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1. ledpunupane Ha npodiema:

Heo6xoxuMmo e peiicTBamara HOpMaTuBHA ypeada B 00acTTa HA MEAULIMHCKUTE W3JCTUS
na ObJe TMpHUBEACHAa B CHOTBETCTBHUE C HOBOIPHUETOTO EBPOIEHCKO 3aKOHOAATEICTBO B
obnacrra - Permament (EC) 2017/745 na Eppomeiickus mapmameHT u Ha CbBera 3a
MEIUIIMHCKUTE Wu3aenus, 3a u3MeHenwe Ha JlupektuBa 2001/83/EO, Permament (EO) Ne
178/2002 u Permament (EO) Ne 1223/2009 u 3a otmsiHa Ha aupektuBu 90/385/EMO wu
93/42/ENO na ConBeta (Pernament (EC) 2017/745) n
Pernament (EC) 2017/746 na EBpomneiickust mapiameHT u Ha CbBeTa 3a MEIUIIMHCKUTE
W3/IeNMs 32 WHBHUTPO AMArHoCTHKa M 3a oTMsHa Ha JlupektuBa 98/79/EO u Pemienue
2010/227/EC na Komucwusra (Pernmament (EC) 2017/746).

JlBata pernamenTa ca nmyonukyBanu B OB Ha EC nHa 5 mait 2017 r., kato Pernament (EC)
2017/745 ce npunara ot 26 mait 2021 r., a Pernament (EC) 2017/746 ot 26 maii 2022 .

C mpomsiHaTa Ha HOpPMAaTHBHHMTE W3HMCKBaHUS Ha HUBO EC ce menm ma ce rapanrtupa
0e3npenaTCTBeHOTO (PYHKIIMOHUpPAHE HAa BBHTPEIIHUS Ma3ap Ha MEAMIIMHCKUTE HM3ACNUs Ha
0a3ara Ha BUCOKO HMBO Ha 3aKpWja Ha 3/IpaBETO HA MAlMEHTHUTE W MOTPEOUTENHNTE M Ja ce
YCTaHOBST IMO-BUCOKH CTAHJIAPTH 32 KAYECTBOTO M OE30MACHOCTTAa HA MEIUIIMHCKHUTE WU3ICITHS
Y MEJUIIMHCKUTE U3JICIIHS 32 HHBUTPO TUATHOCTHKA.

1.1.I(pam1<0 onuuieme npo6ﬂe/wa U npuduHume 3a Heco60mo0 6b3HUKEAHE. Ilocoueme
apzymermume, Kounio obocHosasam Hopmamuernama npomAaHa.

N3menennero Ha 3akoHa 3a MEAMIIMHCKUTE U3JEIHUS CE Hajlara BbB BPb3Ka C OTpa3sBaHE
Ha IIPOMEHUTE B €BPOIEHCKOTO 3aKOHOJATEJCTBO, a UMEHHO 3aMsHAaTa Ha JAECHUCTBALUTE B
o0J1lacTTa JAUPEKTHBH C PErjaMeHTH, KOUTO JEHCTBAT MPSKO U Ce ypexaa caMoO TIXHOTO
npwiarade. C npoekra Ha 3MJ] Ha 3MU ca nmocoyeHM OpraHuTe IO NpUIIaraHe Ha ABaTa
periJamMeHTa U ca OIpe/eseHH CAaHKIMWUTE 3a HeCla3BaHe Ha ChOTBETHUTE W3HCKBaHUSA. B




nombaaenue Permament (EC) 2017/745 wm Permament (EC) 2017/746 naBat cBoOOma Ha
IbP)KaBUTE WICHKH JIa TIPUEMAT IO OTPEICTICHN BBIIPOCH BHTPEIIHO HAIIMOHAIHHU MTPABUJIA T10
MpUJIaraHeTo MM W B Ta3W BpPB3Ka ca pa3MUCaHHU Pa3MOpeqOHUTE, KOUTO WU3UCKBAT M3PUYHO
BBBEXKIAHE HA 3aKOHOJIATETHA MEPKU Ha HAIIMOHAIHO HUBO.

1.2. Onuweme xaxeéu ca npobremume 8 NPULAAHEMO HA  CbUWECHBEYEAUOMO
3aKOHOOAMeNCMB0 UNU 6b3HUKHALUME O0OCMOAMENCMEd, KOUMoO HAlaeam HpuemManemo Ha
HOB0 3akoHoOdamencmeso. Ilocoueme 8b3MOXHCHO U e NPObIeMbM Oa ce peull 8 pamKume Ha
CHUECmey8aujomo 3aKOHOOAMeNCME0 ype3 NPOMSHA 6 Op2anuzayusma Ha paboma u/unu
upe3 8b6elHCOaHe HA HOBU MEXHONIOSUUHU 8b3MONCHOCIIU (Hanpumep Cb8MeCmHU UHCHEeKyUul
MeHCOY HAKOIKO Opeand u op.).

