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PEIJIAMEHT (EC) 2022/...
HA EBPONENCKHUS TAPJIAMEHT Wl HA CHBETA

ot 25 sinyapu 2022 roguHa

3a n3MmeHeHue Ha PeraamenT (EC) 2017/746 no oTHOIIEHNE HA NIPEXOAHUTE pa3nopeaoun
3a HAKOU MeIUIIUHCKH U3/1eJIUsl 32 MHBUTPO THATHOCTHKA U 0TJIOKEHOTO NpHJiaraHe

Ha ycJioBUsITa 3a U3ACJIUATA B CAMUTE Je4yedHn 3aBC¢ACHUSA

(Tekcr ot 3Havenne 3a EUII)

EBPOITEMCKUAT ITAPJJAMEHT U ChbBETHT HA EBPOIIEMCKMSA CBIO3,

KaTo B3exa npeasua Jlorosopa 3a pyHKIMOHUpaHeTo Ha EBporielickus cbio3, U MO-CIELUATHO

wieH 114 u unen 168, naparpad 4, OykBa B) OT HEro,

KaTo B3exa MpeABU MpeanoxkeHueTo Ha EBponeiickata komucus,

clie]] MpeJjaBaHe Ha MPOEKTa Ha 3aKOHOIATEIHUS aKT Ha HAIIMOHATHUTE apJIaMeHTH,

KaTo B3€Xa IPEIBU/I CTAHOBUIIETO Ha EBPONEHCKIS MKOHOMUYIECKH M COMATIEH KOMUTET!,
cien koHcynranus ¢ Komurera Ha perTHOHUTE,

B CBOTBETCTBHE C OOMKHOBEHATA 3aKOHOJaTCJIHa npouez[ypaz,

1 Cranosuie ot 8 nekempu 2021 r. (Bce omie Hemy0MKyBaHo B OduiuaneH BECTHUK).

2 [To3unusa Ha EBponeiickust mapaamenT ot 15 nexemspu 2021 r. (Bce orie HeMyOIMKyBaHa B
Odunuanen BecTHUK) U perienne Ha CpBeta ot 20 gexemspu 2021 r.
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KaTo uMart npcaBun, 4c:

(1

C Pernament (EC) 2017/746 na Esponeiickus napaament u Ha ChBera! ce ycraHOBsiBa
HOBA peryjiaTopHa pamkKa, ¢ KOATO Jia Ce rapaHTupa 0e3npensiTCTBEHOTO PYHKIIMOHUPAHE
Ha BBTPEIIHUS 11a3ap 10 OTHOIIEHHE HA MEIULIMHCKUTE U3JIEIUs 32 MHBUTPO JUArHOCTHKA,
00XBaHATH OT MIOCOYCHUS PETJIAMEHT, KaTO 32 OCHOBA CE MpHeMa BUCOKO PaBHUIIE Ha
3alllMTa Ha 3/IpaBETO HA NMAIMEHTUTE U MOTPEOUTEINTE U KAaTO CE€ B3eMaT IIPEIBUI MAJIKUTE
U CpeHUTE NpEeANpUsiTHs, padoTemu B To3u cekTop. ChiieBpeMeHHO B PeriiamMenT

(EC) 2017/746 ca onpeneneHr BUCOKH CTaHIApTH 32 KA4€CTBOTO M 0€30MacHOCTTA Ha
MEIUIIMHCKUTE U3/IeTUS 32 MHBUTPO TUAarHOCTHUKA, 32 JIa C€ OTTOBOPH Ha OOIIUTE
oraceHus: BbB Bpbh3Ka ¢ 0€30MacHOCTTa Ha Te3u NpoAykTH. OcBeH ToBa PerimameHT

(EC) 2017/746 B 3HaunTEIIHA CTETICH MMOJCUIIBA KJIIOUOBH €JIEMEHTH Ha JICHCTBAIIIMS
perynaropeH nojaxo, Bp3npuet B Jupekrura 98/79/EO na EBponeiickus napiamMeHT U Ha
CoBera?, HampUMeEp HAA30pa Ha HOTH(OMIMPAHUTE OPraHM, KIaCH()UKAMATA B 3aBHCHMOCT
OT pHUCKa, MPOIEAYPHUTE 3a OIICHSIBAHE Ha ChOTBETCTBUETO, OLICHKATA HA JACHCTBUETO U
W3MHUTBAHUATA HA IEWCTBUETO, IPOCIIEIIBAHETO Ha OE30MaCHOCTTa U HAA30pa Ha masapa, u
CBILIEBPEMEHHO BHBEXK/1a pa3nope0u, rapaHTHPAIH IPO3PAYHOCT U MPOCIEAUMOCT IO

OTHOIICHHUEC HA MCAUITMHCKUTEC U3CIINA 3a UHBUTPO JUArHOCTHKA.

