MOTHUBHU

KbM npoexTa Ha Hapen0a 3a namenenne Ha Hapen6a Ne 10 ot 2009 r. 3a ycioBusita,
pena, MeXaHH3MAa U KpUTepuuTe 3a 3amiamade oT Hanmonannara 3ApaBHOOCHTYPHUTEIHA
Kaca Ha JIeKapCTBeHU MNPOAYKTH, MEJULMHCKH H3e/IUsl M HAa JHeTHYHHM XPAaHH 32
cIelaJTHU MeAMIMHCKH LeJIM M HA IOMOIIHM CPeCTBa, IPHCIOCO0/IeHNS], CbOPbKEHHA
W MeIMIHMHCKH M3/1eJIUsl 3a X0para C YBpPe:XKIaHHAA, JAOrOBapsiHe HAa OTCTBIKH H
Bb3CTAHOBSIBAHE Ha IMIPeBUIICHUTE CpPeJACTBA NpPHM MNpPHJIAaraHe Ha MeXaHHM3bM,

rapaHTupanl npeaBuIMMOoCT U ycToiunBocT Ha Oaxera Ha H30K

[IpyunHUTEe, KOUTO Halarar MpHeMaHeTo Ha NpoekT Ha Hapenba 3a m3meHeHue Ha
Hapen6a Ne 10 ot 2009 r. 3a ycioBusiTa, pena, MeXxaHu3Ma M KPUTEPHHUTE 3a 3allialiaHe OT
Hanmonannara 31paBHOOCUTYpPUTENIHA Kaca HA JIEKaPCTBEHU MTPOYKTH, MEAULIMHCKH U3/1ETUs
U Ha JMETUYHM XpaHU 3a CHEHHAJIHU MEJMLMHCKM LEIM M Ha IIOMOILHU CpPEICTBa,
MPUCTIOCOOJICHHUSI, CHOPBKEHUS U MEIUIIMHCKU U3/ 32 X0paTa C yBpeXkAaHUs, JOrOBapsiHE
Ha OTCTBHIKUA U BH3CTAHOBSBAHE Ha MPEBUIICHUTE CPEJICTBA MPHU IpUIIaraHe Ha MEXaHHU3bM,
rapaHTupall NpeaBUAUMOCT U ycTouuBocT Ha Orokera Ha H3OK (Hapenda Ne 10) ca
CBBP3aHU C U3MEHEHUS B pa3nopendara Ha 4wi. 45 ot 3akoHa 3a 3ApaBHOTO ocurypsiane (330).

B pesynrar Ha  U3MEHEHHMETO ce MNpue YCIOBHUITA M PEIbT 3a CKIOYBaHE Ha
WHAUBHUAYAIHU JIOTOBOPHU 32 OTIYCKAaHE M 3aIljialllaHe Ha JIKApCTBEHU MPOIYKTH MO Wi. 262,
an. 6, T. 1 oT 3akoHa 3a JeKapCTBEHUTE MPOJAYKTH B XyMaHHATa MEIUIIMHA, Ha MEIUIIMHCKU
U3JIeNHsl U Ha AUETUYHHU XpaHM 3a ClelHaTIHU MEIUIMHCKY IIeJM, 3aIllalllaHd HaIlbJIHO WU
yactuyHo oT H3OK (VcnoBust u pen) mexny aupekropa Ha P30K u mputexarenure Ha
paspelieHue 3a ThproBys Ha ApeOHO C JIEKAPCTBEHHU NMPOJYKTH J1a ce€ 00HApoaABaT B ,,JIbpikaBeH
BecTHUK  OT ynpaBuTeissd Ha H3OK. Ilo To3u HaunH npomsiHata B 330 naBa BB3MOXKHOCT /1A CE€
JIOTOBApAT IIEHM Ha JEHHOCTH 3a OTIYCKAaHETO Ha OMNPEEJIEHU JIEKAPCTBEHH IMPOJIYKTH B
anTeKUTe B CAMOCTOSITEJIEH aKT, KOUTO B MOMeHTa ce ornpeaenst oT Hapen6a NelO ot 2009 1.

[TpeaumHMAT 3aK0oHOB pen nmocraHoBsBaile, ye H30K 3amnama Ha naunara, noiyduin
paspelieHue 3a ThpProBys Ha IpeOHO C JIEKAPCTBEHU MPOJYKTH, 32 BCIKO OTUYETEHO €JIEKTPOHHO
IpeIucaHue C MpeANUCcaHn JEeKapCTBEHU MPOJYKTH, BKIOYEHHU B [103UTUBHMS JIeKapcTBEH
CIUCHK ¢ HUBO Ha 3arutaniane 100 Ha cTo 1o pen u B pa3mep, onpeaenenn B Hapenda Ne 10 ot
2009 1.

[IpenBun HampaBeHUTE 3aKOHOBM NMPOMEHHU € HEeoOXOJMMO IMOJ3aKOHOBaTa ypeada Ja
ObJle N3MEHEHa, Taka 4ye Jla He MPOTUBOPEYH Ha 3aKOHOBATa MOCTAaHOBKA, 3aJ0KeHa B 3aKOHA

34 3IPAaBHOTO OCUTYpsIBAHEC.



