MUHUCTEPCKU CbBET
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MpoekT Ha PeweHne Ha MUHUCTEpPCKUA CbBET 3a 0AO0OpsABaHe Ha
NPoOeKT Ha 3aKOH 3a U3MeHeHUe U AonbJZiIHeHMe Ha 3aKoHa 3a
MeAULUHCKUTE usgenuna

JIMNHK KbM KOHCYJITaLlUATa

NHdopmauus

OTkpuBaHe / Mpukno4yBaHe: 06.06.2022 r. - 06.07.2022 r. HeakTuBHa
HomMep Ha KOHcynTaumsa: #6821-K

O6nacTt Ha nonauTUKa: 3apaBeona3BaHe

Tun KoHcynTaumsa: AKT Ha MUHUCTepCcKus cbBeT

BHocuTen: MUHUCTEPCTBO Ha 3paBeonasBaHeTo

Tun BHocuTen: HauMOHaNHO

MpnynHnTe 3a pa3paboTBaHETO Ha HACTOSALWMA NPOEKT Ha 3aKOH 3a U3MEHEHNE ”
OOoNbJ/IHEHNE Ha 3aKOoHa 3a MeAVNLUNHCKNTE U34ennsa ca CBbp3aHn C HeobxoaAnMoCTTa OT
OCUrypsiBaHETO Ha MEPKU 3a npusaraHe Ha 3aQbJ/KeHUATa, NMPou3TUYaLLmM OT cnegHuTe
PernameHTn Ha EC:

1. PernameHT (EC) 2017/745 Ha EBponenckunsa napnamMeHT 1 Ha CbBeTa 3a MegUUNHCKUTE
n3genus, 3a nameHeHune Ha Oupektua 2001/83/EO, PernameHT (EO) Ne 178/2002 1
PernameHT (EO) Ne 1223/2009 1 3a oTMsHa Ha OupekTuem 90/385/EMO n 93/42/ENO (OB, L
117/1 ot 5 man 2017 r.), HapuyaH no-HaTaTbK ,PernameHT (EC) 2017/745", n3amMeHeH ¢
PernamenT (EC) 2020/561 1n

2. PernameHT (EC) 2017/746 Ha EBponenckuns napsaMmeHT n Ha CbBeTa 3a MeAULUMNHCKUTE
n3nenusa 3a MHBUTPO AMarHOCTUKA U 3a OTMAHa Ha OupekTtmea 98/79/EO n PeweHne
2010/227/EC (OB, L 117/176 oT 5 man 2017 r.), Hapu4yaH no-HaTtaTbK ,PernameHT (EC)
2017/746", nameHeH c PernameHT (EC) 2022/112.

PernameHT (EC) 2017/745 n PernameHT (EC) 2017/746 pasaT cBobOaa Ha Abp)xaBuTe
YNIeHKWN Oa npuveMaT No onpeaesieHn BbNpoCu BbTPELLUHO HaUWOHaNHX Npasuia Nno
npunaraHeTo um. Ypes npoekTta Ha 31 Ha 3MU ce uenn pga ce ypelaT BbMPOCUTE, KOUTO
N3NCKBaT U3PMYHO BbBEXAAHE Ha 3aKOHOOAaTe/IHU MePKN Ha HauMOHaJIHO HNBO, KaKTO U
[a ce onpenenaTt opraHWTe No npuaaraHe Ha perjamMeHTUTe No HauMOHaIHOTO NpPaBo.


https://strategy.bg/index.php/bg/public-consultations/6821

M3nbaHUTeNnHaTa areHums no nekapcrteaTta (MAJ1) e onpeageneHa 3a HauMoOHaNeH
KOMMNEeTeHTeH opraH, oTroBapsul 3a NnpujaraHeTo Ha ABaTa perjamMeHTa.

