PEITYBJIMKA BBJI'APUSA

MuHHCTED Ha 34paBEONIA3BAHETO

M3x. Ne oo,

a0
MMUHHUCTEPCKUSA CBBET
HA PEIIYBJIMKA BbJII'APUSA

JOKJIA L
oT Kupui AHaHueB - MUHHCTBP HA 3paBeoNa3BaHeTo

OmHnocho- IMIPOCKT Ha IlocranoBieHue Ha MI/IHI/ICTepCKI/Iﬂ CbBC€T 3a HM3MCHCHHC H
JOITBJIHCHHUEC Ha Hapez[6aTa 34 yCJIOBHATA, IIpaBUJIaTa U pe€lia 3a PEryIMpadHe U peruCTpupaHe Ha

HCHUTC Ha JICKAPCTBCHUTC ITPOAYKTHU

YBAKAEMHU I'OCITOAUH MUHUCTDBP - IPEACEIATEJI,
YBAXKAEMMU I'OCITIO’KHU U T'OCITOJA MUHUCTPUH,

Ha ocnoBanue uin. 31, an. 1 1 2 ot YerpolicTBeHUs IpaBIIHUK HAa MUHHCTEPCKUS CHBET
¥ Ha Heromara aJMHHHCTpalMsi BHAcsAM 3a pasriexjgaHe npoekT Ha [loctaHoBieHue Ha
MuHucTepCKUs ChBET 3a U3MEHEHHe U 1onbiHeHue Ha Hapen6ara 3a ycioBusiTa, nmpaBuiata u
pela 3a peryivpaHe M perucTpupaHe Ha IIeHUTEe Ha JeKapCTBEeHHUTEe NMpoAykTu (oOH., [IB, Op.
40 ot 2013 r.).

C mpoekra ce mpemjara mpaBuioto Ha wi. 5, an. 4 or Hapenbara 3a ycnoBusra,
IIpaBWJIaTa U pefa 3a PEryjJupaHe U PEerucTpUPAHE Ha LIEHUTE HA JIEKAPCTBEHUTE MPOLYKTH
(HapuuaHa no-HaTaThK ,,Hapenbata“) na ce npunara ot 1 HoemBpu 2019 r., BMecTo ot 1 anpui

2019 .
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ITo cunara Ha ui. 5, an. 4 ot Hapen6ara, iekapcTBEeH IPOAYKT HE MOXKeE JIa ce POoIaBa
Ha JIeueOHHUTE 3aBEICHHS Ha 1I€HA, I0-BHCOKA OT CTOMHOCTTA, Ha KOATO CE 3aralia ¢ myOoJInyHu
CpEICTBA ChOTBETHHUST JIEKAPCTBEH MPOYKT, KATO HUBOTO Ha 3aIjaiiane, popmMupano mo peaa
Ha Hapenbara, ce yMHOXaBa IO CTOHHOCTTa 3a ONAKOBKa, oIlpezelieHa Ha Oa3ara Ha
pedepeHTHa CTOHHOCT.

Lenta Ha mpeUIoKeHaTa MPOMSHA € Ja HE Ce JOMYCHE BH3HUKBAHETO Ha MPOOJIEMH,
KOUTO Ja pehIeKTUpaT HEOIAronpUsITHO BbPXY NAIUEHTUTE U JOCTAaBUMUIIUTE HA JIEKAPCTBEHU
NPOJYKTU U KOUTO €BEHTyaJIHO OMXa OrpaHUYMIM JAOCThIIA HA MAlMEHTUTE O JIEKapCTBEHU
npoaykTi. OuakBaHUAT pe3ynTaT OT OTJIAraHETO Ha NPaBWIOTO HAa wi. 5, an. 4 e nma ce
OCBIIECTBH IMO-IUIABEH MPEXoJ KbM aJanTUpaHe KbM HOBOBBBEJCHATa pasmopenda 3a
cyOeKTHTe, KOUTO 1€ sl MpUarat, a MMEHHO — ThPrOBIUTE Ha €ApOo U JieueOHUTE 3aBE/ICHUSI.
[To To3u HauMH HEe OM ce MpeKbCHAI Mpolieca Mo JeKapcTBOCHAOIIBaHE, B Pe3YyiTaT Ha KOETO
He OM ce KOMIIPOMETHpalo KadeCTBEHOTO JeueHHe Ha Obiarapckure rpaxkaanu. C orien
MOCJIEAHOTO ¥ Ha OCHOBAaHME 4i. 26, an. 4, U3pedeHue BTOPO OT 3aKOHA 3a HOPMAaTUBHUTE
aKTOBE CPOKBT 3a 00IIECTBEHO 00CHKIaHe Ha nmpoekTa Ha [loctaHoBIeHUe HAa MUHHUCTEPCKUS
ChBET 3a M3MEHEHHME U JomnbiHeHue Ha Hapenbarta 3a ycrioBusiTa, mpaBuiaTta U pefa 3a
peryiupaHe W pPErHCTpHpaHe Ha L[EHUTE Ha JICKApCTBEHHTE NPOAYKTH € 14 JaHuU.
Heob6xomuMocTTa OT oOmpeAensHe Ha TMO-KpaTbK CpPOK 3a OOIIECTBEHO OOCHXKIaHE €
MPOJAUKTYBaHA OT OCHUTYpSIBaHE HAa HEMPEKbCHAT JOCTHII HAa OBIATapCKUTE IMAIUEHTH [0
KayeCTBEHO U €()EKTUBHO JICYCHHE C JIEKAPCTBEHU MPOIAYKTH.

