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JIOKJAJI HA KOMUCHSTA J1O EBPONIEMCKUS MTAPJIAMEHT U ChbBETA

OTHOCHO YNPA:KHSIBAHETO HA MIPABOMOILIMETO 32 IPHEMAHE HA JeJIeTHPAHN aAKTOBeE,
npenocraBeHo Ha Komucusta cbriacuo Pernament (EC) 2017/74S5 3a meauniuHcKnTE
uzgesans u Peraament (EC) 2017/746 3a MequIIMHCKHUTE W3/1eJIMsl 32 HHBUTPO
JAUATHOCTHKA
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JTOKJIAJI HA KOMUCHSTA IO EBPOIIEMCKUS ITAPJIAMEHT U ChbBETA

OTHOCHO YNPA:KHABAHETO HA MPABOMOIIMETO 32 PUEMAaHe Ha eJleTHPAHHN aKTOBeE,
npenocraBeHo Ha Komucusita coriiacio Periament (EC) 2017/745 3a MeAMUMHCKUTE
usnesaus u Peraament (EC) 2017/746 3a MeTUIIMHCKHUTE W3/1eJIMsl 32 HHBUTPO
AHATHOCTHKA

1. BbBEJIEHMUE

Pernmament (EC) 2017/745 na EBpomeiickus mapiameHT u Ha ChBeTa 3a METUIIUHCKHUTE
maemusa' n Permament (EC) 2017/746 na EBpomeiickus mapnamenT u Ha ChbBeTa 3a
MEIHUIMHCKUTE H3JEIUs 32 UHBUTPO JMATHOCTHKA® Osxa npuetu Ha S5 anpun 2017 r. u
BII30Xa B cuia Ha 25 Maif 2017 r. Pernament (EC) 2017/745 ce npunara ot 26 mait 2021 1.3,

Pernament (EC) 2017/746 e ce npunara ot 26 maii 2022 r.%,

MeauIUHCKUTE W3S ¥ MEIMIMHCKUTE U3/eHs 38 HHBUTPO JUATHOCTHKA MMAT OCHOBHA
pOJIsl 3a CHACSBAHETO HA YOBCIIKM >KMBOT, KAaTO MPEIOCTaBAT 3ApPaBHH PCIICHHS 3a
JMarHOCTUKA, MPOQHIAKTHKA, HAOJIOJCHUE, MPEABIKAaHe, MPOrHO3HMPAHE, JICUCHHE HIIN
obnexvaBane Ha 3a0onsBanus. Pernamentu (EC) 2017/745 u (EC) 2017/746 umar 3a uien aa
OCUTYpSIT cTabWiiHA, MPO3pavyHa M YCTOWYMBA PEryjlaTOpHa paMKa, 3a Jla Ce TrapaHTHpa
BHCOKO paBHHUIIC Ha 0€e30macHoOCT U HCI;'ICTBI/IC Ha MCAUIIMHCKUTEC U3ACIINA U MCAUIIUHCKUTC
U3JIeTIHs 32 HHBUTPO JAUArHOCTHKA, KATO CHIIEBPEMEHHO CE MOIKPEST HHOBAIIUUTE.

C pernmamentun (EC) 2017/745 wmu (EC) 2017/746 wna Kommucusta ce TpeaocTaBs
MPABOMOIIMETO Ja TpueMa HSIKOJIKO nenerupanu akta. Ot Komucusra ce u3uckBa Jna
JOKJIaABa Ha EBpOHCﬁCKHﬂ napJaMCHT U Ha CbBeTa OTHOCHO ACJICTUPAHCTO HA IMPAaBOMOIINA
HE MO-KBbCHO OT JICBET Mecella MPer U3TUIAHETO Ha METTOIUIIIHUS CPOK.

