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MpuynHuTe 3a pa3paboTBaHETO Ha HACTOALWMSA NPOEKT Ha 3aKOH 3a N3MEHEHME U
OOMbJIHEHNE Ha 3aKOHa 3a MeAUNLIMHCKUTE n3aenns ca CBbp3aHu ¢ HeobxoanmocTTa OT
ocuUrypsiBaHeToO Ha MEpPKN 3a npuiaraHe Ha 3a4bJ/IKEHUATa, NPoM3TNUYaLWm oT cnegHuTe
PernameHTun Ha EC:

1. PernameHT (EC) 2017/745 Ha EBponenckmsa napnameHT 1 Ha CbBeTa 3a MeANUNHCKUTEe
n3nenus, 3a nsMmeHeHmne Ha Oupektuea 2001/83/EO, PernameHT (EO) Ne 178/2002 1
PernameHT (EO) Ne 1223/2009 1 3a oTMsHa Ha AupekTtuneu 90/385/ENO n 93/42/ENO (OB,
L117/1 ot 5 man 2017 r.), Hapu4aH no-HaTaTbK ,PernamenT (EC) 2017/745", nameHeH ¢
PernameHT (EC) 2020/561 1

2. PernameHT (EC) 2017/746 Ha EBponenckns napsaMeHT n Ha CbBeTa 3a MegULMHCKUTE
n3nenvsa 3a MHBUTPO AMArHOCTUKA U 3a OTMsAHa Ha [OupekTtumea 98/79/EO n PeweHune
2010/227/EC (OB, L 117/176 oT 5 man 2017 r.), HapuyaH no-HaTaTbK ,PernameHT (EC)
2017/746“, nameHeH c PernameHT (EC) 2022/112.

PernameHT (EC) 2017/745 n PernameHT (EC) 2017/746 paBaT cBobona Ha AbpxKaBute
YJIeHKW fa npuemart rno onpenesieHn BbMpoCnU BbTPELIHO HaLOoHaHU rnpasuna rno
npunaraHeTo M. Ypes npoekTa Ha 311 Ha 3MU ce uenu fa ce ypeaaT BbMNPOCUTE,
KOUTO U3NCKBAT U3PUYHO BbBEeXXOaHe Ha 3aKoHOo4AaTeNIHU MEPKM Ha HaUMOHAIHO HUBO,
KaKTO 1 fa ce onpefesiaT opraHuTe rno npuiaraHe Ha perjamMeHTuTe rno HauuoHaaIHOTO


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

npaeo.

N3nbnHuTenHaTa areHymsa no nekapcrteata (MAJ1) e onpegeneHa 3a HaunoHaneH
KOMIMeTeHTEeH opraH, OTroBapsLl 3a npujaraHeTo Ha ABaTa perjlaMeHTa.

C npoekTa ce rnoco4sa e3unkKa, Ha KOWTO MHpOPMaLNATa U OOKYMEHTaUnAaTa OTHOCHO
MeOULUWNHCKUTe n3aenna n nageyindta 3a NHBUTPO ANarHOCTUKa Ce npenoctaBd Ha
KOMMETEHTHUTE OpraHn.

3a NbpBM NbT Ce Cb3AaBa Bb3MOXKHOCT fle4ebHnTe 3aBeaeHns ga NnponssexxgaT u
n3non3BaT 3a CO6CTBEHU HYXXAN MEeANLIMHCKN N3aennsa/MeanLUnHCcKN n3aenus 3a
WHBUTPO AMArHOCTMKa. BbBe)xOa ce 3aAb/KeHne 3a perncrtpaumsa Ha nevyebHnte
3aBefeHns, KOUTO NpousBeXaaT U U3Non3BaT B CblnTe nevyebHn 3aBegeHns
MeOUUWNHCKN n3genma/MeanunHCcKu n3genns 3a UHBUTPO AMarHOCTUKa No peda Ha 4. 5,
nap. 5 ot aeBata PernameHTa.

C npennoXeHnTe U3MeHEeHNs B 3aKOHOMPOEKTa ce NpefoCcTaBAT NpaBoOMOLWNSA Ha
MUHUCTBbPa Ha 3[paBeorna3BaHeTOo 3a NyCckaHe Ha nasapa u/wan B encTeue no
N3KJYeHne Ha ngenmsa 6es oueHeHo cboTBeTCTBME. [TOCOYEHOTO N3KOYEHNE ce
[OorMycKa caMo U eANHCTBEHO C uen da ce 3alunTn nHTepeca Ha obLecTBeHOTo 34pase
nnn 6e3onacHoOCTTa 1 34paBeTo Ha NaumeHTuUTe. B cnyyvanm, 4e bbarapumsa ce Bb3non3Ba
oT Ta3un geropauunsa, NAJ1 cnensa ga nHgopmmpa EBponenckaTta KoMmucmsa n apyrute
OBbpP>KaBu YeHKWN 3a n3gageHaTta 3anoseq.

