MpoekT Ha PewweHue Ha MMHUCTEpPCKUA CHbBET 3a O.D,OﬁpﬂBaHe Ha
NPOEeKT Ha 3aKOH 3a U3MEeHeHUe U aonbJiIHeHue Ha 3aKOoHa 3a
MeaOUUUNHCKUTE mspnenui

NHdopmauus

OTkpuBaHe / MpuknwouyBaHe: 06.06.2022 r. - 06.07.2022 r. HeakTuBHa
HomMep Ha KOoHcynTaumsa: #6821-K
OOnacT Ha nonAuTUKa: 3apaBeona3BaHe

Tun KOHCynTauua: ---

MpuynHuTe 3a pa3paboTBaHETO Ha HACTOALWMSA NPOEKT Ha 3aKOH 3a N3MEHEHME U
OONbJIHEHME Ha 3aKOHa 3a MeAULNHCKNTE N3Lennsa ca CBbp3aHm C HeobxoanMocTTa OT
OCUTypsABaAHETO Ha MEPKM 3a npuiaraHe Ha 3aA4bJ/DKeHnaTa, NpousTu4allm oT cnegHuTe
PernameHTn Ha EC:

1. PernameHT (EC) 2017/745 Ha EBponenckmsa napnameHT 1 Ha CbBeTa 3a MeONUNHCKUTE
n3nenus, 3a nameHeHmne Ha Oupektuea 2001/83/EO, PernameHT (EO) Ne 178/2002 1
PernameHT (EO) Ne 1223/2009 1 3a oTMAHa Ha AupekTnem 90/385/EMO n 93/42/ENO (OB,
L117/1 ot 5 man 2017 r.), HapuyaH no-HaTaTbK ,PernameHT (EC) 2017/745", n3MeHeH C
PernameHT (EC) 2020/561 1

2. PernamenT (EC) 2017/746 Ha EBponenckmns napsamMeHT n Ha CbBeTa 3a MeQULMHCKUTE
n3nenusa 3a MHBMUTPO AMArHOCTUKA U 3a 0OTMsAHa Ha OupekTtumea 98/79/EO n PeweHune
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 paBaT cBoboda Ha Abp)XaBute
Y/IeHKN fa npuemMaT no onpeaesieHn BbNpoCu BbTPELLUHO HaLWOHAIHX NpaBuia no
npunaraHeTo M. Ypes npoekTa Ha 31 Ha 3MU ce uenu fga ce ypeaaT BbMNpOCUTeE,
KOMTO M3NCKBAT U3PUYHO BbBEXAAHE Ha 3aKOHOA4ATENIHN MEePKN Ha HaLMOHAIHO HUBO,
KaKTO 1 fa ce onpefensaT opraHuTe rno npuiaraHe Ha perjamMeHTuTe rno HauuoHaIHOTO
npaso.

M3nbaHMTenHaTa areHuma no nekapcrteaTta (MAJ1) e onpeneneHa 3a HauMoHaNeH
KOMMEeTEeHTEeH OpraH, OTroBapsul 3a NpuiaraHeTo Ha ABaTa perjiamMmeHTa.

C npoekTa ce Noco4Ba e31Ka, Ha KONTO MHpopMaUNATa U AOKYMEHTaUMsATa OTHOCHO
MeANUVHCKNTE N34enus N u3gennaTta 3a MHBUTPO AMArHOCTMKa ce NpefocTaBs Ha
KOMMeTEHTHUTE OpraHu.

3a NbPBU NbT Ce Cb3AaBa Bb3MOXHOCT sle4ebHNTe 3aBeAeHns Aa NpousBeXxaaT U
N3MN0N3BaT 33 COBCTBEHU HY)XOMN MEAULNHCKN U34enns/MeanLnHCKN n3nennsa 3a
WHBUTPO AMArHOCTUKA. BbBexaa ce 3aAb/KeHNe 3a perncTpaums Ha nevyebHuTe



3aBefeHnsd, KOMTo Npom3BexxaaT N N3MoJ3BaT B CbLMTE NnevebHn 3aBeaeHuns
MeOULUHCKU n3genma/MeonunHCcKu n3genns 3a UHBUTPO OMarHOCTUKa Mo pefja Ha 4. 5,
nap. 5 ot geata PerniameHTa.

