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3aKOH 3a U3MeHeHUe U aonbJiIHeHUe Ha 3aKOHa 3a JiIieKapCTBeHuTe
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Uudopmauuns
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BHocuTten: MwuHUCTEPCTBO Ha 34paBeorna3BaHeTo

Tun BHOocuTen: HauMOHaANIHO

C npoekTa Ha 3aKOH 3a U3MeHeHMe U OoNbJIHEHNE Ha 3aKOHa 3a JIeKapCTBEHUTE NPOAYKTHU
B XyMaHHaTa MeaAuLUMHa ce npegJsiaratT NPOMEHN B CIeHNTE OCHOBHU HACOKMU:

- Cb3/[aBaHe Ha HauuMoHasHa anTevyHa KapTa U Ha NpPearnocTaBky 3a nogobpsiBaHe Ha
JOCTbMNa Ha rpakgaHUTe A0 anTeKn 3a OCUrypsiBaHe Ha JIEKApPCTBEHW NPOAYKTU;

- pernaMeHTMpaHe Ha MepKu 3a HabnoaeHne Ha IeKapCTBEHU NMPOAYKTU U 3a
orpaHM4yaBaHe Ha U3HOCa UM Npu HeobXxoaANUMOoCT;

- ONTUMM3NPAHE Ha AENHOCTTa Mo NMpoBeXAaHe Ha KJIMHUYHU N3NUTBaHUS U Cb3[4aBaHe Ha
ycnoBusa 3a npunaraHe Ha PernameHT (EC) Ne 536/2014 Ha EBponenckus napjaMeHT M Ha
CbBeTa OTHOCHO KJIMHUYHUTE M3NUTBAHNSA Ha NIeKapCTBEHN NPOAYKTU 3@ XyMaHHa
ynoTtpeba, n 3a oTMsAHa Ha AupekTtuea 2001/20/EO (OB L 158/2014) (PernameHT (EC) No
536/2014);

- Cb3[aBaHe Ha Bb3MOXXHOCTM 3@ OCUTYpPSABaHe Ha JIeKapCTBEHWN MPOAYKTM Npwn innca nim
HeOOCTUI Ha TakMBa Ha 6bIrapckus nasap, KakTo U 3a 3ansallaHe ¢ nybamMyHn cpeacTBa
Ha N1IeKapPCTBEHWN MPOAYKTU, KOUTO Ca U3KJI0YEHWN OT MNMO3UTUBHUS IEKAPCTBEH CMNCHK U
HAMAT afTepHaTMBa 3a JIeYeHMe C APYr JIEKapCTBEH MPOAYKT;

- Cb34daBaHe Ha Bb3MOXXHOCT 3a NnpujaraHe Ha nekKapCTtBeH NPOAYKTU 3a NOKa3aHNA
N3BbH O,D,OﬁpEHI/ITe TaKuBa.

OTroBopHa MHCTUTYLUA


https://strategy.bg/bg/public-consultations/2263

OTroBopHa MHCTUTYLUA

MuHUCTEpPCTBO Ha 34paBeona3BaHeTo
Apnpec: Codusa, Copusa, nn. Ceeta Hepensa Ne 5
EnekTpoHHa nowa: press@mh.government.bg

HauumHM Ha npepocTaBsHe Ha NPenJyio>KeHUs U CTaHOBMLLA

MopTana 3a obwecTBeHN KOHCYNTauuu (U3NCKBa Cce perucTpauns Yypes nMmenn);
EneKkTpoHHa noLa Ha rnocoYeHUTe agpecu;

CucTtemaTa 3a CUrypHO efleKTPOHHO BpbyBaHe https://edelivery.egov.bg/ (n3nckea ce
KBannuumnpaH enektTpoHeH noanuc nam MUK Ha HOW);

OduumanHmna agpec 3a KopecrnoHgeHuus.

JOKYyMEeHTH

MakeT OCHOBHMU AOKYMEHTMU:

3aKOH 33 M3MEHEHWNEe N AoNbJIHEHWE Ha 3aKOHa 33 JIEKAPCTBEHUTE NPOAYKTU B XYMaHHaTa
MeauuwnHa - Bep. 1.0 | 19.10.2016

MoTueu - Bep. 1.0 | 19.10.2016

[MpoeKT Ha peweHne Ha MUHNCTEePCKUAT cbBeT - Bep. 1.0 119.10.2016

CtaHoBuLLe Ha AMepUKaHCKaTa TbProBCcka KaMapa B bbarapusa, noany4yeHo no en. nowa (02
HoemBpu 2016 r.) - Bep. 1.0 [ 03.11.2016

KOHcyﬂTaLI,VIOHEH AOKYMEHT:

CnpaBka cTaHOBMLUA:

KomeHTapm

KomeHTapu (pdf)

KomeHTapwu (csv)

ABTOp: VBa lNasnosa (02.11.2016 15:03)

CtaHoBMLe Ha AMepuKaHCKa Tbproecka KamMmapa B bbarapma otHocHo 3U[ Ha 3J1MXM


https://strategy.bg/download/837776
https://strategy.bg/download/837776
https://strategy.bg/download/837782
https://strategy.bg/download/837780
https://strategy.bg/download/837778
https://strategy.bg/download/837778
https://strategy.bg/download/1006492
https://strategy.bg/download/1006490

CTaHoBULLETO Ha AMepUKaHCKaTa TbProBCKka KaMapa B bbarapnus oTHOCHO 3aKOH 3a
M3MeHeHMe N OoNbJIHEHNE Ha 3aKOHa 3a JIEKAapPCTBEHNTE NPOAYKTU B XyMaHHaTa
MeaunynHa (3JIMXM) e 0OoCTBHMHO Ha CAeAHUS JINHK:

http://amcham.bg/2016/11/02/amcham-statement-draft-act-amendment-supplement-draft-
act-medicinal-products-human-medicine-amphm/

UcTopus

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 19.10.2016
MpuknioyBaHe Ha KOHcynTauusaTa - 02.11.2016
CnpaBKa 3a noJiy4yeHuTe npepsioXXeHus

CnpaBka nau cbobuieHune.

OKOHuaTeJIeH aKT Ha MuHUCTEpPCKUA cbBET
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