CbBeT Ha
EBponenckus cbio3

Bptokcen, 17 coeBpyapu 2023 r.

(OR. en)
6292/23
MeXxaynHCTUTYLMOHaNHO aocue:
2023/0005(COD)

CODEC 170
SAN 63
PHARM 17
MI 101
COMPET 99
PE 9

MHPOPMALIMOHHA BEJNEXKA

Or: "eHepanHusa cekpetapuat Ha CbBeTa

[o: KomuteTta Ha noctosiHHUTe npeactasmutenn/CoBeTa

OTHOCHO: Mpeanoxenne 3a PEFTMAMEHT HA EBPOMNENCKNA NAPIIAMEHT U HA

CBBETA 3a nsmeHeHue Ha pernameHtun (EC) 2017/745 n (EC) 2017/746
Mo OTHOLLEHME Ha NPeXoaHuUTe pasnopeabu 3a HAKOU MeaULMHCKU
n3genusa N HAKoOU MegULNHCKN N3AEeNns 3a UHBUTPO OUarHOCTUKa

— Pesyntatn ot nbpBOTO YeTeHe B EBponenckms naprameHT
(Ctpacbypr, 13 — 16 cdeBpyapun 2023 r.)

I. BDBBEJAEHHUE

Ha 1 ¢eBpyapu 2023 r. KOMUTETHT Ha IOCTOSHHUTE MPEICTABUTEIU MTOTBBP/IU, YE AKO

EBpomnelickuar napiaMeHT 0100pH MOCOUYEHOTO M0-rope npeyioxkenne Ha Komucusira 6e3

HU3MCHCHUA, CbBETHT e O,Z[O6pI/I no3unusATa Ha EBpOHeﬁCKHH MnapJIaMcEHT.

Crnen karo Ha 14 deBpyapu 2023 1. Ha TUIEHAPHOTO 3acenanue Oere 0A00pPEHO UCKAHETO Ha

Kowmucusita no okoiaHa cpeja, oOIIeCTBEHO 3/1paBe u 6e3onacHocT Ha xpanute (ENVI) 3a

npeAnpueMane Ha IeUCTBHS B ChOTBETCTBUE C WieH 163 (HeoToKHa MpoIeaypa), BbIIPOCHATa

KOMUCH BHECC IMPCAJIOKCHUCTO 3a PCTIIAMCHT Ha Komucusra. He 0sxa npeacTaBCHU U3MCHCHUS.
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II. TJIACYBAHE

[TapramMeHTHT MpHe MO3ULMITA CH HA ITBPBO YeTeHe Ha 16 dpepyapu 2023 r., kaTo 0100pn

MNpEaAJIOKCHUCTO Ha Komucusra. Ta3u mo3umus ce CbAbpiKa B HCTOBATA 3aKOHOJAATCIIHA PE30JIIOI M.

[Topanu ToBa CHBETHT clie/iBa Aa ObJE B ChCTOSHUE Ja 0100pH no3unusta Ha EBponeiickust
[apJaMeHT, KOSATO €€ ChABPKA B IPHIIOKEHUETO KbM HacTosIaTa Oesiexxka, KaTo 1o TO3UM Ha4uH

IMPUKIIIOYX IIBPBOTO YETCHE 1 3a IBETC HHCTUTYLIHUH.

Taka akThT 1ie OBAC MPHUET ¢ GOPMYIIUPOBKATA, KOATO CHOTBETCTBA HA MO3UIUATA Ha EBpomneiickus

HapJIaMeHT.
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MIPUJIOKEHUE
(16.2.2023 1.)

IIpexoanu pa3nopeadu 3a HAKOU MeIUIMHCKHA U31eJTUsI U MeIUIMHCKH U31eTusl
3a MHBUTPO JUATHOCTHKA

3akoHoaaresHa pe3oouns Ha EBponeiickus napjgament ot 16 ¢geBpyapu 2023 r. 0THOCHO
NpeaJIoKeHHeTo 3a persiaMeHT Ha EBponelickusi napjamenT u Ha CbBeTa 32 HI3MEHEHHeE HA
peranamentu (EC) 2017/745 u (EC) 2017/746 no oTHOLIEHUE HA IPEXOIHUTE Pa3nopendu 3a
HSIKOM MeIMIMHCKH U3/1eJUs M HAKOU MeIMIIHHCKH U3/1eJTUsl 32 HHBUTPO ANATHOCTUKA
(COM(2023)0010 — C9-0003/2023 — 2023/0005(COD))

(O0uKHOBEHA 3aKOHOAATEJIHA MPOLeAyPa: MbPBO YeTeHe)

Eeponeiickusm napramenm,

— KaTo B3€ MPCABUA ITPCIIOKCHHUCTO HAa Komucusara 0 HapnaMeHTa u a0 CoBeTa
(COM(2023)0010),

— Kato B3e nmpensun uieH 294, maparpad 2, uien 114 u unen 168, naparpad 4, Oyksa B) oT
JloroBopa 3a ¢pyHknroHupaneTo Ha EBporelickust ¢bi03, chriacHo kouto Komucusita e
BHeca npeanoxxenueto B [lapnamenta (C9-0003/2023),

— Karto B3e nmpensun ieH 294, maparpad 3 ot Jorosopa 3a ¢pynkimonupanetro Ha EBpomnerickus
ChIO3,

—  Karo B3¢ MPEJIBMJI CTAHOBUIIETO Ha EBpONelcKys NKOHOMUYECKH M COLMAeH KOMHTET OT 24
suyapu 2023 1.1,

- CJIC KOHCYJITallusd C Komutera Ha PEruoHHUTE,

— KaTo B3€ IMpeBU] oetus ¢ mucMo ot 1 pespyapu 2023 r. aHra)KMMEHT Ha MPEACTaBUTENS HA
CobBera 3a o1o0psiBaHe Ha no3unusTa Ha [lapnamenTta B cboTBETCTBHE C ujieH 294, naparpad
4 ot JloroBopa 3a ¢pyHKIIMOHMpPaHETO Ha EBponeiickus cpio3,

— KaTo B3e npeasua wieHose 59 u 163 ot cBos [IpaBunHuk 3a geiHOCTTA,
1. npueMa u3JIoKeHaTa Mmo-A0JTy MO3UIUS Ha IBPBO YETECHE;

2. IIpHUKaHBa Komucusra Ja C€ OTHECE A0 HETO OTHOBO, B cnyqaﬁ Y€ 3aMCHH CBOCTO
MPpEAJIONKCHUC C APYT TCKCT, BHECC UJIM Bb3HAMCPABaA Ja BHCCC CbIIICCTBCHU IPOMCHHU B TOBA
MMPpEAJIOKCHUC,

3. BB3JIara Ha CBOS IIpeJiceiaTen aa npeaajae nmo3umusata Ha [lapmamenta croTBeTHO Ha ChBETa
1 Ha KomucusTa, KakTo ¥ Ha HAITMOHATTHHUTE MapIaMeHTH.