Pernament (EC) 2017/746 na EBponeiickust napiaament u Ha CbBeta oT 5 anpuit 2017 . 3a
MEIULMHCKUTE U3IeNUs 32 MHBUTPO IMAarHOCTUKA U 3a oTMsIHA Ha [{upextuBa 98/79/EO u
Pemenue 2010/227/EC na Komucusita (OB L 117, 5.5.2017 1., cTp. 176).

Hupextusa 98/79/EO na EBponelickus napiameHT 1 Ha CbBerta oT 27 okToMBpH 1998 .
OTHOCHO JMArHOCTUYHUTE MeIUIMHCKU u3aenusd in vitro (OB L 331, 7.12.1998 r., cTp. 1).
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3)

[Mannemusita or COVID-19 u cBbp3anara ¢ Hest Kpu3a B 00J1aCTTa Ha OOIIECTBEHOTO
3/paBe Os1xa ¥ MPOIBJDKABAT J1a ca Oe3MmpeleICHTHO MPEAN3BUKATEIICTBO MIPET AbPKABUTE
YICHKW U OTPOMHA TEKECT 32 HAIIMOHAJIHUTE OPTaHH, JICUSOHUTE 3aBEICHHUS, TPAKIaHUTE
Ha Cbr03a, HOTU(UIIUPAHUTE OpraHd U UKOHOMUYECKUTE onieparopu. Kpu3zara, 3acsraria
O0IIIECTBEHOTO 3/IpaBe, IOBE/E 0 U3BBHPEIHH 00OCTOSITEIICTBA, KOUTO H3UCKBAT
3HAYUTEIHU JOMBJIHUTEITHH PECYPCH U TTO-TOJISIMO HATMYHE HA )KU3HECHOBAKHU
MEIUIIMHCKHU U3/IeHS 32 HHBUTPO JMATHOCTHKA, KAaTO TE€3W OOCTOATENICTBA HE MOYKEIIIE 110
HUKaKbB HaYWH J]a CE€ MPEJBUIAT 10 BPEMETO HA NMMPHUEMaHeTo Ha PeriiaMmeHT

(EC) 2017/746. IlocoueHnuTte u3BbHPEIHN OOCTOSITETICTBA MMAT 3HAYUTEIIHO OTPAKEHUE
BBPXY pa3IUvHH 00JIaCTH, 00XBaHATH OT IIOCOYCHUS PETIAMEHT, HAIIPUMEP OMPEIEISTHETO
1 paboTara Ha HOTU(DUIIUPAHUTE OPTaHU U MIYCKAHETO Ha Ia3zapa U MPeIOCTaBIHETO Ha

mazapa Ha MCAUIHUHCKH U3CJIUA 3a MHBUTPO AMArHOCTUKA B Cnr03a.

MenuiuHCKUTE U3eIHs 32 MHBUTPO IMArHOCTHKA Ca OT CHIIECTBEHO 3HAYEHUE 32

3/IpaBeTo U 0e30MacHOCTTa Ha rpakaaHuTe Ha Chio3a, KaTo MO-CIEIUAIHO TECTOBETE 32
SARS-CoV-2 ca oT )kM3HEHOBaYKHO 3HaYeHUE B OopOaTa ¢ manaemusTa. [lopagu ToBa e
He00XO0IMMO J1a Ce OCUTYPU HEMPEKbCHATO MpeJiaraHe Ha TAKUBa U3/IENIUS Ha Ta3apa B

Crr03a.
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)