He e Bp3MOXHO AeDUHUPAaHUAT B NIPEIXOHATA TOYKA [IPOOJIEM Ja ce pelld B paMKUTE Ha
ChLIECTBYBAILIOTO 3aKOHOAATEJICTBO, Thil KaTo perjaMeHTUTE IEHCTBAT HaJ HAIMOHAIHOTO
3aKOHOJIATEJICTBO, OTHACAMIO ce a0 chiuusa npenmer. Permament (EC) 2017/745 ormens
neiicrBamute JupektnBa 93/42/EMIO OTHOCHO MeIMIMHCKHTE wu3Aenus W JlupekTusa
90/385/EO 0THOCHO aKTMBHO MMIUJIAHTUPYEMHUTE MEIUIMHCKA u3aenus, a Permament (EC)
2017/746 otmens neiictBamata upextuBa 98/79/EQO OTHOCHO MH BUTPO JUATHOCTUYHHUTE
MEIULUHCKH u3/ienus. TpuTe JUPEeKTUBY ca TPAHCIIOHUPAHH B OBITapCKOTO 3aKOHOATEIICTBO
cbc 3aKoHa 3a MeauLUHCKUTe n3aenus (3MIN) u ¢ HapenduTe KbM HEro.

C BiM3aHe B CWJIa Ha MOCOYEHHUTE PErJIaMEHTU Il€ € HaJUIe HEChOTBETCTBUE MEXKIY
CBhLIECTBYBAILIOTO €BPONENCKO 3aKOHOAATEICTBO U cera JeiicTBanus 3aKoH 3a MEIULIMHCKUTE
W3JIeNNs, TTOPaJAu KOETO € He0OX0AMMO M3MEHEHHE Ha JieiicTBanys 3aKOH 32 METUIIMHCKHUTE
U3IENHSI.

1.3. Ilocoueme oanu ca Uz6vpueru noazedeau;u OYEHKU HA HOPpMAMUBHUA AKN, UIU AHAIU3U
34 U3NvIHEeHUuemo Ha nojiumukama u Kakeu ca pesyimamume om msx?

Hama HU3BBPUICHU IMOCICABAIIN OLICHKU.

2. He.]'ll/l: Ilocoueme yeaume, Koumo Ccu nocmaest HopmamueHama NPpomMAHa, Nno KOHKpemeH u
usmepum Hadun u epaqbuK, aKoO e npuloxcumo, 3a nAXHoOmo nocmucane. Cvomeemcmeam nu
yeaume Ha ()eﬁcmeamama cmpamezuvecka paMKCl?

Ilenta Ha HOpMaTHBHATA IPOMSIHA € Jja C€ PErIaMEHTUpAT Ha HAllMOHAJIHO HUBO IpaBUJIaTa
U TIPOLIEIypUTE, NPUIOKUMHU 32 MEOUIMHCKUTE M3JENINA M 33 MEIULUHCKATE H3AEIUS 3a
MHBUTPO JIMATHOCTHKA, JIOKOJKOTO He ca ypeneHu B Pernmament (EC) 2017/745 u Pernament
(EC) 2017/746, xakto n MepkuTe no mpuiarane Ha jasara Permamenra. [lo To3u HauuH ce
ocurypsiBa Oe3NpensTCTBEHOTO ydactue Ha bwiarapus B masapa Ha EC Ha MmeauumHCKH
W3JeUsl U METUIMHCKU U3JeNUs 3a UHBUTPO TUArHOCTHKA Ha 0a3ara Ha BHCOKO HHBO Ha
3aKpuiia Ha 3/IpaBeTO Ha MallMeHTHUTE.

MarorBenusatT npoexkt Ha 3UJ| ma 3MUW me rapantupa MNpaBWIHOTO MpUJIaraHe Ha
€BPOMNENCKUTE M HAIMOHAJTHHU pa3nopel0M M HEMpPOTHBOPEUMBO THIKYyBaHE OT CTpaHa Ha
aZipecaTUTE Ha aKTa.

Konkpernure nenu, nponstuyaiiy ot Pernamenrture ca:

e TI0-TOJIIMA TIPaBHA SICHOTA W T0-100pa KOOpAWHAIMS B 001acTTa Ha 0€30MacHOCTTa CIIeT




IycKaHe Ha Masapa/myckaHe B JeHCTBUE HA METUIIUHCKUTE U3EIs;

e yKpemBaHE M yeJHAKBSBAaHE HAa KOHTPOJA Ha HOTU(HUIMPAHUTE OPTraHH, MPOLEAYPUTE 32
OLICHABaHE Ha CHOTBETCTBUETO, KJIMHUYHUTE U3NUTBAHUSA M KIMHUYHUTE OLICHKH,
MpocieIBaHeTO Ha 0€30MacHOCTTa U HaA30pa Ha rasapa,

e  HaMHpaHE Ha MEXIYCEKTOPHHU PELIEHUS Ha T.Hap. ,,[PAHUYHU" CIIydaH;

e [0-roJiAMa MPO3PAavYHOCT IO OTHOIIEHHE Ha MEAULMHCKUTE M37eins Ha naszapa Ha EC,
BKJIFOUMTENIHO U 110 OTHOILIEHUE Ha TAXHATa IPOCIEAUMOCT;

®  U3SCHSBAHE HA 33JbJDKECHUATA U OTTOBOPHOCTUTE HA UKOHOMUYECKUTE ONEPATOPH, B TOBA
YHCIIO B 00JIACTUTE HA JUArHOCTUYHUTE YCIIYTU U UHTEPHET MPOJaKOUTE;

®  [0-TOJIIMO YYaCTHE HA BBHIIHU €KCIEPTH C HAYYEH U KIMHUYEH OIUT;

