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PEIIYBJIMKA BBJTAPUSL
MHUHUCTEPCTBO HA 3IPABEOHNA3BAHETO
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CTAHOBHIIE
OT J1-P WJIKO CEMEPKUEB — MUHUCTBP HA 3IPABEOIIA3BAHETO
MOK. 1. Ne 3012000T.

YBAXKAEMH I'OCIIOKH ¥ T'OCNIOJAA KOHCTHTYHIHOHHHA ChAUH,

I'pyna ot 54 HaponHYU IpeCTaBUTENH ca IMOUCKai 0T KOHCTUTYIIMOHHMUS
ChJl YCTAaHOBSIBAHE HA NPOTUBOKOHCTUTYIIMOHHOCTTA HA pa3lopeaduTe Ha §
70 /B yactra 3a m3MeHeHHeTo Ha Wwi. 69, an. 1/, § 74, § 89 /B uacTTa, ¢ KOSTO
ce ch3JaBa HOBUA 4i. 856/ or 3akoHa 3a M3MEHEHHE H JOIThIHCHHE Ha
3akoHa 3a JIEKAPCTBEHUTE CPEACTBA M ANTEKUTE B XyMaHHATa MEIUIIFHA,
kakTo ¥ Ha § 127 u § 128 ot IlpexonnuTe U 3aKIIOYUTENHATE pasmopendu
Ha CBIIHS 3aKOH.

C omnpenenenne Ha Kocturynumonsms cpn oT 9 mapr 2000 .
MUHHCTBPBT HA 3/IpaBEOIa3BAHETO € KOHCTUTYUpPaH KaTo 3amHTepecoBaHa
CTpaHa I10 AEJIOTO, BBB BPB3Ka C KOETO U3pa3siBaM CIEIHOTO CTAHOBHUILE:

I. UckaneTo 3a ycTaHOBSIBAHE Ha IPOTHBOKOHCTHUTYIIMOHHOCT Ha wi. 69,
an. 1, § 127 u § 128 ot 3JIAXM e HeoOOCHOBaHO W HEMOTHUBHUPAHO ITO
CIeHUTE CHOOpaKEHUSI:

Pasmopenbara na wi. 19, an. 1 or Koxncrurymusta Ha PemyOmuka
bparapusi ycraHOBsIBa MPHUHIINIIA, Ye HKOHOMUKATA Ha PerryOmuka bparapus
ce OCHOBaBa Ha CBOOOIHATa cTolaHcka uHHIMathBa. C ajguHes BTOpa ce
KOHKPETHU3Mpa, Y€ ChC 3aKOH cjelBa aa ObaaT IpeJoCTaBeHH €JHAKBU
IIPaBHM YCIIOBHUS 3a CTONAHCKA JEHHOCT Ha BCUYKHU MPaBHU CYOEKTH.

3aKOHBT 3a JeKapcTBaTa M AaNTeKuTe B XyMaHHATA MeEOUIMHA €
HOPMAaTHBEH aKT, KOHTO He perjaMeHTHpa HEeNOCPEICTBEHO CTOIAaHCKa




neriHocT. ToH € crenumalieH 3aKOH, YMATO OCHOBHA IIeJl € rapaHTHpaHe Ha
Ka4ecTBO, eQEeKTHBHOCT ¥ 0e30macHOCT Ha JeKapcrBaTa. TBH Karo
JleKapcTBaTa He ca OOMKHOBEHA ThPIOBCKa CTOKA, B MHTEpEC Ha 3/IpaBeTo Ha
IpaKJaHUTE e/%npn npojaxbaTa UM Jia ce mpuiiarar CIerMalHyd U3UCKBaHMS.

Ot pasnopenbata Ha wi. 19, an. 2 ot KoHCTUTYIHATA Clle[Ba, Ye 3aKOHBT,
Ha IIBPBO MJACTO, CIE€Ba Jla YCTAaHOBU IIPEANIOCTABKH 3a OCHIICCTBIBaHE Ha
ollpezelleH BUJ IeHHOCT, U Ha BTOPO MACTO, 1a OCUTYPU Ha BCHUYKU MpaBHU
CyOeKTH, OTroBapslM Ha Te3W IIPEeJIOCTaBKU, paBHU YCIOBHSI Ha S
OCBIIECTBSIBAT.

IlpenmocraBxkuTe 3a OCBHUIECTBIBaHE Ha THPrOBUS Ha JpeOHO C JeKapCcTBa
ca ycraHoBeHu B Wil 68 or 3JIAXM. CeriracHo Ta3u paslopenda camo
Maructbp — (papmaleBT MOXe Ja IOIy4dd paspelicHue 3a OTKpHUBaHEe Ha
anteka. Ha Bcwukwm sMma, OTroBapsl Ha Ta3u MPEANOCTaBKa, 3aKOHBT
rapaHTupa €QHaKBU IIpaBHA Bb3MOXXHOCTH 32 U3BBPIIBaHE Ha THPrOBHUS Ha
npebHo c nmekapcrBa. CyOekrtute, mocouernu B § 127 u § 128 ot II3P ma
3JJAXM, He OTroBapsT Ha M3WCKBaHWATA Ha Wi. 68, an. 1, mopaau KoeTo
cleiBa Ja IpeKpaTsT AeHHOCTTa CH B 3aKOHOYCTAHOBEHHUSI CPOK.

