MOTHUBUA

KbM npoekT Ha Hapen0a 3a usmenenue u gonbiaHenne Ha Hapenoa Ne 14 or 14 noemspu 2019
I. 32 IpUeMaHe Ha (hapMaKo-TepaneBTHYHO PHKOBOACTBO 110 PEBMATOJIOTUsl
(o6n. B 1IB, 6p. 94 o1 2019 r., m3m. u gon. B, 6p. 38 ot 2021 r., u3m. u gom. /IB, 6p. 38 ot 2022 r., u3m.
u jon. ooH. B JIB, op. 102 o1 2022 1.)

[IpoexThT Ha HapenOa 3a M3MEeHEeHKE U AomrbiHeHne Ha Hapenba Ne 14 ot 14 nHoemBpu 2019
r. 3a TpueMaHe Ha ¢apMaKo-TEpareBTUYHO PBHKOBOACTBO IO PEBMATOJIOTHUS € H3TOTBEH Ha
ocHOoBaHMe 4j. 259, an. 1, T. 4 oT 3akoHa 3a JEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MEIUIIMHA,
CBIIAaCHO KOWTO HannmoHATHUAT CHBET MO IICHH U PeMMOypCHpaHe Ha JICKApCTBEHUTE MPOIAYKTH
npueMa, OTMEHS WM U3MEHs (papMaKo-TEPaeBTUIHN PHKOBOJICTBA, KOMTO BKIIIOUBAT KPUTECPUH 32
OIICHKA Ha pe3yJiTaTta OT MpujiaraHaTa Tepanus U airTOPUTMU 3a JICYECHUE C JICKAPCTBEHU TIPOTYKTH.

ITprunan, Hajaramy IpueMaHeTo Ha HOPMAaTHBHHS aKT

dapMako-TepaneBTUYHUTE PHKOBOJCTBA Ca YaCT OT Te€paleBTUYHATA CTpATErusl, rapaHTUpaHa
oT Ormomkera Ha HammonanmHara 3ApaBHOOCUTYPHUTENHA Kaca, C 1€ NpWJIaraHeTo Ha €IUHEH
TepaneBTUYEH MOAXO0/ IPY aHAJIOTUYHU KJIMHUYHU CIIyYaH.

MenuuuHcKkaTa CIEIHAIHOCT ,,PeBMaronorus™ oOxBaila CHbBKYMHOCT OT KOMIIETCHIIUU H
YMEHHsI, KOUTO C€ peanu3upar B JIeYeOHO-AMAarHOCTUYHA U NPOPUIAKTHYHA, AEHHOCT IO
OTHOILICHUE HA: MYCKYJIO-CKEJIETHUTE W ChEAMHUTEIHOTHKAHHUTE 3a00JsIBaHMs, KOUTO BKJIIOYBAT
CHCTEMHHU 3a0o0/sBaHMs Ha ChbeJUHHUTEIHATA THKaH, BB3MAIMTEIHA CTaBHU 3a00JsIBaHUd,
OCTE€OApPTPUT, TPHOHAYHHM MPOOJIEMH, PEBMATH3BbM HAa MEKUTE THKAaHU U PETUOHATHH OOJIKOBH
CUHAPOMH, a CBHIIO Taka U HETPaBMAaTUYHHM KOCTHHM HapyuieHHs. PeBmarnunHuTe OOIECTH HMAT
OTPOMHO COIIMATHO-UKOHOMHUYECKO 3HadyeHHe. Te ca Hail-uecTtara MpUYMHA 32 XPOHUYHA OOJKA U
TEXKHU (PU3MUECKU YBPEKTAHMUS.

[IpuunHuTe 32 pa3paboTBaHEe HA NpPOEKTa Ha Hapeada ca CBBP3aHU C JOMBIBAHE Ha
TepaneBTUYHUTE MTOKa3aHus Ipu PeBMaTonaeH apTpuT U AHKWIIO3Upal] CLIOHIUJIOAPTPUT.