3. UnenTHduUIPaHe HA 3aMHTEPECOBAHUTE CTPAHM:

3.1. 3acernaTtu cTpaHu

e [Ipou3BomuTeNN, YIBIHOMOIICHU TIPEJACTABUTEIN, BHOCHUTEIM U JTUCTPHUOYTOpU Ha
MEIUIUHCKY M3/ICITHS U Ha METUIIUHCKH U3]IENINS 32 HHBUTPO JIUArHOCTHUKA

o JleueOHU 3aBeieHUS

e Hortudumnupanu opranu

e Bwb3noxuTeny Ha KIMHUYHU U3MTUTBAHUS

e MWUHHCTEPCTBO Ha 3/IpaBEONa3BaHETO

e lzmbauuTenna arenuus no gexapcreata (MAJI)

3.2. 3aMHTEepECOBaHU CTPAHH,

e brarapcka aconmanus Ha THPTOBIUTE HA METUITUHCKU U3/ICITHS

e [lanmentTn M mMOTpeOUTENH HA MEIUIMHCKUA H3ACNUsS U HAa MEAMIMHCKH W3JENHs 3a
WHBHUTPO JUATHOCTHUKA

e Oxono 1300 nmputexxarenu Ha pa3pelieHue 3a THPrOBUs Ha €1PO ¢ MEAUIIMHCKU U3 U
C MEIMIIMHCKU U3JIENHSI 32 UHBUTPO TMArHOCTHKA,

e Jluma, ochblecTBsBalIM THProBusi Ha ApeOHO — okoio 4020 amtexu, aporepuu W JuIla,
MPUTEKABalll THPTOBCKM OOEKTH, B KOWUTO C€ MpOoJaBaT MEAMIMHCKH H3ACNTUs U
MEIUIIMHCKHU U3AENUs 32 UHBUTPO IUAarHOCTUKA;

Ilocoueme @cuuKu NOMEHYUANHU 3ACE2HAMU U 3AUHIMEPEeCcO8AHU CMPAHU, BbPXY KOUMO
NpeoslodceHuemo e oKadxce MNpAKo UIU KOCBeHO @vb3lelicmeue (OusHec 6 0OadeHa
obnacm/écuuku  npeonpuemavi, HenpasuUmMenCmeeHu  OpeaHu3ayuu,  paxcoOanu/mexHu
npeocmasumenu, ObpAHCAGHU OP2aHU, Op.).

4. BapuanTu Ha JelicTBHe:

Bapuant 1 ,,be3 neiicrBue® — [Ipu T031 BapuaHT HOpMAaTUBHATA ypeada He ce U3MEHs U He
ce ocurypsiBa pmiaranero Ha Permament (EC) 2017/745 w na Permament (EC) 2017/746. 1lle
MPOJBIDKM Ja C€ IMpuiara JeHCTBAIIOTO 3aKOHOATENCTBO — 3MU U moa3akOHOBUTE aKTOBE
KbM HEro:

L4 Hapez[6a 3a CBIICCTBCHUTEC M3MCKBAHUA U MMPOLHCAYPHUTEC 34 OLICHABAHC Ha CHOTBETCTBUCTO

CHC CHIICCTBECHUTEC U3NCKBAHUS HAa aKTUBHU MMIIJIAHTUPYEMHU MECAUIIMHCKHU U3 CJINA
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Hape):[6a 3a CBIICCTBCHUTC M3MCKBAHUA W MMPOLHCAYPHUTEC 3a OLICHABAHC Ha CHOTBETCTBUCTO

CBC CBIIECTBEHUTE U3NCKBAHU HA MEIUIIMHCKATE U3AEIM M0 wi. 2, ai. 1. 1. 3 ot 3akoHa

3a MCAUTTMHCKUTC U3CINA

Hape):[6a 3a CBIICCTBCHUTC M3MCKBAHUA W MMPOLHCAYPHUTEC 34 OLICHABAHC HAa CHOTBETCTBUCTO

ChC CHIUICCTBCHUTC U3UCKBAHUA HA MH BUTPO JUATHOCTUYHUTC MCAUITMHCKH U3ACINUA

¢ kouto ca TpaHcmoHupanu JlupektuBa 93/42/EMMO OTHOCHO METUIIMHCKUTE W3JCIHS,

HupektuBa 90/385/EMMO OTHOCHO aKTHMBHO HMMIUIAHTUPYEMHUTE MEIUIMHCKUA W3JEHUS U
HupextuBa 98/79/EO 0THOCHO WH BUTPO TUAarHOCTHYHHUTE MEITUIIMHCKU U3/IEITHS.

Bapuanr 2 ,,Ilpuemane Ha 3UJ| Ha 3akoHa 3a MeIUIIMHCKHATE WU31eJTUs

HpHeMa ce 3aKOH 3a M3MEHEHHE U JOITBJIHCHHUEC Ha 3aKkoHa 3a MCIUIIMHCKUTE HU3ACIINA U CC

OTMEHS INPaBHOTO OCHOBAaHHE 3a IMOcoueHHTe Hapeabu. OcurypsBa ce NPHIAraHETO Ha
Pernament (EC) 2017/745 w na Permament (EC) 2017/746. W3mbiHsBaT ce LeNHTE,
IIOCTaB€HU B J[JIBaTa pPEIrJIaMCHTa U CC€ OocCurypsaBa CbOTBCTCTBHC C HOBUTC eBpOHGﬁCKH

HM3KUCKBaHMSA B 00jacTTa Ha MCIUIWHCKUTEC U3ACIIUA U MCAWULUHCKUTC U3JCINA 3a MHBUTPO

AUAardoCTHKaA.