N3pun4HO ce 3abpaHsaBa noBTopHaTa obpaboTka n ynotpebaTta Ha NOBTOPHO 0bpaboTeHn
n3genua 3a egHokpaTHa ynoTpeba.

CbrnacHo PernameHT (EC) 2017/745 nosTopHaTa obpaboTka n nocneasawaTa ynotpeba
Ha n3genus 3a egHokpaTHa yrnoTpeba Moxxe fa ce n3BbpluBa, CaMO KOraTo ToBa e
pa3peLlleHo 0T HauMOHAJIHOTO NpaBo. MaskoTo Abp)XaBu B CBeTOBEH Mallab, B KOUTto e
pa3pelleHa nosTopHaTa ynotpeba Ha nsgenusa 3a efHOKpaTHa ynotpeba, nmat
ObAroroguuleH onuT, pasnosaraT C JIMUEeH3UPaHM JOoCTaByMUM Ha Ta3nm ycayra um
N3BBbPLUBAT NpouesypaTa rnpu CTPOro perraMeHTUPaHn HauMoHaHW rnpasuia nimn
3aKOHOLATeNCTBOTO UM NpenocTaBs Te3nm PyHKLUN Ha NMpon3BoauTesl. 3aKOHOMPOEKTbT
He npenBn>X4a Bb3MOXXHOCT 3a NMoBTOpHa obpaboTka Ha n3penusa 3a egHoKpaTHa
ynoTpeba nopagn BUCOKUSA PUCK 3a 0OLLLECTBEHOTO 3a4paBe (PUCK OT MHdekunn, oT
WHTOKCUKaUMA BCNeACTBME Ha OCTaTb4Y4HU XMMMYECKN BewecTBa cnef obpaboTkaTta u
Ap.). B ponbaHeHune, HAMa 6e3CNOpHM AOKa3aTesICTBa 3a MKOHOMUYeCcKaTa e(eKTUBHOCT
OT npouenypaTa, KaTo Ce B3eMaT npeasuj pa3xoauTe 3a n3BbpluBaHe Ha obpaboTkaTa,
3a IOrUCTUKa N TPaHCMNOPT, U 3acTpaxoBaTeIHUTE pa3Xxoau.

C npoeKTa ce uenn ga ce ypeau peabT 3a perucrpauns n nyckaHe B AeACTBME Ha
n3genusa, nspaboTeHn No NopbYka B CbOTBETCTBME C U3UCKBaHMATA Ha PernameHT (EC)
2017/745.

Opyra uen Ha NpeasioXeHNTe TEKCTOBE e Aa Ce AeTannmisnpa peabT, No KOWTO Le ce
pa3pellaBa NPoBEXAAaHETO Ha KJMHMYHO U3NMUTBAHE Ha MEeANULUUNHCKN N30enmsa n
N3NNTBaHe Ha AEeNCTBMETO Ha U34esNA 3a MHBUTPO AMArHOCTUKA, KaKTo N CbLLECTBEHN