C npennoXxeHUTe U3MEeHeHNsA B 3aKOHOMPOEKTa ce NpefoCcTaBAT NMpPaBoOMOLLMA Ha
MWHUCTbpPa Ha 3[4paBeorna3BaHeTOo 3a NyCKaHe Ha Nna3apa Uu/uan B AencTeme no
N3KJYeHne Ha n3genmsa 6es oueHeHo cboTBeTCTBME. [TOCOYEHOTO N3KYEeHne ce
[OMycKa caMo U eAUHCTBEHO C Luen Aa ce 3alunTn nHTepeca Ha obLecTBEHOTO 3paBe
nnn 6e3onacHOCTTa 1 34paBeTo Ha NauneHTuTe. B cnyyan, 4e bbarapus ce Bb3MN0A3Ba
OT Ta3wu geropauuns, NAJ1 cnegsa oa nHpopmupa EBponenckata KOMUCUS U ApyruTte
Obp>XaBuW YNeHKN 3a u3gageHaTta 3anoseq.

N3pnyHo ce 3abpaHsaBa noBTopHaTa obpaboTka n ynotpebaTta Ha NoBTOpHO 0bpaboTeHn
n3genus 3a egHokpaTHa ynoTpeba.

CobrnacHo PernameHT (EC) 2017/745 nosTopHaTa obpaboTka v nocseasallaTta ynotpeba
Ha n3genus 3a eqHoKpaTHa yrnoTpeba MoXxe Aa ce n3BbpLUBa, CaMO KOraTo TOBa €
pa3peweHo OT HaUNOHa/IHOTO NpaBo. MankKoTO Abp)KaBu B CBETOBEH Mawab, B KOUTO e
pa3pewleHa noBTopHaTa ynotpeba Ha n3gennsa 3a egHoOKpaTHa ynotpeba, nmaTt
AbAroroaulleH onunuT, pasnosiaraTt C JIMUEeH3UpaHN A0CTaBYMLUN Ha Ta3n ycayra u
N3BbPLUBAT NpoueaypaTa Npu CTPOro pernaMmeHTUpPaHn HauMoHaHW npaBuia nnm
3aKOHOOATENICTBOTO MM NpenocTaBs Te3n pyHKUNUN Ha NPOonU3BOANTEN. 3aKOHOMPOEKTBLT
He npeaBM>XXAa Bb3MOXXHOCT 3a NMOBTOPHa obpaboTka Ha n3genns 3a egHoKpaTHa
ynoTpeba nopaan BUCOKUS PUCK 3a 06LLLECTBEHOTO 3apaBe (PUCK OT UHdeKuun, oT
WHTOKCMKaLWNA BCNeOCcTBME Ha OCTaTbYHU XUMNYECKN BellecTBa cnef obpaboTkaTa u
np.). B ponbnHeHue, HAMa 6e3cnopHK AoKa3aTesICTBa 3@ UKOHOMMYEcKaTa epeKTUBHOCT
OT npouenypaTa, KaTo ce B3eMaT Npeasua pa3xoamTe 3a U3BbpLIBaHe Ha obpaboTkaTa,
3a JIOTUCTMKA U TPAHCMOPT, 1 3aCTPaxoBaTE/IHUTE pa3Xxoau.

C npoekTa ce uenn ga ce ypeamn peabT 3a perucrpaumsa n nyckaHe B AENCTBME Ha
n3genns, napaboteHn No nopbyka B CbOTBETCTBME C U3NCKBaHUATa Ha PernameHT (EC)
2017/745.

