUITA
,[TIOJIOOEH JIEKapCTBEH MPOAYKT W ,KIMHUYHO TpeBb3xonacTtBo™ (OB L 103,
28.4.2000 r., cTp. 5), U3MEHEH C:

- Permament (EC) 2018/781 na Komucusta ot 29 mait 2018 . 32 u3MeHeHUe Ha
Pernament (EO) Ne 847/2000 o oTHOIIEHHE HA ONPECICHUETO Ha MMOHATHETO
,»1os100eH nekapcrseH mpoaykt™ (OB L 132, 30.5.2018 r., p. 1).

Pernmament (EO) Ne 1950/2006 na Kommucusita ot 13 mekemBpu 2006 T. 3a
M3TOTBsIHE, B choTBeTCTBHE ¢ JlupekTura 2001/82/EO na EBponeiickus mapiiaMmeHT
u Ha CbBeTa OTHOCHO Kojekca Ha OOIIHOCTTa 3a BETEPUHAPHUTE JIEKAPCTBEHU
NPOAYKTH, HAa CIUCHK Ha BENIECTBA, KOMTO Ca OT CBHIIECTBEHO 3HAYEHHE 3a
JICYCHUETO Ha €JHOKOMUTHHU >KMBOTHH, M C BEIIECTBA, KOUTO HOCIT A0OaBeHa
xmangHa nomsa (OB L 367, 22.12.2006 r., ctp. 33), ©3MEHEH C:
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34.

35.

36.

37.

- Permament (EC) Ne 122/2013 na Kowmmucusara ot 12 depyapu 2013 1. 3a
n3meHenue Ha Permament (EO) Ne 1950/2006 3a u3roTssiHe, B CbOTBETCTBHE C
Hupextusa 2001/82/EO na EBpomeiickusi napiameHT ¥ Ha ChBeTa OTHOCHO
Kozekca Ha OOIIHOCTTa 32 BETEpPUHAPHUTE JIEKAPCTBEHHU MPOAYKTH, HA CITUCHK
C BEILIECTBA, KOUTO Ca OT ChIIECTBEHO 3HAUEHUE 3a JICUEHUETO HA €THOKONUTHU

skuBotHu (OB L 42, 13.2.2013 r., c1p. 1).

Pernament (EO) Ne 273/2004 na EBpomnetickus mapiameHT u Ha ChBera ot 11
¢beBpyapu 2004 r. oTHOCHO MpeKypcopuTe Ha HapkoTuyHUTE BemecTBa (OB L 47,
18.2.2004 r., ctp. 1), ©3MEHEH c:

- Pernament (EC) 1258/2013 na EBpomneiickusi nmapiameHT U Ha CbBeta ot 20
HoemBpu 2013 r. 3a u3menenue Ha Permament (EO) Ne 273/2004 otHOCHO
npexkypcopute Ha HapkoTuuHuTe BemectBa (OB L 330, 10.12.2013 r., ctp. 21);

- Permament (EO) Ne 219/2009 na EBporneiickus mapnament 1 Ha ChBera ot 11 mapr
2009 r. 3a agantupane kbM Perrenue 1999/468/EO na ChBeTa Ha HIKOU aKTOBE, 3
KOMTO C€ MpuJjiara npoueaypara, npeasuaeHa B uieH 251 ot JloroBopa, BbB Bpb3ka
C ImpoleaypaTa Mo peryjiupaHe ¢ KOHTpOJI AjanTupaHe KbM Ipoleaypara 1o
peryaupane ¢ koHTpos — Bropa yact (OB L 87, 31.3.2009 r., ctp. 109).

Pemenune 2008/911 na Komucusra ot 21 mHoemBpu 2008 T. 3a ChCTaBsIHE HA CIIUCHK
Ha PacTUTEJIHM BELIECTBA, MpernapaTd U KOMOWHAIMM OT TAX 3a M3IOJI3BaHE B
TPaaUIIMOHHU pacTuTeaHu JedeOnu npoaykru (OB L 328, 6.12.2008 r., cTp. 42),
W3MEHEHO C:

- Pemenue 3a nznenaenne Ha Komucusra ot 25 mapt 2010 r. 3a u3MeHeHue Ha
Pemenne 2008/911/EO 3a cbcraBsHe Ha CHUCHK Ha PAacTUTEIHHU BELIECTBa,
npenapaTtyd 1 KOMOMHALMK OT TSAX 3a M3MOJI3BaHE B TPAJAULMOHHU PACTUTEITHU
neyeOnu npoayktu (OB L 80, 26.3.2010 r., ctp. 52);

- Pemenne na Komucusita ot 9 nekemBpu 2009 r. 3a H3MEHEHHE Ha CIUCHKA Ha
pacTUTENHU BeIIeCTBa, MpenapaTy M KOMOMHAIMK OT TSIX 3a M3IOJ3BaHe B
TpaZWLMOHHU pacTuTeNHU Jeuyedbnu npoaykru (OB L 12, 19.1.2010 r., ctp. 14);

- Pemenne na Komucudara or 28 ronmu 2009 r. 3a U3MEHEHHE Ha CIHCHKAa Ha
pacTUTENHU BeIleCTBa, MpenapaTy M KOMOMHAIMK OT TIX 3a M3IOJ3BaHe B
TpaZWLIMOHHU pacTUTENHU Jeuednu nmpoayktu (OB L 11, 16.1.2010 r., cTp. 12).

Pernament (EC) 2020/1043 na EBponetickus napnamenT 1 Ha CbBeTa oT 15 1011 2020
I. OTHOCHO MPOBEK/IAHETO HA KIMHUYHU U3MUTBAHUS U JIOCTaBKaTa HA JIGKAPCTBEHU
MPOIYKTH 3a XyMaHHa ymoTpeda, ChIbp)KaIlld WM ChCTOSIIM CE€ OT T'€HETUYHO
MOAMGUIMPAaHU OPTraHU3MHM W TpeIHA3HAYeHU 3a JIeYeHHE WM TPEBEHIMS Ha
KopoHaBupycHOTO 3abossBane (COVID-19) (OB L 231, 17.7.2020 r., cTp. 12).

