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

UHdopmaunsa

OTkpuBaHe / MpukniwousaHe: 20.08.2019r. - 18.09.2019 r. HeakTMBHa
HomMmep Ha KoHcynTauua: #4534-K
O6nacT Ha nonuTuKa: 3JpaBeona3BaHe

Tun KOHCynTauusa: ---

C npoekTa Ha 3aKOH 3a U3MeHeHne N oNbJIHEHVE Ha 3aKoHa 3a JIeKapCTBeHUTe
npoaAykKTn B XyMaHHaTa MedWLHa Cce npeajsarat npoMeHn B csiegHNTEe OCHOBHU HaCOKW:

1. I3nbJ/IHEHME HA @aHTaXXUMEHTN, Bb3N10XKeHU € PeweHne Ne 704 Ha MUHUCTEpPCKUA
cbBeT oT 2018 r. 3a npnemMmaHe Ha MepKW 3a TpaHCcopMaL Mg Ha MoLesa Ha
agMUHUCTpaTMBHO obcnyxeaHe (PMC Ne 704/2018 r.).

2. Cb3paBaHe Ha ycsoBuA 3a npuiaraHe Ha [enerupaH PernameHT (EC) 2016/161 Ha
KomucmnaTa ot 2 oktomBpu 2015 rognHa 3a gonbsBaHe Ha Oupektmea 2001/83/EO Ha
EBponenckmsa napnameHT n Ha CbBeTa 4Ype3 ycTaHoBsABaHe Ha noapobHm npasuia 3a
nokasaTennTe 3a 6e30NacHOCT, MOCTaBeHN BbPXY ONMakoBKaTa Ha JIeKapCTBEHUTE
NPOAYKTM 3@ XyMaHHa ynoTtpeba.

3. Cb3naBaHe Ha HOPMaTUBHM NPeANnoCTaBKN 3a ONTUMU3NPAHE Ha KOHTPOJ1a BbPXY
anTeknTe.

4. 3abpaHa einH 1 Cbll TbProBel, Aa NpuTe)xaBa eHOBPEMEHHO pa3peLleHMe 3a
TbpProBusi Ha apebHO 1 pa3spelleHne 3a TbProBUsa Ha eapo C JIEKAPCTBEHN NPOAYKTU C
LLes1 OCUTypsiBAaHE HAa Bb3MOXXHOCTU 332 KOHKYPEHLMSA Mexay y4aCcTHULUTE Ha na3apa B
Te3un obnacTn.

5. PaswunpsaBaHe Ha Bb3MOXKHOCTUTE 3a JIeYeHNe Ha NauueHTuUTe Ypes periaMeHTnpaHe
Ha npuiaraHeTo Ha NeKapCcTBeHU NMPOAYKTU N3BBH onpenesieHnTe MM rnokKkasaHunga rnpu
Nnrnca Ha Apyra aatTepHaTuBa 3a n1e4eHne n CaMo npm Haan4ime Ha Hay4Hhn oCHOBaHUA 3a
ToBa. ToBa Le ce oCcbLecTBABa CaMoO Mo U3KJIIDYEeHNe, MNoL4 KOHTPOJIa Ha Jiekap, KOWNTO
e HOCK usaTa OTrOBOPHOCT 3a ToBa. Llenta e na ce gagat noBe4vye Bb3MOXKHOCTU 3a
NevyeHne, B pes3ynTaT Ha KOETO Aa Ce NMOCTUrHe no - epeKTUBHO JlIeYeHne B CliydanTe,
KOraTo numnceatT Apyrn antTepHaTmBn 3a NauUeEHTUTE.

6. Cb3naBaHe Ha HaunoHanHa anTeYyHa KapTa U Ha NpeanocTaBky 3a nogobpsiBaHe Ha
[OCTbMNA Ha rpakaaHUTe 00 anTeKu 3a OCUrypsiBaHe Ha IeKapCTBEHU NPOAYKTU;

MpaBAT ce U3MeHeHMa N oNbJHEHUSA 1 B 3aKOHa 3a 34paBHOTO ocurypsasaHe (330) u
3aKoOHa 3a MeguunHCcKUTe nsgennsa (3MNM). N3bpliBa ce TeXHUYECKOo npeunsmpaHe n B



3aKoHa 3a XopaTa C yBpexaaHus, 6e3 foa ce npaBaT NPOMEHN MO CbLLIECTBO.

Adpec 3a n3npallaHe Ha CTaHOBULA U NpeanoxxeHus: delovodstvo@mh.government.bg

HauumHuM Ha npepocTaBsHe Ha NPenJyio>KeHUs U CTaHOBULLLA

e [MopTana 3a obwecTBeHN KOHCYNTauum (M3NCKBa Ce perucTpaums 4Ypes nMmenn);

e EnekTpoHHa Nouia Ha NOCOYEHUTE agpecu;

e CuctemaTa 3a CUI'YpHO efieKTPOHHO BpbYiBaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmpuumpaH enektpoHeH noanuc nnum MUK Ha HOWN);

e ObmumanHus agpec 3a KOpeCcnoHAEHUWS.