NPoOMeHu B TAX, HA TepuTopmuaTa Ha bbarapusa cnep KaTo 3ano4vyHe da ce U3nona3ea
CbOTBETHATa eJIeKTPOHHa CUCTEMA 3a KJIMHUYHW U3NNTBaHUA Ha EBponenckaTa 6a3a
OAHHWN 332 MegULUNHCKUTe n3genus - Eudamed. ETM4HaTa KOMUCKA 3@ KIMHUYHN
n3nutBaHua (EKKW), cb3paneHa cbC 3aKOHa 3a IeKAapPCTBEHMUTE NPOAYKTU B XyMaHHaTa
MeuUWHa, e onpeesieHa KaTo opraH, KOMTO M3BbPLUBA OLEHKATa Ha €TUYHNTE acneKkTun
Ha KJIMHUYHUTE U3NUTBAHNA N N3NUTBAaHNATA Ha AENCTBMETO Ha U3gennsaTa 3a UHBUTPO
AVarHoCTuKa, KaTo ce perjaMeHTupa JOKYMeHTaumnaTa, KosaTo ce nogasa no EKKU,
CPOKOBETE N KPaHUSA aKT Ha NPOU3HACAHeTO 1 BbB BMA Ha CTaHoBuLe. OueHKaTa Ha
3a5B/IEHMETO 3a NPoBeXXJaHe Ha KJINHUYHO N3NUTBaHe/n3nMTBaHe Ha OeNCTBUEeTO U
oueHKaTa Ha npuapy>kaBallaTa ro 4OKYMeHTaunsa ce N3BbpLUBa OT ekcrepTun oT NAJI,
kaTo NAJT B Ka4eCTBOTO 1 Ha KOMMNETEHTEH OpraH ce NpousHacs rnpu ycaosmsaTa u
CPOKOBETE Ha perjiaMeHTUTe C KpaeH akT BbB BU/[ Ha pa3pelleHne, ygegomsieHne 3a
BaJIMAHOCT Ha NOJAAaAeHOTO 3asBJIeHne am oTkas. B cnydan, 4e Eudamed He e Hanb/HO
MYHKLUMOHaNHa KbM 26 Main 2022 r., ce 3ana3Ba CTapuAT pen 3a pa3pellaBaHe Ha
npoBexgaHe Ha KJNMHNYHU N3NNTBaHNSA, CbOTBETHO U3NMUTBaHE Ha AENCTBMETO Ha
MeANUVHCKO nigenne 3a NHBUTPO AMArHOCTUKA, A0 LOCTUraHeTOo Ha MbJiHa
dyHKUMOHaNHOCT Ha Eudamed. OnpepeneHn ca n ne4yebHUTe 3aBeAeHUs, B KOUTO MoraT
0a ce npoBexXaaT KJAVHUYHN N3NNTBAaHNA HA MEOULNHCKN N30eNnsa U U3NNTBaHe Ha
OEeNCTBNETO Ha U3aenus 3a UHBUTPO ANArHOCTUKA, KAKTO U CbLUECTBEHU MPOMEHUN B TAX.

B cpaBHeHUe C gocerawHuna peg, npasuiaTa 3a onpefensHe U MOHUTOpPUpPaHe Ha
HOTU(NLMpPAHUTE OpraHu ce OCHOBaBaT Ha NO-CTPOrn KpUTepumn, LOMbJIHEHN Ca HOBU
3a4bJ/DKEHNA N OTFOBOPHOCTU, @ CbBMECTHUTE OLEHKU U MapTHLOPCKNTE NPOBEPKMN
rapaHTmpaT epeKTnBeH KOHTPoJ Ha HMBO EC. LlenTa Ha BbBeAEeHUTE NO-BUCOKMU
N3NCKBaHUA 3@ HOTUUUNPAHUTE OpraHu, e Aa ce rapaHTupa BbB Bb3MOXXHO Hal-BMCOKa
CTeneH Ka4yecTBOTO Ha NyCcHaTUTe Ha nasapa/nycHaTuTe B LENCTBUE MEOULNHCKHN
nsgenna/MeJNUNHCKN N34eNns 3a UHBUTPO OMarHOCTUKA.

Cbc 3akoHonpoekTa MAJ] e onpeaeseH KaTo HaLWOHaNIeH opraH, oTroBapsuy, 3a
HOTUUUMPaHNTE opraHn. OpraHbT, OTroBapsll 3a HOTUPULIMPAHUTE OPraHu Lie
N3BbpPLUBA AEMHOCTUTE MO OLEHsIBaHe, onpeaensHe, HoTuduumpaHe, HabnwoaeHne n
HaO30p BbPXY HOTUPULUMNPAHUTE OPraHn U TEXHUTE NoApasaeneHns U NoAN3NbAHUTENN
rno penda Ha PernameHT (EC) 2017/745 n PernameHT (EC) 2017/746.

Cbc 3akoHonpoekTa NAJ e onpeneneH n Kato opraH, KOWTO M3BbpLLUBA Haa30pa Ha
nasapa. Cbobpa3HO AenHOCTMUTE No HaA30p Ha nasapa, onpeneneHn B ABaTa
peraaMeHTa, B 3aKOHOMPOEKTa Ca pa3nmcaHn 1 npeunsmpaHn npaBoMoLLnATa Ha
ONBXXHOCTHUTE /INLa, OCbLeCcTBABaLLM HAaA30p Ha Nasapa, Ha U3NBbAHUTENHUSA OUPEKTOP
Ha VAJ], KakTO 1 Ha MMHNCTbPA Ha 34paBeorna3BaHeTo.