Hupextusa 2010/63/EC  na Eppomelickuss mnapiament u Ha CbBera OT
22 centemBpu 2010 r. OTHOCHO 3alIUTaTa HAa KUBOTHUTE, U3MOJI3BAHU 332 HAYUYHU
nenu (OB L 276, 20.10.2010 r., ctp. 33), u3MeHeHa c:
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- Pernament (EC) 2019/1010 na EBponeiickust mapiameHT u Ha CbBeTa OT 5 10HH
2019r. OTHOCHO TPUBEXKIAHETO B CHOTBETCTBUE HA 3aIbJDKECHUATA 32
JOKJIaJBaHE B paMKHUTE Ha 3aKOHOJIATEJICTBOTO, CBBP3aHO C OKOJIHATA Cpena,
u 3a u3MeHenue Ha pernameHTH (EO) Ne 166/2006 u (EC) Ne 995/2010 na
EBponeiickus napinament u Ha ChBera, qupektuBu 2002/49/EO, 2004/35/E0O,
2007/2/EO, 2009/147/EO un 2010/63/EC na EBpomneiickus mapiamMeHT | Ha
CoBera, permamednTa (EO) Ne338/97 wum (EO) Ne2173/2005 na CnBeta
u Jlupextusa 86/278/EVO na CrvBera (OB L 170, 25.6.2019 ., cTp. 115).

38. Hupextusa (EC) 2015/566 na Komucusra ot 8 anpun 2015 r. 3a npunarane Ha
HupektuBa 2004/23/EO 1o oOTHOIIEHHWE HA TPOLEIypPUTE 3a KOHTPOJI Ha
CIIa3BaHETO Ha CKBUBAJEHTHUTE CTAHJIAPTU 3a KayecTBO M 0O€3011aCHOCT Ha
BHacsiHUTE ThKaHu U kietku (OB L 93, 9.4.2015 r., cTp. 56).

39. Pemenue 2010/453/EC na Komucusita ot 3 aBryct 2010 r. 32 BbBEKIaHE HA OCHOBHU
npaBwia OTHOCHO mnpensuaeHute B JupektmBa 2004/23/EO Ha EBpomelickus
napiamMeHT ¥ Ha ChBeTa HAYMHH Ha MPOBEKAaHe Ha MHCIIEKIIMY U MEPKHU 110 KOHTPOJIa,
KaKTO ¥ OTHOCHO OOYYEHHETO ¥ MTOBUIIIABAHETO HA KBATU(HKAIHSATA HA CITYKUTCIIATE
B 00sacTTa Ha yoBemkuTe ThkaHu u kietku (OB L 213, 13.8.2010 r., ctp. 48).

40. Pernament (EC) Ne 536/2014 na Espomneiickusi mapiameHT U Ha CpBeTa oOT
16 anpun 2014 r. OTHOCHO KJIMHUYHUTE U3MUTBAHMS Ha JIEKAPCTBEHU MPOAYKTHU 32
XyMaHHa ynotpeba, u 3a ortmsHa Ha [upektusa 2001/20/EO (OB L 158,
27.5.2014 r., ctp. 1), u3MeHeH c:

- Permament (EC) 2022/641 na Eponetickust mapiameHT u Ha ChBera ot 12 anpu
2022 r. 3a mmenenue Ha Permament (EC) Ne 536/2014 mo oTHomieHue Ha
JIepOTaIys OT HAKOW 33bJDKEHHS, CBbP3aHU C M3IUTBAHH JICKAPCTBEHHU MTPOTYKTH,
KouTo ce mpemarar B OOeIMHEHOTO KpaJcTBO MO OTHomeHue Ha CeBepHa
Upnanaus, kakro u B Kunbp, Upnanaus u Manra (OB L 118, 20.4.2022 1., cTp. 1).

KOSMETUYHHU ITPOAYKTHU

ITOCOYEHU AKTOBE

1. Permament (EO) Ne 1223/2009 na EBponeiickust mapimameHT u Ha ChBeTa oT 30 HoeMBpH
2009 r. otHOCHO Ko3MeTHuHUTE poaykTu. (OB L 342, 22.12.2009 1., c1p. 59), M3MeHeH c:

- Permament (EC) 2025/877 na Komucusta ot 12 mait 2025 roauHa 3a M3MEHEHHE Ha
Permament (EO) Neo 1223/2009 wa EBpomeiickusi mapmameHT W Ha ChbBeTa 1O
OTHOILICHWE Ha YyroTpebara B KO3METHYHM TPOAYKTH HAa HSKOU BEIIECTBA,
KIacH(pUIIPaHH KaTo KaHIIEPOTeHHH, MyTareHHN ¥ TOKCHYHH 3a pernpoykimsita (OB
L, 2025/877,13.5.2025 r., ELI : http://data.europa.eu/eli/reg/2025/877/0});