HO-KOHerTHO IIPOCKTA PErilaMCHTHpPa CICAHOTO.

onpenens M3mbanurennarta arennus no jekapcrara (MAJI) kaTto KOMIIETEHTEH OpraH H
opraH oTroBapsil 3a HoTuuupanute opranu o Pernament (EC) 2017/745 u Pernament
(EC) 2017/746 u kaTo opraH, KOWTO U3BBPIIBA HAJ30pa HA 1a3apa;

ompenens ETwmuHaTta KOMHCHS 3a KIMHWYHHM W3MHTBAHUS, CHh3JaJeHA CHhC 3aKOHA 3a
JIEKapCTBCHUTE MPOIYKTH B XyMaHHAaTa MEIWIIMHA, KAaTO OPraHbT, KOWTO W3BBPIIBA
OILICHKaTa Ha €TUYHUTE aCTeKTH Ha KIMHUYHOTO M3MHUTBAHE HA METUIIMHCKUTE W3IEIHs/
M3MHUTBAHETO Ha JEHCTBHETO HA W3JENUATa 3a WH BUTPO JAMATHOCTHKA, KaTo €
pernmamMeHTHpaHa JOKyMeHTanusaTa, koiaro ce nogaBa 1o EKKU, cpokoBere u kpallHUAT
aKT Ha MPOM3HACSHETO 1 BB BUJ Ha CTAHOBHIIIE,

BBBEXA 3abJDKCHHUE 3a PErucTpalus Ha Je4eOHUTE 3aBelIeHUs, KOUTO MPOU3BEKIAT U
M3MOI3BaT B CHIINUTE JIEYeOHU 3aBECHUS MEIUIIMHCKU M3JeNus 10 peaa Ha 4i. 5, map. 5
ot Pernament (EC) 2017/745 n un. 5, map. 5 ot Pernament (EC) 2017/746;

ompezenss pela 3a perucTpanus U IMycKaHe B JCHCTBHE HAa W3JAETHs, MU3PaOOTEHU IO
MOpHYKa B CHOTBETCTBHE ¢ M3nckBaHusATa Ha Pernament (EC) 2017/745;

oTpesieNis pejia 3a MPOBEXKIaHe Ha KIIMHUYHO M3MUTBAHE HA MEAWIIMHCKUTE W3JCIUS U 32
M3MHUTBaHE HA JEUCTBUETO HAa MEAMIIMHCKUTE H3AENUs 3a WHBUTPO IHATHOCTHKA B
choTBeTCTBUE ¢ n3uckBaHusATa Ha Permament (EC) 2017/745 u Pernament (EC) 2017/746;
BBBEXK/Ia M3MCKBAHUS KbM JICUCOHUTE 3aBEJACHUS Jla ChXPaHSABAT U MOIBPKAT YHUKAJICH
uaentupukatrop (UDI) 3a mocraBeHuTe WM MEIUIIMHCKH W3JACIHS, KAaKTO W Ja
MpenocTaBIT HWH(OpMalMs Ha TMAMEeHTH, Ha KOWTO € HMIUIAHTUPAHO METUIITHCKO
1763 (15 (N

ornpeens nHPOPMaIUATa | JOKYMEHTAIUATA, KOSITO Ce MPEJIOCTaBs Ha OBJITApPCKH €3UK;
Ch37aBa  aJIMAUHUCTPATUBHOHAKA3aTCITHU  pa3lopen0M NP  HEW3NBJIHCHHE  Ha
3aabIDKEHUsATa, TpenaBuaeHn cboTBeTHO B 3MU, B Pernament (EC) 2017/745 u Permament
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(EC) 2017/746;

® [pEeIBHJ OTJIOXKEHOTO ACHCTBUE M PA3IMYHUTE CPOKOBE Ha MpUJIaraHe Ha OMpe/eseHU
pasnopeadu OT JABaTa periaMeHTa, B 3aKOHOMPOEKTA ca MPEABUIECHN ChOTBETHU MPEXOIHU
MEPUOIH.

Hoenmuguyupaiime ocHosHume pezylamopHu u HepecylamopHU Gb3MONCHU BAPUAHMU HA
oeticmaue om CMpana Ha Ovbpicasama, 6KIOUUMenHo eapuanma ,, besz deticmeue “.

5. HeraTuBHM BBL31€HCTBHA:

IIpu Bapuanr 1:

B cnyuaii, yue He ce mpueme MpeUIOKEeHATa MPOMSIHA M HE C€ OCUTYpH IpHUJIaraHeTo Ha

Pernament (EC) 2017/745 u na Pernament (EC) 2017/746

e e € HauUIe HEChOTBETCTBUE MEXAY HAIHMOHATHOTO  3aKOHOJATEJICTBO |
3akoHozAarencTBoro Ha EC, xoero Mo)ke Ja J0oBeAe 10 3all0ouBaHE Ha Ipoueaypa 3a
HapyuieHue cpemy bbarapus mo un. 258 or JloroBopa 3a (YHKUMOHMpPAHETO Ha
EBponerickus cbro3.