BbBeneHoTO M3MCKBaHE 3a MPaBOCIOCOOHOCT Ha JHWIaTa, MMAaIly IpaBo
Jla OCBHINECTBIBAT THPIOBUs Ha ApPeOHO C JieKapcTBa, € B IpsKa BPB3Ka C
pasnopenbara Ha ui. 52, an.3 or KoHcTtutynusta, ChIVIACHO KOSATO
IbpKaBaTa 3aKpWwisl 3IpaBeTO Ha TpaxJaHuTe. TakoBa H3UCKBaHE e
BBBEJICHO M B 3aKOHOJATEICTBOTO Ha peIulla €BPOIEUCKH IbpiKaBU
/®panmus, I'epmanus, [asusa, Xomammwst, Ilopryramus, benrus,
BenukoOpuranus/.

C w69, an.l or 3JIAXM ce pomycka u3gaBaHe Ha paspellleHue 3a
OTKpHWBaHe Ha alTeka Ha OOIMHAaTa C Iell 3aluTaTa Ha 3IpaBeTO Ha
HacelIeHNeTo, KaTo ce rapaHThpa CHalIsBaHETO C JieKapcTBa B MAJIKUTE
OOIIMHY, KbIETO HSIMa MarucThp-gapMarieBT WK TOH HIMa Bb3MOXKHOCT Jia
OTKpHe anTeKa.

II. KoncturynmoHHocsoOpasHoctra Ha § 74 u § 89 ot 3akona 3a
M3MEHeHUEe U JONBIHEHHEe Ha 3JaKoHa 3a JIeKapCTBEHHUTE CpEeICTBa U
anTeKuTe B XyMaHHaTa MEIUIIMHA € OCIOpEeHa ChC ChOOPaKEHUETO, de C
Te3W pasznopeadu ce Iocsra BbpPXy LenuTe M 3aJayuTe Ha
HEeIpaBUTEICTBEHUTE opranu3anuu. CuntaM, ye UCKaHETO € HEOCHOBATEIHO
1 HEMOTHBHUPAHO IO CIEIHUTE CHOOPAKEHUS:

Unen 12, an. 1 ot Koncturyruara, cmopen KOUTO “capyXeHUsATa Ha
IpaX<IaHWUTE CIIy’KaT 3a 3a{0BOJISIBaHE M 3alllUTa Ha TEXHUTE UHTEPECH , UMa
CTOMHOCT Ha KOHCTHUTYLMOHEH MNpuHIuIl. Pasnmopenbara wHa uwi. 44 ot
Konctutynusta perinaMeHTHpa IPaBOTO Ha CApPYXKaBaHE KaTO OCHOBHO
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I[paBO Ha TrpaxpaHute. ['paxganure ™Morar ja oOpa3yBaT BCAKaKBU
CIpY’KECHHS C IIO3BOJIGHA IIeJ M CpeAcTBa Ha MeHHOCT, KaTo HE €
HEoOX0IUMO HEIpPEeMEHHO BB3MOXKHOCTTA 3a CAPY)KaBaHe [1a € MpeaBhIeHa
B 3aKOH WM [pyr HOpMaTHBEH akT. llo cmnaTa Ha HM3pHYHA 3aKOHOBA
Jeneranysd € BB3MOXHO Ja ObIaT BB3JAraHU U U3BECTHU JIBPKaBHU
(GYHKIINY Ha TPaXXTaHCKUTE CAPYKEHU.

Cornacao wi. 73 1 wi. 85 6, an. 2 ot 3JIAXM B cheraBa Ha Buchimg
coBeT Mo Qapmanus u Ha KoMmucusara II0 Ipo3pavyHOCT Ce BKIIOYBAT
TIPEICTABUTENM ¥ Ha CHCJIIOBHATA OpTraHu3aIus Ha gapManeBTuTe. BUCIIHAT
chbBeT IO (apMmamus € KOHCYJITaTUBEH OpraH Ha MWHHUCTHpa Ha
3/paBeolla3BaHeTO M MMa 3a IIeN Ja T'o IOoAIoMara B OCBINECTBSIBAaHE Ha
neiiHocTTa My B oOnactTa Ha dapManuita. OyHkuuure Ha Komucusra 1o
IIPO3PaYHOCT ca CBBbpP3aHM C Haa30pa BBPXYy HAuMHA Ha OIpejelisHe Ha
JIEKapCTBEHUTE JIMCTH M KOHTpOJIa BbpPXYy HauMHA Ha I[eHOOOpa3yBaHe Ha
MpeeIHUTE JIEKApCTBEHH IleHW. BKIIOYBaHETO Ha MPENCTABUTEIN Ha
ChbCJIOBHATa oOpraHuzanus Ha ¢apMaleBTUTE BHB BHCIIHSI CHBET II0
dapmanus u Komucusara 1o mnpo3padHOCT HE IIPOTHUBOPEUM, a € B
ChOTBETCTBHE C OCHOBHATa IeJ1 Ha Ta3W OpraHu3anus — Ja 3aluTaBa
IpaBaTa U MHTEpEeCUTe Ha WiEHyBaIlUTe B Hes (papMaleBTH.

YBAKAEMM I'OCIIOKA U TOCNIOAA KOHCTATYIIHOHHU CHAHUHA,

C ornen ropemsoxeHOTO cuuTaM, ue pasnopenoure Ha § 70, § 74, § 89, §
127 n § 128 or 3akoHa 3a H3MEHEHHE U OIBJIIHEHHME Ha 3akoHa 3a
JEKapCTBEHUTE CpEJCTBAa U aNTeKuTe B XyMaHHaTa MeAHIMHA He
npotuBopedaT Ha Konctutyuusta Ha PemyOnuka bouiarapusi, nmopajgu KoeTo
KonctutynimosnHus cbj cieliBa Aa OTXBBPIIM UCKAaHETO Ha rpyrnara HapoqHu
MIpeICTaBUTEIH 338 YCTAHOBSIBAHE HA TSXHATA ITPOTUBOKOHCTUTYIIMOHHOCT.

K0'CEMEPIKHEB
[CTHP HA 3JIPABEOIIAZBAHETO
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