C NpoeKkTa ce Nnoco4Ba e3nka, Ha KONTOo MHopMaLUATa N AOKYMEHTALUUATA OTHOCHO
MeOVLUVHCKMTE N34enns N nsgenmnaTta 3a MHBUTPO AMAarHOCTMKa ce NpefocTaBs Ha
KOMMEeTEHTHUTE OpraHu.

3a NbPBU NbT Ce Cb3AaBa Bb3MOXXHOCT sieyebHUTe 3aBeeHnsa Aa Npon3BexxaaT u
1n3Mnoa3BaT 3a CO6CTBEHU HY)XAN MeANLUVNHCKN N3gennsa/MmeanunHCcKn n3genns 3a MHBUTPO
OVarHocTukKa. BbBexxaa ce 3agbJ/IKeHune 3a perncrtpaumsa Ha ne4yebHnTe 3aBefeHns, KOUTO
npomnseexaaT U U3nona3BaT B CbLnTe nevyebHn 3aBegeHNaS MeaNLNHCKN
n3genna/MeanunHCKN N3genmsa 3a UHBUTPO AMarHOCTMKa Mo peda Ha 4. 5, nap. 5 oT
nBaTa PernameHTa.

C npennoxeHUTe n3MeHeHNs B 3aKOHOMPOEKTa Cce NpefoCcTaBAT NpaBoOMOLLUSA Ha
MUHUCTBbPa Ha 3[paBeorna3BaHeTOo 3a NyckaHe Ha rnasapa n/wan B AencTeune no
N3KJ0YEeHMe Ha nspgenmsa 6es oueHeHOo CboTBETCTBUE. [TOCOYEHOTO N3KOYEHNE ce
[OoMnycKa caMo U eANHCTBEHO C Len Aa ce 3almTn nHTepeca Ha obLwecTBeHOTO 34paBe Nimn
6e3onacHOCTTa 1 34paBeTo Ha NaumeHTuTe. B cnyyvanm, 4e bbarapumsa ce Bb3nosi3Ba OT Ta3n
neropauwuns, MAJ1 cnegsa ga nHgopMmmpa EBponenckata KOMUCUA N OPYTrUTe ObpiKaBun
YJIeHKWN 3a n3gageHaTa 3anoseq.

N3puyHo ce 3abpaHsABa noBTopHaTa obpaboTka n ynotpebaTta Ha NoBTOPHO obpaboTeHn
n3genus 3a egHokpaTHa ynoTpeba.

CbrnacHo PernameHnT (EC) 2017/745 nosTopHaTa obpaboTka n nocnenBawaTa ynotpeba
Ha n3genusa 3a efHoKpaTHa ynoTpeba MoXxe Aa ce n3BbpLUBa, CaMO KOraTo ToBa e
pa3peLleHo OT HaLWOHaNHOTO NpaBo. MankoTo Abp)KaBy B CBETOBEH Mallab, B KOUTO e
pa3peLleHa noBTopHaTa ynoTpeba Ha n3genvs 3a egHoKpaTHa ynoTtpeba, nmat
OBbAroroguLlieH onuT, pasnosaraTt C MLEeH3UPaHN AOCTaBYNLM Ha Taswn ycayra u
M3BbPLIBAT NMpoueaypaTa Npu CTPOro periameHTUpaHn HauMoHa H1 nNpaBuia Uimn
3aKOHOOATENICTBOTO MM NpPefocTaBs Te3n PyHKLUUN Ha MPON3BOANTEN. 3aKOHOMPOEKTLT
He NpeaBM>XXAa Bb3MOXXHOCT 3a NOBTOpHa 06paboTka Ha n3oenus 3a efHOKpPaTHa
ynoTpeba nopaan BUCOKMSA PUCK 3a 0OLLLECTBEHOTO 34paBe (PUCK OT UHdekunu, oT
WHTOKCUKaLNA BCIeACTBME Ha OCTaTbyHM XUMMNYECKU BellecTBa cnef obpaboTkaTa 1 Ap.).
B ponbaHeHMe, HIMa 6e3CnNopHM AOKa3aTesICTBa 3a MKOHOMUYECKaTa e(heKTUBHOCT OT
npouenypaTa, KaTo ce B3eMaT NpeABu pasxoamTe 3a n3BbpluBaHe Ha obpaboTkaTa, 3a
JIOFUCTUKA N TPAHCMOPT, N 3aCTpaxoBaTesIHUTE pa3xoau.

