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MpeanoxxeHnat npoekT Ha 30 Ha 3MW e naroteeH Kato MdApkKa no lMNnaHa 3a gencrene
3a 2020 r. ¢ MepkuTe, NPON3TMYaLLKM OT YNEeHCTBOTO Ha P. bbuarapusa s EC.

C NMpoMeHNTE Ce uenn ocurypsiBaHe Ha MepKu 3a npuiaraHe Ha PernameHT (EC)
2017/745 Ha EBponenckumsa napaaMeHT U Ha CbBeTa 3a MEAULNHCKUTE N3genus 3a
n3MeHeHune Ha AunpekTtnBa 2001/83/EO, PernameHT (EO) Ne178/2002 n PernameHT (EO)
Ne1223/2009 n 3a oTtMsiHa Ha ampekTuea 90/385/ENO n gupektmea 93/42/ENO Ha CbBeTa
n Ha PernameHT (EC) 2017/746 Ha EBponenckma napsameHT n Ha CbBeTa 3a
MeOUUMHCKUTE n3nennsa 3a UH BUTPO ANarHOCTUKa U 3a oTMAHa Ha Oupektumea 98/79/EO
Ha EBponenckusa napaamMeHT n Ha CbBeTa 1 PeweHne 2010/227/EC Ha KoMucumaTa, KakTo
N na ce pernaMmeHTMpaT NpaBuiaaTa U NpoueanypuTe, 3a KOUTO e NnpefocTaBeHa ceobofa
Ha ObpXXaBUTE YJIEHKN 3a HAaUMOHANHO 3aKoHO4ATesNCTBO.

C npoekTa Ha 311 Ha 3MW ce pernameHTnpaT XapMOHU3UPaHWN YCNOBUSA, NMPU KOUTO B
ne4yebHo 3aBefeHMe MoraT fa ce npomssexaaT u ynotpebasaT caMo OT CbLLOTO
ne4yebHo 3aBefeHne, MEONLMHCKN U3enna u MeaAnunHCKUTE U3gennsa 3a uH BUTpo
AnarHocTuka HeobxoAMMK 3a 3a40BOJIsBaHe Ha NOTPebHOCTN Ha uenesn rpynu, 3a
KOUTO HAMa aJiITepHaTMBHa Tepanus. 3a Te3n n3fenna ce LoMnycka U3KJyeHne oT
M3NCKBaHMATa Ha persaMeHTuTe 3a NyckaHe Ha na3apa, Npu ycsioBue, 4e Te ce
npom3ssexgaT n ynotpebssaT B CbOTBETCTBME C NOAX0AALLA CACTEMA 3a yNpaB/iieHne Ha
kavecTBoTo. VIAJ1 nogabp)Xa perncTbp Ha Te3un nevyebHun 3aBeeHus.

OCHOBEH aKLUEeHT B ABaTa perjlaMeHTa e NoBMLaBaHe Ha NMpo3paYyHoCcTTa Yypes no-gobsp
J[OCTbM Ha 06LEeCcTBEHOCTTA U MEANLMHCKUTE CMeunanncT oo nHdopmMaumns, nbsreaHe
Ha oybnnpaHeTo Npu NPenocTaBAHETO Ha UH(OPMALMS OT MKOHOMUYECKUTE onepaTopu,
HOTUPULMPAHNTE OPraHn N Bb3NOXUTENNTE Ha KJIMHUYHU U3NUTBAHUS KbM
KOMMETEHTHUTE opraHn n obpaTHO, yNeCcHsIBaHe Ha NOTOKa Ha UH(oPMaLKs Mexay
ObPXXaBUTE YSIeHKN U KoMucuaTa. KNlo4oB acnekT 3a NoCTUraHeTo Ha Tasu Luen e
pa3swupsBaHe 1 gopaspaboTBaHe Ha pyHKUMMTE Ha EBponelickaTa 6a3a gaHHU



(Eudamed), cb3paneHa c PeweHne 2010/277/EC Ha KoMmucmaTa. Eudamed BkoYBa LWeCT
€NIeKTPOHHN CUCTEMU - 3a perucTpauns Ha MIKOHOMUYECKUTE onepaTopwu, 3a
perncTpauns Ha usgennaTa, 3a permcTtpaunsa Ha HoTUMUNPaHUTE opraHn 1 Ha
n3pageHnTe oT TAX CEPTUDUKATH, 38 KIMHUYHUTE U3NUTBAHMSA Ha MeONLNHCKUTE
n3genna n n3NMTBaHe Ha OENCTBUETO Ha MHBUTPO AMArHOCTUYHUTE MEeANLINHCKN
n3gennsa, 3a npocnepssaHe Ha 6e3onacHoOCTTa c/iel NyckaHe Ha Nasapa 1 3a HaA430p Ha
nasapa. Mi3nckBaHusTa Ha ABaTa persaMeHTa Lie 3ano4yHaT Aa ce npunaratT
nocteneHHo, nokaTto 6azaTta aaHHKU EUDAMED 6bae npuBefeHa B NbJIHa TEXHUYECKa U
opraHm3auMoHHa hYHKLMOHAMIHOCT MO OTHOLUEHME Ha WecTTe Moayna.
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