C ornen Ha 6e3mperieIcHTHHS Maad Ha HACTOSIIUTE MPEIU3BUKATEIICTBA,
HE0OXOIMMOCTTA OT JOIIBIHUTEITHN PECYPCH 3a IbPKABUTE WICHKH, JICUCOHNUTE
3aBeICHUS, HOTH(UITMPAHUTE OPraHH, UKOHOMHYECKHUTE OIepaToOpy U APYTUTE HMAIIH
OTHOIIIEHHE cTpaHu 3a 6opoa ¢ manaemusitTa or COVID-19, kakTo 1 HacTOSATIUS
OTpaHWYEH KamaluTeT Ha HOTU(DUIIMPAHUTE OpTaHH, U KaTO CE OTYMTA CIIOKHOCTTA Ha
Permament (EC) 2017/746, € TBBp/ie BEPOSATHO IHPKABUTE WICHKH, JICUCOHUTE 3aBE/ICHUS,
HOTU(UIIMPAHUTE OpraHU, MKOHOMHUYECKUTE OTIEPATOPH U JIPYTUTE UMAIIH OTHOIIICHUE
CTPaHM J1a HE MOTaT Jia TapaHTHUPaT MPABUITHOTO M3ITBIHEHUE U ITBJIHOTO MpUJIaraHe Ha

IIOCOYEHMSI perfaMeHT oT 26 maii 2022 r., KakTo € IPEJBUIEHO B HETO.

OcBeH TOBa TEKYIIUAT MpexoeH nepuo, npeasuaecH B Pernament (EC) 2017/746 BB
BpB3Ka C BAIMIHOCTTA HA cepTUUKATUTE, U3AaJICHU OT HOTU(DULIMPAHHU OpTaHH 3a
MEIUIIMHCKHI U3AeNus 32 UHBUTPO AMarHoctuka chriaacHo upektusa 98/79/EO, e
MIPUKJIIOYM Ha ChIATa JlaTa KaTo IPEXOAHUS IEPUO/, TpeaABUIEH B PeriiaMenT

(EC) 2017/745 na Esponelickus napnaMenT u Ha CbBeTa! BBB Bpb3Ka ¢ BAIMAHOCTTA HA
Hskou Aeknapanuu Ha EO 3a cbOTBETCTBUE U CePTHUPUKATH, U3AaIeHN OT HOTU(DULIUPAHH
OpraHy 3a MEAMLMHCKY U3eNIus cbriuacHo nupektusu 90/385/EMO? u 93/42/EVO? na
CsbBera, a uMeHHO 26 Maii 2024 r. ToBa 0ka3Ba HATUCK BbpPXY YYACTHULIUTE, KOUTO
paboTAT KaKTO ¢ MEIUIIMHCKH U3/IENNs, TaKa U C MEULIMHCKHI H3/IEHS 32 HHBUTPO

IUAarHOCTHKA.

Pernament (EC) 2017/745 na EBponeiickust napaament u Ha CbBeta oT 5 anpuit 2017 . 3a
MEIUIIMHCKUTE u31enus, 3a n3meHeHune Ha Jupextusa 2001/83/EO, Pernament (EO)

Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a otmsiHa Ha qupexkTtusu 90/385/EMO u
93/42/EMO na CsBeta (OB L 117, 5.5.2017 r., c1p. 1).

Hupextusa 90/385/ENO na CoBeta oT 20 roHu 1990 r. oTHOCHO cOnMmkaBaHe Ha
3aKOHOJATEJICTBOTO HA JbPKABUTE UWIEHKH, CBbP3aHO C AKTUBHUTE UMIUIAHTUPYEMU
Meaunuacku uznenus (OB L 189, 20.7.1990 r., ctp. 17).

HupextuBa 93/42/ENO nHa CbBeta ot 14 roHu 1993 r. OTHOCHO MEIUIIMHCKUTE U3/
(OB L 169, 12.7.1993 r., ctp. 1).
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(6) C nen 1a ce rapanTupar 6e3nNpensITCTBEHOTO (PYHKIIMOHUPAHE HAa BBTPEIHUS Ma3ap U
BHCOKO PAaBHUIINE HA 3aI[UTa Ha OOIIECTBEHOTO 3/]paBe U 0€30M1aCHOCTTA Ha MAI[UEHTHTE,
KaKTO U Jla C€ OCUT'YPH IpaBHA CUT'YPHOCT M 3 Ce N30ETHAT MOTEHIMAIHU CMYIIIEHUS Ha
nasapa, € HeoOXO0IMMO J1a C€ YABJDKAT MPEXOJHUTE MIEPUOJIH, YCTAHOBEHHU B PermameHT
(EC) 2017/746 3a u3nenusra, 00XBaHATH OT CEPTHU(PHUKATH, H31aJCHA OT HOTU(PHUIUPAHU
opranu B crotBeTcTBHE ¢ JJupekrusa 98/79/EO. Ilo chuiure npuYnHu € HE0OXOAUMO
CBIIIO TaKa Jla ce MPEJBHUIU I0CTAaThUeH MTPEXOEH MEPHO 32 U3/IEIHATA, 38 KOUTO TPsAOBa
3a TBPBH ITBT JIa C€ U3BBPIIH OLICHIBAHE Ha ChOTBETCTBUETO C YYaCTHETO HA

