PEITYBJIHUKA BBJITAPUA
YETHPHAECET I YETBBHPTO HAPOAHO CHbEPAHHUE
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34 MBEPEBO ITaCYBaHe

OTHOCHO: 3aKOHONIPOEKT 32 JAOMbLJHEHMe HA 3aKOHA 32 00I[ECTBEHHTE MOPBLYKH,
Ne 854-01-2, Brecen ov Janmena Japutrkosa — IlpoganoBa n Hanaun Kupuior na 19
auyapu 2018 r.

Ha cpoe pemoBHO 3acepanme, nporejneHo Ha 25 anyapu 2018 r., Komucuara mo
3[1paBeONa3sBaHETO pasrinefa H OOCHAM 3aKOHOIPOEKT 34 AOMBJAHEHHE Ha 3akona 3a
obniecTBenuTe NOpBUKH, Ne 854-01-2, BueceH ot anuena Haputiosa — [Tpoaanora u Janana
Kupusios Ha 19 auyapu 2018 1.

Ha 3acemaHHETO NPHCLCTBAXa 3aMECTHHK-MHHHCTBPBT Ha 3/pABEONA3BAHETO, [-P
Boiiko IleHKoB, mpeacTaBUTENH HA CHHAMKATUTE, CBHCIOBHMTE OpraHuzalliM B cdepara Ha
3[[PABEOTIA3BAHETO U HA MALIHEHTCKHUTE OPraHu3al|H.

3aKOHONPOEKTET U MOTHBHUTE KbM Hero Odaxa npeacraBeHy ot A-p Hanuena Jlapurkoga,
KOATO MHGOPMHpPa HapoJHHTE NMpeJCTABUTENM, Ye C MpeAiaraHata HOPMATHBHA TPOMSHA Ce
LeNnH M3KIIOYBaHE OT MPHMIMKHOTO nojie Ha 3akoHa 3a obmectBenure ropeukd (30I1) na
3aKyMYBAHETO Ha JICKAPCTBEHU TIPOJNYKTH, BKJIKOMEHH B CIIMCHKA MO uil. 2664, an. 2 or 3akoHa
3a JIEKApCTBEHKTE NPOLYKTH B XyMaHHaTa meiuuuna (3JIITXM) ot nevueOHuTe 3aBeicHMA 34
QONHMYHA MeULIHHCKA TOMOIL,

3aKoHoJaTeNHATA HHMLMATHBA OTroBapAs Ha HeoOXOAMMOCTTAa OT YpeXiaHe Ha
npobyeMH, CBBbP3aHM C NPUIATRHETO HA 3aKoHa 3a OGLIECTBEHHTE NMOPBUKH 0 OTHOIIEHHE HA
JIEKapCTBEHUTE MPOAYKTH, BKIIOYEHH B CIMCBKA NO 4. 266a, an. 2 ot 3JIITXM. Ilopaau
JMncaTa Ha ChOTBETHA HOPMA B 34KOHA, OCHIYPABAHETO Ha HABPEMEHHO JIeYEHHE Ha MALIHEHTH,
4yuuTO 3a0014BaHUA ca 0e3 HaNM4HA TepaneBTHYHA aNnTepHaTHBA B Bbirapus, cepHosHO ce
3aTpyaHABa ¥ 3a6aBd BbB BPEMETO.