® B pe3yinTaT Ha HECHOTBETCTBUATA W HA BB3MOKHO NPOTHBOPEYHBO TBIKYBAHE MEXKIY
pasnopenOuTe Ha pErJIAMEHTUTE M TEe3W Ha 3aKOHA 33 MEIUIMHCKUTE W3S U
M0/I3aKOHOBUTE aKTOBE KbM HETr0 MOKe J1a Ob/ie HapyLIEHO HOPMAIHOTO (PYHKIIMOHUPAHE
Ha Ta3apa Ha MEJAMIMHCKH U3/1enus B bbarapus.

IIpu Bapuant 2:

e [IIe NMOPOAM 3aABIDKEHHE 3a JICUeOHWTE 3aBelCHHs Ja ChXpaHABAaT U MOAIBPXKAT Upe3
eNeKTPOHHU (WK JpYru) cpenactsa yHukanuus unentudukarop (UDI) 3a Besiko uznenue,
KOETO € JOCTaBeHO B JIe4eOHOTO 3aBEJECHHME U TOBa WI€ HAJO0XKH JIOMBIHUTEIHU
(UHAHCOBM pa3xo/M 3a OCUTYpsIBaHE HA TAKMBA CPENICTBA 32 MOIPHKKA,

® 3aKOHOIIPOEKTHT HE MpPEJIBMXKJAa BB3MOXKHOCT 3a MOBTOpPHAa 00pabOTKa Ha M3JENUs 3a
€IHOKpaTHa ynoTpeOa Mopaau BUCOKHS PHUCK 3a OOLIECTBEHOTO 3JpaBe M JMIICaTa Ha
0e3CropHU J0Ka3aTesICTBa 32 MKOHOMHMYECKaTa e()eKTUBHOCT OT IpoleaypaTa, Karo ce
B3eMarT MpeJBU Pa3XOANUTe 3a U3BBPIIBAHE HA 00padOTKaTa, 3a JIOTUCTUKA U TPAHCIOPT,
¥ 3aCTPaxOBaTEIHUTE PA3XOAH.

Onuweme kauecmeeHo (Npu 6b3IMONCHOCH — U KOIUYECMBEHO) CUYKU 3HAYUMENTHU
NOMEHYUATHU UKOHOMUYECKU, COYUATHU, eKOTOSUYHU U OPYeU He2amUHU 8b30eliCEUsl 3d
8CeKU eOUuH Om eapuanmume, 8 m.y. pazxoou (HecamuHu 8b30eUcmeust) 3a
uoeHmupuyupanume 3auHMepPeco8ant Cmpanu 8 pe3yamam Ha npeonpuemane Ha
oelicmeusima. [losicheme xou pazxoou (HecamusHu 8b30eLicmaUsL) ce ouakea oa bvoam
8MOpOCMeneHHU U Kou 0d ca 3HAYUMenHu.

6. I1oJ10KUTEJIHHN BB3ACCTBUL:
IIpu Bapuanr 1

[Ipu ©empuemane Ha mnpoekta Ha 3UJ]| nHa 3MU nonoXUTENHHW BB3IECHCTBUS BBPXY
3aMHTEPECOBAHNUTE CTPaHU HE CE€ OYAKBAT.




IIpu Bapuant 2
C wu3MeHeHHsTa B 3aKOHa 3a MEOUIIMHCKUTE W3JCIHS C€ TOCTHra CBhOTBETCTBHE C

CBPOHGﬁCKOTO 3aKOHOAATCJICTBO U CC OCUTYpABA B MaKCUMAJIHA CTCIICH 3aKpujia Ha 3APaBCTO

Ha TAIMCHTUTE, KAaTO C€ TapaHTHpa Oe3MpensTCTBEHOTO (YHKIMOHUpAHE Ha Maszapa Ha

MCIUIUHCKUTEC U3ACIIUA 1 HA MCAUIUHCKUTC U3ACIIHA 34 MHBUTPO AUATrHOCTUKA.

B CbIIOTO BpPEMC, 4YpC3 IMPOMCHUTC CC YCTAHOBAT BHCOKHW CTAHAAPTH 3a Kad4CCTBO H

0€30MacHOCT Ha MEAMIMHCKUTE U3JeNUs M Ha MEAULUHCKA U3JeNHUs 32 WHBHUTPO
JIMarHOCTHKA, 32 Jla ce rapaHTupa 0e30MacHOCTTa Ha TE€3H MPOIYKTH.

[To-KOHKpeTHO, MPHEMAaHETO Ha aKTa IIe OKaXKe CJIETHOTO IOJOKUTEIHO BB3ICHCTBHE
BbPXY 3aUHTEPECOBAHUTE CTPAHU:

1.

3a UsneanuTennara arenuus no jekapcrsata (MAJI):

Hskou oT 3anaunte Ha MAJI, kaTo perucrpanuara Ha UKOHOMHYECKUTE ONEPATOpH U
Ha MEIMIMHCKATE W3JEeNHs ce MNpexBbpisAT Ha EBponeickara AreHmus 1o
JIEKapCTBaTa, ¢ KOETO CE CIIECTABAT PA3XOAU U aIMUHUCTPATUBEH PECYPC;

B o0jacTa Ha HaJ30pa Ha Iaszapa ce Ch3JaBa Bb3MOXKHOCT 3a CIIOJENISIHE HA YMEHUs,
3HaHUA U 000pYy/IBaHE C APYTUTE AbP>KAaBU YWICHKH,

n30sTBa ce AyOnMpaHe Ha 3aJauuTe OJlaroJapeHue Ha KOOPAWHHWPAHHS aHaIW3 Ha
HSIKOU CEPUO3HU MHIWJIECHTH,

yJECHsIBa C€ MOTOKAa Ha MH(OpMAILUsS MEXAy KOMIIETCHTUTE OpPraHu Ha Jbp>KaBUTE
wieHku u Komucusra.