Hotu(umpan opran ceriaacuo Pernament (EC) 2017/746.

(7) [To oTHOIIEHNE HA TIEpPHO/IA OT BpeMe, He0OXOAMM 32 MOBUIIIABAHE HA KarnaluTeTa Ha
HOTU(UIIPAHUTE OPTaHU, CJIC/BA JIa CE HAMEPHU OalaHC MKy OrpaHUYCHUS HAJTHUYCH
KaIaluTeT Ha Te3W OpPraHd M rapaHTHPAHETO Ha BUCOKO PAaBHUIIE HA 3al[UTa Ha
o0mecTBeHOTO 3/1paBe. [lopaau ToBa MPEXOAHUTE IEPUOAN 32 METUITUHCKUTE H3CIUS 32
WHBHUTPO AMATHOCTHKA, 32 KOUTO TPSOBA 3a IIBPBHU BT JIa CE U3BBPIIH OICHIBAHE HA
CHOTBETCTBUETO C YUACTHETO HA HOTH(HIIMPAH OPTaH ChIIIACHO PermameHT
(EC) 2017/746, cnenpa na ObaaT TaKMBa, Y€ J1a MOXKE J1a CE€ HAMPABU pa3rpaHUICHUE
MEXTy U3JICIUATA C II0-BUCOK M T€3H C TTO-HUCHK pHCK. [IpoIBIDKUTEIHOCTTA HA
MIPEXOTHUS TIEPHOJ] CIIS/IBA JIa 3aBUCH OT KJIaca Ha PUCKa Ha ChOTBETHOTO M3JICIIHEC, TaKa 4e
MIEPHOBT Ja € MO-KPATHK 32 U3JICIHATA C TTO-BHCOK KJIaC HA PUCKA U TO-ABJIBT 32

nu3aersiaTa OT IIO-HUCHK KJIaC Ha pUCKaA.
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(10)

3a 51a ce gajie 10CTaThbuHO BpEME MEIUIIMHCKUTE U3EIHs 32 MHBUTPO IUATHOCTUKA, KOUTO
ca 3aKOHHO ITyCHATH Ha MMa3apa B ChOTBETCTBUE C MPEXOJHUTE pa3nopeadu, yCTaHOBCHH B
HACTOSIIHUS PETJIaMEHT, 1a MPOABIDKAT J1a ObJaT MPEAOCTaBsIHU Ha Ma3apa, BKIFOYUTEIIHO
na ObJIaT JOCTAaBsIHU Ha KpaltHU MOTpeOUTEe M, WK Ja ObJaT MyCKaH! B JIEHCTBHE, JaTaTa
27 maii 2025 r., 10 KOSTO U3/IeTusATa MOTaT Jja ce MpojaBar, IpeaBuaeHa B PernamMent
(EC) 2017/746, cnensa na Oble agantupana, 3a a ce B3eMar MPEABHU JOMbIHUTCITHUTE

IpEXOJHU NEPUOAN, IPEABUACHU B HACTOAIIUSA PETTIAMCHT.

[Ipensua pecypcure, HCOOXOIUMHU Ha JICYEOHUTE 3aBEICHUs B OopOara C maHAeMusiTa OT
COVID-19, Ha Te3u 3aBeneHus ciieBa aa 0b/ie IPEeI0CTaBeHO JIOMBIIHUTEIIHO BPEMeE, 3a Ja
CC IIOATOTBAT 3a U3IIBJIHCHUCTO Ha CHGIII/I(l)I/I‘IHI/ITe YCJI0BUA 3a ITPOU3BOACTBOTO U
yrnoTpedara Ha U3/IeNUsl B PAMKUTE Ha €THO U CHIIIO JIeYeOHO 3aBejieHue (HapuyaHu
MO-HATATHK ,,M3/ICIIHsI B CAMHTE JICYCOHH 3aBElICHHs ‘), yCTAHOBCHU B PermameHT

