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MpnynHNTe 3a pa3paboTBaHETO Ha HACTOALWMSA NPOEKT Ha 3aKOH 3a U3MEHEHMNE
OONbJIHEHME Ha 3aKOHa 3a MeANLUNHCKNTE N3aennsa ca CBbp3aHn € HeobxognMocTTa OT
OCUTypsABaAHETO Ha MEpPKM 3a npuiaraHe Ha 3aAbJ/KeHnaTa, Npou3TU4aLllm oT cnegHuTe
PernameHTun Ha EC:

1. PernameHT (EC) 2017/745 Ha EBponenckusa napnameHT n Ha CbBeTa 3a MegMUNHCKUTEe
n3genus, 3a nameHeHmne Ha OupekTtuea 2001/83/EO, PernameHT (EO) Ne 178/2002 1
PernameHT (EO) Ne 1223/2009 1 3a oTMsAHa Ha AupekTtumseu 90/385/EMO n 93/42/ENO (OB,
L117/1 ot 5 man 2017 r.), HapuyaH no-HaTaTbK ,PernamenT (EC) 2017/745“, n3amMeHeH ¢
PernameHT (EC) 2020/561 1

2. PernamenT (EC) 2017/746 Ha EBponenckmnsa napsiaMmeHT n Ha CbBeTa 3a MeJULMHCKUTE
n3nenusa 3a MHBMUTPO AMArHOCTUKA U 3a OTMsAHa Ha OupekTtumea 98/79/EO n PeweHune
2010/227/EC (OB, L 117/176 oT 5 man 2017 r.), Hapu4aH no-HaTtaTbK ,PernameHT (EC)
2017/746", n3ameHeH c PernameHT (EC) 2022/112.

PernameHT (EC) 2017/745 n PernameHT (EC) 2017/746 pasaT cBoO6Oda Ha Abp)KaBuTe
Y/IeHKN Oa npuveMaT no onpeaesieHn BbNPOCU BbTPELLUHO HaLlMOHAIHX NpaBuia no
npunaraHeTo M. Ypes npoekTa Ha 311 Ha 3MU ce uenun fga ce ypeaaT BbMNPOCUTE,
KOUTO U3NCKBAT U3PUYHO BbBEXXOaHe Ha 3aKoHOoA4aTeNHU MEPKM Ha HaUMOHAIHO HMBO,
KaKTO 1 Oa ce onpenendaTt opraHuTe no npuaaraHe Ha persaMeHTUTe Nno HauMOoHa/IHOTO
npaBo.

N3nbnHuTenHaTa areHumsa no nekapcrteata (MAJ1) e onpegeneHa 3a HaunoHaneH
KOMIMeTeHTEeH opraH, OTroBapsLl 3a NnpujaraHeTo Ha ABaTa perjlaMmeHTa.

C npoekTa ce rnoco4sa e3uKa, Ha KOWTO MHpOPMaLNATa U OOKYMEHTaUunaTa OTHOCHO
MeOVNLUMNHCKUTEe n3aenna n naneyindta 3a NHBUTPO AMNarHOCTUKa Ce npenoctaBd Ha
KOMMETEHTHUTE OpraHn.



3a NbpBM NbT Ce Cb3AaBa Bb3MOXHOCT siedyebHMTe 3aBefeHns Aa Npon3BexxaaT u
N3non3BaT 3a COBCTBEHN HY)XON MeONUNHCKN n3genna/MeanumnHCKN n3genms 3a
MHBUTPO AMArHOCTMKa. BbBexxaa ce 3aAbJ/IKEHNE 3a perncrpaums Ha sedebHnte
3aBefeHns, KOUTOo NpousBexaaT U U3Non3BaT B CbLLNTe nevyebHn 3aBegeHUs
MeOULUWNHCKN n3genma/MeanunHCKu n3genns 3a UHBUTPO AMarHOCTUKa Mo pefda Ha 4. 5,
nap. 5 ot geata PernameHTa.