Bce ome nenyonukyBano B OduiinaieH BECTHUK.
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P9_TC1-COD(2023)0005

Mo3unus na EBponeiickusi nmapjaMeHT, NpueTa HA MbPBO YeTeHe HA 16 ¢eBpyapu 2023 1. ¢
oryien Ha npueMaHeTo Ha Pernament (EC) 2023/... na EBponeiickus napjamMent u Ha CbBeTa
3a u3MmeHenue Ha perjiamenTu (EC) 2017/745 u (EC) 2017/746 no oTHOLIEHHe HA MPEXOHUTE
pa3nopeadu 3a HAKOU MeIMIMHCKH U3/1eJIMsl U HAKOM MeIUIMHCKY U3/1eJTUA 32 HHBUTPO
AUATHOCTHKA

(texct ot 3Hauenwue 3a EUII)

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOIIEMCKMS CBIO3,

KaToO B3CXa IMPCABHUIA HOFOBOpa 3a Q)YHKHI/IOHI/IpaHCTO Ha EBpOHeﬁCKHH CBIO3, U IIO-CIICIHMAITHO YJICH

114 u unen 168, naparpad 4, OykBa B) OT HETO,

KaTo B3€Xa MpeaBUJ IPEIIOKEHUETO Ha EBponerickaTa KoMucus,

cliell ITpeAaBaHe Ha IIPOEKTa Ha 3aKOHOAATENIHNS aKT Ha HAlMOHAJIHUTE ITApJIaMEHTH,
KaTo B3€ MPeJIBUJ] CTAHOBHILETO Ha EBponeiickus NKOHOMHYECKH U COLMATIEH KOMHUTET,

CJIC KOHCYJITalluAd C Komurera Ha PETrHOHUTC,

B CHOTBETCTBUE C OOMKHOBEHATA 3aKOHOJaTCJIHa npouenypa3,

CranoBue ot 24 ssayapu 2023 r. (Bce ome Heny0auKyBaHo B O¢uianeH BECTHUK).
[To3unus Ha EBponeiickust mapnament ot 16 deBpyapu 2023 r.
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KaTo uMart npeaBun, 4c:

(1)

C pernamentu (EC) 2017/745% u (EC) 2017/746° na EBponeiickus mapiaMeHT U Ha
ChBeTa ce YCTaHOBSIBA HOBA PEryJIaTOPHA PaMKa, C KOATO Jla ce TapaHTUpa
0e3mpensITCTBEHOTO (DYHKIIMOHUPAHE HAa BHTPEITHUS 1a3ap Mo OTHOIIEHUE Ha
MEAWIIMHCKUTE U3JICHS U Ha MEUIIMHCKHUTE U3JICIHS 32 HHBUTPO TUArHOCTHKA, KaTo 32
OCHOBA Ce IMpPUeMa BUCOKO PaBHUIIIE HA 3alUTa Ha 3/IPABETO Ha MAIIUEHTHTE U
notpedutenute. CoieBpemenHo B pernament (EC) 2017/745 u (EC) 2017/746 ca
OTIpeIeJIeHN BUCOKU CTaHAAPTH 32 KAYECTBOTO M OE30MaCHOCTTA HAa MEAUIIMHCKUTE
U3JICIHS 1 MEAWIIMHCKUTE U3/ICIHS 32 HHBUTPO JTUATHOCTHUKA, 32 J1a C€ OTTOBOPH Ha
o0IIMTEe ONaceHUsI BbB Bph3Ka ¢ 0€301MacHOCTTa Ha Te3u MpoAykTu. OCBEH TOBa JBaTa
perjiaMeHTa B 3HAYHUTEJIHA CTEIIEH YKPEIIBAT KIIFOUOBHUTE CJIEMEHTH Ha MPEIUIITHATA
perynatopHa pamka, onpejeieHa B aupextusu 90/385/EVMO® u 93/42/EO’ na ChBera u B
JHupextupa 98/79/EO na Esponeiickus napnament u Ha ChBeTa®, HanpuMep Haa30pa oT
CTpaHa Ha HOTHU(HUIIMPAHU OPTaHU, KilacH(pHUKaIUATa B 3aBHCUMOCT OT PUCKa,
NPOIIETyPUTE 3a OLICHSIBAaHE HA ChOTBETCTBUETO, M3UCKBAHUATA 32 KIIMHHUYHU
JI0Ka3aTesICTBa, MPOCIEIIBaHETO Ha OE30MMacHOCTTa U Ha/[30pa Ha masapa, u
CBINEBPEMEHHO BHBEXKIAT Pa3nope0n, TapaHTHPAIIIH ITPO3PAYHOCT U MPOCICTUMOCT 10
OTHOIICHHUE HA MEIUIIMHCKUTE U3ICIIAS U MEAUIIMHCKUTE U3JICIHS 32 HHBUTPO

JAUarHoCTuKa.