JOKYyMeHTH

MakeT OCHOBHM AOKYMEHTMH:

CnpaBKa 3a 0Tpa3siBaHe Ha NpenJloXKeHusaTa U cTaHoBuLaTa - Bep. 1.0 117.12.2019

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

CTaHoBMLLE Ha Anpekumns ,MoaepHu3aumsa Ha agMUHUCTPaumaTa” - sep. 1.0 [ 19.08.2019

Tabnnua Ha CbOTBETCTBMETO C NPaBOTO Ha EBponenckmsa cbio3 OTHOCHO: AnpeKkTuea
2001/83/EO Ha EBponenckusa NMapaaMeHT 1 Ha cbBeTa oT 6 HoemBpu 2001 rogmnHa 3a
yTBbp>XAaBaHe Ha KogeKc Ha OBLWHOCTTa OTHOCHO J1IeKapCTBEHN NPOAYKTM 3@ XYMaHHa
ynoTpeba - Bep. 1.0 | 19.08.2019

YacTun4Ha oLleHKa Ha Bb3aencremeTo - Bep. 1.0 | 19.08.2019

MoTumeu - Bep. 1.0 ] 19.08.2019

Joknaa Ha MMHUCTBbPa Ha 3[4paBeona3BaHeTo - Bep. 1.0 | 19.08.2019

MpoeKT Ha 3aKOoH 3a U3MEeHeHMEe N AoNbJHEHNE Ha 3aKoHa 3a JIEKapPCTBEHUTE NPOAYKTU
B XyMaHHaTa MeauuunHa - Bep. 1.0 | 19.08.2019

MpoeKT Ha PeweHne Ha MMHUCTEPCKUS CbBET 3a 04006psiBaHE Ha MPOEeKT Ha 3aKOH 3a
N3MEHEeHNe U AoNnbJIHEHME Ha 3aKOHa 3a JIeKapCTBEHUTE NPOAYKTU B XYMaHHaTa
MeaunumHa - sep. 1.0 [ 19.08.2019

KoucynTau,uoueH AOKYMEHT:

CnpaBkKa cTaHOBMLUA:
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KomeHTapu

KomeHTapu (pdf)

KomeHTapwu (csv)

ABTOp: BaneHTunH Ctounkos (21.08.2019 15:01)

He CTaBa SICHO OT 3arJlaBMeTo Ha 3aKOHOMPOeKTa, 4Ye Cce NpaBAT U3MEHEHMNS B NoBeYe OT
eadunH 3aKoH!

Ob6bpHeTe BHUMaHME KaKBO Hefeno 3arnaBue ca cnoxunum ("MpoekT Ha 3aKoH 3a
N3MEHEeHMe N gonbJiHEHME Ha 3aKOHa 3a JlIeKapCTBEeHUTE NPOoAYKTU B XyMaHHaTa
MeaunuunHa"). NMpoMeHaT C eanH NPOEKT rnoBeYe oT eanH 3akoH! He caMo 3aKoOHa, KOUTO
CnoMeHaBaT B 3arJlaBMeTo Ha NpoekTa 3a U3MeHeHue!

TB'bp,EI,O CbM NMpoTMB Ta3n I'IpaKTI/IKa!

AKO BCe NnakK ce HaJjlara HaBeHbXX Aa Ce NMPOMEHAT HAKOJIKO 3aKOHa, ToBa TpH6Ba SACHO
Oa € HalnnmcaHo B 3arjaBnUeTo.

HarnomMHAM, 4ye ce onmMTaxa rno TO3M Ha4YuH Oa ,,CKPUAT"” MPOMEeHN B 3aKOHa 3a

orpaHu4YaBaHe Ha NnawaHmnaTa B 6pon (KaTo BKOYMXa MPOMEHU B TO3M 3aKOH, C KOUTO
NCKaT Aa HaManaT IMMUTa Ha NaawaHnaTa B 6poi, B 3aKOHOMNPOEKT, B YMETO 3arjaBume
nuiie, 4e ce npomMmeHs 3akoHa 3a AJC, a BCbLIHOCT Ce NMPOMEHS NOBeYe OT eIMH 3aKOH).

Te3n onnTK 3a MaHunynaumsa ca obuaHm 3a 6bArapckuTe rpa>KaaHun U cMaTamMm, 4e
Tpabea oa npecTaHarT.