2. TTIPABHO OCHOBAHHME

C nacrosimus noknag Komucusta oTroBaps Ha M3MCKBAaHUATA 32 JIOKJIAJIBaHE, YCTAHOBEHH B
uiieH 115, naparpad 2 ot Pernmament (EC) 2017/745 u unen 108, naparpad 2 ot Pernament
(EC) 2017/746. CprinacHo Te3u pasnopendH MpaBOMOIIMATA 3a MpUEMaHEe Ha JIeJeTHpaHu
aKTOBE, MOCOYEHH B W30pOCHHUTE B TAX pasmnopendu (T.e. wieH 1, maparpad 5, uieH 3,

Pernament (EC) 2017/745 na EBpomnetickus napiameHT u Ha CbBerta otr 5 anpuit 2017 1. 32 MEAMIIMHCKUTE
n3znenusi, 3a usmenenne Ha JlupextuBa 2001/83/EO, Permament (EO) Ne 178/2002 u Pernament (EO)
Ne 1223/2009 u 3a ormsina Ha gupektuu 90/385/EMO u 93/42/EMO na CeBera, OB L 117, 5.5.2017 .,
ctp. 1.

Pernmament (EC) 2017/746 na EBponetickus napiament u Ha ChBeta ot 5 ampuut 2017 1. 32 METUITUHCKUTE
M3JeNUs 32 MHBUTPO AMArHOCTHKA M 3a oTMsaHA Ha [lupextuBa 98/79/EO m Pemenme 2010/227/EC Ha
Komucusita, OB L 117, 5.5.2017 r., ctp. 176.

Jarata Ha HEroBOTO IpHJaraHe Oellle OTJIOXKEHA C eqHa roauHa mopaau mangemusra or COVID-19 ¢
Pernament (EC) 2020/561 na EBponetickus napiamenT u Ha CbBeta o1 23 ampmi 2020 T. 32 H3MEHEHHE Ha
Pernament (EC) 2017/745 3a MeqMIMHCKUTE U3ENHMS 110 OTHOLIEHHE HA IATHTE HA MpHJIaraHe Ha HAKOH OT
Herosute pasnopenou, OB L 130, 24.4.2020 r., ctp. 18.

C Pernament (EC) 2022/112 na EBponetickust mapiamenT u Ha CbBerta oT 25 siHyapu 2022 T. 32 H3MEHEHHE
Ha Pernament (EC) 2017/746 mo oTHOIIEHUE HA MPEXOAHUTE PA3MOPEI0ON 3a HIKOW MEIUIIMHCKH W3IEIHsI
3a WHBUTPO IUATHOCTHKA M OTJIOKEHOTO NpWIaraHe Ha YCIOBHUSATA 3a H3JENUSATa B CaMUTE JiedeOHH
3aBegerns, OB L 19, 28.1.2022r., ctp. 3, 04xa BBBEACHHW AONBIHHUTEIHH IPEXOIHH pasmopendu B
Pernament (EC) 2017/746.



yien 10, maparpad 4, unen 18, maparpad 3, unen 19, maparpad 4, unen 27, naparpad 10,
uieH 44, naparpad 11, wien 52, naparpad 5, wien 56, naparpad 6, wien 61, maparpad 8,
yien 70, maparpad 8 u unen 106, maparpad 15 ot Permament (EC) 2017/745 u unen 10,
naparpad 4, uien 17, maparpad 4, unen 24, naparpad 10, unen 51, maparpad 6 u uien 66,
naparpad 8 or Permament (EC) 2017/746%), ce mpenoctass Ha KomucusaTa 3a cpok OT TeT
roJIMHU, cuuTaHo ot 25 mai 2017 r.

B unen 115, maparpad 2 ot Permament (EC) 2017/745 u B unen 108, maparpad 2 ot
Pernament (EC) 2017/746 ce npeaBmkia, 4e eIErHPAHETO HA MIPABOMOIIHS C€ MPOABIKABa
MBJIYATIMBO 332 CPOKOBE C €IHAKBA MPOJBIDKUTEITHOCT, OCBEH aKO EBpOIEHCKUAT mapiaMeHT
i CBBETHT HE BB3Pa3sAT Cpelly MoJ00HO MPOIBIDKaBaHE HE MO-KbCHO OT TPU Mecela
MpeIy U3TUYAHETO Ha BCEKH CPOK.