Crnen W3BBpIIEH aHaIM3 3a CHOTBETCTBHE C MpaBOTO Ha EBpomeiickus cbro3 ce
YCTAHOBH, Y€ OOIIECTBEHUTE OTHOIICHHS, TPEAMET Ha MPOEeKTa 3a Ta3u Hapenbda, HE ca
periiaMeHTHpaHM B €BPOINEHCKOTO 3aKOHOIAaTENICTBO. Y peadara Ha 00IIeCTBEHUTE OTHOIIECHUS,
npeaMeT Ha MPOeKTa Ha Hape0a, € BhIIPOC Ha HAI[MOHAJIHO PEUIEHHE U € OT KOMIIETEHTHOCTTa
Ha OTJEJICHUTE IbpKaBU-wWICHKUA. ToBa mpou3THyYa OT pasmopendarta Ha 4i. 168, map. 7 or
JoroBopa 3a ¢yHkunoHupane Ha EBpomeickusi Cbhio3, KOSTO TPEABIKAA W3KIIOYHTETHA
KOMIIETEHTHOCT Ha JIbp)KaBUTE-WIEHKHM [0 OIpeJeNsHe Ha 3ApaBHaTa UM MOJUTHKA HU
OpPTraHU3UPAHETO U NMPEJIOCTABIHETO Ha 3/IpaBHU YCIYTH U METULIMHCKH TPUXKH.

[IpeutoskeHUAT MPOEKT Ha aKT HAMA Ja OKake (MHAHCOBO BB3JICHCTBHE BBPXY
JT'bPKaBHUS OFOJDKET.

[TpoBeneno e my0amyHO 00CHKIaHEe Ha TPOSKTa HA MIOCTAHOBJICHUE HA OCHOBAHHE UII.

26, an. 4 or 3akoHa 3a HOPMAaTUBHHUTC AKTOBC. HpOCKT’bT € CbIJIaCyBaH U MCKIAYBCAOMCTBCHO
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B CHOTBETCTBHE C Wil. 32, ai. 1 oT YcTpolicTBEHUS TpaBWIIHUK HAa MUHHUCTEPCKUS CHBET U HA

HCroBaTa aiIMUHHUCTpPALIUA.

YBAKAEMHU I'OCITIOAUH MUHUCTDBP - ITPEJACEIATEJI,
YBAXKAEMMU I'OCITIO’KHU U T'OCITIOJA MUHUCTPU,

C orneq ropen3IoKEHOTO U Ha OCHOBAHME Wi. 8, all. 2 OT Y CTPOMCTBEHUS MPABUITHUK
Ha MUHUCTEPCKHUS ChBET M Ha HEroBaTa aJfMUHUCTpAIUs, TpeagaraM MUHUCTEPCKHUAT ChbBET
Jla pasriena u npueme npoekta Ha [loctanoBiaeHue Ha MUHHCTEPCKUS ChBET 3a U3BMEHEHHUE U
nonbiiHeHne Ha Hapenbarta 3a ycnoBusATa, mpaBuiiata U peia 3a peryjimpane u perucTpupane

Ha OCHUTC Ha JICKAPCTBECHUTE IIPOAYKTH.

KNPNJ AHAHUEB
MHUHHUCTDBP HA 3JPABEOITIA3BBAHETO
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