MOTHUBU

KbM npoexkT Ha Hapen0a 3a usmenenne u nonbianenne Ha HAPE/IBA Ne 14 ot 14 HoemBpH
2019 r. 3a npueMaHe Ha (papMaKO-TePaNeBTUYHO PbKOBOJACTBO 110 PEBMAaTOJIOT S
(o6n. B /IB, 6p. 94 o1 2019 1.)

[IpoexThT Ha HapenOa 3a M3MEeHeHHe U JombiHeHrne Ha Hapenba Ne 14 ot 14 nHoemBpu 2019
r. 32 TpueMaHe Ha ¢apMako-TEpareBTUYHO PBHKOBOACTBO IO PEBMATOJIOTHUS € H3TOTBEH Ha
ocHOoBaHME 4jl. 259, an. 1, T. 4 oT 3aKkoHa 3a JEKaApCTBEHUTE MPOJYKTH B XyMaHHaTa MEIUIIMHA,
CBIIAaCHO KONTO HalMOHATHUAT CHBET MO IIEHH U PeHMMOypCHUpaHe Ha JICKAPCTBEHHUTE MPOIYKTH
npueMa, OTMEHS WM U3MEHs (apMaKo-TEpaeBTUIHN PHKOBOJICTBA, KOMTO BKIIIOYBAT KPUTEPUH 32
OIICHKA Ha pe3yJiTaTta OT MpujiaraHaTa Tepanus U airTOPUTMU 3a JICYEHUE C JIEKAPCTBEHU IPOTYKTH.

[TpyunHYU, Hajarany NpUEeMaHeTO Ha HOPMATUBHUSL aKT

®apMako-TepaneBTUYHUTE PHKOBOJCTBA €A YacT OT TepaleBTUYHATA CTPATErUsl, FapaHTUPAHA
or Ormkera Ha HanumoHanmHaTta 34paBHOOCUTYpUTENIHA Kaca, C L€ IPUJIAraHeTo Ha €JAMHEH
TEpaNeBTHYEH MOAXO0 IIPU AHAJIOTUYHH KJIIMHUYHU CIIy4aH.

MenuuuHcKkaTa CIEHHAIHOCT ,,PeBMaronorus™ oOxBaila ChbBKYMHOCT OT KOMIIETCHIIUU U
YMEHHUS, KOUTO C€ pealn3upar B JIedeOHO-AMAarHOCTUYHA U NPOQHIAKTUYHA, JEHHOCT [0 OTHOLICHUE
Ha: MYCKYJIO-CKEJIETHUTE U ChEIMHUTEIHOTbKAaHHUTE 3a00JIIBaHUSA, KOUTO BKIIOYBAT CUCTEMHU
3a00J5IBaHMs] HA CbEAMHUTENIHATa TbKaH, BB3NAIMUTEIHW CTaBHU 3a00JIIBaHUS, OCTEOAPTPHT,
rpbOHAUHU MPOOJIEMHU, PEBMATU3bM Ha MEKUTE ThbKAaHU M PETMOHAIHU OOJKOBH CHUHIPOMH, a CHILO
Taka M HETpaBMAaTUYHM KOCTHM HapylieHus. PeBmaTuuHuTe OOJECTH HMMAT OrPOMHO COLMAJIHO-
MKOHOMHYECKO 3HaueHWe. Te ca Haif-uectaTa NMpUYMHA 32 XPOHUYHA OOJKAa M TEKKH (PHU3HUECKU
yBpexaanus. OcreoapTpo3ara € 4eTBbpTaTa Hal-4ecTO CpellaHa NpUYMHA 3a WHBAJIMIU3aLUsA B
CBETOBEH Mamial.

[TpuunHuTe 3a pa3paboTBaHe Ha MpPOEKTa Ha Hapenda 3a M3MEHEHHE U JIONbJIHEHUE Ha
Hapen6a Ne 14 ot 14 noemBpu 2019 r. 3a npuemane Ha ¢apMaKo-TEpPaeBTUUYHO PHKOBOJCTBO IO
PEBMATOJIOTHUS Ca CBBP3aHU C OJJOOPEHUETO Ha peaulla HOBU JICKAPCTBEHHU MPOIYKTH M MHJIMKALIUHN B
oOractta Ha peBMarosiorusara npes3 2020 roauHa.