3. YIIPA’KHABAHE HA JEJET'UPAHETO

Komucusara Bce omie He € YOpaKHHIA JEJIETMPAHUTE IMPABOMOIIMS, MPEAOCTABEHU M
CBIVIACHO ChOTBEeTHUTE pasnopendou Ha pernamentu (EC) 2017/745 u (EC) 2017/746. Tosa
ce IBJDKU TIaBHO Ha ¢akta, ye Permament (EC) 2017/745 ce mpunara ot 26 maii 2021 r., a
Permament (EC) 2017/746 me ce mpunara ot 26 maii 2022 r. CieoBaTelIHO MOHACTOSIIEM
ONMUTHT OT TNPUIATAaHETO WM Ha NpPaKTUKa € orpaHuyeH. [lo-7oiy ca npenocTaBeHU
JOM'BIHUTEITHH Pa3siCHEHHUS 32 BCSIKO OT MTPABOMOIIHSITA.

e [IpoxykTn 6€3 MEITUIIMHCKO MpeHAa3HAYCHNE

C unen 1, maparpad 5 ot Permament (EC) 2017/745 na Komucusara ce npeaocrass
MPaBOMOILMETO Ja MpHeMa JICJIETUPAHU aKTOBE 32 U3MEHEHHE Ha mpuioxkeHue XVI
KbM TOCOYEHHs perjameHT. B mpunoxenue XVI ca u30poeHH TpymuTe MPOTyKTH
0e3 MEIWIIMHCKO TpeJHa3HavYeHUe, MOCoYeHW B wieH 1, maparpad 2. Komwmcwusra e
OTpaBOMOIIIEHA /1a 100aBs HOBH TPYNMH OT MPOIYKTH C 1€ 3aKpuia Ha 3paBeTo U
0€30MacHOCTTa Ha TIOTPEOUTEIHNTE WM JPYTH JIMIA WK 32 3allUTa Ha APYTH aclleKTH
Ha OOIIECTBEHOTO 3/1paBe. [ 'pynuTe OT mpoAyKTH, n30poeHu B mpunoxenue X VI, Bce
OlIle ca aKTyaJlHH.

e lI3MeHeHHME Ha OINPENEICHUETO 3a ,HaHOMAarepual™® W CBBP3AaHUTE C HETO
onpeneneHus

C unen 3 ot Pernament (EC) 2017/745 na Komucusita ce npe1ocTaBsi IpaBOMOIIUETO
Jla pyueMa JIeTIeTUpaHu aKTOBE 3a M3MEHEHUE Ha OMPEISIICHUETO 3a ,,HaHOMaTepHran®,
CBhABPIKAIIO CE B WIEH 2, TOUKa 18, U CBBP3aHUTE C HErO OMPEAEIICHUS 3a ,,9acTha™,
,»araoMepar u ,,arperatr, mocodeHud B uieH 2, Touku 19), 20) u 21), ¢ ormex Ha
TEXHUYCCKHS] W HaydeH TpOrpec M KaTo OTYMTA OIpeAeiicHUATa, JOTOBOPEHU Ha
paBuumieTo Ha Chi03a U HA MEXAYHAPOIHO HUBO. [ 'OpernocoueHUTe ompeeieHus ce
ocHosaBat Ha Ilpemopbka 2011/696/EC na Kommcusara®, kosto Bce ome He e
akTyanusupaHa. [loHacTosiiemM ce U3BBpIIBA MPEriie] Ha Ta3u Mpernopbka, KOUTO ce

Ocsen ToBa uneH 40, maparpad 11 or Permament (EC) 2017/746, kolito He € mocodyeH B uieH 108 or
CBIHS PETJIaMeHT, ChIbpIKa IPABOMOIIHE 3a IPHEMaHe Ha JIeJIeTHPaH aKTOBE.

