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KoMeHTapu u npennoxxeHus
34paBenTe, OTHOCHO NMpoeKTa 3a n3aMeHeHue Ha 3J1IMXM npaega chefHUTE KOMeHTapu u
npennoXxeHuns:

1) MpepnoxeHuneTto B Nap. 1 3a NpoMaHa Ha 4. 9 He e B Aiyxa Ha AunpekTtumea 2001/83, Tbi
KaTo T

npensm>Xaa N3noa3BaHe Ha JIeKapCTBa 3a CNeunasHn HY>XXKAN Ha KOHKpeTeH nauneHT -
nHOnBMOyasneH

nauneHT, a ONMcaHMa B MOTMBMUTE Ka3ycC 3a M3MN0N13BaHE Ha Hepa3peLleHN ieKkapcTBa 3a
npopunakTuKa

npu 0649BeHO N3BBHPEAHO NONIOXKEHME UK ennaemMmnonormyHa obctaHoBka o3HavaBa
ocurypsiBaHe Ha

JIeKapCTBOTO 3a LUSAJIOTO HacesieHne, KOeTO € B HapyLUeHne Ha AUpeKTMBaTa.

2) MNpenno)xeHmeTo No 4. 258 oT cerawHuA 3akKoH - C4MTaM, Yye cTaTyTa Ha CbBeTa e
N3KJIOYUTESTHO
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HesICeH, TbW KaTOo e Cb3fafeH KbM MUHUCTBPA, a CbLLEBPEMEHHO NPUTEXaBa
XapaKTepucTukuTe Ha

Obp>XaBHa KoMUcKA. TakaBa NpaBHa urypa He NPMCbCTBA, B KOUTO N Aa € 3aKOH B
Bbarapusa. Cnep kaTo

TO3U OpraH € KbM MUHUCTBPA, JIOTMYHO € TON fAa 6bae areHUMs, a ako e Abp)KaBHa
KoMucusa - Tpsabea aa

6bae Ha nog4YnHeHne Ha MC no aHanormnsa Ha KEBP, K3K, KPC u T.H. [o3nTuBa OT TOYHOTO
dopMyMpaHe

Ha cTaTyTa Wwe 6bae B cnecTsABaHe Ha O0O)KeTHU pa3xoan - no-mManbk 6pon cbBeTHULMN,
TbW KaTO KbM

HaCTOALWMA MOMEHT TOBa € Han-MHOrobponHNSA KONEKTMBEH OpraH B Abp>kaBaTa - 7 6bpos
YysieHoBe

(n3nnwHo pa3xoaBaHe Ha ObpXXaBHU nNapwn). Npun 3ana3BaHe Ha cTaTyTa Ha CbBeTa, KOUTO
6e3cnopHo

nMa perynaTopHu yHKLMN NO OTHOWEHME Ha LeHUTe Ha JleKapcTBa, TO Mo aHasiorus ¢
BCUYKM

perynaTtopu cnefBa Aa ce Cb34aje MaHOaTHOCT Ha YJieHoBeTe My, Tbi KaTO B MOMeHTa Te
ca

HeCMeHseMUn 1 Ca TakMBa OT MOMEHTa Ha Cb3JaBaHe Ha cbBeTa. NogobHa cuTyaumns e
noeasnHaTta

npennocTaBka 3a KOPYMNUMOHHM NMPaKTUKN 1 NMNCa Ha KpeaTMBHN NOOXOAN 3a CpaBsaHe C
MOCTOSIHHO

pacTawWnTe LeHn Ha nekapcTeaTa B bbuarapus.

3) HukbOe B NpoekTa He e NpeaBuaeHo, Ye pernameHdTa 3a O3T we ce npuiara noeTanHo
3a pasINyHNTe
BMOOBE sieKapcTBa.

4) CbKpaTeHNTe CPOKOoBe B 4. 2598 OT NpoeKkTa e gosenaT 40 HEBBb3MOXHOCT 3a
LeHoobpa3yBaHe U
BKJIlOMBaHe Ha fniekapcTtsa B NJ1C.

5) Mo oTHoweHne Ha O3T Ha MeaUUMNHCKUTE n3genns - 4n. 2626, an. 3 npeasmxaa, 4ye O3T
Ha

n3gennaTta CbAbprKa KAMHUYHA N PAaPMaKOMKOHOMMYECKA OLLeHKa - O4EBNOHO eKcrnepTuTe
nucanu

3aKOHa ca nponycHasnau, 4ye cTasa BbLMNPOC 3a n3nenunsd, a He 3a (papma-npoaykTu, T.e.
nekapcTsa. lNpn

n3gennata € HeBbLMOXKHO N3BbPLIBaHe Ha (papMakKOMKOHOMUYECKa OLeHKa, NPOCTOo 3all0To
Te He ca

nekapcTtea! Npegnaram fa n3nonsBaTe NOHATUATA OT perjamMeHTa 3a MegULNHKN
nigenunsa!

6) Byaun ydyyanBaHe hakTa, 4e n3gennaTta ce ypexxaaT B TO3M 3aKOH, a He B cneyuanHns
3aKOH 3a

MeOUNUNHCKNTE n3genms. locTaTbyHO € ThbK Aa nocoynTe Ko nisbplsa O3T, a
noapobHocTUTE Aa



onumiueTe B NpaBUJIHNA 3aKOH.

7) OT NpennoXXeHnsaTa He CTaBa ACHO TOYHO C KaKbB aKT LUe Ce Npou3Hacs CbBeTa - TON
n3sbpisa O3T

nnn moxxe 6 paboTHa rpyna, KakTo e npu fiekapcTeaTa 1 cnef TOBa KakBa e cbabaTa Ha
hoKnaja 3a

O3T, npuema nn ce OT HAKOWM, C KakKbB aKT, Ha Ba3aTa Ha KakBa €KCMePTHOCT U
KOMMETEHTHOCT - KbM

HacTOALWMA MOMEHT HUTO eAnH OT 7-Te 6pos YneHoBe He e ekcnepT (HAMa u
npodecrnoHaneH onuT -

nekap, papmMmauedT, OPUCT N NKOHOMUCT - CbITAaCHO U3NCKBAHETO Ha 3aKOHa) oLLe Mo-
MaJiko uma

KoMneTeHuunn B chepaTta Ha nsgenmdaral

HapsiBaMm ce, 4e HanpaBeHUTe KOMeHTapu we 6baaT B3eTn npeasuy!

Mosppasy,
dunnn Bacunes
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