B creska no un. 266a, an. 2 ot 3JIIIXM ce BKIIOUBAT NEKAPCTBEHU TIPOAYKTH, KOUTO
ca paspellleHy 3a ynorpeba B c¢Tpana - uneHka Ha EBpomelickus cbBlo3, paspellieHM ca 3a
ynotpeba no pega Ha 3JIIIXM, Ho He ce pasnpocrpaHsiBaT Ha OBIrapcKus Masap, H KOUTO ca
HeoOXO0JMMHU 332 KOHKPETEH NallMeHT, NEeUEHUETO Ha yHueTo 3abonsBane e Ge3 anTepHaTHBa B
bbarapua. Tesn nekapcTBEHHM NPOAYKTH CE€ TNpWAaraT NpEeIMMHO 3a JIEYeHME Ha pPEenKH
3a00/1BaHHsA, MpPH KOHTO 3alOYBAHETO Ha AJEKBAaTHA Tepanua He THPMM OTNATAHE BbB
BPEMETO, KOETO OT CBOA CTpaHa Hajara OCHIYPABaHETO Ha HEOOXOAWMHTE MEJHKAMEHTH B
U3KIIIOUUTETHO KPaTKH CPOKOBe.
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Hoktop JlapuTkoBa YTOYHM, Ye JONBIHMTEIHO CE 3aTpyAHABA NPOLECa 10
IPOrHO3MPAHE M NJIAHMpPAHE Ha OOUIECTBEHA NOPBYKA 32 3aKyNyBAHETO Ha TOCOYEHHTE
NCKApCTBEHM TPOJYKTH TOpanu crieuudukaTta M yectoTaTa Ha pasNlpOCTPAHEHME Ha Te3H
3a00n4BaHyusA, KAaKTO W rnopaad HeoOXOAMMOCTTA CIMUCBHKBT C JIEKAPCTBEHM MNPOAYKTH 10
i 266, an. 2 or 3JITIXM pa ce akTyanusupa IpH NpoMsHA Ha PErMCTPALMOHHMA CTATYC Ha
NIEKApPCTBEHHUTE NPOJAYKTH M B 3aBUCUMOCT OT HYXJWTE Ha NeueOHHUTE 3aBe/ICHHA W TEXHHTE
NALHEHTH.

B sakmouenne, n-p [lapuTkoBa H3TBHKHA, Ye ASKAPCTBEHUTE NMPOAYKTH, BKIIOYEHH B
CITHUCBKA 10 4. 2664, an. 2 ot 3JIIIXM, He noanexat Ha LIEHOBA PEryIaLMs OT ABP)KaBaTa H B
NIOBEYETO Cly4ad WMaT efAWH MM MHOTO Manwk Opoif jocTaBumiy, koeto caMo no cebe cu
HU3K/IIOYBA HAIMYHETO HA KOHKYPEHLIMA MEXIY TAX. 103 (aKT 10 roiaMa cTerneH o0e3cMMCII
NPOBEKAAHETO Ha OOIIECTBEHA NOPBUKA, YMATO LET € B YCIOBHATA Ha N1a3apHa KOHKYPEHLHSA
Ja ObAe ocUrypeHa JOCTaBKa Ha CTOKM, YCIYTH MIIH CTPOMTENCTEO NMPH MaKCHMAIHO M3TOAHH
ycnoBHa. TA mMoAcHM, Y€ MNpPOBEXKJAHETO Ha OOIECTBEHA IOPHYKA 3a 3aKyINyBaHe Ha
JIEKApCTBEHY NPOAYKTH, BKIIOYEHH B CIMCBKA MO 4n. 266a, an. 2 or 3JHIXM, mbhpexu
ChKpaTeHHTE CPOKOBE [PH CIEIIHO BB3NaraHe, MpeABUIEHH B 3akoHA 33 OOILECTBCHHUTE
HOPBYKH, 0Ka3Ba M3KJIIOYHTENHO HEGNATONPUATHO BIUIHUE BBPXY 3APaBOCIOBHOTO CHCTOAHHE
Ha NAIIMEeHTHUTE, HyXAAEIlH ce 0T He3aDaBHO JICUeHHE.

3aMeCTHUK-MHHHCTBPBT Ha 3/ipaBeonasBaneTo, A-p Boliko Ilenkos, u3pasu noakpena
3a pasrlIeXNaHns 3aKOHONPOEKT, ¢ KOHTO ce Ipedjara 3aKyllyBaHETO HA JIEKAPCTBEHH
NPOIYKTH, BKIIOYEHH B CIHCEHKA 10 4. 2662, an. 2 oT 3aKoHa 3a JIEKApPCTBEHUTE NPOAYKTH B
XyMaHHaTa MeJMUHHA, Ja ce HM3KIIIOYH OT NMpMIIONKHOTO Nosie Ha 3akoHa 3a 0OILIECTBeHHTE
nopbuky. Tok ©narogapn Ha BHOCHTENHTE 3a 3aKOHOJATENHATa MHHUIMATMBA W YTOYHH, ue
NpHEMaHeTO Ha TNpPEJNaraHoTo JonbiHedue B un, 13, an. 1 or 30I1 me rapauTtHpa
OCHUTypsBaHETO Ha HABPEMEHHA JIEKApCTBEHA Tepallds Ha NALMEHTH, YHETO JieueHue e fe3
HallM4HA anrepHaTHBa B bearapus.