IIpenoprka Ha Komucusta ot 18 okromspu 2011 1. oTHOCHO ompenenenneTo 3a HaHoMmatepuanu, OB L
275,20.10.2011 r., cTp. 38.



OYakBa Jia JIOBEJE /10 MPUEMaHEeTO Ha IpepasriiefaHa Mpenopbka U MpHUApYKaBall s
paboTeH MOKyMeHT Ha cirykOute Ha Komucusra npe3 mppBaTa mnosoBruHa Ha 2022 T.
AKO ompeJesieHneTo 3a ,,HaHoMaTepuan ObJie U3MEHEHO B IIOCOYEHATa MPErnopbKa,
Komucwusita 1ie orieHr HEOOXOAUMOCTTA OT U3MEHEHUE Ha ChOTBETHUTE U CBBP3aHUTE
¢ Hero onpeaenenus B Permament (EC) 2017/745, 3a na ce 3ama3u ChriacyBaHOCTTA C
[I0COYEHATa IPENOpPbKa.

EJIGMGHTI/I, KOHUTO TpSIGBa Ja GBI[aT BKJIFOYCHU B TCXHHUYCCKATa AOKYMCHTAllUd U
TCXHUYCCKATa JOKYMCHTAIUA 3a HAA30Pa CJICA IIYCKAaHC Ha I1a3apa

C wunen 10, maparpadp 4 ot permamentu (EC) 2017/745 u (EC) 2017/746 na
Komucusara ce mpemocrtaBs NpaBOMOIIMETO Ja TpUEMa JeJCTUPaHUu aKTOBE 3a
W3MEHEHHE — C OTJIE]] Ha TEXHUYECKUS IPOrpec — Ha eNIEMEHTHTE, KOUTO TPsSOBa Ja
ObJaT BKIIOYCHU B TEXHHUYECKATa JOKYMEHTAIIUSl M TEXHUYECKaTa JIOKyMEHTAIHs 33
HaJa30pa ciej IMyCKaHe Ha maszapa, B CbhOTBeTcTBUE C mnpuioxkeHus I m Il xpMm
pernamentu (EC) 2017/745 u (EC) 2017/746. TexHUYeCKHST IPOrpec BCe OIIE HE €
MOPOIWIT HEOOXOTUMOCT OT U3MEHEHHS.

OcB00OOX1aBaHE OT U3MCKBAHETO 32 KapTa 3a UMIUIAHTa

Unen 18, maparpad 3 ot Pernament (EC) 2017/745 BKitouBa ClMChK HA UMILIAHTHUTE,
O0CBOOOJICHU OT M3MCKBaHUATA 33 KapTa 3a MMIUIAHTa, U onpaBoMoinaBa Kommucusra
Jla IprieMa JeJICTUPaHu aKTOBE 32 U3MEHEHHE Ha TO3H CITUCHK, KaTo 100aBsi KbM HETO
JpyT TN UMIUIAHTH WU KaTO 3ajM4aBa OT HEro MMIUIAaHTH. KbM JHENIHa jara He €
BB3HUKBaJa HEOOXOAMMOCT OT aKTyaJH3UpaHe Ha CIUCHKA C OIJIC[ Ha YTBBPIACHH
TEXHOJIOTUM WM C IIeNl 3aKpHiia Ha 3ApaBeTo M Oe30MacHOCTTa Ha TalWeHTHTE,
MOTPEOUTENUTE WK IPYTH JIMIIA UK 32 3alUTa Ha IPYTH acTeKTH Ha OOIIECTBEHOTO
3IIpaBe.

