MpoekT Ha 3aKOH 3a U3SMEeHeHUe u AonbJIHeHUue Ha 3aKoHa 3a
NeKapCcTtBeHuTe NpoaAyKTU B XyMaHHaTa MeéaUuLlMHa

UHdopmaunsa
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HomMmep Ha KoHcynTauua: #4534-K

O6nacTt Ha nonuTUKa: 3apaBeonasBaHe

Tvn KoHcynTaumsa: 3aKkoH

BHocuTen: MuUHUCTEPCTBO Ha 34paBeorna3BaHeTo

Tuvun BHOCMTEeNn: HauUMOHANHO

C npoekTa Ha 3aKoH 3a U3MeHeHne N oNbJ/IHEHME Ha 3aKOHa 3a JIEKapCTBEHUTE
NPOAYKTM B XyMaHHaTa MeguumHa ce npegnaraT npoOMeHu B CsieAHUTE OCHOBHN HaCOKMU:

1. U3nbnHeHne Ha aHraXxuMeHTU, Bb3sIoXKeHU ¢ PewwweHne Ne 704 Ha MnHUCTepCKUSA
cbBeT oT 2018 r. 3a NnpueMaHe Ha MepKK 3a TpaHchopMaumsa Ha Moaena Ha
agMUHNCTpaTMBHO obcnyxeaHe (PMC Ne 704/2018 r.).

2. Cb3paBaHe Ha ycsoBuA 3a npuiaraHe Ha fenerupaH PernameHT (EC) 2016/161 Ha
KomMmucmaTa ot 2 oktomBpu 2015 rognHa 3a gonbsiBaHe Ha OupekTtmea 2001/83/EO Ha
EBponencknsa napnameHT n Ha CbBeTa 4Ype3 ycTaHoBsABaHe Ha noapobHm npasuia 3a
nokasaTtennTe 3a 6e30NacHOCT, MOCTaBEeHN BbPXYy ONMakoBKaTa Ha JIeKapCTBEHUTE
NPOAYKTM 3a XyMaHHa ynoTtpeba.

3. Cb3naBaHe Ha HOPMATUBHU NMPeAnoCcTaBKN 3a ONTUMU3MPAHE Ha KOHTPOJIa BbPXY
anTeKkuTe.

4. 3abpaHa eaVH 1 Cbl TbProBew, Aa NpuTe)xaBa eAHOBPEMEHHO pa3peLleHMe 3a
TbproBusi Ha apebHO 1 pa3pelleHne 3a TbProBUsa Ha eapo C JIEKAPCTBEHN NPOAYKTU C
LLeJs1 OCUTYPSIBAHE HA Bb3MOXXHOCTU 33 KOHKYPEHL NS Mexay y4aCcTHMULUTE Ha na3apa B
Te3n obnacTtm.

5. PaswupsBaHe Ha Bb3MOXKHOCTUTE 3a JlIe4eHMe Ha NnayneHTUTe Ypes periamMmeHTmpaHe
Ha npuiaraHeTo Ha J1IeKapCTBEeHU MPOAYKTU N3BBH onpenesieHnTe MM nokKkasaHung rnpu
nnnca Ha apyra ajJltTepHaTuBa 3a e4eHne n camMmo npm Haan4me Ha Hay4Hhn oCHOBaHUA 3a
TOBa. ToBa We Ce oCbLULecTBABa CaMO NO U3KJIIDYEHMe, Mo KOHTPOJ1a Ha Nekap, KOWTO
e HOCU usaTa OTrOBOPHOCT 3a ToBa. LlenTta e na ce gagat nose4vye Bb3MOXKHOCTU 3a
NevyeHne, B pe3ynTtaT Ha KOeTOo [a Cce NMOCTUrHe no - epeKTUBHO Jle4eHne B CaiydanTe,
KOraTo nmnceaT APYrn antepHaTBU 3a NaulMUNeHTUTeE.



