MOTHUBU

KbM IpoeKT Ha Hapenba 3a npuemane
Ha (apMaKo-TepareBTUYHO PHKOBOJICTBO 3a JICUEHHE Ha HEBPOJIOTUYHUTE 3a00JIIBaHUS

[TpoekThT Ha HapeaOa 3a MpHeMaHe Ha (hapMaKO-TepParieBTUYHO PHKOBOJCTBO 3a JICUYCHHE Ha
HEBPOJIOTUYHHUTE 3a00JsIBAaHMSI € WM3TOTBEH Ha OcHoBaHue wi. 259, am. 1, T. 4 or 3akoHa 3a
JICKaPCTBEHHUTE MPOJYKTH B XyMaHHATa MEIMIIMHA, ChIVIACHO KOHTO HallMOHATHHUAT CHBET IO IICHH
U peuMOypcUpaHe Ha JIEKapCTBEHHUTE TMPOIYKTH IMPHEMa, OTMEHS WM H3MEHs (apMako-
TEpaNeBTHYHU PHKOBOJCTBA, KOUTO BKJIFOYBAT KPUTEPHHM 3a OICHKA Ha pe3yJTaTa OT IpHjiaraHara
TepaHI/ISI nu aJIFOPI/ITMI/I 3a JICUCHUEC C HeKapCTBeHI/I HpOZ[YKTI/I, C"bFJIacyBaHO CbC CBOTBCTHHUA
€KCIIEPTEeH CHhBET MO0 MEAMIIMHCKA CIEIUATHOCT WJIM MEJAMIIMHCKA JCHHOCT Mo wi. 6a, ai. 1, T. 1 ot
3aKoHa 3a 3/IpaBeTo.

CpoOK®bT 3a Mpe/ICTaBIHE Ha CTAHOBUIIA M MIPEIJIOKEHUS 10 IPOSKTa Ha Hapeada € ompeesieH
Ha 14 nHU B CHOTBETCTBHE C M3MCKBaHUATA Ha wi. 26, an. 4 oT 3aKoHa 32 HOPMATUBHUTE AKTOBE.
CroOpaxxeHHATa 32 ONPEACIITHE HAa ChKPATEH CPOK 32 OOIIECTBEHO 0OCHKIAHE ca CICTHUTE:

1. C nocinenHoTo HM3MEHEHHE U JomnbiaHeHwe Ha wwi. 259, am. 1, T. 4 or 3akoHa 3a
JIEKapCTBEHUTE MPOJIYKTH B XyMaHHaTa MeaunuHa (u3Mm. u pom. B, 6p. 64 ot 13.08.2019 r.), ce
periaMeHTHpa IprueMaHeTo Ha (hapMaKo-TeparieBUYHUTE PHKOBOJICTBA J1a C€ U3BBPIIIBA C HAPEIIOH.

2. WsBppmieHo e obOmiectBeHo oOcwkxmane, B mnepuoma 02.04. — 01.05.2019 r., upe3
nyOIMKyBaHe Ha MPOEKTa Ha (hapMaKO-TEPANeBTHYHOTO PHKOBOACTBO Ha [lopTana 3a oOmiecTBeHH
KOHCYJTAIlK, HAa UHTEPHET CTpaHuIaTa Ha MHHHMCTEPCTBO Ha 3/IpaBEOINa3BAaHETO M HAa MHTEPHET
cTpanunata Ha HauuvoHanHusi ChbBET MO IIEHW M peuMOypcHUpaHe Ha JIGKapCTBEHUTE MPOAYKTH 3a
cpok ot 30 gHH, B CHOTBETCTBUE C pas3nopendara Ha 4. 26, ai. 3 oT 3akoHa 3a HOPMATHUBHUTE
aKTOBE.

B pesynTar Ha 0011eCTBEHOTO 0OCHKAaHE MPOEKTHT € MpepaboTeH, KaTo B HETO ca MPUETH U
OTpa3eHU BCUYKH MPEIOKEHUS, TOCTHIIMIIA B PAMKHUTE Ha O0IIECTBEHOTO 00CHKIaHE.

3. IIpoekTsT Ha (hapmMako-TepameBTUYHOTO PHKOBOACTBO 3a JICUEHHUE HA HEBPOJOTUYHHUTE
3a00J151BaHMsI € ChIVIACYBAaH OT €KCIIEPTHUSI ChBET 110 MEIUIIMHCKA CTICIIMAHOCT ,,HepBHU OomecTn.

ITpyunHYu, Hajaramy NpUEMaHETO Ha HOPMATUBHUSL aKT

®apMako-TepaneBTUYHUTE PHKOBOJICTBA Ca YacT OT TepaleBTUYHATA CTPATETHUsl, FapaHTUPaHa
oT Oromkera Ha HanumoHanHata 3qpaBHOOCHTYpUTENHA Kaca, ¢ L€l INPHJIAraHeTo Ha €IMHEH
TepaneBTUYEeH MOAXO0/ PU aHAJIOTUYHU KIIMHUYHU CIIy4aHu.