C npoeKkTa ce uenun fa ce ypeam peabT 3a perucrpaumsa n nyckaHe B AeNCTBUE Ha
nsgenus, n3paboTeHn No NopbYKa B CbOTBETCTBUE C U3NCKBaHMATA Ha PernameHT (EC)
2017/745.

Adpyra uen Ha NpeasioXXeHUTe TEKCTOBE e fa ce AeTanamsnpa peabT, N0 KOMUTO Le ce
pa3pellaBa NPoOBEXAAHETO Ha KJIMHUYHO U3NUTBaHE Ha MeAUNLUMHCKN U3Lennsa u
N3NMTBaHE Ha OENCTBMETO Ha N3OENNs 3a MHBUTPO AMArHOCTUKA, KaKTO U CbLLECTBEHM
NPOMeHM B TAX, Ha TepuTopmsiTa Ha bbarapus cnen KaTo 3anoYHe Aa ce M3rnos3ea
CbOTBETHaTa €JIeKTPOHHA CMCTEMA 3a KJIMHMYHU U3NUTBaHUS Ha EBponenckaTa 6a3a
OAHHN 3a MegnunHCKMTe n3genms - Eudamed. ETn4HaTa KOMUCUSA 3@ KIIMHUYHN



n3nnteaHna (EKKW), cb3naneHa cbC 3aKOHa 3a JIeKapCTBEHUTE NPOAYKTU B XyMaHHaTa
MeduumnHa, e onpenesieHa KaTo opraH, KOMTO M3BbPLUBA OUEHKaTa Ha eTUYHUTE acneKkTun
Ha KIMHUYHNTE U3NUTBAHMA N U3NMUTBAHUATA Ha AENCTBMETO Ha N34enusaTa 3a UHBUTPO
OVArHOCTMKa, KaTo Ce perJjiaMeHTupa AOKYMeHTauunaTa, KoAaTo ce nogasa oo EKKN,
CPOKOBETE N KpalHNSA aKT Ha NPOU3HACAHETO N BbB BMA Ha CTaHoBuue. OueHkKaTa Ha
3a8BJIEHMETO 3a NPoBEXAAHEe Ha KINMHUYHO N3NNTBaHEe/M3NNTBaHe Ha LENCTBUETO U
oLeHKaTa Ha npuapy><asallaTa ro 4OKyMeHTauna ce usBbpLiBa OT ekcnepTtu oT NAJI, KaTo
MAJ1 B Ka4eCTBOTO N Ha KOMMNETEHTEH OpraH ce NpomnsHacs Npu ycnoBusaTa N CPOKOBETE Ha
pernamMeHTUTe C KpaeH aKT BbB BU HA pa3pelleHne, yBeaoMieHe 3a BaJMAHOCT Ha
noaaneHoTo 3asaBjieHne nnu oTkas. B cnyyan, 4ye Eudamed He e Hanb/IHO PYHKLUMOHaHA
KbM 26 Man 2022 r., ce 3ana3Ba CTapuaT pef 3a pa3pellaBaHe Ha NpoBexXaaHe Ha
KJIMHUYHW U3MNTBaHUSA, CbOTBETHO U3NMNTBAaHE Ha AEeNCTBMETO Ha MeAULMHCKO n3genue 3a
WHBUTPO AMArHOCTUKA, 00 OOCTUraHEeTOo Ha NbJiHa PYHKUMOHANHOCT Ha Eudamed.
OnpepeneHun ca n ne4yebHUTe 3aBeEeHNSA, B KOUTO MOraT Aa Ce NpoBeXAaT KJANHUYHN
N3NUTBaHUA Ha MeONUMHCKN U34enmsa n N3annTeBaHe Ha AEeNCTBMETO Ha n3agenus 3a
WHBUTPO AMArHOCTUKA, KaKTO U CbLLECTBEHN NMPOMEHMN B THAX.