(EC) 2017/746. Ilopagu ToBa mpuUjaraHeToO Ha IOCOYCHHUTE YCIIOBUS Clie/iBa Ja ObJe
0TJI0XEHO. Thii KaTo JeuyeOHUTE 3aBEICHHS C€ HY)KIAST OT IT'BJICH MPETJie]] Ha HAINYHUTE
Ha TMa3apa MEIUIIMHCKU U3/eNus 32 MHBUTPO AMArHOCTUKA ¢ MapKupoBkara ,,CE®,
YCJIOBHETO, 33/IbJDKABAIIIO0 JICYSOHUTE 3aBE/ICHUS J1a 000CHOBABAT (haKTa, Ye OCOOCHUTE
noTpeOHOCTH Ha IIefieBaTa Ipyma MalueHTH He MOTarT J1a ObAaT 3a70BOJICHH WJIH HE MOTaT
na ObJaT 3aI0BOJICHU IPH IMOAXOISIIIA CTETIEH Ha JCUCTBUE OT €KBUBAJICHTHO HU3JIENINE,
KOETO € MPEeI0CTaBeHO Ha Ma3apa, He Cie/Ba Jla ce mpujiara, JOKaTo He U3TeKat

MPpEXOAHUTE NIEPUOAU, ONIPCACICHNU B HACTOAII N PECTIIAMCHT.

[Topanu ToBa Pernament (EC) 2017/746 crnenBa na 6b/ie CbOTBETHO U3MEHEH.
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(1)

(12)

JIOKOJIKOTO LEIUTE Ha HACTOSIIMUS PETJIAMEHT, @ UMEHHO J1a C€ YABIKAT MPEXOAHHUTE
nepuoau, ycranoBenu B Pernament (EC) 2017/746, na ce BbBenaT AOMBIHATEITHH
MIPEXO/IHU pa3nopeady B OCOUEHHUS PETJIaMeHT U Ja C€ OTJIOXKH MpUjaraHeTo Ha
pasnopenduTe Ha MOCOUYEHHUS PETJIAMEHT MO0 OTHOIICHHUE Ha U3/IENIUATa B CAMHUTE JIeUeOH!
3aBeJICHUs, HE MOTaT Ja OBbJaT MOCTUTHATH B JOCTAThYHA CTETICH OT IIBP)KABUTE WICHKH, a
nmopajy 00XBara U MOCIEAUIIUTE CH MOTaT Ja ObAaT mo-100pe MOCTUTHATH Ha PABHUIIIETO
Ha Cpio3a, ChlO3bT MOXKE J]a IPUEME MEPKH B ChOTBETCTBHE C IIPUHIIMIIA HA
cyOcunmapHocT, ypeneH B wieH S ot Jlorosopa 3a EBponetickus cpro3 (JIEC). B
CBHOTBETCTBHUE C MPUHIIUIA HA MPONOPLUUOHATHOCT, YPEJEH B ChIUIUS WICH, HACTOSIIUAT

PEriIaMCHT HC HAAXBbPJIA HGO6XOI[I/IMOTO 3a IIOCTUTAHCTO Ha TC3U LICIIN.

HacrosmusT pernaMeHT ce mpuemMa Inpu U3BbHPEIHU 00CTOSITEICTBA, IPOU3TUYALIU OT
nangemusaTa or COVID-19 u cBbp3aHaTa ¢ Hesl Kpu3a, 3acsraiia oOmecTBEHOTO 3paBe. 3a
7la ce MoCTUTHE LeneHusT edekt ot u3meHenuero Ha Pernament (EC) 2017/746 no
OTHOIIEHHE Ha MPEXOJHUTE IEPUOH, JOITBIHUTEIHUTE IPEXOAHU pa3nopeadu u
[IpUJIAraHeTo Ha Pa3nopeaduTe OTHOCHO U3/EIHITa B CAMUTE JICUeOHU 3aBEJICHHUS,
IIO-CIIELUAIIHO C LIEJI 1a C€ OCUTYPH IIpaBHA CUT'YPHOCT 38 MKOHOMUYECKUTE OIIEPATOPH, €
HE00XO0IMMO HACTOSIIIMAT PEriIaMeHT Jia Bie3e B cuita npeau 26 mait 2022 . [Topaau ToBa
€ YMECTHO Jia c€ IIPEBUIU U3KIIIOUEHUE OT CPOKA OT OCEM CEMHUIIH, IOCOYEH B WIEH 4 OT
IIpotokos Ne 1 0OTHOCHO possiTa HA HAMOHAJIHUTE MTApIaMEHTH B EBponeickus cpro3,
npunoxeH kbM JIEC, kbM Jlorosopa 3a ¢pyHkionupaneTo Ha EBponeiickus cbio3 1 KbM