OCHOBHM L& Ha ABaTa persaMeHTa ca CBbp3aHM C NOBMLLIABaHe Ha NPO3pavyHOCTTa
ype3 no-006bP AOCTHN A0 NHPOPMAUMS Ha NAaUMEHTUTEe, 06LLEeCTBEHOCTTA U
MeOULUNHCKMTE cneunannucTn; nsbsireaHe Ha aybnmpaHeTo Ha NpeaocTaBsaHe Ha
NHOPMaLMS OT MKOHOMUYECKUTE ornepaTopu, HOTUPULNPAHUTE OPraHn 1
Bb3J/IOXKUTENNTE Ha KIIMHUYHU U3NUTBAHNSA KbM KOMNETEHTHUTE opraHn u obpaTHo;
yJlecHsIBaHe Ha NOTOKAa Ha MHGOPMaLUS Mexay Obp)XaBute YyieHkn n KomucuaTa.
Knio4yoB acnekT 3a NOCTUFAaHETO Ha Te3U Lenun e paswmnpsiBaHe 1 gopa3paboTBaHe Ha



dyHKumMmnTe Ha Eudamed. CuctemaTta Eudamed BkatoYBa cnegHUTE €NEKTPOHHN
cuctemun: 6asaTa AaHHW 3@ YHUKaNHUA naeHTudukatop Ha nsgenuata (UDI), cuctemaTta
3@ HOTUULUMpPAHNTE OpraHn N cepTudukKaTnUTe, CUCTEMaTa 3a perncrpaymsa Ha
n3pennsaTa n NKOHOMUYECKMUTE onepaTopun, CucTemMaTa 3a KIMHUYHUTE N3NUTBAHUA Ha
MeANLUMHCKNTE N30enma/m3nnTBaHnsaTa Ha 4ENCTBNETO MEANLNHCKNTE N3LeNnNa 3a NH
BUTPO AMArHOCTUKa, cucTemMaTa 3a npocnegssaHe oT npoussoauTens Ha besonacHocTTa
N HaA30p cfied nyckaHe Ha nasapa u cuctemMaTa 3a HaA30p Ha nasapa.

3a na 6bae npmBeneHa 6azaTta AaHHM Eudamed B Nb/iHa TEXHUYECKA U OpraHM3aLnoHHa
PYHKLMOHANHOCT e nNpeABuUAEeHO ABaTa perjlaMeHTa Aa 3arnoYyHaT da ce npunarat
nocteneHHo. B To3m cmncoun B N3P Ha 3aKOHOMNpPOEeKTa e NpeABUAEHO AecTBalmTe
pa3nopenbun Ha 3MU, oTHacALWM ce A0 perucTpaumsaTa Ha UKOHOMUYECKUTe onepaTopu n
perncTpaumnaTa Ha usgenvaTa, 40 pefa 3a pa3pellaBaHe Ha NMpoBexaaHe Ha
KJAVHUYHUTE U3NUTBaHUSA Ha MeOULNHCKUTE n3genus Ha TeputopuaTa Ha P.bbarapus,
KaKTO 1 [0 pefa 3a npocienssaHe Ha be3onacHOCTTa Ha NycHaTUTe Ha Na3apa
n3pgenus, fa ocTaHaT B cuna gokato Eudamed cTaHe HanbAHO PyHKUMOHaNHa, cnej
KOEeTO CbLUMTE Ce OTMEHHAT.

3a fa ce ocUrypwu njaBeH Npexon KbM HOBUTE Npasua 3a perncrpauma sa
NKOHOMMYECKNTEe onepaTopu e npeasunieH npexoneH nepmnopn 3a BbBe)xxnaHe Ha
[aHHWTe B cuctemaTa oT 18 Meceua cnep kato Eudamed cTaHe HanbJIHO
PYHKLMNOHaNHa.

3aKOHOMPOEKTHT BHACS U HEobXoAMMUTE MPOMEHN B HAUMEHOBAHUSATA Ha pa3aenuTe oT
NencTBaWmsa 3aKOH 3a NoCcTMraHe Ha TEPMUHOIONMYHO CbOTBETCTBME C ABaTa
persamMeHTa.

Coc 3aKOHOMpoeKTa Ca N3SMeHeHN CbOTBETHUTE aAMUHNCTPATUBHOHAaKa3aTe/HN
pa3r|opep,6|/|, KaTo AencTBalnTe O MOMEHTa Ca npmeeaeHm B CbOoTBeTCTBME C HOBATA
pernamMmeHTauns, npegsnaeHa B 3aKOHa N B ABaTa perjaMeHTa.