B cpaBHeHwMe c moceraliHua pen, NpaBuaaTa 3a onpeaensiHe 1 MOHUTOPUpPaHe Ha
HOTUULIMPAHUTE OPraHK Ce OCHOBABAT Ha MO-CTPOrv KPUTEPUN, OOMbIHEHN Ca HOBW
3a0Bb/KEHUS N OTTOBOPHOCTU, @ CbBMECTHUTE OLIEHKU N MapTHLOPCKMUTE NPOBEPKU
rapaHTMpaT ePeKTUBEH KOHTPO Ha HMBO EC. LlenTa Ha BbBeAEHUTE MO-BUCOKN
N3MNCKBAHMS 3@ HOTUMULIMPAHUTE OpPraHun, e fa Ce rapaHTMpa BbB Bb3MOXHO Hali-BUCOKaA
CTerneH Ka4yecTBOTO Ha NMyCHATUTE Ha Na3apa/NMycHaTUTe B eNCTBMUE MeaNULIMHCKN
n3nenns/MeguUMHCKN U3aennsa 3a UHBUTPO AMArHOCTUKA.

Cbc 3akoHonpoekTa NAJ1 e onpepesieH KaTo HauMOHasieH opraH, oTroBapsu, 3a
HOTUUMUMpaHnTe opraHn. OpraHbT, OTroBapsL, 3a HOTUPUUMPAHUTE OpraHun Lwe
N3BbPLLUBA OENHOCTUTE MO OLEHABaHe, onpefensHe, HoTudguumnpaHe, HabnwgeHne n
HaZA30p BbPXY HOTUPUUMPAHUTE OPraHn U TeEXHUTE NogpasaesieHna N NoaN3NbAHNTENN
no pena Ha PernameHT (EC) 2017/745 n PernameHT (EC) 2017/746.

Cbc 3akoHonpoekTa VAJT e onpeaeneH n KaTo opraH, KONTO M3BbPLLUBa Haa30pa Ha
nasapa. Cbobpa3HO AeNHOCTUTEe No HaA30p Ha nasapa, onpefeneHn B ABaTa perjiamMeHTa,
B 3aKOHOMPOEKTa Ca pa3nMcaHun 1 NpeumsnpaHin NpaBoMoLWmMATa Ha ONbXHOCTHUTE Nnua,
oCblUecTBABallM HaA30p Ha Masapa, Ha U3MbJHUTEeNHUA anpekTop Ha NAJ], KakTo 1 Ha
MUHUCTBbPA Ha 3 paBeorna3BaHeTo.

OCHOBHM Lenn Ha ABaTa periamMeHTa Ca CBbpP3aHM C NOBULLABaHe Ha NPO3payHOCTTa 4pes
no-gobbp A0CTHLN A0 MHPOPMaLMA Ha NauneHTuTe, obwecTBEHOCTTa N MEOULNHCKUTE
cneymanuctu; nbareaHe Ha oybnnpaHeTo Ha NpenocTaBsaHe Ha MHMOPMaLKMA OT
WKOHOMMYECKMTE onepaTtopun, HOTUPULNPAHNTE OPraHn N Bb3JIOXKUTENNTE Ha KIIMHNYHN
N3NMNTBAHUSA KbM KOMMNETEHTHUTE opraHn n obpaTHO; yNecHsiBaHe Ha NOTOKa Ha
MHOopMaLMa Mexay AbpXaBuTe YaeHkn n KomucuaTa. Kno4oB acnekT 3a NOCTUraHeTo
Ha Te3n uenn e paswmpsaBaHe n gopaspaborBaHe Ha pyHKUMMTe Ha Eudamed. CuctemaTa
Eudamed Bknto4YBa cnegHUTe eNeKTPOHHU cucTeMun: 6a3zaTa AaHHU 3a YHUKANIHUA
naoeHTudgukaTop Ha nusgenumata (UDI), cnuctemaTta 3a HOTUPULIMPAHNTE OPraHn u
cepTudmnkaTuTe, CUCTEMATa 3a perncTpauns Ha n3geanarta  UKOHOMUYeCKnTe
onepaTopwn, cMcTemMaTa 3a KJIMHUYHUTE N3NUTBAHNA Ha MEAULMHCKNTE