Ilenn HAa HOpMATHBHUSA aKT

C npoekra Hapeza0a 3a u3MeHeHue U gombiHeHue Ha Hapenba Ne 14 ot 14 HoemBpu 2019 r.
3a mpueMaHe Ha (papMako-TepaneBTUYHO PBHKOBOJCTBO MO PEBMATOJIOTHUS CE€ LENU Ja C€ Ch3Jale
IpaBHA perjaMeHTalMs Ha TepaneBTUYHMS MOJXOJ IpH JIeKapCTBEHaTa Tepamus B objacTra Ha
PEBMaTOJIOTUATA, KAKTO M HAa KPUTEPUUTE 3a OLlEHKA Ha e()eKTUBHOCTTA Ha MpHilaraHara tepanus. B
pe3yaTaT Ha NPUIAraHETO Ha M3MCKBAHUATA HA HACTOSIIMS HOPMAaTHBEH aKT 1€ C€ rapaHTHpa
JIOCTBI Ha MalUEHTUTE 10 ChOTBETCTBALIM HA €BPONEUCKUTE CTAHAAPTH JIEKAPCTBEHU MPOAYKTH.

OdakBaHU Pe3YyATATH OT NPUJIAraHETO Ha NMPEIOKEHUS TPOEKT

OuakBaHUAT pe3ysTaT OT MpPUJIAraHeTO Ha MPOEKTa Ha HOPMATHUBEH aKT € BBBEXKJAAHETO Ha
€MHEeH TepaneBTUYEH MOJXOJ IPU MPEANHCBAHETO W MPUIAraHETO Ha JIEKAPCTBEHUTE MPOAYKTH,
KOETO Jla TapaHTHUpa ONTUMajieH e(eKT Npu JIEYeHHeTO Ha MalUeHTUTe B objacTTa Ha
peBmarosorusta. Crna3BaHeTO Ha aJITOPUTMHUTE 3a JIEUEHUE € TapaHIUs 3a BUCOK TepaneBTUYEH
OTTOBOp MPHU HIMPOKUSA KPBI' OT NALUEHTH.

Pesynrarute oT mpuiaraHero Ha (papmMako-TepaneBTUYHOTO PHKOBOJCTBO Ca CBBP3aHHU C
IIOCTUTaHE Ha Hal-Ba)KHATA L€l — OCUTYpsBAHE HA MALlMEHTUTE BUCOKO KAaueCTBO HA JICYEHHUE YpE3




Npujiarane Ha €IWMHHA W OOOCHOBAaHW MPUHIUIH, TPaBHIA W KPUTEPHH 3a TPEANHCBAHETO U
MpUIaraHeTo Ha JICKapCTBEHHW TMPOAYKTH B o0OXBara HA MEIUIHMHCKATa CICIHATHOCT
,,PeBMaToJIorus‘.

duHaHCcOBHU cpeJicTBA, HEOOXOAUMU 33 IPUIIAraHETO HA HOPMATUBHUS aKT
[TpremaHeTo HA HOPMATHBHHS aKT HSAMA Ja OKa)Xe MPSIKO W/WIM KOCBEHO BIMSHUEC BHPXY
TbPXKABHUS OFOIKET.

AHaiun3 3a CHLOTBETCTBHUE C IIPABOTO HA EBPOIENCKHUS CHIO3

IIpoekThT HE € CBbp3aH C BBBEXKIAHE HA M3MCKBAHUS HAa €BPOMNENCKOTO 3aKOHOAATEJICTBO,
MOpaJii KOETO HE € HE0OX0IMMO M3TOTBSHE Ha aHAIM3 3a ChOTBETCTBHE C NMPaBOTO Ha EBponeiickus
CBIO3.

[TpoekTsT Ha HapeaOa 11e Ob/Ie ChIIacyBaH ChC CHOTBETHUS €KCIIEPTEH CHBET 110 MEIUIIMHCKA
CIIECLIMATTHOCT WJIM MEIUIMHCKA AEHHOCT Mo wi. 6a, an. 1, T. 1 oT 3akoHa 3a 3ApaBeTO B XOjJa Ha
00LIECTBEHOTO 00OCHXKAaHE HAa IPOEKTA.