MenunuHckara crnenuanHoct ,,HeBponorus® oOxBaia Mo3HaHUATA, TEXHUYECKUTE YMEHUS U
IPELIeHKH, HEOOXOAUMH 3a a/IeKBaTHA AMArHOCTHKA U JIEUEHUE Ha BCUYKU KaTeropuu 3a00JIsIBaHUs,
OTHACSINM ce N0 LIeHTpalHaTa, nepudepHaTa U BereTaTMBHAaTa HEpBHa cuctema. HeBponorusara e
HayKa, KOATO M3ydyaBa HEBPOJOTMYHHUTE Pa3CTPONCTBA, KAKTO M METOAMTE 3a TAXHATa JIMarHosa,
JeyeHHne U npoduIaKTuka.

[TpuunauTe 3a pa3paboTBaHe Ha MpPOEKTa Ha Hapenda 3a INpueMaHe Ha (apMako-
TEpaneBTUYHO PBHKOBOACTBO 32 JICUYCHHE HAa HEBPOJIOTMYHHUTE 3a00JsIBaHMS Ca CBBP3aHH C
HE00XO0MMOCTTa OT OIpeJIeNIIHE Ha JIEKAPCTBEHATa TEpanusl Ha HEBPOJOTHYHUTE 3a00NIsIBaHUs, HA
KpUTEPUNTE 3a OLEHKAa Ha pe3yiTara OT IpWJIaraHara Tepanus U aIrOPUTMHUTE 3a JIEUEHHUE C
JIEKapCTBEHU MPOTYKTH.




HpOCKT’bT CbAbpiKa TCPAINCBTHUYHU CXCMU U AJITOPUTMHU HA JICUCHUC HAa HCBPOJOTMYHUTC
3a00JIsIBaHUs C JICKAPCTBCHU IIPOAYKTH. I/I3rpaz[eH e Ha 0Oa3aTa Ha Hali-HOBUTE TECOPCTUYHHA
MO3HAHUSA 3a OWOJIOrMATa Ha IIaTOJOTHYHUS mnmpouec mnpu OTACIHUTC HO3O0JOIMYHU CAWHUIIU,
CBEBPEMCHHUTE TUArHOCTUYHU BB3MOKHOCTHU U TEPANICBTUYHU ITOAXOIH.

Llesniv HAa HOPMATHBHHS KT

C mpoekrta Ha HapenOa 3a MpreMaHe Ha (papMaKo-TepareBTUYHO PHKOBOJCTBO 3a JICUEHHE Ha
HEBPOJIOTUYHUTE 3a00JISIBaHUS C€ IENIU Ja Ce Ch3/aJie NpaBHA PErlIaMEHTAIUsl Ha TePArleBTUYHUS
MOJXO/ TMPH JICYEHHUE Ha HEBPOJOTWYHHUTE 3a00JsIBaHUSA, KaKTO M HAa KPUTEPUHTE 3a OIICHKA Ha
e(EeKTUBHOCTTA Ha mpuiaraHara tepamnus. OCHOBHA IeJI € rapaHTHpPaHe AOCTHII Ha MAIlMEHTUTE J0
CHOTBETCTBAIIIO HA €BPOIEHCKUTE CTAHIAPTH JICUCHHUE C JICKAPCTBEHU MPOIYKTU M OCUTYpSBaHE Ha
e(pEKTUBCH MEXaHH3bM 32 CHUCTEMHO M IUIAHUPAHO OICHSIBAHE, HAOIIOJCHHE M HENPEKbCHATO
nogo0psiBaHe Ha KAayeCTBOTO HAa MEIAMLMHCKUTE YCIyru. [IpoeKThT menu Aa OCHTypH BHCOKO
Ka4eCTBO Ha JICHHOCTHTE IO JICKAPCTBEHOTO JICYCHHWE B 0OXBaTa Ha MEIUIIMHCKATa CIICIUAITHOCT
Ype3 U3MCKBAHUS 32 ClIa3BaHE HA MOPEIHOCTTA HA JIMHUUTE TEPausl U TePAIICBTUYHUTE CXEMH.

B pesyntar Ha npuiaraHeTo Ha M3MCKBaHUATA HA HACTOSIIMS HOPMATHBEH akT IIE Ce
IOCTUTHE CBINO Taka OCUTYpSBaHE Ha BHMCOKOKBaIM(UIMpaHAa paHHA OLIEHKA, aJeKBaTHa
cnenn(uYHa JIEKapCTBEHA Tepamus W TpocielnsBaHe Ha OOJHUTE ChC 3a00JSBaHMS, BKIIOYCHU B
o0xBaTa Ha Je4yeHHe [0 MeIMIIMHCKaTa crienrantoct ,,HeBpomorus‘.