Pernament (EC) 2017/745 na EBponeiickus napiaameHT 1 Ha CbBeta oT 5 anpun 2017 r. 3a
MEIUIIMHCKUTE U3/enus, 3a u3MeHenune Ha J{upexrusa 2001/83/EO,

Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTMsiHa Ha

nupextusu 90/385/ENO u 93/42/EVO na Ceeeta (OB L 117, 5.5.2017 r., cTp. 1).
Pernament (EC) 2017/746 na EBponeiickust napiaameHnt 1 Ha ChpBeTa oT 5 ampui 2017 . 3a
METUIIMHCKUTE U3/IEHS 32 MHBUTPO IMArHOCTHKA U 32 oTMsHA Ha [lupektuBa 98/79/EO u
Pemenne 2010/227/EC na Komucusita (OB L 117, 5.5.2017 ., cTp. 176).

Hupextusa 90/385/ENO na CoBeta ot 20 roHu 1990 r. oTHOCHO cOnMmkaBaHe Ha
3aKOHO/IATEJICTBOTO HA JIbPKABUTE UJIECHKH, CBBP3aHO C aKTUBHUTE UMIUIAHTUPYEMU
Meaunuacku uznenus (OB L 189, 20.7.1990 r., ctp. 17).

Hupextusa 93/42/EVIO na CoBeta ot 14 1ouu 1993 1. oTHOCHO MeauimHckuTe u3aenus (OB
L 169,12.7.1993 r., ctp. 1).

Hupextusa 98/79/EO na EBponelickus napinameHT u Ha CbBeTta oT 27 okToMBpH 1998 .
OTHOCHO JMArHOCTUYHUTE MeIUIMHCKU n3aenus in vitro (OB L 331, 7.12.1998 r., cp. 1).
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(2) B pesynrar na Bp3aeiicTBueTo Ha nanaeMusita or COVID-19 ¢ Pernmament (EC) 2020/561
Ha EBponeiickns mapnamenT u Ha ChBera’ narata Ha npuiarane Ha Permament (EC)
2017/745 Oemie oTnokeHa ¢ eqHa roguHa 3a 26 maii 2021 r., mokaro 26 Maii 2024 r. Gele
3ama3eHa KaTo KpaiHaTa JjaTa Ha IPEeXOAHUS EPHUO/I, 10 KOWTO HIKOU U3/, KOUTO
MPOBIKABAT JIa CbOTBETCTBAT HA M3nckBaHusATa Ha JlupektuBa 90/385/ENO nnun Ha
Hupextupa 93/42/EVO, morat na Ob/1aT 3aKOHHO ITyCHATH Ha Ta3apa WjIu MyCHATH B

JNICUCTBUE.

3) CoI110 Taka B pe3yiTar Ha Bb3zeiicTBUeTo Ha nanaemusta or COVID-19 ¢ Pernmament
(EC) 2022/112 na Esponeiickus napiaament u Ha Chpera'® Beue Gemre ymbiken

pEeXOoHUAT nepuo, npeasuacH B Pernament (EC) 2017/746.

Pernament (EC) 2020/561 na EBponeiickus napiament u Ha CbBeta ot 23 anpun 2020 r. 3a
n3meHenue Ha Permament (EC) 2017/745 3a MeIUIIMHCKUTE U3/IETHUS TI0 OTHOIIICHHE HA
JATUTE Ha TpWiaraHe Ha HIKOW oT HeroBute pasnopendou (OB L 130, 24.4.2020 r., cTp. 18).
Pernament (EC) 2022/112 na EBponeiickust napiament u Ha ChpBeTa oT 25 stHyapu 2022 1. 3a
m3menenune Ha Permament (EC) 2017/746 o oTHOIIEHNE HA MPEXOJHUTE pa3nopeadn 3a
HAKOW MEJIMLIMHCKU U3JETUs 32 MHBUTPO JUArHOCTHKA M OTJIOKEHOTO MpUjlarane Ha
yCIIOBHSTA 3a U3/enusATa B camute Jedeonn 3aBenenus (OB L 19, 28.1.2022 r., ctp. 3).

10
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4

Brrpeku ye 6posiT Ha HOTU(PUITUPAHUTE OPTaHU, ONPEICICHH B ChOTBETCTBHE C
Pernament (EC) 2017/745, mocTOSHHO pacTe, OOIIMAT UM KallalluTeT BCE OIIIE HE €
JIOCTaThUCH, 3a JIa CE TapaHTHpPa OLICHSIBAHETO Ha ChOTBETCTBUETO HA TOJIEMUS Opoi
W3JIeNHsl, 32 KOUTO ca u3naaeHu ceprudukaru B chorBercTBre ¢ Jupextusa 90/385/ENO
win upextuna 93/42/EVO npeau 26 mait 2024 1. M3raexa, 4e roism Opoit
MIPOU3BOUTENH, OCOOCHO MAJIKW U CPEIHM MPEAIPHUATHS, HE ca TOCTAThUYHO MOATOTBEHU
Jla JOKakaT cra3BaHeTo Ha u3nckBanusTa Ha Permament (EC) 2017/745, no-cnenuanHo
KOTaTo ce B3eMe MPEABHU/ CJIOKHOCTTA Ha Te3W HOBU u3nckBaHus. [lopaau ToBa € TBBp/C
BEPOSTHO MHOTO U3JICJIHS, KOUTO MOTAT Jia Oh/IaT 3aKOHHO ITyCHATH Ha Ta3apa ChIiIacHO
npexoaHuTe pasnopenou, npeasuaeau B Pernament (EC) 2017/745, na e 6bpnar
cepTUGULIMPAHU CHITIACHO MOCOYCHUS PETJIaMEHT IIPEaIn Kpasi Ha MPEXO0IHUS ITePUOI,

KOC€TO BOJAU OO PUCK OT HECAOCTUT HA MCAUIIMHCKHU U3ACIIUS B Cr103a.
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)

[TpenBu TOKIAAUTE OT MEAUIIMHCKHU CIICIIUATUCTH OTHOCHO HETIOCPECTBEHHS PUCK OT
HEJOCTHUT Ha U3JICNIHS € HEOOXOAMMO CIICIITHO JIa C¢ YAB/DKH CPOKBT HA BAIMIHOCT Ha
ceptuduKaTuTe, U3AaJ¢HA B cboTBeTCTBHE ¢ nupekTuBu 90/385/ENO u 93/42/ENO, u na
C€ YIBJIKH MPEXOJHUAT MEPUO/I, PE3 KOUTO U3JIEIHUITA, KOUTO OTTOBAPAT HA
W3HUCKBAHUATA B TE3H TUPEKTHBH, MOTAT Ja OB/IAT 3aKOHHO ITyCHATH Ha Ta3apa.