O4yakBaHUAT pe3ynTaT e CBbP3aH C ocurypsaBaHe Ha npunaraHeTo Ha PernameHT (EC)
2017/745 v PernameHT (EC) 2017/746, KaTo ce pernaMeHTUpaT Ha HaUWMOHAIHO HMBO
npaBufiaTa 1 NpouenypuTe, NPUIOKUMN 38 MEAULMHCKNTE U3OENNA U 38 MEONLMHCKUTE
n30enmsa 3a UHBNTPO ANArHOCTMKa. 1o TO3M Ha4YuH We ce rapaHTupa NpaBuJIHOTO
rnpuiaraHe Ha eBPONENCKNTE N HauuoHa HK pa3nopeanbu n HeENPOTMBOPEYNBO
TbJ/IKyBaHe OT CTpaHa Ha agpecaTuUTe Ha aKTa.

Adpec 3a n3npaliaHe Ha CTaHOBULWA 1 NpeanoxxeHnda: mbotusharov@mh.government.bg

OTroBOpHa MHCTUTYLUA

OTroBOpHa MHCTUTYLUA

MuUHMUCTEpPCTBO Ha 34paBeona3sBaHeTo
Apnpec: Cogpusa, Cogpumsa, nn. Ceeta Hepgena Ne 5



EnekTpoHHa nouwa: press@mh.government.bg

HauuHu Ha npepocTaBsAHe Ha NpPenJsIo>kKeHUss U CTaHOBULLLA

MopTana 3a 06WeCcTBEHN KOHCYNTauMM (M3UCKBa Ce perncTpauns 4ypes nmenn);
EneKTpoOHHa NoLa Ha NocoYeHnTe agpecu;

CucTtemaTa 3a CUrypHO eNleKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (usuckea ce
KBanmduumpaH enektpoHeH noanuc nam NMNNK Ha HOW);

OdwuumanHmna agpec 3a KopecrnoHaeHUus.

JLOKYMEeHTH

MakeT OCHOBHMU AOKYMEHTMH:

MpoeKT Ha PewieHne Ha MMHUCTEPCKUS CbBET 3a 00006psiBaHe Ha NPOEeKT Ha 3aKOH 3a
N3MEHEHMEe U JoNbJIHEHME Ha 3aKOHa 33 MeauUWHCKUTE n3genus - sep. 1.0 | 06.06.2022

[MpoeKT Ha 3aKOH 3@ U3MeHeHWe 1 AoNbJIHEHME Ha 3aK0Ha 3a MeJULINHCKUTe 13aenuns -
Bep. 1.0 | 06.06.2022

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

MoTueu - Bep. 1.0 | 06.06.2022

YacTu4Ha oueHKa Ha Bb3aencrtemeTo - Bep. 1.0 | 06.06.2022

CtaHoBuLe Ha PaboTHa rpyna 1 “CBoboaHO ABMXeHMe Ha cToKn” - Bep. 1.0 | 06.06.2022

CTaHoBMLUIE Ha Anpekumsa ,MoaepHmM3aLunsa Ha agMUHUCTpaumaTa” - sep. 1.0 | 06.06.2022

CnpaBKa 3a O0Tpa3siBaHe Ha NpeaJIodKeHUSATa U CTaHoBuWaTa - Bep. 1.0 ] 19.10.2022

KoucynTau,uoueH AOKYMEHT!:

CnpaBKa cTaHOBMLUA:

KomeHTapu

UcTopus

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 06.06.2022


https://strategy.bg/index.php/download/870490
https://strategy.bg/index.php/download/870490
https://strategy.bg/index.php/download/870476
https://strategy.bg/index.php/download/870476
https://strategy.bg/index.php/download/870484
https://strategy.bg/index.php/download/870482
https://strategy.bg/index.php/download/870480
https://strategy.bg/index.php/download/870486
https://strategy.bg/index.php/download/870488
https://strategy.bg/index.php/download/870478

MpuknouBaHe Ha KOHcynTaumaTa - 06.07.2022
CnpaBka 3a nony4yeHuTe npepsioxeHus - 19.10.2022

CrnipaBKa 3a oTpa3siBaHe Ha NpeaJIoKeHUATa U CTaHOBMLLLATA

OKOHuYaTeJiIeH akKT Ha MuHucTepckusa cbBeT
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