- Pernament (EC) 2024/996 na Komucusita ot 3 anpui 2024 1. 3a n3MeHeHve Ha PeriiameHT
(EO) Ne1223/2009 na Enponeiickusi mapnameHT W Ha CbhBETa MO OTHOIICHWE HA
ynotpebara Ha BuTamMiH A, Alpha-Arbutin 1 Arbutin 1 Ha HIKOM BEIIECTBA C TOTEHIIHAT
Jia HapyI1aBaT (PyHKIMUTE HA €HIOKPHHHATA CUCTeMa B KosmeTraHuTe TipoykTy (OB L,
2024/996, 4.4.2024 1., ELI : http://data.europa.cu/eli/reg/2024/996/0));
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Permament (EC) 2024/858 na Komucusra ot 14 mapt 2024 1. 32 u3MeHEeHUE HA
Pernament (EO) Ne 1223/2009 na EBpomnetickus napiameHT u Ha ChbBeTa IO
OTHOIICHHE Ha yrnorpedaTa HA HAHOMATEPHAIX OT CHIIOJIMMEP Ha CTHPEH C
aKpWJIaTH, HATPUHCHIBbpPXKAIL CHIOIUMEP HA CTUPEH C aKpujaTH, MeJ,
KOJIOUIHA MeI, XHUJIPOKCHAIIATHUT, 311aTO, KOJIOMJTHO 371aTO,
THOETUJIAMUHOXUATYPOHOBA KHCEIIMHA CbhC 371aTO, AalleTHIXENTanenTua-9 c
KOJIOMJHO 3JIaTO, TUIATHHA, KOJIOWJHA IJIAaTMHA W alleTHITeTpanentua-17 c
KOJIOMJHA IUIaTHHA M KOJIOMAHO cpebpo B ko3metuyHu npoaykru (OB L,
2024/858, 15.3.2024 r., ELI : http://data.curopa.eu/eli/reg/2024/858/0j);

Pernament (EC) 2023/1545 na Komucusita ot 26 ronu 2023 r. 32 U3MEHEHHE HA
Pernament (EO) Ne 1223/2009 na EBpomnetickus mapiameHT 1 Ha ChbBeTa IO
OTHOILICHHE HAa €TUKETUPAHETO Ha APOMATHH AJIEPTEHH B KOBMETHYHU MTPOAYKTH
(OB L 188, 27.7.2023 ., c1p. 1);

Pernament (EC) 2023/1490 na Komucusra ot 19 ronu 2023 r. 32 u3MeHEeHUE Ha
Pernament (EO) Ne 1223/2009 na EBponeiickus mapiament u Ha CbBeTa 1Mo
OTHOIIEHHE Ha ymnoTpebaTa B KO3METUYHHM MPOIYKTH HA HSIKOM BEIIECTBA,
KIacuuIUpaHd  Karo KaHIEpOTeHHW, MYyTareHHHW © TOKCHYHH 32
penpoaykuusara (OB L, 183, 20.7.2023 r., ctp. 7);

Pernament (EC)2022/2195 na Komucusta or 10 HoemBpu 2022 r. 3a
u3MeHenne Ha Permament (EO) Ne 1223/2009 na EBpomneiickus mapiaMeHT U Ha
CpBeTa 10 OTHOILIEHUE HA ynoTpedara Ha OyTHIMpaH XUIpOKcuToiayol, Acid
Yellow 3, xomocanat 1 HAA299 B ko3MeTUYHU NPOAYKTH U 3a MONpPABKa Ha
CBIIUS PETJIaMEHT 1O OTHOIIEHUE Ha yHoTpedaTa Ha pe30pILUHOI B KO3SMETUYHU
npoayktu (OB L 292, 11.11.2022 r., ctp. 32);

Pernament (EC) 2022/1531 na Komucusara ot 15 centemBpu 2022 1. 3a
u3MeHenue Ha Pernmament (EO) Ne 1223/2009 na EBporneiickus mapiaMeHT U Ha
CpBera MO OTHOIIEHHE Ha ynoTpebaTa B KO3METUYHM NPOAYKTH Ha HAKOU
BEIIECTBA, KJIACU(PUIMPAHU KaTO KAaHIEPOTe€HHH, MyTareHHM M TOKCHYHHU 32
penpoayKIMsTa, M 3a mHompaBka Ha mnocoueHus permameHt (OB L 240,
16.9.2022 r., ctp. 3);

Pernament (EC) Ne 2022/1181 na Komucusra ot 8 ronu 2022 1. 32 U3MEHEHHE
Ha npeamOronia Ha npwiokeHne V kbM Permament (EO) Ne 1223/2009 Ha
EBponelickua napinameHT U Ha CbBeTa OTHOCHO KO3METUYHMTE NPOAYKTU
(OB L 184, 11.7.2022 r., ctp. 3);

Pernament (EC) 2022/1176 na Komucusra ot 7 ronu 2022 r. 3a U3MEHEHUE Ha
Pernament (EO) Ne 1223/2009 na EBponeiickus napiament u Ha CbBeTa 1o
OTHOIIeHHE Ha yroTpebara Ha Hsikon UV-puntpu B ko3meTnuHu npoaykta (OB
L 183, 8.7.2022 r., cTp. 51);

Pernament (EC) 2022/135 na Komucusra ot 31 suyapu 2022 1. 32 u3BMEHEHHE
Ha Pernament (EO) Ne 1223/2009 na EBponeiickus napiaamenTt u Ha CbhBeTa 1o
oTHomeHne Ha ynorpebata Ha Methyl-N-methylanthranilate B ko3meTnuHu
npoayktu (OB L 22, 1.2.2022 r., cTp. 2);
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Permament (EC) 2021/1902 na Komucusta ot 29 okromBpu 2021 T. 32 u3MeHeHHe
Ha npwioxenus I, III u V xkem Permament (EO) Ne 1223/2009 na Eppomneiickus
naprameHT ¥ Ha ChBeTa 10 OTHOIIICHUE Ha yroTpedara B KO3SMETHIHH MPOTYKTH Ha
HSIKOM BEIEeCTBa, KIacu(UIMPaHU KaTo KaHIIEPOreHHU, MyTareHH! M TOKCUYHH 3a
perpoaykiwsita (OB L 387, 3.11.2021 r., ctp. 120);