VY ab/bKaBaHETO clie/Ba J1a ObJIe JOCTAThYHO JBJITO, 32 J1a Ce JaJic Ha HOTU(HUIIUPAHUTE
OpraHd HeOOXO0IMMOTO BPEME 3a M3BBPIIBAHE HA U3MCKBAHOTO OT TAX OICHSIBAaHE HA
cbhoTBeTCTBHETO. C yIBIKABAHETO CE 1SN J]a C€ TapaHTUPa BUCOKO PABHUIIE HA 3alIUTa
Ha O0IIECTBEHOTO 3/IpaBe, BKIIFOUUTEITHO OE30MMaCHOCT Ha MAIIMCHTHUTE, KAKTO U N30ATrBaHe
Ha HEJIOCTHT Ha MEIUIIMHCKU U3/ICIHs, HCOOXOUMH 3a 0e3MPensITCTBEHOTO
(GyHKIIMOHUpAHE Ha 3/IpAaBHUTE YCIIYTH, 0€3 Ja C€ CHUKABAT HACTOSIIIUTE U3UCKBAHUS 3a

Ka4eCTBO WM 0€30I1aCHOCT.

(6) Y apmkaBaHETO ciieqBa ja 0b/ie 00BBP3aHO C OMPECIICHH YCIOBHS, 32 J]a CE TapaHTUPa, e
JOITBJIHUTEITHOTO BPEME € CE MPEIOCTaBsl CaMo 3a M3JIeIHsITa, KOUTO ca Oe30IacHU U 3a
KOHMTO MPOU3BOAUTEIHNTE Ca PEANPUEITH KOHKPETHH CTHITKU 33 TIPEMHUHABAHE KbM
cpotBercTBUE ¢ Permament (EC) 2017/745.
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(7) C uen na ce ocurypu nocrernenex npexo kbM Pernament (EC) 2017/745 3aabmxkeHuero
3a U3BbPIIBAHE HA MOJXOSI HA30p 110 OTHOLLIEHUE HA U3/IEIHUATA, 32 KOUTO Ce
MPEIOCTaBsI MPEXOIHUSIT MEPHO/I, CIIE/Ba B KpaliHa CMETKA J1a C€ MPEXBBPIU OT
HOTU(UIMPAHHS OpTaH, KOWTO € u3aai ceprudukara cpriaacuo Jupexrusa 90/385/EMO
wm {upextuBa 93/42/EVIO, kbM HOTH(HUIIMPAH OpraH, OMpeIeeH chriacHo PerimaMenT
(EC) 2017/745. Ot chobOpaxeHus 3a MpaBHA CUTYPHOCT HOTU(HUIIUPAHUSAT OpTaH,
onpeneneH cpriaacHo Permament (EC) 2017/745, He cneaBa 1a oTroBaps 3a ICMHOCTUTE 110
OIICHSIBAHE HAa CHOTBETCTBUETO U HAA30pa, M3BBPIIBAHU OT HOTU(DHUIIUPAHHS OpPTraH, KOWUTO

e u31an ceprudukara.

() ITo oTHOIIEHUE HA TIEpHOJIA, KONTO € HEOOXOAMM, 3a J1a ¢€ Jaje Bh3MOXXHOCT Ha
MIPOM3BOUTEIINTE U HOTU(UIIMPAHUTE OPTraHy Jia M3BbpIIAT OLICHSIBaHE Ha
cpoTBeTcTBUETO chritacHO Permament (EC) 2017/745 Ha MeTMIIMHCKHUTE U3EIHSL, KOUTO
ca oOxBaHaTu OT U3AaaeHu B choTBeTCcTBUE C JupextuBa 90/385/EVO nmm {upexTruBa
93/42/EVO ceptudukar uiau AcKIapamus 3a CbOTBETCTBHUE, CJIC/IBA J]a CE€ HaMepH OajaHC
MEX1y OTpaHUYCHHsS HAJTMYEH KaraluTeT Ha HOTU(PHUIIMPAHUTE OPraHU M TapaHTUPAHETO
Ha BUCOKO paBHUIIE Ha 0€30MaCHOCT Ha MAlMEHTUTE U 3alllUTa Ha 0OIIECTBEHOTO 3/IpaBe.
[Topanu ToBa MPOIBIHKUTEIIHOCTTA HA MPEXOIHUSI IEPUOJ] CJIeIBa J]a 3aBHCH OT KJiaca Ha
pHYCKa Ha CbOTBETHOTO MEJIUIIMHCKO M3, TaKa Y€ IEPUOIBT JIa € MO-KPaThK 3a
W3JIENUATA C IO-BUCOK KJIaC Ha PUCKa M MO-IBJIBI 32 U3/IENUATa OT MO-HUCHK KJac Ha

pHCKa.

6292/23 ea/ags 9
I[MPUJIOXKEHUE GIP.INST BG



)

(10)

3a paznuka ot gupektusu 90/385/ENO u 93/42/EVO, B Permament (EC) 2017/745 ce
M3HCKBA MPU OLIEHABAHETO HAa ChOTBETCTBUETO HA M3PAOOTEHUTE 110 MOPbUKa
uMIUTaHTUpyeMu usnenus ot kiac II1 na yuactBa Hotuduuupan oprau. [lopanu
HEJOCTAThYHUS KalaluTeT Ha HOTH(PHUIIMPAHUTE OpraHu U (paKkTa, Ye B MHOTO CIIydau
MIPOU3BOIUTEIIUTE HA U3JICTHATA, U3PA0OTEHU 10 IOPHUKA, Ca MAITKH WM CPEIHH
MPEIPUATHSL, KOUTO HAMAT JAOCTHII 1O HOTU(UIMPAH OPraH ChITIACHO JUPEKTUBH
90/385/EMO u 93/42/EMNO, cnenpa aa ce NpeaBUIN MIPEXOACH TEPHO/I, TIPE3 KOHUTO
UMIUTAaHTHPYEMH U3/1eHs 1o opbuka ot kiac Il 1a morar na 6paaT 3aKOHHO IyCHATH Ha

nasapa Wi IyCHATH B JIelicTBUE 0e3 cepTUUKaT, U3aJICH OT HOTH(PHUIIMPAH OPTaH.

