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NMpoekT Ha Hapepnba 3a nsmeHeHne Ha Hapepn6a Ne 10 ot 2009 r. 3a
ycnoBMATa, peaa, MexaHusMa u KputepuuTe 3a 3ansawjaHe oT
HaumoHanHaTta 3ApaBHOOCUIYpPUTEJIHA Kaca Ha NIeKapCTBEeHU
NPOAYKTU, MEAULMHCKW U3AEJIUA U HA AMETUYHM XPaHU 3a CNeunasiHm
MeAULMUHCKMU L enm
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OOGnacT Ha nonuTukKa: ApxuB - 3apaBeonasBaHe

Tun KoHcynTauma: AKT Ha MUHUCTBP

BHocuTen: MuHWUCTEPCTBO Ha 34paBeorna3sBaHeTo

Twun BHOCMTEN: HauWMOHaNHO

MpuYnHUTE, KOUTO HanaraT NpMeMaHeTo Ha N3MEHEeHMeTOo Ha HapeabaTa Cca CBbp3aHuM C
noanucaHnsa MeMopaHaym mexxay HagsopHus cbBeT Ha HaunoHanHaTa
30paBHoocuryputenHa Kaca (H30K) n YnpasutenHmna cbeeT Ha bbarapckusa
hapMaLeBTUYEH CbIO3 U Ce CbCTOU B YBeJIMYaBaHe 3anJjallaHeTo Ha nputexaTenmTe Ha
pa3pelleHns 3a Tbprosmsa Ha ApebHOo C eKapCTBEHN NPOAYKTU 3a AOMALUHO SleYeHune
(anTekn) oT 2 NB. 3a BCAKO OTYETEHO ENEeKTPOHHO NpeanucaHmne c npegnncaHn
NeKapCTBEHU NPOAYKTU, HNEeTOo HMBO Ha 3arsawaHe e 100 Ha cTo, n cboTBeTHO OT 2,20 nB.
3a BCAKa OTYETEHO eNeKTPOHHO npeanucaHmne c npeannucaHin No rnPOTOKON NeKapCTBEHU
MPOLYKTHU, YMeTO HMBO Ha 3ansawaHe e 100 Ha cTo, Ha 4 f1B. 3a BCAKO OTYETEHO
€NIeKTPOHHO NpeanucaHmne c npeanncaH/vn nekapcTBeH/M NpPoayKT/1, HNETO HUBO Ha
3annawaHe e 100 Ha cToO.

LlenTa Ha npepnaraHaTa NpoMsHa e Aa ce yBesinyu 3ansjawaHeTo Ha npuTexaTennTe Ha
paspelleHns 3a Tbprosmsa Ha gpebHo C NeKapCTBEHN NPOAYKTU 3a AOMALUHO SleYeHune
(anTekun) oT 2 nB./2,20 NB. Ha 4 NB. 33 BCAKO OTYETEHO €/IeEKTPOHHO nNpeanncaHme
npennucaH/v nekapCcTBeH/n NpoaykKT/v, Y4eTo HMBO Ha 3arnsawaHe e 100 Ha cTo.

O4YakKBaHUAT pe3ynTaT OT NPMEMAHETO Ha U3MEHEHMNETO € OCUTypPsIBAaHETO Ha CrpaBea/IMBo
N afeKBaTHO 3anJallaHe Ha NpuTexaTennTe Ha pa3pelleHns 3a Tbprosus Ha ApebHo ¢


https://strategy.bg/index.php/bg/public-consultations/6446

JleKapCTBEHW NMPOAYKTM 3a OeMHOCTTa NO OTNyCKaHe Ha NeKapCTBEHU NPOAYKTN,
3annawaHu HanbvsHO oT H30K ¢ HMBO Ha 3annawaHe 100 Ha cTo. B cnyyanTe Ha 100%
penmbypcmpaHmn neKapCTBEHM NPOAYKTWN 3a LOMALLHO sle4eHne Ha 34paBHOOCUTYpPEHNTE
rpak4aHu, antekaTa He HavyucasaBa HajueHKa 3a Tbprosey Ha ApebHo npu popMmmpaHe Ha
LeHaTa Ha NekapCTBeHUs NPpoayKT. Mo To3n Ha4yMH TbproeeubT Ha ApebHO, KONTO e
cknto4umn gorosop ¢ H30K 3a gocTaBka Ha Tasu rpyna penMmbypcmpaHmn neKkapCcTBEHMU
MPOAYKTN, € HOPMATUBHO 3a4bJ/IKEH OT CBOE MME 1N 3a CBOA CMeTKa Aa 3aKynyBa OT
TbproeeLa Ha efpo JiIeKapCTBEHN NPOOYKTU, Oa r'M peanansnpa Ha CTOMHOCTTA, Ha KOSATO I
e npngobun, KaTo eAUHCTBEHOTO 3anJallaHe, KOeTo anTekuTe rnosiy4yaBaT 3a Taka
ocbllecTBsIBaHaTa AENHOCT e TakcaTa oT 2 nB./2,20 nB. 3a agMUHUCTpaTMBHa obpaboTka
Ha BCAKO N3MNBbJIHEHO €NIEKTPOHHO NpeanucaHune.