Pernmament (EC) Ne2021/1099 na Komwmcusra ot 5 tomm 2021 r. 3a u3MeHeHHe Ha
npwtokenns 11 u Il kM Permament (EO) Ne 1223/2009 na EBpornieiickus mapiaMeHT
u Ha CpBera oTHOCHO Ko3meTnynuTe rpoayktu (OB L 238, 6.7.2021 1., ctp. 29);

Permament (EC) 2021/850 na Komucusra ot 26 mait 2021 r. 3a U3MEHEHHE H
nornpaBka Ha npuwioxkenue Il u 3a usmenenue Ha npunoxkenus I, IV u VI xem
Pernament (EO) Ne 1223/2009 na EBpomeiickusi mapnamenT u Ha CbBera
OTHOCHO Ko3MmeTuuHuTe npoayktu (OB L188, 28.05.2021 r., ctp. 44);

Pernament (EC) Ne2020/1684 na Komwmcusita ot 12 HoemBpu 2020 r. 3a
u3MeHenne Ha mnpwioxkenne VI kpm Permament (EO) No 1223/2009 Ha

EBpOHCﬁCKHH mapJIaMCHT H Ha CLBCTa OTHOCHO KO3MCTUYHHUTC IIPOAYKTH
(OB L 379, 13.11.2020 r., ctp. 42);

Pernmament (EC) Ne2020/1683 ma Kommcusita ot 12 HoemBpm 2020 T. 3a
u3menenue Ha npuioxenus Il u III xem Permament (EO) Ne 1223/2009 Ha

EBponeiickua napiameHT U Ha CbBeTa OTHOCHO KO3METUYHMTE MPOAYKTU
(OB L 379, 13.11.2020 r., cTp. 34);

Pernament (EC) Ne2020/1682 na Komwmcusita ot 12 HoemBpu 2020 r. 3a
n3meHenue Ha mpwioxeHue I kem Permament (EO) Ne 1223/2009 nHa

EBpOHCﬁCKI/IH napJaMeHT W Ha C’bBeTa OTHOCHO KO3MCTUYHHUTC IPOAYKTH
(OB L 379, 13.11.2020 r., ctp. 31);

Pernament (EC) 2019/1966 na Kommucusta ot 27 HoemBpu 2019r. 3a
u3MeHeHue M nomnpaska Ha npuioxenus I, III u V kem Permament (EO)
Ne 1223/2009 na EBponeiickus napiaMmeHT U Ha CbBeTa OTHOCHO KO3METUYHUTE
npoaykta (OB L 307, 28.11.2019 r., ct1p. 15);

Pernament (EC) Ne2019/1858 na Kommcusita ot 6 HoemBpu 2019 1. 3a
n3MeHeHue Ha mnpwioxkenune V kbM Permament (EO) Ne 1223/2009 nHa
EBporneiickus mapnameHT U Ha ChBeTa OTHOCHO KO3METUYHHTE MPOAYKTH
(OB L 286, 7.11.2019 ., ctp. 7);

Pernament (EC) Ne2019/1857 na Komwucusita ot 6 HoemBpu 2019 1. 3a
u3MmeHenne Ha mnpuwioxenne VI kpm Permament (EO) No 1223/2009 Ha
EBporneiickust mapiameHT U Ha CbBeTa OTHOCHO KO3METHYHHUTE MPOIYKTH

(OB L 286, 7.11.2019 1., ctp. 3);

Pernmament (EC) 2019/831 na Komucusra ot 22 mait 2019 r. 3a usmMeHeHue Ha
npunoxkenus 1L, III u V xbm Pernament (EO) Ne 1223/2009 na EBponelickus
napiamMeHT U Ha CbBeTa OTHOCHO Ko3MmernuHute npoayktu (OB L 137,
23.5.2019 r., cTp. 29);
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Pernament (EC) 2019/698 na Komucusita ot 30 armpuin 2019 r. 3a u3mMeHneHue Ha
npunoxenus Il u V xem Permament (EO) Ne 1223/2009 na EBpormeiickus
napaamMeHT U Ha CbBeTa OTHOCHO Ko3meTuuHutTe mnpoxaykru (OB L 119,
7.5.2019 r., cTp. 66);

Pernament (EC) Ne 2019/681 na Komucusta ot 30 anpusn 2019 r. 3a usmeHnenue
Ha npuioxenue II kpm Permament (EO) Ne 1223/2009 na Espomeiickus
napiameHT M Ha CbBeTa OTHOCHO Ko3MmeTuuHHTEe mpoayktd (OB L 115,
2.5.2019 r., ctp. 5);

Pernament (EC) Ne 2019/680 na Komucusita ot 30 anpuin 2019 r. 3a uamMeHenue
Ha npuioxkenue VI kpm Permament (EO) Ne 1223/2009 na EBpomneiickus
napaamMeHT ¥ Ha CbBeTa OTHOCHO Ko3MeTuuHutTe npoaykru (OB L 115,
2.5.2019 r., ctp. 3);

Pernament (EC) Ne2018/1847 na Komwmcusita ot 26 HoemBpu 2018 r. 3a
u3MeHeHne Ha mnpwiokeHue V kbpM Permament (EO) Ne 1223/2009 na
EBporneiickus mapnameHT U Ha ChBeTa OTHOCHO KO3METUYHHTE MPOAYKTU
(OB L 300, 27.11.2018 r., cTp. 1);

Permament (EC) 2018/978 na Komucusra ot 9 ronm 2018 r. 3a u3MeHenue Ha
npunoxkenus: Il u Il xkem Permament (EO) Ne 1223/2009 na Empomneiickus
napiamMeHT M Ha CbBeTa OTHOCHO Ko3MmeTuuHute mpoxayktu (OB L 176,
12.7.2018 r., c1p. 3);