C unen 120, naparpad 4 ot Pernament (EC) 2017/745 n unen 110, maparpad 4 ot
Pernament (EC) 2017/746 ce 3abpaHsiBa npoabkaBaHe Ha IPEIOCTABIHETO Ha Iazapa
WJIU MyCKaHe B JACHCTBUE HA U3JIETHUsI, KOUTO ca IyCHATH Ha ma3zapa J0 Kpas Ha
MPUIOKUMUSA MPEXOJICH NIEPHOJT U KOUTO €/IHA TOJIMHA CJIe Kpasi Ha TO3H MPEXO0JICH
NepUoJ BCe OIlle ca BbB BepuraTa Ha goctaBka. C 11eJ J1a ce mpeA0TBPaTH HEHYKHOTO
o0e3Bpexaane Ha 0e30MacHU MEAULIMHCKH U3JIeHsI U 0€30IacH! MEIUITMHCKY U3/IETus 3a
WHBHUTPO JIMArHOCTHKA, KOUTO BCE OIIIE Ca BB BEpUraTa Ha JOCTAaBKa, KOETO OW YBEIMYUIIO
HETMOCPEICTBEHUS PUCK OT HEJIOCTUT HAa TaKMBa U3JIEIHUs, TAKOBA MPOIbIIKaBaHEe Ha
IIPEIOCTAaBSIHETO Ha Ma3apa WK IycKaHe B IEHCTBUE HAa TaKUBa U3/EHs clieBa 1a Obe

HCOTrpaHN4YCHO BbB BPEMCTO.
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(11) [Topanu ToBa pernamentu (EC) 2017/745 u (EC) 2017/746 cneasa na 6b1aT ChOTBETHO

HN3MCHCHU.

(12) JIOKOJIKOTO 1[eHUTe Ha HACTOSIIIMS PErJIaMeHT, a MMEHHO Jia ce B3eMaT MEPKH 3a
MIPEOJIOJISIBAHE HA PUCKOBETE OT HEJIOCTUT HA MEIUIIMHCKHU U3JIETUS U MEAUIIUHCKH
U3JICNHSI 32 MHBUTPO quarHoctuka B Chro3a, He MoraT Jia ObJaT MOCTUTHATH B IOCTaThYHA
CTEMEeH OT IbpKaBUTE WICHKH, a Opau o0XBaTa U MOCIEAUIIMTE CU MoraT Jia ObJat 1mo-
no0pe nmocTUrHaty Ha paBHunieTo Ha Cpro3a, ChIO3bT MOXKE J1a IpHEMe MEPKU B
CHOTBETCTBHUE C IPUHIUIA HA CYOCUINAPHOCT, ypeaeH B wieH 5 ot JloroBopa 3a
EBponeiickus cpro3 (IEC). B cboTBEeTCTBHE C IPUHIIMITA HA TPOTIOPIIMOHAIHOCT, YpEIeH B
CBHILUA YJIeH, HACTOSIIMST PErJaMeHT He HaJAXBBHPIIs HE0OXOJUMOTO 32 IIOCTUTaHEe Ha T€3U

LETH.

(13) HacrosimusT pernamMeHT ce mpremMa ¢ orjie] Ha U3KIIOYUTEITHUTE 00CTOSITENICTBA,
[IPOM3THUYAILIY OT HEMOCPEACTBEH PUCK OT HEAOCTUT Ha MEAULIMHCKY U3/IE€IHS U CBbP3aHus
C HEro PUCK OT KpH3a, 3acsAraia oouecTseHoTo 3apase. C el Aa ce IOCTUrHE OYaKBAHUAT
edekt ot u3menenuero Ha periaamentu (EC) 2017/745 u (EC) 2017/746 u na ce ocurypu
HAJIMYHOCT HA M3/IEIHUATA, CPOKBT HAa BAIMTHOCT HA YHUTO CEPTUPHUKATH BEUE € H3TEKbI
WJIU TIPEJICTOM J1a u3Tede npeau 26 mait 2024 r., ¢ 11el1 Ja ce OCUTypH IIpaBHA CUTYPHOCT 3a
MKOHOMMYECKUTE ONEePaTOpy U JOCTABUUIUTE HA 3/IpaBHU IPHKU, KAKTO U OT
ChOOpa)KeHUS 3a ChITIACYBAHOCT 110 OTHOLIEHNE Ha U3MEHEHUATA U Ha JIBaTa periaMeHTa
HACTOSIILMAT PErJaMeHT cle/iBa 1a Bie3€ B CHJIA MO CHELIHOCT B JIeHS Ha IyOJUKYBaHETO
My B Oguyuanen eecmuux na Esponetickus cvio3. [lopaau cpluTe NPUUUHU € YMECTHO Aa
ce npuderHe AOM3KIIOUYEHUETO OT CPOKa OT OCEM CEIMULIU, IPEBUICHO B UJieH 4 OT
ITporoxos Ne 1 OTHOCHO posATa Ha HALIMOHAJIHUTE NapjaMeHTH B EBponelickust cbio3,
npuioxeH kM JIEC, kbM JloroBopa 3a ¢pyHkironupanero Ha EBponeiickus cbio3 1

JoroBopa 3a ch3naBane Ha EBpomeiickata 0OIHOCT 32 aTOMHA €HEPT U,

I[MPUEXA HACTOAIMA PETJIAMEHT:

6292/23 ea/ags 11
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Yien 1

N3menenus na Pernament (EC) 2017/745
Pernament (EC) 2017/745 ce nu3mens, KakTo cleBa:
1) Unen 120 ce u3aMeHs, KakTo ciesa:
a)  Bmaparpad 2 BropaTa aJMHes Ce 3aMEHS ChC CIEIHOTO:

,Ceprudukarure, U31a7€HU OT HOTU(DUIIMPAHU OPTaHU ChITIACHO JUPECKTHUBH
90/385/EMO u 93/42/EWO ot 25 maii 2017 r. HaTaThK, KOUTO ca OMJIM BCE OILE
BajuHM Ha 26 Maii 2021 r. 1 He ca OMJIM OTHETH CJIE] Ta3H JaTa, OCTaBaT BaJMIHU
clie]] M3TUYAaHE HA CPOKa, IIOCOYCH B cepTu(UKara, 10 Aarara, IocoueHa B maparpad
3a OT HACTOSIIMS YICH, IPUIIOKKMa 33 ChOTBETHHS KJIac Ha U3JICIUATA B
3aBUCUMOCT OT pucka. Ceprudukarure, u3iajgeHu OT HOTU(PHUITUPAHK OPTaHH
CBITIACHO TIOCOYCHHUTE JUPEKTUBHU OT 27 Mait 2017 r. HaTaThK, KOUTO ca OWIIN BCE
omie BauaHu Ha 26 Mait 2021 r.,MauiiTO CPOK HA BATMIHOCT € U3TEKBJI MIPEIH ...
[0amama na énuzane 6 cuna na Hacmoswus peciamennt], ce CYUTAT 3a BAJTUIHU J10
JaTUTEe, TOCOUYCHHU B maparpad 3a oT HACTOALIHS YJIEH, CAMO aKO € M3IIBJIHEHO €THO

OT CJICAHUTC YCIIOBUS:
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6)

Ipely AaTata Ha M3THYaHe Ha CPOKa Ha BAJIMIHOCT HA cepTudukaTa
MPOU3BOIUTEINAT U HOTUDUIIUPAHUSIT OPraH ca MOAMUCAIH THCMEHO
criopazymenue cbriacHo npuioxenue VII, pazgen 4.3, Bropa anuHes KbM
HACTOSIIIMS PETIaMEHT 3a OIICHSIBAHE Ha ChOTBETCTBUETO HA U3JIEITUETO,
00XBaHATO OT cepTU(HKATA C U3TEKBJI CPOK HA BAIMAHOCT, MIIM HA U3JIENUE,

MNpE€aHa3HA4YCHO Aa 3aMCHH TOBa U3CIIUC,

KOMIIETEHTEH OpraH Ha JbpiKaBa WICHKA € MPEeJI0CTaBUII Jeporaius OT
IPUJIOKMMATa IPOoIelypa 3a OLIEHSIBAaHE Ha ChOTBETCTBUETO CHITIACHO WIEH
59, maparpad 1 oT HacTOSIIIUS PETIAMEHT WJIHM € U3UCKAJl OT IPOU3BOTUTEIIS,
cbriacHo wieH 97, maparpad 1 oT HaCTOSIIUS PETIIAMEHT, /1a U3BbPIIH

MpUIoXKuMara rmpoucaypa 3a OLUCHABAHE HA C’LOTBeTCTBI/ICTO.“;

06) maparpad 3 ce 3aMeHS ChC CIEIHOTO:

»3. Upes neporamus OT 4ieH 5 U MPH MOJ0KEHHUE Y€ Ca U3IBJIIHEHU YCIIOBUSATA,
MOCOYEHHU B naparpad 3B OT HACTOSIIUA YICH, U3AETUATA, IOCOUYEHU B
naparpadu 3a u 36 OT HacTOSIIIKA YJIeH, MoraT Ja ObJaT MycHATH Ha ma3apa
WJIU TIyCHATHU B JIEUCTBHE JI0 JATUTE, IOCOUYCHU B T€3U maparpadmu.
6292/23 ea/ags 13
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3a.

Wznenusita cbe cepTUUKAT, KOUTO € U3a/IeH B ChOTBETCTBUE C
Hupextusa 90/385/ENO unu Iupextusa 93/42/ENO u kolTO € BaJIUIeH
ChIVIACHO Taparpad 2 OT HACTOSIIUS YWICH, MOTaT Jia ObJaT MyCHATH Ha 1a3apa

HJIU ITyCHATH B I[CI\/JICTBI/IG J0 CIICOAHUTC AaTH:

a) 31 gexemBpu 2027 r. 3a Bcuuku uznenus ot kiac 111 u 3a
UMIUTaHTHpYeMU u3aenus oT kiac IIb, ¢ u3kinouenrne Ha XUupyprudecku
KOHIIY, CKOOM, CTOMAaTOJIOTMYHH 3aITbJIBAIN MaTepUa,
CTOMATOJIOTUYHU CKOOH, 350HN KOPOHKH, BUHTOBE, KIIMHOBE, IJIACTHHH,

IMPOBOAHUIIH, HII/I(l)TOBC, KJIMIICOBE U KOHCKTOPH,

6) 31 nexemBpu 2028 r. 3a m3aenus ot kiac IIb, pa3nuaau oT 00XBaHATUTE
oT OyKkBa a) oT Hactosus naparpad, 3a uzgaenus ot kiac lla u 3a
U3JIeNHsl OT Kiiac I, KOUTo ce myckar Ha ma3apa CTepPHIIHU WA UMaT

U3MepBaTeHa (QYHKITUS.
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36.

W3nenusdra, 3a KOUTO MpolIelypaTa 3a OLEHSIBaHE HA ChOTBETCTBUETO ChITIACHO
Hupextupa 93/42/EVO He e n3uCKBalla y9acTUETO HAa HOTHU(HUIIMPAH OpraH, 3a
KOMTO JIeKJIapalusaTa 3a CbOTBETCTBUE € U3roTBeHa npeau 26 mai 2021 r. u 3a
KOUTO MpOoLeypaTa 3a OLEHABaHE HA CbOTBETCTBUETO ChIVIACHO HACTOSIIIMS
perIaMeHT M3MCKBA yYaCTHUETO HAa HOTU(UIIUPAH OpTraH, MOTaT jJa 0baar

MyCHATH Ha Ma3zapa WK MycHaTH B JaerctBue 10 31 nekemBpu 2028 r.