C npensioXXeHUTe U3MEeHeHNA B 3aKOHOMPOEKTa ce NpefoCcTaBAT NMpaBoOMOLLMSA Ha
MUWHUCTBbPa Ha 34paBeona3BaHETo 3a NyckaHe Ha nasapa u/wan B AencTene no
N3KJ4YeHne Ha ngennsa 6es oueHeHo cboTBeTCTBME. [T0OCOYEHOTO N3KIYeHne ce
[OMyCcKa caMo U eAMHCTBEHO C Uuen Aa ce 3aluTn nHTepeca Ha obLecTBeHOTo 34pase
nnn 6es3onacHOCTTa 1 34paBeTo Ha NauneHTuTe. B cnyyan, 4e bbarapus ce Bb3M0A3Ba
OT Ta3wu geropauunsa, NAJ1 cnepsa ga nHpopmupa EBponenckata KOMUCUS U ApyruTe
Obp>XaBun YNeHKN 3a u3ganeHaTta 3anoses.

N3pu4yHo ce 3abpaHaBa NoBTopHaTa obpaboTka n ynoTpebaTa Ha NOBTOPHO 06paboTeHM
n3aenvs 3a egHoKpaTHa ynoTpeba.

CobrnacHo PernameHT (EC) 2017/745 nosTopHaTa obpaboTka v nocneasalwaTta ynotpeba
Ha u3genns 3a egHokpaTHa ynoTpeba MoXe Aa ce n3BbpLuBa, CaMo KOraTo ToBa €
pa3peweHo OT HaUNOHa/IHOTO NpaBo. ManKoTO Abp)KaBn B CBETOBEH Mawab, B KOUTO e
pa3pelleHa NnoBTopHaTa ynotpeba Ha nsgenns 3a egHokpaTHa ynoTpeba, nmat
ABbAroroauweH onunuT, pasnofaraT C JIMLEH3UPaHN AOCTaBYMLUN Ha Ta3n ycayra u
M3BbPLIBAT MpoLeaypaTa Npu CTPOro peraameHTUpPaHn HauMoHa HN NpaBuia Nin
3aKOHOAATEeNICTBOTO MM NpenocTaBs Te3nm PyHKLUUM Ha NPOn3BoANTEN. 3aKOHOMPOEKTbT
He NpeaBM>Xaa Bb3MOXXHOCT 3a NoBTOpHa 06bpaboTka Ha n3nenns 3a egHOKpaTHa
ynoTtpeba nopaan BUCOKNSA PUCK 3a 0OLLECTBEHOTO 34paBe (PUCK OT MHGEeKUNK, OT
MHTOKCMKaLNA BCNeOCTBME Ha OCTaTbYHU XMMNYECKN BellecTBa cnef obpaboTkaTta u
ap.). B ponbnHeHune, HAMa 6e3CNOpHM AOKa3aTeNICTBa 3a MKOHOMUYEeCcKaTa e(DeKTUBHOCT
OT NpouenypaTa, KaTo ce B3eMaT NpeaBua pasxoamTe 3a n3BbpLiBaHe Ha obpaboTkaTa,
3a JIOrNCTMKA U TPAHCMOPT, 1 3aCTPaxoBaTEJIHUTE pa3Xxoau.

C npoekTa ce Lenn ga ce ypeaun peabT 3a perucrpaums u nyckaHe B AeCTBME Ha
n3nenus, n3paboTeHn No Nopbyka B CbOTBETCTBUE C U3NCKBAHUATA Ha PernameHT (EC)
2017/745.

IOpyra uen Ha NpeasoXXeHNUTe TEKCTOBE € Aa ce AeTannminpa penabT, Mo KONTO Le ce
pa3peliaBa NpoBeXXAaHETO Ha KJIMHUYHO U3NNTBaHE Ha MedNLUNHCKN u3nenusa un
N3NMTBaHe Ha OENCTBMETO Ha U34EeNns 3a UHBUTPO ANArHOCTUKA, KAKTO U CbLLECTBEHM
MPOMEHN B TAX, HA TepuTopuaTa Ha bbarapusa cnep KaTo 3arnoyHe ga ce U3nonsea
CbOTBETHAaTa eNeKTPOHHa CUCTEMA 3a KJIMHUYHU U3NuTBaHUA Ha EBponenckaTa 6a3a
OaHHN 33 MeanUunHCcKnTe usgennsa - Eudamed. ETn4yHaTa KOMUCKSA 38 KIAUHNYHN
n3nnteaHusa (EKKW), cb3nageHa cbC 3aKOHa 3a JIEKapCTBEHUTE NPOAYKTU B XyMaHHaTa
MeaduUWHa, e onpenesieHa KaTo OpraH, KOMTO M3BbpLUBa OLUEHKaTa Ha eTUYHNTE aCneKkTn
Ha KJIMHUYHNTE U3NUTBAHMA N N3NMNTBAHUATA Ha AENCTBMETO Ha N3L4EeNInATa 3a UHBUTPO
OVarHoCTuKa, KaTo Ce perjiaMmeHTupa AOKYMeHTauunaTa, Koato ce nogasa no EKKN,
CPOKOBETE N KparHNA aKT Ha NPOM3HACAHETO N BbB BUA Ha CTaHoBue. OueHkaTa Ha