Munumanso cbabpxkanue Ha EC gexnapanusita 3a CbOTBETCTBHE

C wunen 19, naparpa¢g 4 or Pernmament (EC) 2017/745 u unen 17, naparpad 4 ot
Pernament (EC) 2017/746 na Komucusita ce npeaoctaBsi MpaBOMOIIUETO Jia pUeMa
JIeNISTUPaHN aKTOBE 3a M3MEHEHHE — C Orjie]l Ha TeXHUYECKUs IMporpec — Ha
MUHHMAaJTHOTO chAabpkaHue Ha EC nexmapanmsta 3a ChOTBETCTBHE, IOCOYCHA B
npunoxenue IV kem pernamentu (EC) 2017/745 u (EC) 2017/746. TexHuyeckust
MIPOTpec BCe OIIE HE € TOPOIMIT HEOOXOIMMOCT OT H3MEHEHHE.

Nudopmanus, KosATO ce TmoAaBa KaTo dYacT OT CHCTEMara 3a YHHUKalHa
unaeatudukanus Ha nzaenusata (UDI)

C unen 27, maparpad 10 ot Permament (EC) 2017/745 u unen 24, naparpad 10 ot
Pernament (EC) 2017/746 na Komucusara ce npenoctaBs MpaBOMOIIKETO J1a IprueMa
JieJIeTUpaHu aKTOBE 3a U3MEHEHUE Ha MpuiiokeHne VI KbM ChOTBETHHS PETJIAMEHT C
OrJIe]] Ha TEXHUUYECKHUS MPOrpec WM pa3BUTHETO B MEXIYHAPOJEH IUIaH B 00JIacTTa
Ha YHUKaJgHaTa uiaeHTudukanus Ha uznenusara. [lonactoamem Komucusara noarorss
JeNieTUpaH akT cbryacHo uieH 27, maparpad 10, 6ykBa 0) or Permament (EC)



2017/745 3a w3menenue Ha mnpuioxenue VI kem Permament (EC) 2017/745 mo
oTHolIeHue Ha onpenensHero Ha UDI 3a koHTaKkTHH jeniy.

YecroTa Ha ISUIOCTHOTO MOCJIEBAIIO OIICHsABaHE HA HOTU(DUIIMPAHUTE OPTaHU

C unen 44, maparpad 11 ot Permament (EC) 2017/745 u unen 40, naparpad 11 ot
Pernament (EC) 2017/746 na Komucusita ce nmpeaocTaBsi MpaBOMOITUETO Jia pUeMa
JieNIeTUpaHy aKTOBE C IIeJl MPOMSHA Ha YecToTaTa Ha W3BBPIIBAHE HA ISUIOCTHOTO
MOCJICABAIO OLEHSBaHE Ha HOTH(PHUIMPAHUTE OpPraHd IO OTHOLIEHHWE Ha
W3ITBJIHEHUETO HAa M3HMCKBaHUATA B IpuiiokeHue VII KbM ChOTBETHUSA PETJIIAMEHT.
[Tonactosimem uien 44, maparpag 10 ot Permament (EC) 2017/745 u unen 40,
naparpad 10 ot Permament (EC) 2017/746 mnpeaBmkaaT TakoBa IIOCIEIBAILO
OLICHSIBAaHE TPU TOJUHHM CJIeJ HOTU(UKAIMATA U CJIE] TOBA Ha BCEKH YETUPU TOIUHHU.
[IspBusAT HOTHUIMpPaH opraH cbrinacHo Permament (EC) 2017/745 Geme onpeneneH
npes sayapu 2019 r.”, nopaau KOeTo HAMA JOCTATHYHO NIPAKTUUECKH OIUT, KOHUTO 61
olpaBJaJl aAaTUPAHETO HA YECTOTAaTa Ha IOCJEABAILIOTO OLICHSBAHE, MIPEIBUJICHA B
periJamMeHTUTe.