n3nenna/u3nnTBaHMATa Ha AENCTBMETO MeOULUHCKUTE n3aenns 3a uH BNTPO
ANarHoCTmkKa, CuCtemMaTa 3a npocnensdasaHe OoT npomssognTesid Ha Bbe3onacHocTTa n
HaA30p cyied nyCcKaHe Ha Ma3apa n cncrteMaTa 3a Had30p Ha Na3apa.

3a na 6bvae npueeneHa 6asata AaHHM Eudamed B NbJiHa TEXHUYECKA U OpraHmM3aLMoHHa
hYHKLMOHANHOCT € NpeaBMAeHO ABaTa perfaMeHTa Aa 3ano4YHaT ga ce npunaraTt
rnocteneHHo. B To3n cMucbn B N3P Ha 3aKOHONpPOEKTa e NpeaBnaeHO AeNCTBalnTe
pa3nopenbun Ha 3MU, oTHacALWKM Ce A0 perncrTpaumsaTa Ha UKOHOMUYECKNTE onepaTopu n
perncTtpaunsaTa Ha uspenuaTa, 0O pefa 3a pa3pellaBaHe Ha NPoBeXAaHe Ha KIMHNYHUTE
N3NNTBaHUA Ha MeOULUUNHCKUTE U3genns Ha TeputopusaTa Ha P.bbarapus, kakto n oo peaa
3a npocsiegsaBaHe Ha 6e3o0nacHOCTTa Ha NyCcHaTUTE Ha Nasapa U3aenus, ga octaHaT B cuna
nokato Eudamed cTaHe Hanb/IHO PYHKLUMOHaNHa, cfief KOeTOo CbLNTEe Ce OTMEHSAT.

3a [a ce ocurypwu njaBeH Npexo KbM HOBUTE NMpaBua 3a perncrpauns 3a
WKOHOMUNYECKNTE onepaTopu e NpeaBuaeH npexoneH nepuog 3a BbeBe)xjaHe Ha AaHHUTE B
cuctemaTa oT 18 Meceua cnep kato Eudamed cTaHe Hanb/IHO PYyHKLMOHAHA.

3aKOHOMPOEKTBLT BHACA n HeobxoonmuTe npomMmeHm B HaMMeHOBaHWATa Ha pa3gennTte oT
OencTBallns 3aKOH 3a NOCTUraHe Ha TEPMUNHOJIOTMHYHO CbOTBETCTBME C ABaTa perjiaMeHTa.

CbC 3aKOHOMpPOEKTa ca U3MEHEHU CHLOTBETHUTE aAMUHNCTPATUBHOHAKa3aTeNHN
pa3r|opeJ:|,6V|, KaTo pencreawmTe 0O MOMEHTa Cca npmneeaeHm B CbOTBETCTBME C HOBATaA
pernaMmeHTauna, npeosnaeHa B 3aKOHa N B ABaTa perjaMeHTa.