ABTOp: BaneHTnH CTtorkos (21.08.2019 14:32)

NCKaM fa uMmaMm npaso Aa gonnawiam B no-gobpute 6onHuUM (34paBHaTa Kaua Aa naawa
YacT OT JiIeYeHneTo MK)

LlnTaT OT NpoeKTo3aKoHa:

"Yn. 45a. (1) N3nbaHnTENNTE HA MEANLIMHCKA MOMOLL Ca AJTbXHW fa OCUIypPAT Ha

3aA4bJ/IXXKUTEJIHO 34PpaBHOOCUTYPeEHNTE JinLa, 6e3 na nsnckBarT un npueMart OT TAX
nnawjaHe

n/nnun goniawjaHe, MeANLVHCKATa MOMOLL, BKJIOYEHA B NakKeTa, OrnpeaesieH B
Hapeabata ro


https://beta.strategy.bg/download/1008876
https://beta.strategy.bg/download/1008874

4. 45, an. 2, 3a KoATO ca cka4nan gorosop ¢ H30K, kakTo n MmeanUnHCKaTa rnomMolLy ro
4.

45,an. 1, 1. 11 n 12 npu crnaBaHe Ha MEANUMNHCKUTE CTaH4apTH 38 Ka4eCTBO Ha
OKa3BaHaTa

MeaNLUMNHCKa NMOMOLL U OCUIypsiIBaHe 3aluMTa Ha rnpasaTta Ha nauveHTa, lpaBuaaTta 3a
nobpa

MeANLMHCKA MPaKTUKa n hapMaKo-TePaneBTUYHNTE PbKOBOACTBA 3a JIeHeHUe C
JIeKapCTBEHU

npogykTun."

ToBa e B ylwbpb Ha MHTEpecnTe Ha Te3un, KOMTO CU MJawaT 3apaBHUA peKeT (HapuyaH
C eB(hemMr3Ma 3a4paBHA OCUIYpPOBKaA, HO BCHLLIHOCT € AaHbK, 3all0TOo ce naawa
3a4b/DKUTESIHO) Ha Abp)KaBaTa, HO NMpeanoYnTaT Aa NoasBaT ycayraTa Ha no-aobpa
6onHMUa.

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

AKo 3abpaHAaT Ha bonHUUMTe Aa B3IMMAT AOMNBJHUTENIHO Mapu OT NaLNEHTU, KOUTO Ca
OCUTYpPEHN MO 34paBHaTa Kaua, Wwe CbM NpuHyaeH oa nnawam 1200 neBa KaTo Taka
HAAMA Oa ce Bb3NOoJ13BaT OT NPaBOTO CMU 34paBHaTa Kaua aga naatm 300 nesa oT
LeHaTa Ha sievyeHueTo!

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 pa Mm oTHeMmaT nNpaBoOTO [ia NoJiaBaM napute, KOMTo CbM BHECDHJ1 B
34paBHaTa Kaula, CaMO 3alloTO CbM 6orart 1 MMaM BUCOKM U3UCKBAHUA KbM
3ApaBHUTe 3aBeneHun (n 3aToBa CbM |/|36pan Oa noJsiaBaM TaKumBa, B KONTO yCJyrmnrte
Ca NOo-CKbMNM OT LleHaTa, KOATO 34paBHaTa Kaua naawa).

AHanNorn4yHo n nNpm octaHanute "6esnnatHnN" ycnyrn Tpabea Aa e Taka - Hanpumep
YaCTHUTe yumnuuwia. Tpabea Aa nMa Bb3MOXKHOCT Abp)XaBaTa Aa naaTu 4acT OT ueHaTa
3a oby4eHune Ha geuaTa, pPOANTENNTE Ha KOUTO ca n3bpann Te ga y4aT B 4aCTHO
ydunuule.

KpaHuTe eTaTUCTKU, KOMTO Ca NPeanoXXnam To3m 3akKoH KasBaT, Ye 3almTaBaT
rnpaBaTa Ha rpakaaHuTte (aa He 6baaT ,,orpabBaHn” OT ,a/lYHaTa IeKapcka madunsa”).
Camo 4e e 06paTHOTO - € TaKMBa €TAaTUCTKM NOJINTUKMU Ce OrpaHM4YaBaT npasaTa Ha
rpa>kpaHuTe, KOUTO Ca CU Maallanm 3apaBeH AaHbK KaTo NonyeTa, a Nocjie He MoraT
0a Cu BbpHAT 4YacT OT NJaTeHud 34paBeH AaHbK KaTo 34paBHaTa Kaua Nokpue 4acT oT
CcMeTKaTa UM B no-gobpaTta 6onHmua, KoAaTo ca nsbpanu.



Ta3n eTaTUCTKa 3abpaHa Lie goBeae A0 NOKAaYBaHe Ha KpaHaTa LeHa Ha ycayraTa B
no-gobpuTe (1 3aTOBa NO-CKbMNKN) BONHULW, 3aLL0TO 3ApaBHaTa Kala HAMa Kak [a naaTu
4acT OT pa3xoAuTe Mo fevyeHneTo!

UcTopms

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 20.08.2019
MpuknioyBaHe Ha KOHcyATauusaTa - 18.09.2019
CnpaBKa 3a noJiyyeHuTe npensioXXeHus

CnpaBka nnu cbobuieHue.

OKOHu4YaTeJIeH aKT Ha MuMHUCTEpPCKUA CbBEeT