OCBO60)KI[aBaHe Ha HAKOU YTBBPACHHU TCXHOJIOTHU OT OLICHABAHC HA TCXHUYCCKATa
AOKYMCHTAaIMA 3a BCAKO OTACIIHO U3JCIINC

C unen 52, maparpad 5 ot Permament (EC) 2017/745 na Komucusita ce npegocrass
MIPaBOMOIIMETO Ja MpHeMa JeNieTHPaHW aKTOBE 3a H3MEHEHHE Ha CIMCHhKa Ha
u3nenusTa B wieH 52, naparpad 4, Bropa anunes ot Pernament (EC) 2017/745, xato
n00aBsl B TO3M CIIMCHK WM 3a]M4aBa OT HEr0 UMILIAHTHUPYyeMHU u3zenus ot kiac IIb.
CnuceKkbpT CHABPKA HMITIAHTHpyeMH wu3Aenuss oT kiac IIb, ocBobojgeHu ot
OLIEHSIBAHETO Ha TEXHHYECKAaTa JOKYMEHTAIlMs, KakTO € TOCOYeHO B pazien 4 oT
npunoxenue [IX x»m Permament (EC) 2017/745, 3a BCSKO OTAETHO W3JAETHE.
OmneHsBaHETO Ha Ha-MaJKO €IWH TPEACTAaBUTENICH 00pasell 3a BCsSKa TeHEpUYHA
rpyna M3zenus € JocTaTbyHo. B Obaenie mMoxe na ObJe ompaBaaHO C Orje] Ha
YTBBPJACHUTE TEXHOJIOTUU Ja € A00aBST IOIBJIHUTEIHU M3ACTHS KbM TO3U CITHCHK
WM J1a ce 3aIMyaT U3JeNus OT CIIUCHKA C 1€ 3aKpHia Ha 3paBeTo M Oe30MacHOCTTa
Ha MalUeHTUTE, MOTPEOUTENNTE WITH JPYTH JIUIA WIIH 32 3alliTa Ha IPYTH acleKTH Ha
0O0IIIECTBEHOTO 3/]paBe.

MuHMMaIHO ChAbP)KaHUE HA cepTU(UKATUTE, N3/1aIeHU OT HOTH(QUILIMPAH OpTraH

C unen 56, maparpad 6 ot Permament (EC) 2017/745 u unen 51, maparpad 6 ot
Pernament (EC) 2017/746 na Komucusita ce nmpeaocTaBsi MpaBOMOIIUETO 3 IpueMa
JieJIeTHpaHy akTOBE 32 N3MEHEHHE Ha MUHUMAIHOTO ChAbpKaHUE Ha CepTU(PUKATHUTE,
U3aJIeHd OT HOTU(UIMpAaH OpraH, KaTo OTYMTAa TEXHUYECKHUsS IpOrpec.
MUHUMAIHOTO ChAbpKAHUE HA CEPTUPUKATUTE, U3AaJIEHU OT HOTU(QUIUPAH OpraH, €
nocoueHo B npuioxenus XII kM pernamentu (EC) 2017/745 u (EC) 2017/746. U
JIBaTa perjamMeHTa BKJIIOYBAT MPEXOJHHU pa3nopeadu, KOMTO MO3BOJSBAT HU3JAETUATa

ITonacrosimem 27 HOTUUIIMpaHu opranu ca onpenenenu cerimacHo Permament (EC) 2017/745 (EUROPA
— EBpometicka komucusi — Pactexx — PerynatopHa nonutuka — NANDOQO), a 6 HOTHQUIMPAHU OpTraHa

ca omnpenenenn cerimacHo Permament (EC) 2017/746 (EUROPA — EBponeiicka komucusi — Pactexx —
Perynatopna nonautnka — NANDO).



https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=35
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=35

na ObAaT TMyCKaHW Ha Ta3apa CbC CepTHUUKATH, W3IaJeHH B CHOTBETCTBUE C
npeaxoaHuTe aupekTuBd. (CleoBaTeNIHO HE € HAJHUIE JIOCTAaThUYCH IMPaKTUYECKU
OTHT IO OTHOIIICHUE Ha W3/JaBaHETO Ha CEPTH(UKATH CHITIACHO PETIAMEHTHUTE, KOWTO
Ou JToBEIT 10 U3MEHEHNE HA MUHUMAJTHOTO M ChIbPIKaHHUE.