Ileny Ha HOpMATUBHUS aKT

C npoexkTa Hapenda 3a u3MeHeHue U nonbiaHeHue Ha Hapenda Ne 14 ot 14 noemspu 2019 r.
3a mpuemMaHe Ha (apMako-TEepareBTUYHO PBKOBOJCTBO IO PEBMATOJIOTHS C€ LI Ja Ce Ch3/Aaje
mpaBHa pEriiaMCHTalUA Ha TCPAINCBTHUYHUA NOAXOO IIPU JICKAPCTBCHATA TCpaAIlvusd B oOjlacTTa Ha
PEBMATOJIOTUATA, KAKTO M HAa KPUTEPUUTE 32 OLIEHKA Ha e()eKTUBHOCTTA Ha NpuilaraHara Tepanus. B
pE3yIATAaT Ha HNpUIIaraH€ToO HAa H3UCKBAHHATA HAa HACTOAIIHMA HOPMATHBCH AKT IIEC CC€ TrapaHTHpa
JIOCTBII Ha MALUEHTUTE 10 ChOTBETCTBAIIN HA €EBPONEUCKUTE CTAHAAPTH JIEKAPCTBEHU IPOAYKTH.

OdakBaHU pe3yaTaTy OT NPWJIAraHETO Ha NMPEAIOKEHUS TPOEKT

OuakBaHUAT pe3yATaT OT MPUJIAraHETO Ha MPOEKTa Ha HOPMATHBEH aKT € BbBEXKIAHETO Ha
€MHEH TEpaNeBTUYEH MOAXOJ IPU MPEANHCBAHETO U MPUIATaHETO HA JIEKAPCTBEHUTE NMPOAYKTH,
KOETO Ja TrapaHThpa ONTHMajeH e(eKT MNpu JeYeHHUeTO Ha MalueHTuTe B o0JjacTra Ha
peBmarosorusaTa. Cra3BaHeTO Ha AJITOPUTMHUTE 3a JICUEHUE € TapaHIUs 3a BHCOK TEpaNeBTUYEH
OTTOBOP MPHU HIMPOKUS KPBI' OT MAIIUEHTH.

Pesynrarute oT mpuiaraHero Ha (papmMako-TepaneBTUYHOTO PHKOBOJCTBO Ca CBBP3aHHU C
IIOCTUTaHE Ha Hail-BajkHATa 1€ - OCUTYpsIBAHE HA MAlMEHTUTE BUCOKO KA4€CTBO Ha JICYEHUE YpE3
IpujaraHe Ha €JIMHHM M OOOCHOBAaHW TPUHIUIM, MpaBUia U KPUTEPUU 3a NPEANUCBAHETO U
OpujaraHeTo Ha JIGKApCTBEHM TMPOAYKTH B o0XBara Ha MEIUIIMHCKAaTa CHEIHUaTHOCT
,»PEBMAaTOJIOTUA™ M €JUHHM KAauyeCTBEHM M KOJUYECTBEHM IIOKa3aTeau 3a ePEeKTUBHOCTTa Ha




npujaraHata Tepamus, 4pe3 JOMbJIBaHE Ha JiedeHHeTo ¢ TohamuTHMHUO TpU MAIMEHTH ChC
PeBmaTousieH apTpuT Wi AHKWJIO3UPALL CIIOHAWIOAPTPUT.

DUHAHCOBU CPEACTBA, HEOOXOAMMH 33 IPUJIATaHETO HA HOPMATUBHUS aKT
[IpuemaneTo Ha HOPMATHUBHHUS AaKT HiAMA /1a OKa)Ke MPSAKO W/WIM KOCBEHO BIMSHUE BBPXY
b KaBHUS OFOJIKET.

AHanu3 3a ChOTBETCTBHE C MPAaBOTO Ha EBponecKus Chio3

HpOCKT’bT HC € CBBbp3aH C BBBCIKAAHC HAa MU3UCKBAHUA Ha eBpOHCﬁCKOTO 3aKOHOJAaTCJICTBO,
nopaau KOCTo HE € H€06XOI[I/IMO H3TOTBAHC HAa aHAJIM3 3a CbOTBCTCTBUEC C IMTPABOTO Ha EBpOHGfICKH?I
CBIO3.

[IpoekThT Ha HapenOa e Ob/e ChINIACYBaH C EKCIIEPTHHS CHBET 110 PEBMATOJIOTHS B X0/Ja Ha
00LIECTBEHOTO 00CHXKAaHE HAa IPOEKTA.