[peacenartenat va buarapckus dapmanesTnues cpio3, npod. Miko 'etos, undopmupa
HApPOAHHTE NPEACTABUTENH, Y€ NpEACTABIABAaHATA OT HEr0 CHCAOBHA OpraHM3alMs HM3LsJIO0
NOAKPEenA NPeoKeHaTa HOPpMaTHBHA NpoMaHa. Toil nocouy, Yye KbM MOMEHTA B CITMCHKA 110
uj. 266a, an. 2 OT 3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTH Ca BKIIOYEHH 37 MeXIAYHAPOIHH
HENIATEHTHH HAMMEHOBAHUA ¢ okono 70 TEProBCKM MapkH, koeto nipyu Hax 7 000 paspemenu 3a
ynotpefa JekapcTBeHHM MPOAYKTH B DBirapusa e H3KIIIOYMTENHO OrpaHHYeHo Karo 6poiika.
ITpod. I'eToB M3TLKHA, Ye B rojisMa 4acT OT cliyyalTe 3a 3aKyIyBaHETO Ha NEKApCTBEHHTE
NPOAYKTH HE CE pa3zxoABaT NyONMUYHM CPEeACTBa, & C€ THPCAT M M3MON3BAT ANTEPHATHBHH
H3TOUHHMLIM Ha (DMHAHCUPAHE.

B ncmenoro cranopuiie Ha Lientsp ,,PoHn 3a neyenne Ha nena® 1 Ha Kondenepauus
Ha HE3aBMCHMUTE CHMHJMKATH B Bharapus ce nocousa, ye MPHEMAHETO HA 3aKOHOMNPOEKTa €
000CHOBAHO, HABPEMEHHO H HEODXOAHMO.

B xona Ha auckycusra, uneHoBeTe Ha Komucuara no sjpaBeornasBaHeTo u3pasuxa
€MHOYLIHA MOAKPENa 34 MNpejnaranus 3aKOHONMPOEKT M IOCTaBHXa KOHKPETHH BBIPOCH
OTHOCHO rojuiiHus Opoll NauMeHTH, uyueTo JieyeHue e Oe3 anTepHaTHBAa B CTpaHara,
NPEABHEHUTE KOHTPOIHH MEXaHH3MHU NMpH BKIIIOYBAHE Ha JIEKAPCTBEHM IIPOJYKTH B CIIMCHKA,
BB3MOXKHOCTUTE 32 NYOIHUHO OIOBECTIBAHE Ha CTIMCHKA Mo 4. 266a, an. 2 oT 3JIIIXM, xakro
¥ OTHOCHO BB3/JISHCTBHETO BHPXY AbpikaBHUg Olo/pkeT u GrojiKeTa Ha euebHuUTe 3aBeAcHus 32
00JHHYHA MEAMLIMHCKA MOMOLI B PE3YJITAT OT MPHEMAaHETO Ha 3aKOHOAATEIHATA HHHLIMATHBA.



B3 0cHOBA HA NPOBENEHOTO 00CHAK/IAHE H H3BLPLIEHOTO riacyBaHe IMPH CJIeJHHTe
pe3yaTartH ,,3a”- 22, . Ilporus”- 0, ,,Bu3abpikan ce”- 0, KoMmucHaTa 0 3ApaBe0na3BaHeTo
npeanara Ha Hapoanoro chb0paHHe ga npueMe HA IbPBO IJaCyBaHe 32KOHOIPOEKT 3a
AOOBJIHEHHE Ha 3aKoHa 3a obwecTBesuTe NOPbUKH, Ne 854-01-2, Buecen or [laHnena
Hapurkora — Ilpoganosa u Janaua Kupunos na 19 anyapu 2018 r.
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