3a5B/IEHMETO 3a NPOBeXJaHe Ha KJIMHUYHO N3NUTBaHe/n3nMTBaHe Ha OeNCTBUETO U
oLeHKaTa Ha npuapy>kaBawlaTa ro 4OKyMeHTauus ce N3BbpLUBa OT ekcrepTu oT NAJI,
kaTo WAJT B Ka4eCTBOTO 1 Ha KOMMNETEHTEH OpraH ce Npou3Hacs rnpu ycaosmsaTa n
CPOKOBETE Ha persiaMeHTUTe C KpaeH akKT BbB BU/[ Ha pa3pelleHne, ygegomseHne 3a
BaJINOHOCT Ha NogafeHOTOo 3asBNeHne nnm otkas. B cnydan, 4ye Eudamed He e HanbHO
dyHKUNOHaNHa KbM 26 Mman 2022 r., ce 3ana3Ba CTapuAaAT pef 3a pa3pellaBaHe Ha
npoBeXXgaHe Ha KJNHUYHN N3NUTBaHNA, CbOTBETHO U3NUTBaHe Ha AEeNCTBUETO Ha
MeANUVHCKO nigenne 3a NHBUTPO ANArHOCTUKA, A0 LOCTUraHeTOo Ha MbJiHa
pyHKUMOHaNHOCT Ha Eudamed. OnpepeneHn ca n nevyebHuTe 3aBeAeHUs, B KOUTO MoraT
0a ce npoeexaaT KJAVHUYHN N3NNTBAaHNA HA MEAULNHCKN N3Lennsa U U3NnTBaHe Ha
OEeNCTBNETO Ha U3aenus 3a UHBUTPO ANAarHOCTUKA, KAKTO U CbLLECTBEHW MPOMEHUN B TAX.

B cpaBHeHMe C goceralwHus pen, npaBuiaTa 3a onpenensHe U MOHUTOpPUpPaHe Ha
HOTUPULNPAHUTE OPraHN Ce OCHOBABAT Ha MO-CTPOrM KpUTEepun, AOMbJAHEHN Ca HOBU
3a0bJIXKEHNS U OTFOBOPHOCTU, @ CbBMECTHUTE OLEHKU N NAapTHbOPCKNTE MPOBEPKN
rapaHTMpaT eddeKTUBEH KOHTPO Ha HMBO EC. LlenTa Ha BbBeAEHUTE MNO-BUCOKMN
N3NCKBAHMS 3a HOTUULMPAHNUTE OpPraHu, e Aa Cce rapaHTupa BbB Bb3MOXXHO Hal-BMCOKaA
CTeneH KayeCTBOTO Ha NyCHaTMTe Ha Na3apa/nycHaTuUTe B AeNCTBUE MeaNLNHCKN
n3nenns/MeouumMHCKN N30enns 3a MHBUTPO AMArHOCTMKaA.

Cbc 3akoHonpoekTa WAJT e onpeneneH KaTo HauWOHaNEH OpraH, OTroBapsLy 3a
HOTUUUMpPaHNTe opraHn. OpraHbT, OTroBapsLl, 3a HOTUPULMPAHUTE OPraHun e
M3BbPLUBa AEMHOCTUTE MO OLEHSBAHE, onpeaensHe, HoTuduunpaHe, HabnwogeHne n
HaA30p BbPXY HOTUPMUNPAHUTE OPraHn N TEXHUTE Nogpa3aesieHns N Noan3nbAHNTENN
rno peaa Ha PernameHT (EC) 2017/745 n PernameHT (EC) 2017/746.

Cbc 3akoHonpoekTa NAJ1 e onpeneneH n Kato opraH, KOWTO M3BbpLUBa Haa30pa Ha
nasapa. Cbobpa3HO AenHOCTMTEe No HaA30p Ha Ma3apa, onpeneneHn B ABaTa
pernaMeHTa, B 3aKOHOMPOEKTa Ca pa3nncaHu v rnpeunsmpaHn npaBoMoLLUATa Ha
ONTBXXHOCTHUTE Nnua, oCbLLecTBABALWLM HAaA30p Ha na3apa, Ha U3MbAHUTENHUSA AUPEKTOP
Ha VAJ], KakTO 1 Ha MMHNCTbPA Ha 34paBeorna3BaHeTo.