Pernament (EC) 2018/885 na Komucusirta ot 20 ronu 2018 1. 32 u3MeHeHHEe Ha
npuinoxkenne VI kpm Permament (EO) Ne 1223/2009 na Esponeiickus
napiamMeHT M Ha CbBera OTHOCHO Ko3MmeruuHuTe mnponayktu (OB L 158,
21.6.2018 r., ctp. 1);

Pernament (EC) Ne2017/2228 na Komucusara or 4 gexemspu 2017 r. 3a
u3meHenne Ha mnpuioxenue III kem Permament (EO) No 1223/2009 Ha
EBponelickusa napiameHT U Ha CbBeTa OTHOCHO KO3METUYHHMTE MPOAYKTU
(OB L 319, 5.12.2017 r., ctp. 2);

Pernament (EC) Ne 2017/1413 na Komucusita ot 3 aBryct 2017 r. 3a ©3MeHeHue Ha
npunoxenue [V keM Pernament (EO) Ne 1223/2009 na EBponelickus napiaMeHT U
Ha CpBeTa 0THOCHO Ko3MeTuuHuTe npoayktu (OB L 203, 4.8.2017 r., ctp. 1);

Pernmament (EC) 2017/1410 na Komucusita ot 2 aryct 2017 r. 3a u3MeHeHHe
Ha npuioxenus Il u Il kem Pernmament (EO) Ne 1223/2009 na EBponeiickus
napiamMeHT M Ha CpbBera OTHOCHO Ko3MmerwuHutTe mnpoayktu (OB L 202,
3.8.2017 r., ctp. 1);

Pernament (EC) Ne 2017/1224 na Komucusita ot 6 ronu 2017 r. 3a u3mMeHeHHe
Ha mpuwioxkenne V kbM Permament (EO) Ne 1223/2009 na Empomeiickus
napimamMeHT W Ha CbBeTa OTHOCHO Ko3MmeTwuHHTe mponayktu (OB L 174,
7.7.2017 r., ctp. 16);
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Pernament (EC) 2017/745 na EBponeiickust nmapiameHT 1 Ha ChBeTa OT 5 anpuin
2017 r. 3a MemUIMHCKUTE u3aenus, 3a u3Menenne Ha Jupekrusa 2001/83/EO,
Pernament (EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a oTmsiHa Ha
mupektuBd 90/385/ENO u 93/42/EVO na Creera (OB L 117, 5.5.2017 1., ctp. 1);

Permament (EC) 2017/238 na Komucusata ot 10 deBpyapu 2017 r. 3a
n3MeHenue Ha npwioxkeHue VI kpm Permament (EO) Ne 1223/2009 nHa
EBpornelickus mapnameHT U Ha ChbBeTa OTHOCHO KO3METUYHHTE MPOAYKTH
(OB L 36,11.2.2017 r., ctp. 37);

Pernament (EC) Ne2017/237 ma Komucusara ot 10 ¢eBpyapu 2017 . 3a
u3meHenne Ha mnpwioxenue Il kem Permament (EO) No 1223/2009 Ha

EBpOHCfICKHH napjaME€HT U Ha CbBeTa OTHOCHO KO3METHYHHUTE IMPOAYKTHU
(OB L 36, 11.2.2017 r., ctp. 12);

Permament (EC) Ne 2016/1198 na Komucusra ot 22 ronu 2016 r. 3a u3MeHEHHE
Ha mpuinoxenue V kbM Permament (EO) No 1223/2009 na Espomneiickus
napiamMeHT M Ha CbBeTa OTHOCHO Ko3MmeTuuHute mpoayktu (OB L 198,
23.7.2016 1., cTp. 10);

Pernament (EC) 2016/1143 na Komucusra ot 13 ronu 2016 1. 32 u3MeHeHUe Ha
npunoxenne VI kem Permament (EO) Ne 1223/2009 na EBpomeiickus
napaamMeHT u Ha CbBera OTHOCHO Ko3MeTuuHuTe mpoayktu (OB L 189,
14.7.2016 r., ctp. 40);

Permament (EC) Ne 2016/1121 na Komucusra ot 11 romu 2016 r. 3a u3mMeHEeHHE
Ha npuioxeHue V kbpM Permament (EO) Ne 1223/2009 na EBpomeiickus
napiamMeHT M Ha CbBeTa OTHOCHO Ko3MmeTuuHute mpoayktu (OB L 187,
12.7.2016 ., cTp. 4);

Pernament (EC) Ne 2016/1120 na Komucusra ot 11 tonu 2016 r. 3a u3meHeHHe
Ha npunoxenue IV kpm Permament (EO) Ne 1223/2009 na Esponeiickus
napiamMeHT M Ha CbBera OTHOCHO Ko3MmeruuHutTe mnponayktu (OB L 187,
12.7.2016 1., ctp. 1);

Pernament (EC) Ne 2016/622 na Komucusra ot 21 anpuit 2016 1. 3a u3sMeHeHHe
Ha npunoxenue III kem Permament (EO) Ne 1223/2009 na EBpomeiickus
napiameHT M Ha CbBeTa OTHOCHO Ko3MmeTwuHute mpoaykta (OB L 106,
22.42016 ., ctp. 7);

Pernmament (EC) 2016/621 na Komucusra ot 21 ampun 2016 . 32 u3sMeHeHHE Ha
npunoxkenne VI kpm Permament (EO) Ne 1223/2009 na Esponeiickus
napaamMeHT u Ha CbBeTa OTHOCHO Ko3MeTwuHuTe mpoayktu (OB L 106,
22.4.2016 1., ctp. 4);