. 32 HIKOHOMHYECKUTE OIEPaTOPH, Bb3IOKHUTEIUTE U HOTUPULMPAHUTE OPraHU

yJIecHsIBa ce B rojisiMa CTEIeH Mpolieca Ha mojaBaHe U 00paboTKa Ha 3asBICHHATA U
JIOKYMEHTallMsATa C pasmmpsBaHe (QyHKuuute Ha EBpomeiickata 0a3a JaHHU
(Eudamed) u BK/IIOYBAHETO HA EJIEKTPOHHU CHCTEMH, Ype3 KOMTO C€ OCHTYpsIBAT
[CHTPATM3UPAaHA PETUCTPAIMSI HA HKOHOMHYECKUTE OMepaTopH, Ha HOTH(HUIMPAHUTE
OpraHu, Ha BB3JIOKHUTECIUTE HA KIMHAYHHU M3MUTBAHHS, KAKTO W HA HU3JCIHATA M Ha
TSIXHATA MPOCIIEANMOCT;

u30srBa ce AyONMpaHETO MPH MPEAOCTABSIHETO HA MHPOPMALUS OT HKOHOMHYESCKUTE
oreparopu, HOTH(GHIIMPAHUTE OPraHU W BB3IOKUTEINTE HA KIMHUYHHU W3MHATBAHUSI
KbM KOMIIETCHTHUTE OPraHu U 0OpaTHO;

pasmope0uTe 3a YHUKATHA MACHTH(UKALUS HAa M3JENUsITa, OOLIMTe M3MCKBAHUS 3a
0e30MMacHOCT U JCUCTBUE, TEXHUYECKATA JOKYMEHTAIHsI, TIPaBUIIaTa 3a Kiacu(ukarms,
NpOIEypUTe 3a OICHSIBaHE HA CHOTBETCTBUETO WM KIMHHYHWTE W3MUTBAHHS CE
XapMOHHM3HMPAT C W3WCKBAHUATA HAa MEXIYHAPOJHO HHUBO, C KOETO CE€ YJIECHSABA
THPrOBUSITA,;

Ch3/IaBa Ce MPaBHA SCHOTA Ype3 M3SICHABAHE HA HOPMATHBHHUSI CTATyC HA MPOIYKTHTE B
IPaHUYHH CJIy4ad, Karo PEIICHHETO 3a BCEKH OTHEJCH CIydaidl [aid KOHKPETeH
MPOJIYKT, KaTErOpHsl WM Ipyma MpOIyKTH IMoMaaa B 00XBara Ha periaMeHTHpaHE Ce
B3UMa clie]] KoHcyaTupane ¢ KoopanHaloHHaTa rpyma no MeAUIHHCKUTE U3/eus,
HaMaJlsiBa Ce aJMUHHMCTPATUBHATA TEKECT 3a BBH3JIOKHUTEIUTE Ype3 BH3MOKHOCTTA 32
MO/IaBaHe Ha €IAWHHO 3asBJE€HKE, KOraTo AaJeHO KJIMHHYHO M3IUTBAHE CE MPOBEK/IA B




IIOBEYC OT €Ha AbpiKaBa YJICHKA.

3. 3a neyeOHUTE 3aBENCHUS:

e perlaMEHTHpPA C€ Bb3MOXKHOCTTA JICUeOHHUTE 3aBECHMS Ja MPOU3BEK AT, IPOMEHSAT U
M3II0JI3BAT U3JCIUATA B CAMHUTE 3aBEJICHHS NPHU OOJEKYCHH H3UCKBAHUSA U 110 TO3H
HAYMH J1a 33J0BOJISIBAT, HE B MPOMHMIIUICH MaIad, 0COOCHUTE MOTPEOHOCTH HA IETIEBU
TPy NALUEHTH;

e uype3 cuCTEMara 3a yHHKaiaHa uaeHTH(uKanus Ha u3geausra UDI ce mosuinasa
MPOCIICAMMOCTTA Ha W3JICIUATA, KOCTO JIONMPHHACA 3a Oopbara ¢ danmuduiupaHuTe
U3JICNNS, 32 YIPABJICHUETO Ha HATMYHOCTUTE OT M3JCIHs OT CTpaHa Ha Ha JICYeOHHUTE
3aBEJICHUS M WMKOHOMHYECKHUTE ONepaTopH W 3a yBeln4aBaHe e(eKTHBHOCTTA Ha
CBBp3aHUTE ¢ 0€30IaCHOCTTA HA U3/CIUATA JCHHOCTH ClIe/l MyCKaHEeTO Ha ra3apa.