OCHOBHM LEeNn Ha ABaTa perjiaMeHTa Ca CBbp3aHu C NoBuLLIaBaHe Ha NPO3payvyHOCTTa
ype3 nNo-gobbp AOCTHLN A0 MHPOPMaLMA Ha NauneHTuTe, obuwecTBeHOCTTa n
MeANLUVHCKNTE creunannucTun; n3bareaHe Ha aybnmpaHeTo Ha NpedocTaBsHE Ha
NHgopMaLMa OT NKOHOMUYECKUTe onepaTopun, HOTUULMPAHNTE OpraHn n
Bb3/IOXKUTENNTE Ha KJIMHUYHU N3MNTBAHNA KbM KOMIMETEHTHUTE opraHn n obpaTHo;
yJlecHsiBaHe Ha NOTOKa Ha MH(OopMaLns Mexay AbpXKaBuUTe YyneHkn n KomucusaTa.
Kno4yoB acnekT 3a NOCTUraHeTo Ha Te3n Lenu e paswnpsasaHe n gopaspaborsaHe Ha
dyHKUMnTe Ha Eudamed. CuctemaTta Eudamed BklOYBa CnegHUTE €NEKTPOHHN
cuctemun: 6asaTa AaHHM 3@ YHUKaNHUA naeHTudukatop Ha ngenuata (UDI), cuctemaTta
3@ HOTUMULIMPAHNTE OPraHn N cepTudukaTnTe, CUCTEMATA 3a PerncTpauuns Ha
N3oennaTta U NKOHOMMUYECKUTe onepaTopun, cMcTemMaTa 3a KJIMHUYHUTE U3NUTBAHUA Ha
MeANLIMHCKNTE U30ennsa/u3nnTBaHnaTa Ha AeNCTBUETO MeAULIMHCKUTE U3Oennsa 3a UH
BUTPO AMArHOCTUKa, cucTemMaTa 3a npocnegssaHe oT npoussoanTensa Ha besonacHoCcTTa
N Ha[30p cnep nyckaHe Ha Nasapa U CucTeMaTa 3a Ha[30p Ha na3apa.



3a na 6bae npmeeneHa 6azaTta AaHHM Eudamed B NbJiHa TEXHUYECKa U OpraHmM3aumnoHHa
PYHKLMNOHANHOCT e NpeaBMOEHO ABaTa perjaMeHTa Aa 3ano4yHaT Aa ce npuniarat
nocteneHHo. B To3m cMmncbn B N3P Ha 3aKOHONpPOEeKTa e NpeABUAEHO AecTBalmTe
pa3nopenbu Ha 3MU, oTHacAWM ce A0 perncTpaumsaTa Ha MKOHOMUYECKUTE ornepaTopun 1
perncTtpaunsaTa Ha usgenuaTa, 4O pefa 3a pa3pellaBaHe Ha NpoBeXadaHe Ha
KJIMHWYHUTE U3NMUTBaHNSA Ha MEOULUVHCKUTE n3genusa Ha TeputopusaTa Ha P.bbvarapus,
KaKTO 1 00 pefa 3a npocneasBaHe Ha 6e30macHOCTTa Ha NyCHaTUTE Ha na3apa
n3gennsa, Aa octaHaT B cuia gokaTto Eudamed cTaHe Hanb/AHO PyHKLUMOHANHA, cnep
KOETO CbLUNTE Ce OTMEHAT.

3a fa ce ocurypu niaBeH nNpexon KbM HOBUTE NpaBuia 3a perucrpauns 3a
MKOHOMUYECKUTe onepaTtopn e npeasnaeH npexoneH nepro 3a BbBexxjaHe Ha
JaHHUTe B cuctemaTa oT 18 mMeceua cnieq KaTo Eudamed cTaHe HanbJIHO
PYHKLMOHaHa.

3aKOHOMPOEKTHLT BHACS U HeobxoaMMMUTE MPOMEHN B HAUMEHOBaHUSATa Ha pa3aenuTe oT
AeNCcTBaWmMs 3aKOH 3a MNOCTUraHe Ha TePMUHOJIOFMYHO CbOTBETCTBME C ABaTa
persamMmeHTa.