O4akBaHMAT pe3ynTaT e CBbpP3aH C oCUrypsBaHe Ha npuaaraHeTo Ha PernameHT (EC)
2017/745 v PernameHT (EC) 2017/746, KaTo ce pernameHTUpaT Ha HaLMOHa/IHO HUBO
rnpaBunaTa v npouenypuTe, NPUIOKUMN 38 MEAUUUHCKUTE U3feNna U 3a MeguunHCKuTe
n3genns 3a UHBUTPO AMArHOCTUKA. N0 TO3M HaYMH We ce rapaHTupa NpaBuIHOTO
npuiaraHe Ha €BpONenCcCKNTE N HauMOoHaNHM pa3nopeabn n HeMpPOTMBOPEYNBO ThJIKYyBaHe
OT CTpaHa Ha agpecaTuTe Ha aKTa.

Appec 3a u3npalliaHe Ha CTaHoBMWaA U npednoxxeHnsa: mbotusharov@mh.government.bg

OTroBOpHa MHCTUTYLUA

OTroBopHa UMHCTUTYLUA

MuUHUCTEpPCTBO Ha 34paBeona3sBaHeTo
Apnpec: Codus, Copusa, nn. Ceeta Hepensa Ne 5
EnekTpoHHa nowa: press@mh.government.bg

HauumHM Ha npepocTaBsHe Ha NPenJyio>KeHUs U CTaHOBULLA

e MNopTana 3a obLIeCTBEHN KOHCYNTauumn (M3UCKBa Cce perucrpaumnsa Yypes nMmeinn);
e ENnekTpoHHa noula Ha Noco4YeHuTe agpecu;



e CucTeMaTa 3a CUrypHO eNeKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (usnckea ce
KBanmuumpaH enektTpoHeH noanuc nam MUK Ha HOW);
e OmumanHng agpec 3a KOpecrnoHeHUuns.

JLOKYMEeHTH

MakeT OCHOBHU OOKYMEHTHU:

MpoeKT Ha PeweHne Ha MNMHUCTEPCKUSA CbBET 3a 04006psiBaHe Ha NPOEKT Ha 3aKOoH 3a
M3MEHEHNEe N AoNbJIHEHWE Ha 3aKOHa 33 MeaULUMHCKUTE n3genms - sep. 1.0 | 06.06.2022

[MpPOoeKT Ha 3aKOH 3@ U3MeHeHWe 1 AoNbJIHEHWE Ha 3aKO0Ha 3a MeAUNLINHCKNTE n3aenns -
Bep. 1.0 | 06.06.2022

Joknag Ha MMHUCTBbPa Ha 34paBeona3BaHeTo - Bep. 1.0 | 06.06.2022

MoTueu - Bep. 1.0 | 06.06.2022

YacTu4Ha ouUeHKa Ha Bb3aencremeTo - Bep. 1.0 | 06.06.2022

CtaHoBuLe Ha PaboTHa rpyna 1 “CBoboaHoO OBM»XeHne Ha cTokn” - Bep. 1.0 | 06.06.2022

CTaHoBMLIE Ha anpekuus ,MoaoepHM3aUusa Ha agMnHUCTpaumsaTa” - sep. 1.0 | 06.06.2022

CnpaBKa 3a OTpa3siBaHe Ha NpeasioXXeHuUsTa U cTaHoBuwaTa - Bep. 1.0 [ 19.10.2022

KOHcyﬂTaLI,VIOHEH AOKYMEHT:

CnpaBkKa CcTaHOBMLUA:

KomMmeHTapm

UcTopus

Hauyano Ha obwiecTBeHaTa KOHcynTauusa - 06.06.2022
MpukniouyBaHe Ha KOHcynTaumsaTa - 06.07.2022
CnpaBKa 3a noJsiyuyeHuTe npepnoxeHus - 19.10.2022

CnpaBKa 3a OoTpa3siBaHe Ha NpenJioKeHNATa U CTaHOBULLLATa

OKOHuaTeJiIeH akKT Ha MuHucTepckusa cbBeT
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