Pernament (EC) Ne 2016/314 na Komucusita ot 4 mapt 2016 r. 3a u3smMeHeHue
Ha npunoxenue III kem Permament (EO) No 1223/2009 wa Empomeiickus
napimameHT u Ha ChbBeTa OTHOCHO Ko3MmeTwmunuTe mpoaykta (OB L 60,
5.3.2016 r., ctp. 59);
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Pernament (EC) Ne 2015/1298 na Komucusita ot 28 romm 2015 1. 32 u3meHeHue
Ha npuioxenus Il u VI kepm Permament (EO) Ne 1223/2009 na EBponeiickus
napiameHT M Ha CbBeTa OTHOCHO Ko3MmeTHuHHTEe mpoayktd (OB L 199,
29.7.2015 r., ctp. 22);

Permament (EC) Ne 2015/1190 na Komucusra ot 20 ronu 2015 r. 3a u3mMeHeHHE
Ha npunoxenue Il xem Permament (EO) Ne 1223/2009 na EBpomerickus
napiamMeHT M Ha CbBeTa OTHOCHO Ko3MmeTuunute npoaykta (OB L 193,
21.7.2015 r., ctp. 115);

Pernament (EC) Ne 1004/2014 na Komucusta ot 18 cenremBpu 2014 1. 3a
u3MeHeHne Ha mnpwiokenne V kbM Permament (EO) Ne 1223/2009 Ha
EBponeiickus mapiameHT ¥ Ha CbhBETa OTHOCHO KO3METUYHHTE IMPOIAYKTH
(OB L 282,26.9.2014 1., ctp. 5);

Pernmament (EC) Ne 1003/2014 na Kommucusita ot 18 centemBpu 2014 1. 3a
u3MeHeHue Ha npuwiokeHue V kbM Permament (EO) Ne 1223/2009 Ha
EBponeiickus mapiameHT 1 Ha CbhBeTa OTHOCHO KO3METUYHHTE IPOAYKTH
(OB L 282,26.9.2014 r., ctp. 1);

Pernament (EC) 866/2014 na Komucusra ot 8 asryct 2014 r. 3a u3meHeHue Ha
npunoxenus I1I, V u VI kem Pernament (EO) Ne 1223/2009 na EBponeiickus
napaamMeHT U Ha CbBeTa OTHOCHO Kko3meTrwuHutTe mnponayktu (OB L 238,
9.8.2014 r., ctp. 3);

Pernmament (EC) Ne 358/2014 na Komucusra ot 9 anpun 2014 . 3a n3MeHeHHe Ha
npunoxenus [ u V koM Pernament (EO) Ne 1223/2009 na EBponetickus napnameHT
u Ha CbBeTa oTHOCHO Ko3MeTruHuTe rpoaykTe (OB L 107, 10.4.2014 ., ctp. 5);

Pernament (EC) Ne 1197/2013 na Komucusta ot 25 HoemBpu 2013 1. 3a
u3meHenne Ha mnpuioxenue III kem Permament (EO) No 1223/2009 Ha
EBpomnelickusa napiameHT U Ha CbBeTa OTHOCHO KO3METUYHHMTE MPOAYKTU
(OB L 315, 26.11.2013 r., ctp. 34);

Pernament (EC) Ne 658/2013 na Komucusra ot 10 ronu 2013 1. 32 u3mMeHeHHe
Ha npuioxenus Il u Il kem Pernament (EO) Ne 1223/2009 na EBponeiickus
napaamMeHT u Ha CbBera OTHOCHO Ko3MmeTwuHuTe mpoayktu (OB L 190,
11.7.2013 ., ctp. 38);

Pernament (EC) Ne 483/2013 na Komucusra ot 24 maii 2013 r. 3a u3meHeHue
Ha npunoxenue III kem Permament (EO) No 1223/2009 wa Empomeiickus
napiamMeHT W Ha CbBeTa OTHOCHO Ko3MmeTwuHuTe mpoayktd (OB L 139,
25.5.2013 r., ctp. 8);

Pernmament (EC) Ne 344/2013 na Komucusra ot 4 anpuin 2013 1. 3a u3MeHeHHe
Ha npuinoxkenus I, III, V u VI xem Permament (EO) No 1223/2009 na
EBponeiickust mapnameHT U Ha CbBeTa OTHOCHO KO3METUYHUTE MPOILYKTH
(OBL 114,25.4.2013 r., cTp. 1).
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2. IIvpBa mupextmBa 80/1335/EMMO nHa Komucusra ot 22 mekemBpu 1980 T. 3a
cOmKkaBaHe Ha 3aKOHO/IATEJICTBOTO HA IbPKABUTE WICHKH OTHOCHO METOJUTE 32

aHaJIn3, HCOOXOIMMH 3a KOHTPOJIa BBPXY ChCTaBa Ha KO3MeTHYHHUTE npoayktu (OB
L 383,31.12.1980 r., ctp. 27), u3MEHEHa C:

- HupektuBa 87/143/EMO na Komucusita or 10 depyapu 1987 . (OB L 57,
27.2.1987 r., cTp. 56).

3. Bropa nupektuBa 82/434/EVNNO na Komucusara ot 14 mait 1982 r. 3a conmuxaBaHe
Ha 3aKOHOJATEJICTBOTO Ha AbPKABUTE WICHKM OTHOCHO METOIUTE 3a aHaju3,
HEOOXOMMHU 332 KOHTPOJIa BEPXY ChCTaBa Ha Ko3MeTuuHuTe npoayktu (OB L 185,
30.6.1982 r., ctp. 1), u3MeHeHa c:

- HupektuBa 90/207/EMMIO na Komwmcusra ot 4 ampun 1990r. (OB L 108,
28.4.1990 r., cTp. 92).