Z[OFOBOpa 3a Cb3JaBaHC Ha EBpOHeﬁCKaTa O6H_IHOCT 3a aTOMHA CHCPIus.
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13 C oryen Ha Hajexarara Heo0OXOUMOCT OT He3a0aBHA peakids BbB Bpb3Ka ¢ KpU3aTa
9
3acsraiia oO0IeCTBEHOTO 3/[paBeona3Bane, cBbp3ana ¢ nanjaemusta or COVID-19,
HACTOSIIIUAT PETJIaMEHT CJIE/IBA J1a BJIE3€ B CHJIA 110 CIEIIHOCT B JICHS Ha MyOJUKYBaHETO

My B Ogpuyuanen eecmuux na Eeponeiickus cvio3,

I[TPUEXA HACTOAILMA PETJTAMEHT:
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Ynen 1
Pernament (EC) 2017/746 ce nu3aMens, KakTo Clie/iBa:
1) Ymen 110 ce u3MeHs, KakTo clIeIBa:
a)  maparpad 2 ce u3MeHs, KaKTo Clie/Ba:
1) B ITbpBa aJIMHes jaarara ,,27 mait 2024 r.“ ce 3amens ¢ ,,27 mait 2025 r.%;
il)  BBB BTOpa anuHes garara ,,27 maid 2024 r.“ ce 3amens ¢ ,,27 maii 2025 1.%;
0) maparpadu 3 u 4 ce 3aMEHSIT ChC CICAHOTO:

,»3. Upes meporaius OT WieH 5 OT HACTOSIINS PErIIAMEHT H3EIUATA, TTOCOUCHH
BbB BTOPA U TPETA AIIMHES OT HACTOSIIMS rmaparpad, Morar ja Obaar mycKaH!
Ha [1a3apa WiK MyCKaHu B ICHCTBHE JI0 IaTHTE, IIOCOYCHU B TE3H aJIMHEH, CAMO
aKo — CUMTAHO OT HayaJiHaTa JaTa Ha MpUIaraHe Ha HACTOSIIHS PEeriaMeHT —
TE3W U3ICIIHSI IPOIBIIKABAT Ja OTTOBAPAT HA M3MCKBAHHSATA Ha
HupextuBa 98/79/EO u ako HsMa 3HAYUTEITHU POMEHHU B ITPOCKTA U

MNpeaAHa3HAYCHUETO HA TC3U U3ACIINA.
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N3znenusita cbe cepTuUKAT, KOUTO € U3/1aZIcH B CbOTBETCTBUE C
HupektuBa 98/79/EO u e BanueH 1o cuiara Ha maparpad 2 OT HaCTOSIIHS
YJIeH, MOTaT J1a ObJaT IMyCKaHW Ha Ta3apa WK ITyCKaHW B JACHCTBUE 10 26 Maii

2025 T.

W3nenusdra, 3a KOUTO MpolIelypaTa 3a OLEHSIBaHE HA ChOTBETCTBUETO CHIIIACHO
HupektuBa 98/79/EO He e n3nckBalia y4aCTHETO Ha HOTU(UIMPAH OpPTraH, KaTo
3a TSX € U3rOTBEHA JIeKJIapalys 3a CbOTBETCTBUE npenu 26 maii 2022 r.
CBIJIACHO TIOCOYEHATA IUPEKTHBA U 32 KOUTO MPOIIEypaTa 3a OIleHsBaHE Ha
CBOTBETCTBUETO CHIIACHO HACTOSAIIUS PETJIAMEHT U3UCKBA YYaCTHETO Ha
HOTH(HIIMPAH OpPTaH, Morar Jia ObJaT MMyCKaHU Ha [a3apa WK TyCKaHH B

JIEHCTBHE JIO0 CICTHUTE AATH:

a) 26 maii 2025 r. 3a uzgenusaTa ot kiac D;
06) 26 maii 2026 r. 3a uznenusra ot kiac C;
B) 26 maii 2027 r. 3a u3aenuaATa ot kjiac B;

r) 26 maii 2027 r. 3a u3aenuATa OT Ki1ac A, MyCKaHU Ha Ma3apa B CTEPHITHO

CbCTOSAHUC.