Odpyra uen Ha npeasioXXeHUTe TEKCTOBE e Aa ce AeTaniminpa peabT, N0 KOMTO Le ce
pa3peluaBa rNPoBeXXAaHEeTO Ha KJIMHUYHO N3NNTBaHEe Ha MeANUVHCKN N34enmsa n
N3NNTBaHE Ha AEeNCTBMETO Ha N3LesNA 3a MHBUTPO AMArHOCTUKA, KaKTO N CbLLEeCTBEHN
MPOMeHN B TAX, Ha TepuTopuaTa Ha bbarapusa cnep KaTo 3anoyHe ga ce U3nos3Bsa
CbOTBETHATa eJIeKTPOHHa CUCTEMA 3a KJIMHUYHU U3NNTBaHWA Ha EBponenckaTa b6a3a
OAaHHW 332 MegULUUNHCKUTe nigenus - Eudamed. ETU4HaTa KOMUCKA 3@ KIMHUYHN
n3nutBaHua (EKKW), cb3pageHa CbC 3aKOHa 3a IeKAapCTBEHUTE NPOAYKTU B XyMaHHaTa
MeauUMHa, € onpefeneHa KaTo opraH, KONTO N3BBbPLUBA OLEHKaTa Ha eTUYHUTE acneKkTun
Ha KJINMHUYHUTE U3NUTBAHNA N N3NUTBAaHNATA Ha AENCTBMETO Ha U3aennaTa 3a UHBUTPO
OVarHoCTuKa, KaTo Ce persiaMmeHTupa AOKYMeHTauunaTa, KoaTo ce nogasa no EKKN,
CPOKOBETE N KpaHUSA aKT Ha NPOU3HaCcsAHeTO 1 BbB BMA Ha cTaHoBuLe. OueHKaTa Ha
3as8BJIEHMETO 3a NpoBeXAaHe Ha KJIMHUYHO U3NNTBaHEe/M3NNTBaHe Ha OeNCTBUETO U
OLeHKaTa Ha nNpuapy>asallaTa ro LOKYMeHTaLluMsa ce N3BbPLUBA OT ekcriepTu oT NAJI,
kaTo WAJT B Ka4eCTBOTO 1 Ha KOMMNETEHTEH OpraH ce NpousHacs rnpu ycaosmaTa n



CPOKOBETE Ha persaMeHTuUTe C KpaeH akT BbB BMU Ha pa3pelleHne, ypeaomaeHune 3a
Ba/INOAHOCT Ha NMoAafeHOTO 3asaBNeHMe Ui oTkas. B cnyyan, 4ye Eudamed He e HanbJIHO
MYHKLUMOHaIHa KbM 26 Main 2022 r., ce 3ama3Ba CTapusaT pen 3a pa3pellaBaHe Ha
npoBe)xaaHe Ha KJANHUYHN N3NUTBaHNSA, CbOTBETHO M3NUTBaHe Ha AENCTBUETO Ha
MeANLIMHCKO n3genne 3a MHBUTPO AMArHOCTUKa, A0 AOCTUIaHETO Ha MbJiHa
PYHKLUMOHANHOCT Ha Eudamed. Onpegenern ca n ne4ebHnTe 3aBefeHns, B KOUTO MoraT
0a ce npoBexaaT KJANHUYHU N3NUTBAHNA Ha MEOULMHCKN U3OeNNsa U U3NNTBaHE Ha
OENCTBNETO Ha U34eNns 3a UHBUTPO ANArHOCTMKA, KaKTO U CbLLECTBEHN NMPOMEHMN B THX.

B cpaBHeHuMe c gocerawHua pen, NnpaBuaaTa 3a onpepensiHe 1 MOHUTOpPUpPaHe Ha
HOTUPULNPAHUTE OPraHN Ce OCHOBABAT Ha MO-CTPOrv KpUTEpUn, AOMbJAHEHN Ca HOBU
3a4bJ/IKEHNS U OTTOBOPHOCTU, @ CbBMECTHUTE OLLEHKU N MAapTHbOPCKMTE NPOBEPKMU
rapaHTMpaT ePeKTUBEH KOHTPON Ha HMBO EC. Llenta Ha BbBeAeHNUTE NO-BUCOKMN
N3NCKBAHMS 3a HOTUMULMPAHUTE OpPraHu, e Aa Ce rapaHTUpa BbB Bb3MOXXHO Hal-BMCOKA
CTerneH KayecTBOTO Ha NyCHaTUTE Ha Na3apa/rnycHaTuTe B AeNCTBME MeANLVNHCKM
n3nenns/MeanuMHCKN n3aenns 3a MHBUTPO AMArHOCTUKA.

Cbc 3akoHonpoekTa WNAJ e onpeneneH KaTo HauuoHas eH opraH, oTroBapsL 3a
HOTUMUMPaHUTe opraHn. OpraHbT, OTroBapsL, 3a HOTUULMPAHUTE OPraHn Lie
N3BbPLUBA OENHOCTUTE MO OLEHABaHe, onpepensHe, HoTuguumnpaHe, HabntogeHne n
Ha430p BbPXY HOTUPUUMPAHUTE OPraHn U TEXHUTE NoapasaeneHns n NoAN3NbAHNTENN
no peda Ha PernameHT (EC) 2017/745 n PernameHT (EC) 2017/746.