4. Pemenne 96/335/EO ma Komucusra or & maii 1996 r. OTHOCHO CBhCTaBsIHE Ha
CIOUCBHK M OO0Il[a HOMEHKJATypa Ha CbCTABKUTE, W3MOJ3BAaHU B KO3METUYHUTE
npoaykt (OB L 132, 1.6.1996 ., ctp. 1), u3MeHEeHO c:

- Pemenue 2006/257/EO na Komucusra (OB L 97, 5.4.2006 1., cTp. 1).
5. Pernament (EC) Ne 655/2013 na Komucusra ot 10 ronu 2013 r. 3a ycraHoBsiBaHE

Ha O0IIM KPUTEPUH 32 0OOCHOBABAaHE M3IOJI3BAHETO HA MPETEHINH, OTHACAIIHN CE
1o ko3metuynu npoayktu (OB L 190, 11.7.2013 r., ctp. 31)

MEJIALIMHCKHT W3AENS
[TOCOYEHU AKTOBE

1. Hupextusa 90/385/EMO na CobBeta oT 20 roHu 1990 r. oTHOCHO cOnM>kaBaHe Ha
3aKOHOJATEJCTBOTO HA  JbP)KAaBUTE WIEHKH, CBBP3aHO C  aKTHBHUTE
uMIUIaHTupyemu meaunuacku u3aenus (OB L 189, 20.7.1990 r., ctp. 17).

2. Jupextua 93/42/EVIO na CobBeta oT 14 roHM 1993 T. OTHOCHO MEIUIIMHCKUTE
mznenus (OB L 169, 12.7.1993 r., ctp. 1).

3. HupextuBa 98/79/EO na EBponelickus nmapiameHT 1 Ha CbBeTa OT 27 OKTOMBpPH
1998 T. OTHOCHO NMAarHOCTUYHHUTE METUIIMHCKU m3zaenus in vitro (OB L 331,
7.12.1998 r., cTp. 1).

4. Pemenne 2002/364/EO na Komucusara or 7 maii 2002 r. OTHOCHO OOIIHUTE
TEXHUYECKH CTIeM(PUKAINKI Ha METUIIMHCKATA anaparypa 3a JUarHoCTUKa in vitro

(OB L 131, 16.5.2002 1., ctp. 17), u3MeHeHo c:

- Pemenne 2011/869/EC na Komucusta or 20 nekemBpu 2011 r. (OB L 341,
22.12.2011 r., cTp. 63);
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- Pemenne 2009/886/EO na Komucusara ot 27 noemBpu 2009 r. (OB L 318,
4.12.2009 r., ctp. 25);

- Pemenne 2009/108/EO na Kommcusta ot 3 ¢epyapu 2009 r. (OB L 39,
10.2.2009 r., cTp. 34).

HupektuBa 2003/12/EO na Komwucumsta or 3 deBpyapu 2003 1. OTHOCHO
peknacuuIpaHe Ha TPHIHUTE HUMIUIAHTAHTH B paMKuTe Ha JlupektuBa
93/42/ENO otHOcHO MeauimHckuTe m3aemus (OB L 28, 4.2.2003 r., cTp. 43).

HupektuBa 2005/50/EO na Kommcumsata or 11 asrycr 2005 1. 3a
npekinacupuImpaHeTo Ha XbI00YHH, KOJICHHU U paMEHHU CTaBHU 3aMECTHTEIHU B

pamkute Ha [upexktuBa 93/42/EMO Ha CbBeTa OTHOCHO MEIUIIMHCKUTE
npucnocobnenus (OB L 210, 12.8.2005 r., ctp. 41).

Pemrenne 2010/227/EC na Komucusita ot 19 anpun 2010 r. otHocHO EBpomneiickarta
Oanka nanau 3a MmeauuuHckute m3aenus (Eudamed) (OB L 102, 23.4.2010 1., ctp. 45).

Pernament (EC) Ne 722/2012 na Komucusita ot 8 aBryct 2012 r. OTHOCHO CHICIIHAITHUTE
W3UCKBAHMS 10 OTHOIIICHNE HA M3UCKBAHUATA, ipeaBuaeHn B Jlupextusa 90/385/EMO
Ha CwBera u [lupektuBa 93/42/EMMO nHa CbBera, CBBbpP3aHM C aKTHBHHUTE
VMMIUTAaHTUPYEMU MEAUITUHCKU U3IEITHUS ¥ C MEMIIMHCKUTE U3/EIHS, IPOU3BEICHU Ype3
W3M0JI3BaHe Ha ThKaHU OT >KUBOTUHCKH mpousxof (OB L 212, 9.8.2012 r., ctp. 3).

Pernament (EC) 2017/745 na EBponelickus napnameHT u Ha CbBeta ot 5 anpun 2017
I. 32 MEIMIMHCKUTE M31enus, 3a n3meHenne Ha Jupexrusa 2001/83/EO, Pernmament
(EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a oTMsHA Ha JUPEKTUBH
90/385/EMO u 93/42/EVO na CoBeta (OB L 117, 5.5.2017 r., cTp. 1), u3MeHeH c:

- Permament (EC)2024/1860 na EBpomelickus mapiameHT U Ha CbBeTa OT
13 1onu 2024 r. 3a usmenenue Ha pernamentu (EC) 2017/745 u (EC) 2017/746
10 OTHOIIIEHWE Ha MOCTENEHHOTO BhBeknaHe Ha Eudamed, 3ampmkennero 3a
npenocTaBsiHe Ha UH(OpMalKs B Clydail Ha TPeKbCBaHE UK MIPEKpaTSIBaHE Ha
JIOCTaBKUTE W TPEXOJHUTE Pa3lope/ 0N 3a HAKOW MEIUIWHCKH W3JSNUs 32
uHBuTpo guarHoctuka (OB L, 2024/1860, 9.7.2024 r., ELI:
http://data.europa.eu/eli/reg/2024/1860/0j);