CbC 3aKOHOMpPoOEeKTa ca U3MEeHeHU CbOTBETHUTE aAMUHUCTPaTUBHOHaKa3aTeHN
pa3r|open6|/|, KaTo AencTBalimTe 40 MOMEHTa Ca npmneeaneHmM B CbOoTBeTCTBME C HOBATaA
pernamMmeHTauns, npegsnageHa B 3aKOHa M B ABaTa perjiaMeHTa.

O4akKBaHMAT pe3ynTaT e CBbp3aH C OCUrypsBaHe Ha npuaaraHeTo Ha PernameHT (EC)
2017/745 v PernameHnT (EC) 2017/746, KaTo ce pernamMmeHTUpaT Ha HaUMOHAHO HUBO
npasunaTa v npouenypuTe, NPUIOKUMIN 32 MEANLNHCKUTE U3AENNS U 38 MEOULIMHCKUTE
N30enmsa 3a UHBUTPO ANArHOCTMKaA. 10 TO3M HauuH Wie Ce rapaHTMpa NPaBUIHOTO
npuiaraHe Ha eBpPONencKNTE N HauMoHaaHW pa3nopeabn n HeNMPOTMBOPEYNBO
TbJIKyBaHe OT CTpaHa Ha aApecaTUTe Ha aKTa.

AQpec 3a n3npallaHe Ha CTaHOBMLA 1 NpeanoxeHus: mbotusharov@mh.government.bg

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYUMA

MuUHUCTEpPCTBO Ha 34paBeona3sBaHeTo
Apnpec: Cogpusa, Codumsa, nn. Ceeta Hepgena Ne 5
EnekTpoHHa nowa: press@mh.government.bg

HauuHu Ha npepocTaBsAHE Ha NPenJIoOKeHUs U CTaHOBULLA

e [opTana 3a obwecTBeHN KOHCYNTaumm (M3NCKBa Ce perucTpaums 4ypes uMmenn);
e EnleKTpoHHa noLa Ha NOCoYeHUTe afpecuy;



e CnctemaTa 3a CUIypHO eN1IeKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (n3nckea ce
KBaMpuumpaH esniekTpoHeH nognuc nan MUK Ha HOW);
e OhmumranHua agpec 3a KOpecnoHAeHUVA.

JOKyMeHTH

MakeT OCHOBHM AOKYMEHTMU:

MpoeKT Ha PeweHne Ha MMHUCTEPCKUS CbBET 3a 04006psiBaHEe Ha MPOEeKT Ha 3aKOH 3a
N3MEeHeHNe N OoNbJIHEHNE Ha 3aKOHa 3a MeguunHckuTe nagenns - sep. 1.0 | 06.06.2022

[MpoeKT Ha 3aKOoH 3@ U3MeHeHne 1 AoNbJHEHME Ha 3aK0Ha 3a MeANLNHCKUTE n3aenns -
Bep. 1.0 | 06.06.2022

[Joknaja Ha MMHUCTBbPA Ha 34paBeona3BaHeTo - Bep. 1.0 | 06.06.2022

MoTtuBu - Bep. 1.0 | 06.06.2022

YacTun4yHa oLleHKa Ha Bb3aenctemeTo - Bep. 1.0 | 06.06.2022

CtaHoBuLLe Ha PaboTHa rpyna 1 “CBoboaHO ABMXXeHMe Ha cTokn” - Bep. 1.0 | 06.06.2022

CTaHoBMLLE Ha Anpekums ,MogepHu3aumsa Ha agMUHUCTPaumaTa” - sep. 1.0 | 06.06.2022

CnpaBKa 3a OTpa3sBaHe Ha NpeasIodKeHnsaTa 1 cTaHoBuuwaTa - Bep. 1.0 ] 19.10.2022

KoHcynTauuoHeH AOKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

UcTopus

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 06.06.2022
MpuknioyBaHe Ha KOHcynTauusaTa - 06.07.2022
CnpaBkKa 3a noJsiyuyeHMTe npeanoxeHus - 19.10.2022

CnpaBKa 3a oTpa3siBaHe Ha nNpenJjioXXeHusaTa n cTaHoBuLlaTa

OKOHu4YaTeJIeH aKT Ha MuHucrepckma cbBeT
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