3B. Usznenmsra, mocoueHu B maparpadu 3a u 30 OT HaCTOSIIUS YWICH, MOTaT Ja
ObJaT MycHATH Ha Ma3apa WIK IIyCHATH B JEHCTBUE JI0 IaTUTE, TOCOUYCHU B
Te3W maparpadu, caMo aKo ca U3II'bJIHCHU CIICTHUTE YCIOBUS:
a)  M3IeIUATa IPOIBbJDKABAT J1a OTTOBAPSAT HAa M3MCKBaHUATA Ha J{upekTrBa
90/385/EVO unu Jupextusa 93/42/ENO, B 3aBUCUMOCT OT CiydYasi;
0) He ca HampaBeHHW 3HAYUTEIHHU MPOMEHHU B MPOCKTA U NIPEIHA3HAYCHUETO;
B)  M3JEIUATA HE MPEICTaBIABAT HEMPUEMIIUB PUCK 32 3/I[PABETO HIIH
0e30MacHOCTTa Ha MAIlMeHTUTE, MOTPEOUTENNUTE WK APYTH JIULIA, WIH 32
JIPYTH acleKTH Ha OTMa3BaHETO Ha OOIIECTBEHOTO 3/PaBe;
6292/23 ea/ags 15
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)

HE MO0-KbCHO OT 26 Maii 2024 1. Ipou3BOIUTEINAT € BbBEJ CUCTEMA 32

yIpaBieHHe Ha Ka4eCTBOTO chriacHo wieH 10, maparpad 9;

HE MO-KbCHO OT 26 Maii 2024 r. npOU3BOUTEIIAT WIH YII'bIHOMOIIEHUSIT
MPEJICTABUTEIN € TIOJIANT IO HOTU(HUIMPAH OpraH OPUITHAITHO 3asBICHIEC
3a OLIEHSBAHE HA ChOTBETCTBUETO ChIJIACHO NpuioxeHue VII, paznen
4.3, mppBa aliHes BbB BPb3Ka ¢ U3JeNKe, I0COUeHO B maparpadu 3a wiu
30 OT HACTOALIMUS YJICH, WM BbB Bpbh3Ka C U3JIeNHe, IPEeIHA3HAYCHO Aa
3aMEHHU TOBa U3JEJIne, U He TI0-KbCHO OT 26 centeMBpu 2024 r.
HOTH(HUIIMPAHUAT OPTaH U MPOU3BOJAUTEIIAT Ca TIOMUCATH TUCMEHO

cropazymenue cbriacHo npuioxenue VI pasgen 4.3, Bropa anunes.
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3r.

3.

Upes peporanus ot naparpad 3 oT HACTOSALIMS YWIEH 3a U3/IEIHATa, IOCOYECHU B
naparpadu 3a u 36 OT HaCTOSIILIKA YIEH, Ce MpHIaraT U3UCKBaHUATA Ha
HACTOSAIIMUS PEryIaMeHT, CBbP3aHU C Ha/130pa clie]] yCKaHe Ha ras3apa, HaJl30pa
Ha I1azapa, IpocieAsIBaHeTo Ha 0€30MacHOCTTa, PErUCTpaluaTa Ha
MKOHOMUYECKUTE ONEPaTOPH U Ha U3/ENUATA, BMECTO ChOTBETCTBAILIUTE UM

n3uckBanus B aupektusu 90/385/EVO u 93/42/EUO.

be3 na ce 3acsra riasa IV u maparpad 1 oT HacTOSIIIMS YJieH,
HOTH(HUIIMPAHUAT OpraH, H31aJl TOCOYCHHUS B nmaparpad 3a oT HaCTOSAIIHS YWICH
ceptuduKar, NpoabKaBa Ja OTroBaps 3a YIPaXHIBAHETO HA TTOIX OIS
HA/30p N0 OTHOIICHHE HA MPUIIOKUMUTE U3UCKBAHUS, OTHACSIIIH C€ J0
cepTuduIrpaHUTe OT HETO U3JIEIHATA, OCBEH aKO IIPOU3BOIUTEIIAT CE €
JIOTOBOPWIT ¢ HOTU(HUIMPAH OPTaH, ONPEeNieH ChITIAaCHO WieH 42, ye

IIOCJICTHUAT YIIPaKHSABA TO3U HAI30D.
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He mo-xbcHO oT 26 centemBpu 2024 1. HOTUGHUIUPAHUAT OPTraH, KOKTO €
MOJMKUCAN MUCMEHOTO CIIopa3yMeHue, mocoueHo B maparpad 3B, OykBa 1) oT
HACTOALIMS YJIEH, OTTOBaps 3a YIPa)KHSBAHETO Ha HAJ30pa MO OTHOILIEHUE Ha
u3JIenusITa, 00XBaHATH OT MUCMEHOTO criopazymeHnue. Koraro nucMeHoTo
criopasyMeHre o0XBara u3ieane, peHa3HaueHo Ja 3aMEHH 1aZIeHO U3/Iene
cbe ceptudukar, uznanaeH cpriaacuo Jupexkruna 90/385/ENO unu Iupextura

93/42/EVO, Haa30pbT ce yIpaxKHsBa 3a U3JICTUETO, KOETO CE 3aMEHSI.

PensT 1 ycnoBusTa 3a NpeXBbPIISIHE HA OTTOBOPHOCTTA 32 HAA30pa OT
HOTU(UIMPAHKS OpTaH, H3/1ajl cepTuduKaTa, KbM HOTH(DHUIMPAHUS OpPTaH,
OIIpEeJIeTICH ChITIACHO WieH 42, ce ONpeeNsT CHO B CIIOPa3yMEHUE MEXTY
NPOU3BOAUTENS U HOTH(UIIMPAHUS OpraH, ONPE/IEIeH ChIIaCHO WieH 42, U,
KOTaTO € Bb3MOXXHO, HOTU(DUIIUPAaHUs OpraH, u3aai ceprudukara.
HoTtudunupanusr opra, onpezeneH ChbIIacHO WwieH 42, He OTroBaps 3a
JICWHOCTHTE T10 OIICHSBaHE Ha CbOTBETCTBUETO, U3BBPIIBAHU OT

HOTU(HIIMPAHUS OPTaH, KOMTO € u3aan cepTudukara.
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3e.