Kbm momenta H3O0K 3amnama Ha nuiarta, NOJYy4WJIM pa3pelieHrue 3a ThpProBUs Ha
JIpeOHO C JIEKapCTBEHU MPOJYKTH MO OTMEHEHUS B 3aKOHA PeJI, MPEIBHI KOSTO CIeABa J1a Ce
npeAnpueMar JeUcTBUs 1o MpueMaHe Ha HeoOXOIMMHUTE MPOMEHHU B Hapeabarta, Taka ue T Ja
HE IPOTUBOPEYM Ha MO-BUCOKHUS IO CTEIEH aKT, Bb3 OCHOBA Ha KOMTO ChINATA € U3/1aJICHA.

IlenTa Ha mpemoKeHaTa MPOMSHA € Ja MMa SICHOTa B HOpMaTWBHaTa ypeada o
OTHOIIICHHE Ha 3aIUTalllaHeTO Ha JHIaTa, MPUTESKABAIIM pa3pelicHue 3a ThProBHUs Ha APeOHO
ot ctpana Ha H3OK 3a oTuereHuTe €NEKTPOHHU MPEANUCAHUS C MPEANUCAHU JIEKAPCTBEHHU
IPOAYKTH, BKJItOUeHU B I103UTUBHMS JIEKapCTBEH CIIUCHK ¢ HUBO Ha 3arviamane 100 Ha cTo.

C mpemjiokeHaTa MpOMsSHA CE€ OYaKBa Jla MMa IpPaBHA CHUTYPHOCT W CTaOMIHOCT B
npaBooTHomeHusATa Mexxa1y H30K u ThproBuute Ha 1peOHO ¢ JIEKapCTBEHH MPOTYKTH, KOUTO
ce sIBSIBAT JIOTOBOPHH MAapTHHOPH HA MyOIMUHUS (HOH]I.

[TpemioXeHUAT MPOEKT Ha aKT HsAMa Ja OKaxe (MHAHCOBO BB3JCHCTBHE BBHPXY
IbpKaBHUS OIO/KET, KakTo U BbpXY Oromketa Ha H30K. CpenctBarta 3a 3amnamniane or H30K
HAa TBHPrOBIMTE HA JpPeOHO C JEKApPCTBEHU MPOIYKTH 3a BCSAKO OTUETEHO ENEKTPOHHO
IpeIIMcaHue ¢ MPEeANUCaHu JEKapCTBEHU NPOAYKTH ¢ HUBO Ha 3arutamane 100 Ha cTo, cien
MpueMaHe Ha NpeajaraHoTO HM3MEHEHHEe, HsIMa Jla Hapymar OrojpKeTHaTa paMKa M ca
npenBUeHU B 3akoHa 3a Oropketa Ha Hanmonanuata 3apaBHOOCUTYpHUTENHA Kaca 3a 2023 T.

Crnes u3BBPIIIEH aHANIN3 32 COTBETCTBHE C MPABOTO Ha EBponeiickus chi03 ce yCTaHOBH,
ye 0OIIEeCTBEHUTE OTHOIICHHUS, MPEeIMET Ha IMPOEKTa Ha Hapenda, He ca perjlaMeHTHpPaHu B
€BPOTEICKOTO 3aKOHOAATEIICTRO.

VYpenbata Ha 0011ECTBEHUTE OTHOIICHHUS, IPEIMET Ha IPOEKTa Ha Hapen0a, € BhIIPOC Ha
HAI[MOHAJTHO peIIeHHe M € OT KOMIIETEHTHOCTTa Ha OTAENHUTE AbpXKaBU WIeHKH. ToBa
npousThya OT pasmopendara Ha wi. 168, map. 7 ot [doroBopa 3a (yHKUMOHMpaHE Ha
EBpomneiickust ch103, KOSITO TPEABMK/1a U3KITIOUYUTEIIHA KOMIIETEHTHOCT Ha IbP>KaBUTE-UWICHKH
0 OTpeIeNIsTHE Ha 3/[paBHATa UM TOJUTHUKA U OPTaHU3UPAHETO U MPEAOCTABSIHETO HA 3/IpABHU
YCIIYTU U MEAULIMHCKH TPHXKU.

Ha ocHoBanme ui. 26, an. 4, u3pedeHre BTOPO OT 3aKOHA 32 HOPMAaTUBHUTE aKTOBE, CE
npejsiara CpoKbT 3a OOIIECTBEHO OOCHKAaHe Ha MPOEKTa Ha HapeaOaTa na Obae 14 gum, Kato
TO3U CPOK € OOYCJIOBEH OT MPEABUJICHUS PEeJl 3a OTUUTAHE Ha OTIMYCHATHTE JIEKAPCTBEHU
MPOJIYKTH ¢ HUBO Ha 3aruiamane 100 Ha cTo U HaBpeMEeHHOTO 3aruiaiane ot crpada Ha H30K

3a U3BBPUICHUTC JIETHOCTH 110 OTITYCKAaHC Ha JICKAPCTBCHUTEC NPOJAYKTH.