[TpoexThT Ha papmMaKko-TepaneBTUIHO PHKOBOJCTBO € CTPYKTYPHPAH B METHANWCET pa3zena:
Mo3b4YHM UHCYITH
3abomnsBaHus Ha eprQepHaTa HepBHA CUCTEMa: HEBPUTH M HEBPOIIATHH
JluarHocTHka U Je4yeHue Ha HEBPOJIOTHYHO 00YCIIOBEHUTE OOJIKH
HeBpoundexnun- MeHUHTUTH U eHIepanuTh (0aKTepHaTHu U BUPYCHH)
JleBkoguctpoduu, HEBPOIUIUIO03U U LiepedeiapHy JeTeHepaTUBHU 3a00IIBaHUs
HesponerenepaTuBHu 3a001s1BaHUS C IBUTaTEIHU HapyILIEHUS
JleMeHIIUH
3a0osiiBaHMsI HA HEBPOMYCKYJIHOTO IIpelaBaHe
HeBpomyckynuu 3a001sBaHUS

0. MmuoxecTBeHa CKIIepo3a

1. Enwunencus

12.  Jlercka nepeOpanHa mapanmusa

13. JluarsocTuka W JiedeHHEe Ha IbPBUYHUTE TUIIOBE TI1aBOOOIIHE

14. Ty0Oepo3Ha ckiiepo3a KOMILIEKC

15. IlpunoxeHue Ha TepaneBTUYHATa Iu1a3Madepes3a Mpyu HEBPOJIOTUYHU 3a00IsIBaHUs

RRoOoo~NoOR~wNE

OdakBaHU Pe3yATATH OT MPUJIATAHETO Ha MPEATIOKEHUS TPOSKT

OyakBaHUAT PE3yNTAT OT MPUJIATAaHETO Ha MPOEKTa Ha Hapenba 3a mpuemaHe Ha (apMako-
TEparneBTUYHO PBHKOBOJACTBO 3a JICYCHHE Ha HEBPOJOTHMYHUTE 3a00JIIBaHHUS € BBHBEKIAHETO Ha
CAWHCH TCPAIICBTUYCH IMOAXOM IMPU MPCANHUCBAHETO U IMPHUIIAraHETO Ha JICKAPCTBCHUTE NPOAYKTH,
KOETO Ja TapaHTHpa ONTHUMaleH e(eKT MpH JCUYEHHUETO Ha TMAIUEHTHTE C HEBPOJOTUYHH
3a0ossiBaans. Cria3BaHETO HAa AITOPUTMUTE 32 JICUCHHE € TapaHITUs 32 BUCOK TEPAIleBTUYCH OTTOBOP
IPH MIUPOKUS KPBT HA TAIIMECHTH.

Pesynrarure oT mpuiaraHeTo Ha (apMaKoO-TEPAIeBTHYHOTO PHKOBOJCTBO Ca CBBP3aHH C
MOCTUTaHE Ha Hali-Ba)KHATA I1€J1 — OCUTYpsBAaHE HA MAlMEHTUTE BUCOKO KAUueCTBO Ha JICYCHUE Ype3
npujaaraiHe Ha C€JIWHHHU H 000CHOBaHHU MNPUHIUIINA, IIpaBUjJla U KPUTCPHUHU 3a IMPEAINCBAHETO U




NpUIaraHeTo Ha JEKapCTBEHM MPOJIYKTH B 00XBaTa Ha MEIUIIMHCKATa CIIEIHATHOCT ,,HeBpomorus®
U €IMHHY Ka4eCTBEHHU U KOJIMYECTBEHH I10Ka3aTelu 3a €(peKTUBHOCTTA Ha IIpUiIaraHaTa Teparnus.

duHaHCcOBHU cpeJicTBA, HEOOXOAUMU 33 IPUIIAraHETO HA HOPMATUBHUS aKT
[TpremaHeTo Ha HOPMATHBHMS aKT HAMA Jla OKaXE MPSKO W/MIU KOCBEHO BIHUSHUE BBPXY
TbPXKABHUS OFOIKET.

AHanus 3a CHLOTBETCTBHUE C IIPABOTO HAa EBPOIEHCKUSA CHbI03

[IpoekThT HE € CBbp3aH C BHBEXKIAHE HA M3MCKBAHUS Ha €BPOMNEHCKOTO 3aKOHOAATEJICTBO,
MOpaJId KOETO HE € HE0OXO0IMMO M3TOTBSIHE HAa aHAIM3 3a ChOTBETCTBUE C NMPaBOTO Ha EBponeiickus
CBIO3.