Cbc 3akoHonpoekTa NAJ1 e onpeneneH n Kato opraH, KOWTO M3BbpLUBa Haa30pa Ha
na3sapa. Cbobpa3HO AenHOCTMUTE No HaA30p Ha NMa3apa, onpeneneHn B ABaTa
pernamMmeHTa, B 3aKOHOMPOEKTa Ca pa3nuMcaHn 1 npeumnsnpaHn npaBoMowmsaTa Ha
ONBXXHOCTHUTE LA, OCbLLECTBABALLM HAaA30p Ha Na3apa, Ha M3NbAHUTENIHUSA ONPEKTOP
Ha WNAJI, KakToO 1 Ha MUHUCTBbPA Ha 34paBeorna3BaHeTo.

OCHOBHM UeNN Ha ABaTa perjiamMeHTa Ca CBbp3aHu C NOBULLIABaHE Ha NMPO3pPayHOCTTa
ype3 no-gobbp AOCTHLN A0 MHPOPMaLNA Ha NauneHTUTe, obuwecTBeHOCTTa n
MeANLIMHCKNTE creunannucTun; n3bsaresaHe Ha aybnmpaHeTo Ha NpedocTaBsHE Ha
MHGpOPMaLUNs OT UKOHOMUYECKNTE onepaTopun, HoTUNUMpaHUTE opraHu u
Bb3JIOXKUTENNTE Ha KJIMHUYHU U3MUTBAHMNA KbM KOMNETEHTHUTE opraHun n obpaTHo;
yNecHsiBaHe Ha MOoTOoKa Ha MHOoPMaLUns Mexay Abp)XaBuTe YneHkn n Komncusara.
Kno4yoB acnekT 3a NOCTUraHeTo Ha Te3n Lenu e paswnpsasaHe n gopaspaborsaHe Ha
PyHKUMnNTe Ha Eudamed. CuctemaTa Eudamed BK/lOYBaA ClieAHNTE €NEKTPOHHN
cuctemu: 6azaTa AaHHW 3a YHUKaNHUA naeHtudunkaTop Ha ndgennarta (UDI), cuctemaTta
3@ HOTUUUMPAHNTE OpraHn N cepTudukKaTnuTe, CUCTEMATa 3a perncTpaymsa Ha
n3genmata u MKOHOMNYECKUTE onepaTopu, CUCTEMaTa 3a KJIMHUYHNTE U3NUTBAHUA Ha
MeONUVHCKNTE U30ennsa/u3nntTeaHnaTa Ha 4eENCTBUETO MEAULMHCKNTE U3genmsa 3a UH
BUTPO AMArHOCTUKa, cMcTemMaTa 3a npocnegssaHe oT nponssoanTensa Ha 6esonacHoCTTa
N Haa30p cnen NyckaHe Ha Nasapa W cucTemMaTa 3a HaAa30p Ha nasapa.

3a na 6bae npueeneHa 6asaTta gaHHM Eudamed B NbiHA TeXHUYECKa M OpraHM3aLnoHHa
(PYHKLIMOHAIHOCT e NpeABUAEeHO ABaTa perjiaMeHTa fAa 3arnoYyHaT fAa ce npunaraTt
nocTeneHHo. B To3m cmucbn B N3P Ha 3aKoHOMpPoeKTa e NpeaBuaeHo AelncTBalmTe



pa3nopenbu Ha 3MU, oTHacALWM ce 00 perncTpaumnsaTa Ha UKOHOMUYECKMUTE onepaTopu U
perncTpauusaTa Ha U3genusaTa, [0 peda 3a paspellaBaHe Ha NpoBeXXJaHe Ha
KJINHUYHUTE U3NUTBAHUA Ha MEOVLMHCKUTE N3AEeNNs Ha TeputopusiTa Ha P.bbarapus,
KaKTO 1 [0 peda 3a npocieassaHe Ha 6e30MacHOCTTa Ha NycHaTUTe Ha nasapa
n3aenus, na ocTaHaT B cuna gokato Eudamed cTaHe Hanb/AHO PyHKLUWOHANHA, cneq
KOETO CbLUNTE C& OTMEHAT.

3a [da ce ocUrypwu njaBeH Npexon KbM HOBUTE NpasBua 3a perncrpaumsa sa
MKOHOMMYECKNTEe onepaTopu e npeaBuieH npexoieH nepmnopn 3a BbBe)xaaHe Ha
[aHHWTe B cuctemaTa oT 18 mMeceua cnep kato Eudamed cTaHe HanbJIHO
PYHKLMNOHaNHa.