L4 OCBO60)KIIaBaHe Ha HAKOM YTBBPACHH TCXHOJIOTHU OT OLCHABAHC HAa TCXHUYCCKATa
AOKYMCHTAaIMUA 3a BCAKO OTACIHO HU3ACIME W OT HM3HMCKBAHETO 3a IPOBCKIAHEC Ha
KIIMHUYHU U3IIUTBAHUA

C unen 61, maparpad 8 ot Pernmament (EC) 2017/745 na Komucusra ce mpenocrass
MPaBOMOIIMETO Ja TpUeMa JeJeTUpaHd aKTOBE 3a HM3MEHEHHE KaKTO Ha Bede
MIOCOYEHHUS ITO-TOPE CIUCHK B WieH 52, nmaparpad 4, BTopa ajJuHes, Taka 1 Ha CITUChKa
B uieH 61, maparpad 6, OykBa ©) or Permament (EC) 2017/745, cwabpxkain
UMIUIAHTHPYEMUTE W3ACHs, OCBOOOJEHHM OT HM3MCKBAHETO 3a IPOBEXKIAHE Ha
KIIMHUYHA M3MUTBAHUS ChriiacHO wieH 61, maparpad 4 ot Pernmament (EC) 2017/745.
B Obaeme Moxe 1ga ObJie ONMpaBIaHO C OTJIE] HA YTBBPACHUTE TEXHOJIOTHUHU Jia Ce
J00aBsIT JOIIBJIHUTEIHN U3JIEHS KbM TE€3H CHUCHIU WU Ja C€ 3aJIM4aT U3ACTHs OT
CIHMCBIMTE C LN 3aKpujia Ha 3ApaBeTOo W 0OE30MacHOCTTa Ha MAIMCHTUTE,
MOTPEOUTENUTE WK JAPYTH JIMIA WK 32 3alIUTa HA APYTH acleKTH Ha OOIIeCTBEHOTO
3IIpaBe.

o I[OKYMGHTaLII/IH BbB BpPB3Ka CbC 3ajABJICHUCTO 3a KIMHHUYHO HMIIHWTBAHEC H
HHTCPBCHIMOHAJIHU U3IIMTBAHUA HA KIIMHUYHOTO JIeUCTBUE

C unen 70, maparpad 8 ot Permament (EC) 2017/745 u unen 66, maparpad 8 ot
Pernament (EC) 2017/746 na Komucusita ce npeaoctaBsi MpaBOMOIIUETO Jla TpUeMa
JIeNIeTUpaHl aKTOBE 3a M3MEHEHHE — C OTJie]l Ha TeXHHYECKHsI MPorpec U OOIIOTO
pa3BuUTHE Ha HOpMaTWBHATa ypenba — Ha riaBa Il or mpuioxenue XV KbM
Pernament (EC) 2017/745 u rnaBa I ot mpunoxenue XIV kpm Permament (EC)
2017/746, ¢ KOUTO CHOTBETHO CE€ OMPENENSAT M3UCKBAHUATA 3a JOKYMEHTAIUs BHB
BpBb3Ka CBHC 3asBICHUETO 3a KIWHUYHO U3MUTBAaHE W 3a HHTEPBEHI[MOHAIHH
W3MHUTBAHUS HAa KIMHUYHOTO JICHCTBUE W JIPYTHd W3MUTBAaHUS Ha JICHCTBHETO ChHC
CBITBTCTBAIIM PHUCKOBE 32 yYAaCTHHUIIUTE B M3MUTBaHUATA. KbM [HEIIHAa nata He €
BB3HHMKBAIA HEOOXOIMMOCT OT aKTyaIM3UpaHe Ha M3UCKBAHUATA 32 JOKYMEHTAIIHUATA.

