NMpoekT Ha Hapenba 3a ycnoBusaTa U peapa 3a nogaBaHe Ha OAHHU U
nHopmauusa B NMNoptana Ha EBponenckuna coio3 (EC) no un. 80

UHdopmaunsa

OTkpuBaHe / MpuknwouyBaHe: 21.02.2022 r. - 23.03.2022 r. HeakTuBHa
HomMmep Ha KoOHcynTauma: #6583-K
O6nacT Ha nonMTUKA: 3apaBeonasBaHe

Tun KOHCynTauusa: ---

CobrnacHo PeweHune (EC) 2021/1240 Ha KomucusaTa ot 13 onm 2021 rognHa OTHOCHO
CboTBeTCTBMETO Ha lNMopTana Ha EC n Ha ba3aTa goaHHM Ha EC 3a KIMHNYHNUTE
N3NUTBaHUA Ha NIEKAPCTBEHM NPOAYKTW 3a XyMaHHa yrnoTpeba C n3nckBaHusaTa,
rnoco4yeHun B 4neH 82, naparpad 2 ot PernameHT (EC) Ne 536/2014 Ha EBponenckus
napaiameHT U Ha CbBeTa, obHapoaBaHo B OdumunaneH BeCTHMK Ha EC L 275/2 oT
31.07.2021 r., MopTansT Ha EC n ba3zaTa gaHHW Ha EC ca noCcTurHanu nbjHa
PYHKLMNOHANHOCT N OTroBapAT Ha PYHKLUMOHANHUTE cneunpunKaLmm, KakTo € NoCo4eHo
B 4f. 82, nap. 2 oT PernameHT (EC) Ne 536/2014 Ha EBponenckns napiaMeHT U Ha
CoBeTa o1 16 anpwi 2014 r. OTHOCHO KJIMHNYHNTE N3NMUTBAHUA Ha JIEKAPCTBEHN
MPOAYKTM 3a XyMaHHa ynoTtpeba, n 3a oTMaHa Ha AupekTtuBa 2001/20/EO (PernameHT
(EC) Ne 536/2014). Nopaawn ToBa 1 BbB Bpb3Ka C 4. 99, nap. 2 oT PernameHT (EC) Ne
536/2014, MopTtansbT Ha EC n basaTa oaHHM Ha EC 3a KJAMHNYHN U3NNTBaHUS LUE
3ano4HaT ga pyHKUuMoHmpaT c4mTaHo oT 31.01.2022 r.

B nanvnHeHne Ha PernameHT (EC) Ne 536/2014, c4nTaHO OT Noco4YeHaTa gaTa, we
BNA3aT B cuaa 1 pasnopenbute Ha rnasa IV oT 3akoHa 3a flIeKapCTBEeHUTE NPOAYKTU B
XyMaHHaTa MeaunuUnHa, Kacaelm KINHUYHNTE N3NNTBAaHNA Ha IeKapCTBEHN NPOAYKTU Ha
TepuTopuaTa Ha Penybnnka bvnarapus.

MpuynHaTa 3a M3paboTBaHETO Ha HACTOSLLNS NMPOEKT € UMEHHO BJIN3aHETO B CMU1a Ha
pa3nopenbaTa Ha 4. 85 0T 3aKOHa 3a JIeKapCTBEHUTE MPOAYKTU B XyMaHHaTa
MeAMWLUNHA, cropes KosiTo ¢ Hapeaba Ha MMHUCTBPA Ha 34paBeona3BaHeTo ce
onpenenar:

1. ychoBusaTa n penbT 3a nodaBaHe Ha AaHHU U MHpopMaunsa oT UAJT u oT ETnyHaTa
KOMWUCUA 33 KJIMHUYHW n3nuTeBaHma B NopTana Ha EC no 4yn. 80 ot PernameHT (EC) Ne
536/2014;

2. poCcTbNBbT Ha M3nbaHUTeNHaTa areHumsa rno nekapcrteata (MAJ1) n Ha ETu4HaTa
KOMUCUS 33 KJIMHUYHU N3NnTBaHUA Ao ba3aTta naHHM Ha EC nmo 4yn. 81 ot PernameHT (EC)
Ne 536/2014,;



3. ycnosuaTa 1 peabT 3a npeactaBsaHe Ha cTaHoBuwaTa no 4ia. 83 ot 3JIMXM n penbT 3a
B3aumopencteme mexay NAJ1 n ETndyHaTa KOMUCUA 38 KIIMHUYHU U3NMUTBAHUS;

4. nOKYMeHTUTEe 1 AaHHuTe oT Mpunoxenne | u MpunoxxeHue Il oT PernameHT (EC) Ne
536/2014, kouTo ce oueHaBaT oT AJT n oT ETnYHaTa KOMUCUSA 3a KIINHNUYHU
M3NNTBaAHUS, KaKTO N €3UKBbT, Ha KONTO Cce npeacTaBaT.

AJZlpec 3a u3npallaHe Ha CTaHOBMLLA N NpeanoXeHus: vvasiyanova@mh.government.bg

HauumHM Ha npepocTaBsHe Ha NPenJyio>KeHUs U CTaHOBULLA

e [MopTana 3a obwecTBeHN KOHCYNTauumn (M3NCKBa Ce perncTpaums 4Ypes nMmenn);

e EnekTpoHHa Noula Ha NOCOYEHUTE agpecu;

e CuctemaTa 3a CUI'YpHO efieKTPOHHO BpbyBaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmpuumpaH enektTpoHeH nognuc nnm NMNNK Ha HOW);

e ObmumanHus agpec 3a KOpeCcnoHAEHLUWS.

JOKYyMeHTH

MakeT OCHOBHM AOKYMEHTMH:

CnpaBKa 3a OTpa3siBaHe Ha NpeaJIodKeHUSATa U CTaHoBuLWaTa - Bep. 1.0 | 23.05.2022
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MpoekT Ha Hapepnba 3a ycnoBUsATa U peda 3a NojJaBaHe Ha AaHHW U MHPOoPMaLIMs B
MopTana Ha EBponenckunsa cbto3 (EC) mo 4n. 80 n 3a goctbna Ao ba3aTta aaHHM Ha EC no
yn. 81 ot PernameHT (EC) Ne 536/2014 Ha EBponenckmns napsameHT n Ha CbBeTa OT 16
anpun 2014 r. oTHOCHO KJAMHUYHUTE U3NNTBAHMA Ha IEKAPCTBEHM NPOAYKTU 3a XyMaHHa
ynotpeba, 1 3a oTMsAHa Ha dunpekTtuBa 2001/20/EO - Bep. 1.0 | 21.02.2022

KOHCYyNTauUOHEH OO0KYMEHT:

CnpaBkKa cTaHOBMLUA:

KoMeHTapm

UcTopms
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Ha4yano Ha obwecTBeHaTa KOHcynTauusa - 21.02.2022
MpuknouBaHe Ha KOHcynTauuaTa - 23.03.2022
CnpaBKa 3a noJiy4yeHuTe npensioXXeHus

CnpaBka nnu cbobuieHune.

OKOH4YaTeJNIeH aKT Ha MMHUCTEpPCKUA CbBeT