Upe3s peporanus OT MbpBa ajMHes: OT HACTOALMUS naparpad, Mo OTHOIIEHHUE Ha
U3JIeNNSITa, TOCOYEHH BbB BTOpA U TpETa ajluHesl OT HAacToALMs naparpad, ce
IIpUJIaraT M3MCKBAHMATA HA HACTOAIIMS PETJIAMEHT OTHOCHO HaJ30pa Clie]
IyCKaHe Ha Ia3apa, HaJ30pa Ha ma3apa, pocieIiBaHeTO Ha Oe30M1acHOCTTA,
pPETUCTpALMATA HA MKOHOMUYECKUTE ONIEPATOPU U HA U3/AEIUATA BMECTO

CHOTBETCTBAIIUTE UM U3UCKBaHUsI, Chbpkaiy ce B upektusa 98/79/EO.
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be3 na ce 3acsrar riasa IV u maparpad 1 ot HacTosus uieH,
HOTU(UIIMPAHUAT OpTaH, U3/1al cepTu(uKaTa, MOCOUEH BbB BTOpPA aJIMHES OT
HacTOsILUsA naparpad, IpoabKaBa J1a OTroBaps 3a YIpaKHsIBaHETO Ha
MOAXOJA1] HaJ30P [0 OTHOLIEHUE Ha BCUYKU IIPUIIOKUMU U3UCKBAaHMS,

OTHACSIIH C€ J0 CEPTUPHUIUPAHUTE OT HETO U3ACIHSL.

4.  W3penusita, 3aKOHHO ITyCHATH Ha ma3zapa cbriacHo Jupexrusa 98/79/EO
npeau 26 mai 2022 1., Morar Jia mpoabJKAT Jla Ce MPEIOCTaBAT Ha a3apa uiu

Jla ce ImycKar B JierctBue 10 26 mait 2025 1.

W3 nenusita, 3aKOHHO IyCHATH Ha na3zapa ot 26 maii 2022 r. HaTaThK ChIJIaCHO
naparpa¢ 3 OT HaCTOSIIIHS WISH, MOTaT Ja MIPOABIIKAT JIa ce MPEJOCTABAT Ha

Iasapa uJjiv 1ia c€ Iryckar B JEUCTBUE JI0 CICTHUTE JaTu:

a) 26 maii 2026 r. 3a u3aenusATa, IOCOYEHU B naparpad 3, Bropa aauHes

i B aparpad 3, Tpera anuHes, OykBa a);

06) 26 maii 2027 r. 3a u3nenusTa, IOCOUYEHU B naparpad 3, Tpera anuHes,

OykBa 0);

B) 26 maii 2028 r. 3a uzgenusaTa, HoCOUeHH B naparpad 3, Tpera ajuHes,

OYKBH B) U T).*;
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2) B unen 112, Bropa anunes parara ,,27 mait 2025 r.“ ce 3amens ¢ ,,26 maii 2028 r.%;
3) B unen 113, maparpad 3 ce n1o6aBsT cneaHuTe OyKBH:
1) dieH 5, nmaparpad 5, Oyksu 0), B) 1 a)—Wu) ce npuiarar ot 26 mai 2024 r.;

i)  wieH 5, maparpad S5, OykBa r) ce npuiara ot 26 mai 2028 r.«.

Ynen 2

HacrosmusT pernaMeHT BiM3a B CHJIA B JISHS Ha MyOnuKyBaneto My B Oguyuanen 6ecmuux Ha

Eeponeiickus cvi03.

Hacrosmusar PETIIAMCHT € 3aABJIDKUTCIICH B CBOATA LSIJIOCT U CC ITpHJIara IpsKoO BbB BCHYKHU

ABPIKABU YJICHKH.

CscraBeno B bprokcen Ha

3a Eeponetickus napramenm 3a Cveema

IIpeocedamen IIpeoceoamen
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