e 3ajayu Ha EKCIIEPTHUTE TPYIH U CIIEHUATU3UPAHNUTE 1ab0paTOPUHU

C wunen 106, maparpad 15 or Permament (EC) 2017/745 na Kommucusta ce
MPeIOCTaBsl MPAaBOMOIIMETO Ja MpuemMa JeJeTMpaHd aKTOBE 3a H3MEHEHHE Ha
3aJjaunTe Ha EKCIIEPTHUTE TPYNHU U CHelHaIu3upaHuTe JadopaTopuu, W30pOEHU B
yien 106, maparpad 10 or Permament (EC) 2017/745. C Pemenue 3a u3mbiIHEHHE
(EC) 2019/1396 na Komucusra 6sXa oOmpeleldeHH €KCIEPTHH TIPYHH®, KOUTO
3amoyHaxa paborara cu mpe3 ampun 2021 1. Bce ome He ca ompeneneHu

Pemenne 3a m3neiaenne (EC) 2019/1396 na Komucusita or 10 cenremBpu 2019 1. 3a ycraHoBsiBaHEe Ha
npaBwia 3a npuiaraHe Ha Permament (EC) 2017/745 ma EBpomeiickust mapiameHnT U Ha ChBeTa 1O
OTHOIICHHWE Ha OMpENEeTHETO Ha eKCIePTHH Ipynu B obiacTTa Ha meaunuHckute m3nenus, OB L 234,
11.9.2019 r., c1p. 23.



cnienuanu3upanu Jaboparopun. KbM IHENHA gata HE € Bh3HUKBajIa HEOOXOIMMOCT
OT TMpOMsiHA Ha 3aJauuTe Ha EKCIEePTHUTE TPYNUu WIH CICHHATU3UPAHUTE
1abopaToOpUH.

4. 3AKIIOYEHHME

Komucusita cuuta, ye € HE0OOXOUMO MBJIYAIUBO MPOABIKABAHE 32 CPOK OT MET TOJUHH Ha
JeTIETUPAHeTO Ha MPaBOMOUIMS, HpeaBuaeHo B wieH 115, maparpad 2 ot Permament (EC)
2017/745 w unen 108, maparpadp 2 ot Permament (EC) 2017/746, B CBHOTBETCTBHE C
MIOCOYCHHUTE WICHOBE.

B Obaenie Moxe 1a Bb3HUKHE HEOOXOIMMOCT OT pa3paboTBaHE M NMPUEMaHE HA MPaBUIIA Bb3
OCHOBa Ha TMPaBOMOIINUATA, mMperocTtaBeHu ¢ uieH 115, maparpad 2 or Permament (EC)
2017/745 wu unen 108, maparpad 2 ot Permament (EC) 2017/746. OOocHoBkaTa 3a
JIeTIETUPAHETO Ha MPaBOMOLIMS HE ce € MpoMeHmIa. BakHo e na ce 3ama3u HeoOXoaumaTa
I'bBKAaBOCT B IpaBHATa paMKa U Ts J1a ObJe JOMbJIHEHA WK aJalTHPaHa KbM TEXHHYCCKUTE U
HAyYHHUTE JTOCTMIKCHHUS C OTJIE] 3aKpWiiaTa Ha 37paBeTO M OE30MacHOCTTa Ha MAIMEHTHUTE,
noTpeOuTEeNIuTe U OOIIECTBEHOTO 3/IpaBe KaTo ISUI0 Bb3 OCHOBA CHIO M HA MO-TOJSM OIMUT
BBB BPh3Ka C IPHIIATAHETO HA PETIIAMCHTHUTE.

Komucusra npukanBa EBponeiickus mapiameHT U CbBeTa J1a B3eMaT 110]1 BHUMaHHUE
HACTOSIIINS TOKJIA,
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