6. Cb3naBaHe Ha HaunoHanHa anTeYyHa KapTa U Ha NpeanocTaBky 3a nogobpsiBaHe Ha
[OCTbMA Ha rpaXkAaHUTe A0 anTeKn 3a OCUrypsiBaHe Ha JIEKapCTBEHU NPOAYKTY;

MpaBAT ce N3MEeHEeHNA 1 AONBbJIHEHMSA U B 3aKOHa 3a 34paBHOTO ocurypssaHe (330) n
3aKOHa 3a MeguunHcknTe nsgenmsa (3MNM). N3ebpuiBa Cce TEXHUYECKO NpeunsmpaHe n B
3aKOHa 3a xopaTa C yBpexxdaHus, 6e3 ga ce NpaBAT NPOMEHN MO CbLIECTBO.

AQpec 3a n3npalaHe Ha cTaHoBMLWaA U NpepnoxxeHus: delovodstvo@mh.government.bg

OTroBOpHa MHCTUTYLUA

OTTOBOpHa MHCTUTYUUNA

MuUHUCTEpPCTBO Ha 34paBeona3sBaHeTo
Apnpec: Cogpus, Cogpumsa, nn. Ceeta Hepena Ne 5
EnekTpoHHa nowa: press@mh.government.bg

HauumHmM Ha npepocTaBsHe Ha NPenJyio>KeHUs U CTaHOBULLA

MopTana 3a obLeCcTBEHN KOHCYNTaUnmn (M3NCKBa ce perncTpaumnsa 4pes nmenn);
EnekTpoHHa noLa Ha NocoYeHNTe agpecu;

CucTemaTa 3a CUrypHO eNleKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (u3nckea ce
KBanMpuumpaH enekTpoHeH nognuc nam NMK Ha HOW);

OdwvumanHmna agpec 3a KOpecrnoHaeHuns.

JOKyMeHTH

MakeT OCHOBHM AOKYMEHTMU:

MpoeKT Ha PeweHne Ha MMHUCTEPCKUS CbBET 3a 0406psiBaHe Ha MPOEeKT Ha 3aKOH 3a
N3MEeHeHNe U JonbJHEeHNEe Ha 3aKOHa 3a J1IeKapCTBEHUTE NPOAYKTU B XYMaHHaTa
MeaunumHa - sep. 1.0 [ 19.08.2019

MpoeKT Ha 3aKOH 3a U3MEHEeHNEe U A0oNbJHEHNE Ha 3aKOHA 3a IEKAPCTBEHUTE NPOAYKTU
B XYMaHHaTa MeguunHa - Bep. 1.0 | 19.08.2019

Joksaa Ha MUMHUCTBbPa Ha 3A4paBeona3BaHeTo - Bep. 1.0 ] 19.08.2019

MoTtueu - Bep. 1.0 1 19.08.2019

YacTun4Ha oLleHKa Ha Bb3aencremeTo - Bep. 1.0 | 19.08.2019

Tabanua Ha CbOTBETCTBMETO C MPABOTO Ha EBPONEnCKMs Cbio3 OTHOCHO: IMpeKTuBa
2001/83/EO Ha EBponenckus NMapnamMeHT 1 Ha cbBeTa oT 6 HoemBpun 2001 rognHa 3a
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YTBbPXXJaBaHe Ha KoaeKc Ha OBLIHOCTTa OTHOCHO NIEKapPCTBEHW NPOAYKTU 33 XYMaHHa
ynotpeba - Bep. 1.0 ] 19.08.2019

CTtaHoBMLIE Ha aupekumsa ,MoaoepHu3auma Ha agMUHNCTpaumaTa” - sep. 1.0 | 19.08.2019

CtaHoBuue Ha HCOIJIB, nonyyeHo no en. nowa (18 centemBpn 2019 r.) - Bep. 1.0 |
24.09.2019

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJlioXKeHusaTa 1 cTaHoBuLaTa - Bep. 1.0 117.12.2019

KoucynTau,uoueH AOKYMEHT:

CnpaBka cTaHOBMLLA:
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ABTOp: BaneHTnH Ctomkos (21.08.2019 15:01)

He CTaBa SICHO OT 3arJlaBMeTOo Ha 3aKOHOMPOEeKTa, 4Ye ce NPaBAT U3MEHEHMNSA B NOBeYe OT
eadunH 3aKoH!