Upes neporanus OT WIEH S UMIUIAHTUPYEMU U3AENHSA 110 Topbuka oT kiac I11
Morar Jia ObJIaT MyCHaTH Ha Ta3apa WIH ITyCHATH B JeicTBUE 10 26 Mait 2026
r. 0e3 ceptudukat, u3azeH oT HOTU(GUIUPAH OpraH ChIIIACHO IMpolieaypaTa 3a
OIICHSIBAaHE HA ChOTBETCTBUETO, TOCOYCHA B WieH 52, maparpad 8, Bropa
aJMHes!, IPH YCJIOBHE Y€ HE MO-KbCHO OT 26 Maii 2024 r. mpou3BOAUTEINAT WU
YI'BTHOMOIICHUST MPEICTaBUTEIN € MoJ1al 10 HOTU(GUIUPAH OpraH o(UIIHATHO
3asBJICHUE 32 OLICHABAHE HA CbOTBETCTBUETO ChIIacHO nmpuiioxkenue VII,
paznen 4.3, mbpBa aquHes U 4e He MO-KbCHO OT 26 cenrtemMBpu 2024 1.
HOTH(HUIIMPAHUAT OPTaH U MPOU3BOJIUTEIIAT Ca TIOMUCATH TUCMEHO

criopazymeHnue cbriacHo npuinoxenue VII, pasaen 4.3, Bropa anunes. ;

B)  maparpad 4 ce 3aMeHS CbC CIETHOTO:

»4.  W3pnenus, KoUTO ca 3aKOHHO IIyCHATH HA Ia3apa ChIJIaCHO AUPEKTUBU
90/385/EVO u 93/42/ENO tipenu 26 mait 2021 r., u u3menwsi, KOUTO ca
3aKOHHO ITyCHATH Ha ma3apa oT 26 maii 2021 r. HaTaThK ChIVIACHO maparpadpu
3, 3a, 30 u 3e OoT HACTOALIMUS YIEH, MOTaT Ja MPOIbJDKAT J1a Ce MPEAOCTaBAT Ha
11a3apa WiM Ja ce IyCcKar B IelcTBHeE.
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2) Unen 122 ce u3aMeHs, KakTo clieBa:
a) B IIbpBa aJuHes yBoAHATa (hpa3a ce 3aMeHs ChC CIETHOTO:
,,be3 ma ce 3acarar wien 120, maparpadu 3—3 1 u maparpad 4 OT HaCTOSIIHSA
pernameHT u 0e3 Ja ce 3acsArar 3aAbDKCHUATA Ha IBPKABUTE WICHKU U
MIPOU3BOIUTEIIUTE BHB BPB3Ka C MPOCIEAIBAHETO HA 0€30MaCHOCTTA U 33IbJDKCHUSTA
Ha TPOU3BOAUTENUTE BbB Bpbh3Ka C MIPEIOCTaBSIHE HA JOKYMEHTAIUS ChIIIaCHO
mupextusu 90/385/ENO u 93/42/ENO, mocoueHUTE TUPEKTUBU CE€ OTMEHSIT,
cunTaHo oT 26 Maii 2021 r., ¢ U3KII0YeHHE Ha: ;
0)  BTOpara aJMHEes Ce 3aMEHs ChC CIIEAHOTO:
,, 110 OTHOIICHUE Ha U3JeNuATa, MocoueHH B wieH 120, nmaparpadu 3—3 1 u nmaparpad
4 OT HACTOSIIIMS PETTIaMEHT, TUPEKTUBUTE, TOCOYECHHU B IIbPBA aJIMHEs OT HACTOSIINS
YJIEH, MPOABIKABAT Jia CE MpHUJIarar 10 CTeIEeHTa, He00X0uMa 3a MPUIaraHeTo Ha
MOCOYCHHTE maparpadu.
3) B unen 123, naparpad 3, 6ykBa r) 24-To TUpE c€ 3aMEHS ChC CIEAHOTO:
,,— e 120, maparpad 3r.%.
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Unen 2
N3menenus na Pernament (EC) 2017/746

Pernament (EC) 2017/746 ce nu3ameHs, KakTo ceaBa:
1) B unen 110 maparpad 4 ce 3amMeHs CbC CIETHOTO:

,»4.  3aKOHHO MyCHATUTE HA Masapa u3zaenus cbriaacHo Jupexrusa 98/79/EO npenu 26
Maii 2022 r. 1 u3genus, KOUTO ca 3aKOHHO IyCHATH Ha ma3zapa ot 26 mai 2022 r.
HATAaThK ChIJIACHO Maparpad 3 OT HACTOSIIUS WIEH, MOTaT Jia MPOIbJDKAT J1a ce

IIPEOCTABAT Ha [1a3apa WK Ja Ce IyCKaT B IeUCTBHUE.
2) B unien 112 Bropara anusest ce 3aMeHs CbC CIEAHOTO:

,,110 OTHOITICHUE Ha M3JeNusATa, MocoueHu B wieH 110, maparpadu 3 u 4 oT HacTOAITUS
pernamenTt, upektusa 98/79/EO npoabikaBa a ce mpujara A0 CTeleHTa, Heo0Xoauma

3a MPWJIAraHeTO Ha MIOCOYCHUTE maparpadu. .
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Yen 3

Bnusaune B cuna

HaCTOHIHI/IHT PEri1aMEeHT BJIM3a B CUJIa B ICHSA HA HY6J'II/IKYB3HCTO MYy B quuuuaﬂeﬂ 6E€CMHUK HA

Eeponeiickus cv03.

HaCTOHH_II/ISIT PEriIaMCHT € 3aABbJDKUTCIICH B CBOATA LAJIOCT U CC ITpUJjiara nNpsikO BbB BCUYKU

ABbpPKaBH YJIICHKH.

CBCTaBEHO B ...

3a Eeponetickus naparamenm 3a Cveema

IIpeoceoamen IIpeoceoamen
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