3aKOHOMPOEKTHT BHACS N HEobXxoAMMUTE MPOMEHN B HAUMEHOBAHUSATA Ha pa3aenuTe oT
OencTBaWms 3aKOH 3a NoCcTUraHe Ha TEPMUHOIONMYHO CbOTBETCTBME C ABaTa
persamMmeHTa.

CbC 3aKOHOMPoOEKTa ca U3MEHEeHU CbOTBETHUTE aAMUHUCTPaTUBHOHaKa3aTeHN
pa3r|opep,6|/|, KaTo AencTBalinTe O MOMEHTa Ca npmeeaeHmM B CbOoTBeTCTBME C HOBATA
pernamMmeHTaunA, npegsnaeHa B 3aKOHa N B ABaTa perjaMeHTa.

O4yakBaHUAT pe3ynTaT e CBbP3aH C ocurypsBaHe Ha npuiaraHeTo Ha PernameHT (EC)
2017/745 v PernameHT (EC) 2017/746, KaTo ce pernaMeHTUpaT Ha HaUWMOHAIHO HMBO
npaBufiaTa 1 NpouenypuTe, NPUIOKUMN 38 MEAULNHCKNTE U3OEeNNA U 38 MEOULMNHCKUTE
n3nenmsa 3a UHBUTPO AMarHOCTMKa. 1o TO3M HauYuH We ce rapaHTupa NPaBuIHOTO
npuaaraHe Ha eBPONEeNCKNTE U HauuoHa HK pa3nopenbu n HeENPOTMBOPEYNBO
TbJ/IKyBaHe OT CTpaHa Ha afpecaTuUTe Ha aKTa.

Adpec 3a n3npallaHe Ha CTaHOBULWA W NpeanoxxeHns: mbotusharov@mh.government.bg

Ha4yuHm Ha npeanocrtaesHe Ha nNnpenjsiookeHua U CTaHOBULLLa

MopTana 3a 06wecTBEHN KOHCYNTauMmn (M3UCKBa Ce perncTpauns 4ypes nmenn);
EnekTpoHHa nolia Ha NocoYeHnTe agpecu;

CnctemaTa 3a CUrypHo enieKTpoHHO Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmduumpaH enektTpoHeH noanuc nam NMNNK Ha HOW);

OdmumanHua agpec 3a KoOpecnoHaeHUns.

JLOKYMEeHTH

MakeT OCHOBHU OOKYMEHTM:

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJloXKeHusATa U CTaHoBULWaTa - Bep. 1.0 19.10.2022



mailto:mbotusharov@mh.government.bg
https://beta.strategy.bg/download/870478

CTaHoBMLLE Ha Anpekums ,MoaepHu3aumsa Ha agMUHUCTPaumaTa” - sep. 1.0 | 06.06.2022

CtaHoBuLe Ha PaboTHa rpyna 1 “CBoboaHo ABM»XeHue Ha cTokn” - Bep. 1.0 | 06.06.2022

YacTn4Ha oueHKa Ha Bb3aencrtemeTo - Bep. 1.0 | 06.06.2022

MoTtueu - Bep. 1.0 | 06.06.2022

[Joknaja Ha MMHUCTBbPa Ha 3A4paBeona3BaHeTo - Bep. 1.0 | 06.06.2022

[MpOoeKT Ha 3aKOH 3@ U3MeHeHne 1 AoNbJHEHWE Ha 3aK0Ha 3a MeAULINHCKUTE 13aenns -
Bep. 1.0 | 06.06.2022

MpoeKT Ha PewleHne Ha MMHUCTEPCKUSA CbBET 3a 00bpsABaHe Ha MPOEeKT Ha 3aKOH 3a
N3MEeHeHNe N OOoNbJIHEHNE Ha 3aKOHa 3a MeguunHcknuTe nagenns - sep. 1.0 | 06.06.2022

KoHcynTauMOHEeH OOKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

UcTopus

Hauyano Ha obwiecTBeHaTa KOHcynTauusa - 06.06.2022
MpuknovBaHe Ha KOHcynTaumaTa - 06.07.2022
CnpaBKa 3a nNoJiy4yeHuTe NpensioXKeHusn

CnpaBka nan cboblieHne.

OKOHuaTeJieH akKT Ha MuHMcTepckusa cbBeT
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