Ob6bpHeTe BHUMaHNE KAaKBO Heferno 3arnaBue ca cnoxunum ("MpoekT Ha 3akoH 3a
N3MEeHeHMe N OonbJIHEHNE Ha 3aKOoHa 3a JIeKapCTBEHMUTE NPOAYKTU B XyMaHHaTa
mMeguumHa"). MpoMeHAT C egnH NPOEKT rnoBeye oT eanH 3akoH! He caMo 3aKOHa, KOUTO
CnoMeHaBaT B 3arJlaBMeTo Ha NpoekTa 3a U3MeHeHue!

TBbPAO CbM NPOTUB Ta3n NpakKTUKa'

AKO BCe NaK ce HaJjlara HaBeHbXX Aa Ce NMPOMEHAT HAKOJIKO 3aKOHa, ToBa Tpﬂ6Ba SACHO
0a € HanncaHo B 3arjaBneTo.

HanomHsAM, 4ye ce onuTaxa Mo TO3N Ha4YUH Aa ,,CKPMAT" NPOMEHN B 3aKOHa 3a

orpaHu4YaBaHe Ha NnawaHnaTa B 6pon (KaTo BKJOYMXa MPOMEHU B TO3M 3aKOH, C KOUTO
NCKaT Aa HaManaT IMMUTa Ha NiawaHusaTa B 6poi, B 3aKOHOMPOEKT, B YMETO 3arjlaBme
nuile, 4e ce npomeHsa 3akoHa 3a O[C, a BCbLHOCT Ce MPOMEHS NnoBeYye OoT eunH 3aKOH).

Te3n onnTK 3a MaHUNyNaUna ca obuaHM 3a 6bArapcknTe rpaXkaaHn N cMaTaMm, 4ye
TpsabBa na npecTaHarT.
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ABTOp: BaneHTnH Ctomkos (21.08.2019 14:32)

NCKaM [a MMaM npaBo Aa gorJawam B Nno-gobpute 6onHuum (3gpaBHaTa Kaua Aa njalla
4acT OT NIe4EHNETO MU)

LlntaT oT npoekTo3akKoHa:

"Yn. 45a. (1) N3nbaHnTENNTE HA MEANLMHCKAE MOMOLL Ca AJTbXHW Aa OCUTYPSAT Ha

3a4bJIXXUTEJIHO 34paBHOOCUTYpPeEHNTE JinLa, 6e3 na nsuckBaT un npueMart oT TAX
nnawjaHe

n/mnu gonnawaHe, MeanUNHCKaTa NoMOLL, BKJIIOYEHA B NakeTa, onpeaeseH B
HapegbaTa o

4. 45, an. 2, 3a KoATO ca ckar4nan gorosop ¢ H30K, kakTo n MeanUnHCKaTa rnomMolLL ro
4.

45,an. 1, 1. 11 n 12 npu crnasBaHe Ha MEANUNHCKUTE CTaHL4apTH 38 Ka4eCTBO Ha
OKa3BaHaTa

MeanLUMNHCKa NMOMOLL U OCUIypsIBaHE 3aluMTa Ha rnpasaTta Ha nauveHTa, lpaBuaaTta 3a
nobpa

MeanLUMHCKa NPakTuKa n (hapMaKko-TeparneBTUYHNTE PbLKOBOACTBA 3a JIeYeHne C
JIeKapCTBEHU

npoaykTun."

ToBa e B ylwbpb Ha MHTEpecnTe Ha Te3un, KOMTO CK MJawaT 3a4paBHUA peKeT (HapuyaH
C eB(hbemMM3Ma 3a4paBHA OCUIYpPOBKaA, HO BCHLLHOCT € AaHbK, 3all0TOo ce naawa
3a0bJKUTENIHO) Ha Abp)XaBaTa, HO NpeanoyYnTaT Aa NoJs3BaT ycjyraTa Ha no-gobpa
6onHuLa.