4. 3a 3amura 3apaBeTo Ha OBJITapCKUTE MalEeHTH:

® perjJaMeHTHPAT CE IMO-BUCOKHW M3UCKBAHUS 32 IIyCHATHUTE HA Ia3apa W/WiIH ITyCHATHUTE B
JIEHCTBUE MEIUIIMHCKHU U3JIETUS U MEIUIIMHCKH U3/CNIUs 32 UH BUTPO JUATHOCTHUKA;

® [IOCTHIa C€ IOBUIIABAaHE Ha MPO3PavyHOCTTAa Ype3 MO-T00Bp JOCTHII U aJeKBaTHA
MH()OPMUPAHOCT HA OOIIECTBEHOCTTA, MAIUEHTUTE U MEIUIIMHCKUTE CIEIUATUCTH 3a
U3JIeNMSITA Ha T1a3apa;

® Ha MAalKeHTH, Ha KONTO € UMILJIAHTHUPAHO MEIUIIMHCKO U3/IeTINE Ce MPEJOCTaBs sICHA U
JIECHO TOCTBITHA OCHOBHA MH(OPMALKS OT CTpaHa Ha JIeYeOHUTE 3aBEICHNU;

e [IOBUIIABa CE€ OCBEJAOMEHOCTTAa Ha MEIUIUWHCKUTE CIEIHAIUCTH, MOTPEOUTENTUTE U
NAlMEHTUTEe B CIy4yauTe HAa WMHLIUICHT WM CEPUO3EH HWHIUACHT C MEIUIIMHCKU
u3nenus, kato MAJI monappka cuctema 3a perucTpupaHe Ha MOCOYCHUTE CIIydau, a
M3 mie opranuzupa HHGOPMAIIMOHHA KaMIIaHWU B Ta3W BPb3Ka.

Onuweme KauecmeeHo (Npu G6b3MOJICHOCM — U KOIUYECMBEHO) GCUYKU 3HAYUMETHU
NOMEHYUATHU UKOHOMUYECKU, COYUATHU, eKONOSUUHU U OpY2U NOA3U 3a UOeHMUpuUyupanume
3auHmMepecosany Cmpanu 3a 6CeKu eOuH Om 6apuanmume @ pe3yimam Ha npeonpuemane Ha
oeticmeusama. Ilocoueme xax ouakeanume noji3u KOpeCnoHOUpam ¢ popmyaupanume yeiu.

7. IloTeHUHATHH PUCKOBE:

He ce nedunupar noteHIMAIHU PUCKOBE.

Ilocoueme BB3MOINCHUME PUCKOBE OM npuemanemo Ha HopmamueHama npomAaHdad,
BKIIIOYUMENHO 6b3HUKBAHE HA CbOCOHU cnopoee.

8.1. AOmunucmpamusnama mesicecm 3a puzuyecKkume u OpuUOUUecKume JuUa:

e ce moBuIM
[ IIle ce namanu
O Hsama edexr

3a HOTI/I(i)I/IHI/IpaHI/ITe opradn aJMHHHUCTpAaTHMBHATa TCKECT MIIE CC€ IIOBUIIH, IPCABUIA
3aBHUIICHUTC M3MCKBAHUA (HO-CHCL{I/IaJ'IHO 110 OTHOIICHUC Ha KIMHHYHAaTa KOMHGTGHTHOCT) 3a




OLICHSIBAaHE HAa CHOTBETCTBHETO HA MEIWIIMHCKUTE W3JCIHS M MEIUIIMHCKUTE W3ACIHs 32 UH
BHUTPO auarHoctuka, ceriacHo Permament (EC) 2017/745 u Permament (EC) 2017/746.

3a TPOW3BOAUTEIIUTE aIMUHHCTPATUBHATA TEXKECT IO OTHOIICHWE HA PETUCTpAIHATa MU
NPEJIOCTAaBIHETO HAa MH(OpMALUs Ie Ce HaMajH, ThH KaTO CE OYakKBa pPa3XxoAUTE 3a TE3U
JCHHOCTH OCBHIICCTBSIBAHU LICHTPAIM3UPAHO, IPe3 eJIeKpoHHaTa cucteMa Eudamed, na ca mo-
MaJIK{ B CPaBHEHHE C TE3HM Ha HAIIMOHAIHO HHBO.

8.2. Cv30asam nu ce noeu pezynamopuu pexcumu? 3acazam jau ce Couiecmeysauiu
pexcumu u ycayau?

He

9. Cv3oaséam nu ce noeu pecucmpu? - /1A
Kocamo omeosopvm e ,,0a“, nocoueme xonxo u xou ca me

HAJI BOJU PCTUCTHP HaA JIeueOHUTE 3aBCACHUSA KOHUTO IIPOU3BCKAAT W M3IIOJI3BAT CaMO B
CaMHTE JIeueOHH 3aBCACHUA MCIUIHMHCKU HU3ACIUA W MCIAUIHWHCKU U3ACIIUA 3a HHBUTPO
AUAardoCTHKaA.

10. Kak Bb3/eiicTBa aKThT BbPXY MHKPO-, MAJIKUTE U cpeanuTe npeanpusatus (MCII)?

K AkTBT 3acsara nmpsiko MCII

CJAkTHT He 3acara MCII

] Hama edexr
AKTBT 3acsra MPOU3BOAUTENNTE M BHOCUTEIUTE HA MEIULMHCKH W3IEIHsA/MEAUIUHCKH

W3JIeMs 32 UH BUTPO JAMAarHOCTHKA, ITPUTEKATEIINTE HA Pa3pelICHHE 3a ThProBUSA Ha €IpO C
MEIULMHCKU M3JIeNMs U JUIAaTa, OCHIIECTBABALIM THProBUS Ha JIPeOHO C MEAMLMHCKU
U3JIeMsl, KOUTO NPEACTaBIsABAT MUKPO-, MAJIKU WJIM CPEIHU NPEINpUSITHUS 1O CMUCHIA Ha
3aKoHa 3a MaJIKUTE U CPEAHUTE MPEAPUITHSL.