- Pernmament (EC) 2024/568 na EBpomelickus napiameHT u Ha CbBera OT
7 dheBpyapu 2024 T. OTHOCHO TaKCUTE W HAJO3UTE, KOMTO C€ 3aruiamaTr Ha
EBpomnelickara areHius mno jekapcrBara, 3a u3MeHenue Ha persnameHtu (EC)
2017/745 n (EC) 2022/123 na EBponeiickus napiameHT U Ha CbBeTa U 3a
orMmsiHa Ha Permament (EC) Ne 658/2014 na Empomelickus mapiaMeHT W Ha
CoBeta u Pernmament (EO) Ne 297/95 na CwBera (OB L, 2024/568, 14.2.2024 1.,
ELI : http://data.europa.cu/eli/reg/2024/568/07);

- Pernament (EC) 2023/607 na EBponeiickus mapnamenT 1 Ha CbBera oT 15 mapT
2023 r. 3a m3menenne Ha periamentu (EC)2017/745 u (EC)2017/746 1o
OTHOIICHUE HA TIPEXOTHUTE PA3IIOPEION 32 HAKOM MEIUIIMHCKH U3JICITUS U HAKOH
MEIUITMHCKY u3ienus 3a MHBUTPO auarnoctuka (OB L 80, 20.3.2023 r., ctp. 24);
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- Pernament (EC)2020/561 na EBpomelickusi mapiameHT W Ha CbBeTra OT
23 anpun 2020 r. 3a usmenenne Ha Pernament (EC) 2017/745 3a MeAUIIMHCKUTE
U3JIeNUsl TI0 OTHOIICHWE Ha JAaTUTe Ha IpHUJaraHe Ha HSIKOM OT HETOBUTE
paznopenou (OB L 130, 24.4.2020 r., cTp. 18).

10. Permamenrt (EC) 2017/746 na Espomeiickus mnapiameHT W Ha CbBeTa OT

11.

12.

5 anpuit 2017 r. 3a MEAUUIMHCKUTE U3JI€NHS 32 UHBUTPO AUArHOCTUKA U 32 OTMsHA
Ha Jlupextusa 98/79/EO u Pemenue 2010/227/EC na Komucusara (OB L 117,
5.5.2017 r., ctp. 176), u3meHeH c:

- Pernament (EC)2024/1860 na EBpomneiickus mapimameHT u Ha ChbBera OT
13 ronu 2024 r. 3a usmenenue Ha perinamentu (EC) 2017/745 u (EC) 2017/746
10 OTHOIIICHUE Ha MOCTENEHHOTO BhBexknaHe Ha Eudamed, 3ambimkenuero 3a
npenocTaBsiHe Ha MHGOpManus B Clydail Ha TPEKbCBAHE WITU MIPEKPATSIBAHE HA
JIOCTAaBKUTE W TMPEXOJHUTE PA3MOpeOU 3a HAKOW MEIAMIIMHCKU H3JCIHs 3a
uHBUTpO  aumarHocthka (OB L, 2024/1860, 9.7.2024 r., ELI:
http://data.europa.eu/eli/reg/2024/1860/0j);

- Pernament (EC) 2023/607 na EBponeiickus napaamenT 1 Ha CbBeta oT 15 Mapt
2023 r. 3a m3menenne Ha pernmamentu (EC) 2017/745 u (EC) 2017/746 mo
OTHOIICHHE Ha MPEXOJHUTE Pa3NopendH 3a HAKOM METUIUHCKU H3ACNUs U
HSAKOM MEJMIIMHCKU u37esust 3a uHBUTpo auarHoctuka (OB L 80, 20.3.2023 r.,
cTp. 24);

- Permament (EC) 2022/112 na Espomneiickus mapiameHT U Ha CbBera OT
25 smyapu 2022 1. 3a u3menenue Ha Pernament (EC) 2017/746 o otHOmeHne
Ha TPEXOIHHUTE pa3nopeAdr 3a HIKOM MEIUIMHCKUA H3JENUs 33 WHBUTPO
JUArHOCTHKA U OTJIOKEHOTO MpUiIaraHe Ha YCJOBHSTA 33 U3JENUSITa B CAMUTE
neuebHu 3aBeaenus (OB L 19, 28.1.2022 r., ctp. 3).

Pernament (EC) 2024/1689 na EBponeiickus mapnameHT u Ha CbBera oT 13 roHM
2024 . 3a yCTaHOBSIBAHE HAa XAapMOHM3MpaHU TNpaBHJia OTHOCHO W3KYCTBEHHS
MHTENEKT U 3a n3MeHeHnue Ha pernamentu (EO) Ne 300/2008, (EC) Ne 167/2013, (EC)
Ne 168/2013, (EC) 2018/858, (EC) 2018/1139 u (EC) 2019/2144 wu nupexktuBu
2014/90/EC, (EC) 2016/797 u (EC) 2020/1828 (AKT 3a W3KyCTBEHHSI WHTEJEKT)
(OB L, 2024/1689, 12.7.2024 r., ELI: http://data.europa.eu/eli/reg/2024/1689/0j).

Pemenne (EC) 2025/2371 na Komwucusita ot 26 HoemBpu 2025 T. OTHOCHO
M3BECTHETO 32 (YHKIIMOHAIHOCTTA M U3MBIHEHHETO Ha (DYHKIMOHATHUTE
cnenu(UKaMKd OT CTpaHa HAa HIKOW CJEKTPOHHM CHCTEMH, BKJIIOYCHH B
EBpomneiickara 6a3a JaHHM 3a MENUIIUHCKUTE W3JENUs, MOCOYCHO B UieH 34,
naparpad 1 ot Pernmament (EC) 2017/745 na EBponeiickust mapiameHnT u Ha ChBeTa
(OB L 2025/2371, 27.11.2025 ., ELI : http://data.europa.eu/eli/reg/2025/2371/0j).
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