B MOM MHTepec e aKko sie4yeHneTo cTpyBa (Hanpumep) 1200 neBa, a 34paBHaTa Kaca
nnawa camo 300 neBa, a3 pa mora pa ponnata 900 nesa.

AKo 3abpaHAaT Ha BonHUUMTEe Aa B3MMAT AONBJHUTENIHO Mapu OT NAaUNEHTU, KOUTO Ca
OCUTYpPEHN Mo 3gpaBHaTa Kaua, Wwe CbM NpuHyaeH ga nnawam 1200 neBa KaTo Taka
HAMa Aa ce Bb3Non3BaT OT NPABOTO CM 3[paBHaTa Kaua ga niaatu 300 neea oT
LeHaTa Ha siedyeHueTo!

3aloTo aKo LeHaTa Ha ycnyraTa e 1200 neBa HAMa Kak 6onHMUaTa Aa 9 n3BbPLUN CaMo
cpewy 300 neBa (KouTo ce nMaalwaT oT KauaTa 6e3 AbHO).



He cbM cbrnaceH ga MM oTHeMaT NPaBOTO [1a MN0J13BaM NapuTe, KOUTO CbM BHECH/ B
3[paBHaTa Kalla, caMO 3alL,0TO CbM 6oraT 11 UMaM BUCOKM U3UCKBAHUA KbM
3apaBHUTE 3aBeneHus (1 3aToBa CbM 13bpan Aa Nosi3BaM TakMBa, B KOUTO yCayruTe
Ca No-CKbMNM OT LieHaTa, KOATO 3JpaBHaTa Kaua nnaawia).

AHanorn4yHo n nNpu octaHanute "6esnnatHn" ycnyrmn Tpabea ga e Taka - Hanpumep
YacTHUTe yymnuwa. Tpsabea Aa MMa Bb3MOXHOCT Abp>KaBaTa Aa NsaTu 4acT OT LeHaTa
3a oby4yeHve Ha geuaTa, pOANTENNTE Ha KOUTO ca n3bpann Te ga y4aT B 4aCTHO
yyunnuuie.

KpaHuTe eTaTUCTK, KOMTO Ca NpPeaoXnan To3M 3aKoH KassaT, Ye 3awmTtasaT
npaBaTa Ha rpa>kgaHuTe (Oa He 6bAaT ,,orpabBaHn” oT ,,anyHaTa Nekapcka magua“).
Camo 4e e 06paTHOTO - € TaKUBA €TAaTUCTKMU NOJINTUKU Ce OrpaHMyaBaT npasaTta Ha
rpa>kpgaHuTe, KOUTO Ca CU njawann 3gpaBeH AaHbK KaTo non4yeTa, a nocse He MoraT
0a Cu BbpHAT 4acT OT njaTeHusa 34paBeH faHbK KATO 3[4paBHaTa Kaua Nnokpue 4acT oT
cMeTKaTa UM B no-gobpaTta 6onHMuUa, KOATO ca ns3bpanu.

Tas3n eTaTucTKa 3abpaHa LWe AoBese 40 NoKayBaHe Ha KpallHaTa LeHa Ha ycayraTa B
no-nobpuTe (1 3aTOBa MO-CKbMNK) BONHULM, 3aLLLOTO 3ApPaBHATa Kalla HAMA Kak Aa nnaTu
4acT OT pa3xoAuTe No fevyeHneTo!

UcTopus

Ha4vano Ha obwecTBeHaTa KOHcynTauusa - 20.08.2019
MpuknouBaHe Ha KOHcynTaumsaTa - 18.09.2019
CnpaBka 3a nony4YeHuTe npepsioxeHums - 17.12.2019

CrnpaBKa 3a OTpa3siBaHe Ha NpeaJIoKeHNATa U CTaHOBMLLLATA

OKOHuaTeJiIeH akKT Ha MuHucTepckusa cbBeT
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