Bw3nelictBuero Bepxy MCII He ce pa3nnuaBa 1O CHIIECTBO OT TOBAa 3a OCTaHAINTE
nkoHomuuecku omeparopu. Crenuanen ¢okyc kpM MCII ca mpenBumeHuTe AOCTATHYHHU
IIPEXOHU NEPUOIY 3a aJalTalys KbM W3MEHEHUATA B peryjauusaTa U 3a MpeAlpueMaHe Ha
HEOO0XOAMMUTE OPraHU3aALUOHHU MEPKU

11. IIpoeKTHT HA HOPMATHBEH aKT U3MCKBA JIM ISVIOCTHA OLICHKA HA Bb3/ieiicTBHETO?
U da
XHe

12. O0mecTBeHH KOHCYJITALIUM:

[IpenBmwxaa ce myOInYHO 0OCHkKIaHE HA MPOEKTa HAa 3aKOHA 32 U3MEHEHHE U JOMbIHEHHE Ha
3akoHa 32 MEIMLIMHCKUTE U3JEIUsl Ha OCHOBaHUE 4. 26, an. 4 oT 3aKOHa 32 HOPMaTUBHUTE
aKTOBE.

[IpoekThbT mie 6bae MyONIMKYBaH 3a OOIIECTBEHO OOCHXK/IaHE HA €IEKTpPOHHATa CTpaHUIla Ha
MuHuCcTEepCTBO Ha 3paBeona3BaneTo 1 Ha [loprana 3a 001IecTBEHN KOHCYITAIIUHN.
HamnpaBenute mpemnoxeHust me Obaar BkiIOYeHHM B CrpaBKka 3a OTPa3eHUTE CTAHOBHIIA,
KOATO T1ie Obe myOnmkyBaHa Ha [loprana 3a oOmIECTBEHN KOHCYNTAIMH CIIE]] TIPUKITIOYBAHE




Ha O6H.I€CTB6HI/IT6 KOHCYJITalluH.

Ob606weme Haii-6adcHume 6bNPOCU 3a KOHCYIMAYUU 8 CIyYall Ha U38bpUIaHe Ha YAN0CmHA
OYeHKa Ha 8b30elicmauemo uiu 3a oouecmseeHume Koncyamayuu no yi. 26 om 3axouna 3a
HopmamusHume akmoge. Ilocoueme uHOuKamugen pagux 3a MaxHoOmo NPoBeIcoOaHe u
8UO08eme KOHCYIMAYUOHHU NPOYEOVPU.

13. IIlpuemaHeT0 HA HOPMATHBHMS AKT NPOU3THYA JH OT NpaBoTo Ha EBpomneiickus
CcbLI03?

X la
[0 He

[IpemyioxenuTe MPOMEHH ca NTPOJUKTYBAHM OT HEOOXOJUMOCTTa OT ChOOpa3siBaHEe Ha
JeficTBalaTa HopMaTuBHA ypeaoa ¢
- Pernament (EC) 2017/745 na EBpomneiickus napinamenT u Ha CpBeta ot 5 ampwt 2017
roJIMHa 3a MEIWIMHCKUTE u3nenaus, 3a u3MeHeHue Ha JlupektuBa 2001/83/EQ,
Pernament (EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a ormsiHa Ha
mupextusu 90/385/ENO u 93/42/ENO na CbBeTa u
- Pernament (EC) 2017/746 na EBponeiickus napaamenT u Ha ChBeta ot 5 ampu 2017
roJuHa 3a MEAMIMHCKUTE W3JeNUs 3a HHBUTPO IUArHOCTHKA WU 3a OTMSHA Ha
Hupextusa 98/79/EO u Pemenune 2010/227/EC na Komucusira

OueHnkaTa Ha BB3JEHCTBHE U 0000IIEHATa OLIEHKA HA BH3JCHCTBUE 10 OTHOLICHUE HA /1BaTa
Pernamenra morar i1a 6bJaT HaMEpEHH Ha CJICHUTE HHTEPHET CTPAHUIIN !

https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:52012SC0273

https://eur-lex.europa.eu/legal-content/EN/T XT/?uri=celex:520125C0274

Mons nocoueme usuckeéanusima na npagomo Ha Eeponetickus cvio3, éxnouumenno
ungopmayusma no m. 8.1 u 8.2, 0anu e uzsvpuieHa oyeHKa Ha 8b30eUCMeUemo Ha HUBO
Esponeticku cvt03, u st npunodceme (Uiu nocouenme 6pb3ka KoM USNMOYHUK).

14. Ume, IuIBKHOCT, AaTa H MOANKMC HA JUPEKTOPA HA IMPEKIHUATA, OTTOBOPHA 32
U3pad0TBAHETO HA HOPMATHBHUSA AKT:

HNme n norpxknoct: aA-p Jdecuciasa BejikoBcka, 1MpeKTOp Ha qupexkuus ,Jlekapcreena
NOJIMTHKA®

Jara: 06.08.2020 r.
Hoanuc:
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