C npegnaraHoTO yBeJMYEeHME Ha 3arnJalwaHeTo Ha anTekuTe oT no 2 nB./2,20 nB. Ha no 4
JIB. 3@ BCSIKO OTYETEHO eJIeKTPOHHO npejnncaHne C npeanncaH/v nekapcTeeH/n
MPOAYKT/U, 4YNeTO HMBO Ha 3annawaHe e 100 Ha CTOo we ce NnocTurHe cnpasenineo u
ajeKBaTHO 3anJjawaHe Ha JeNHOCTTa No OTNyCKaHe Ha JlIeKapCTBEeHU NPOAYKTH,
3annawaHun HanbvHO OT H30K ¢ HMBO 100 Ha CTO, KaKTO W rapaHTUpaHe AOCTbMNa Ha
nauneHTuTe 0o HeobxogmmaTa nekapcTBeHa Tepanus.

3a npunaraHeTo Ha HoBaTa ypenba ca HeobxoauMu (hMHAHCOBY CpeacTBa OT BloaXKeTa Ha
H30K, KaTo cblWwmMTe cnenBa Aa 6baaT NpeaBMaeHn B NpoekTa Ha 3akoHa 3a blog)xeTa Ha
H30K 3a 2022 .

Pasxogute Ha H30K B pe3ynTaT Ha npeasioxxeHaTa NpoMsHa Ha CTOMHOCTTa, 3arnJsallaHa
oT H30K Ha TbprosuuTte Ha ApebHO C NekapCTBa 3a BCAKO U3MbJIHEHO €1IeKTPOHHO
npennucaHne C JIeKapCTBEHU NMPOAYKTU, YNeTO C HMBO Ha 3annawaHe 100 Ha cTo, Wwe
6baaT B pazmep Ha 61130 30 MUIMOHA NeBa rogULLIHO. YBEIMYEHNETO Ha BroaxxeTHuTe
cpefcTBa 3a NpuiaaraHe Ha Tas3n Mapka e 15 MuanoHa, nnm obwoTo broaXXeTHOo
Bb34EeNCTBUE LWe HapacTHe Ha 30 MJH. NB.

Cnep M3BbpLUEH aHaNN3 3@ CbOTBETCTBMUE C MPABOTO Ha EBpoNenckns cbio3 ce yCTaHOBY,
4ye o6LlecTBEHUTE OTHOLLEHNS, MPeaAMEeT Ha NPoeKTa 3a Ta3n Hapenba, He ca
pernameHTUpaHN B eBPONencKoTo 3aKOHOAATENICTBO.

YpenbaTa Ha obuwecTBeHNTE OTHOLWIEHUA, NpeaMeT Ha NpoekTa Ha Hapenba, e BbLMNPOC Ha
HaUWNOHAJIHO peLUEeHME N € OT KOMMETEHTHOCTTAa Ha OTAe/IeHUTe Abp)KaBU-41eHKN. ToBa
npomnsTu4a oT pa3nopenbaTta Ha 4. 168, map. 7 oT [oroesopa 3a PyHKLUNOHMPAHE Ha
EBpoOnenckns cbio3, KOATO NpeaBmxXaa N3KAYMTeIHa KOMNETEHTHOCT Ha AbpXKaBuTe-
YJIEHKWN NO onpefensHe Ha 34paBHaTa MM NOJIMTUKA U OpraHU3npaHeTo N NpefocTaBAHETO
Ha 34PaBHUN YCAYTN U MEOULNHCKN TPUXKMN.

Ha ocHoBaHue 4n. 26, an. 4, nsapeyeHve BTOPO OT 3aKOHa 3a HOPMATUBHUTE aKTOBe, Ce
npensiara CpoKbT 3a 00LleCcTBEHO 06Cbh)XAaHe Ha NpoeKkTa Ha HapenbaTta da 6bae 14 aHu,
KaTo ToBa ce 0byCnaBsa OT CPOKa 3a BJIM3aHEe B CMJ1a Ha HOPMaTUBHaTa NMPOMSHA, @ UMEHHO
1 anyapwn 2022 r.

ALpec 3a n3npallaHe Ha CTaHOBULLA U NpeanoxXeHns: mbotusharov@mh.government.bg



OTroBOpHa MHCTUTYLMUA

OTroBopHa MHCTUTYLUMA

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

HauumHM Ha npepocTaBsiHe Ha NPenJZiIo>KeHUs U CTaHOBULLA

MopTana 3a obLECTBEHN KOHCYATaUMKM (U3NCKBaA Ce perncrtpaumsa 4ypes nMmenn);
EnekTpoHHa nollia Ha Noco4YeHUTe agpecy;

CucTtemaTa 3a CUrypHO efleKTPOHHO BpbyBaHe https://edelivery.egov.bg/ (n3ncksa ce
KBannpuumnpaH enektTpoHeH noanuc nam MUK Ha HOW);

OdunumanHmna agpec 3a KopecrnoHgeHuums.
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