MOTHUBU

KbM MpoekT Ha Hapenba 3a usamenenue u nonbiinenne Ha Hapen6a Ne 13 ot 7 HoemBpu 2019 r.
3a npuemane (hapMako-TeparneBTUYHO PHKOBOJCTBO M0 Hedposorus u auanusa (00H. JIB. 6p. 91 ot
19.11.2019 r., u3m.u gom. JIB, 6p. 65 ot 2023 1.)

[TpoexTsT Ha Hapenba 3a n3menenue u nomnbianenue Ha Hapenda Ne 13 ot 7 Hoemspu 2019 r.
3a mpueMaHe (apMaKo-TEPaleBTUYHO PBHKOBOACTBO MO HE(PPOJIOTHS M JUajin3a € M3TOTBEH Ha
ocHoBaHue uil. 259, an. 1, T. 4 or 3akoHa 3a JEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEIUIIMHA,
CBIVIACHO KOITO HammoHamHUAT ChBET MO LEHH U peMMOYypCHUpaHe Ha JIEKapCTBEHHTE MPOIYKTH
npuema, OTMCHA WJIN U3MCHA (bapMaKO-TepaHCBTI/I‘IHI/I PBKOBOACTBA, KOUTO BKJIFOYBAT KPUTCPHHU 3a
OLICHKA Ha pe3yJiTaTa OT MpHIaraHata Tepanus U alrOPUTMH 32 JICYEHHE C JIEKAPCTBEHHU MPOTYKTH.

[TpyyuHY, Hajaramy OpUEMaHeTo Ha HOPMATUBHUS aKT

®apMako-TepaneBTUYHUTE PHKOBOJICTBA Ca YacT OT TepaleBTUYHATA CTPATErUsl, FapaHTUPAaHA
oT Oromkera Ha HamumonanHaTa 31paBHOOCUTYpUTENIHA Kaca, C L€l IPHJIAaraHeTo Ha €IUHEH
TepaneBTUYEH MOAXO0 IPU AaHAJIOTUYHU KIIMHUYHU CIydaH.

MenunuHckara crenuansocT ,,Hedponorua™ ob6xBaia no3HaHusITa, TEXHHYECKUTE YMEHUS U
NpEleHKH, HeoOXOAMMH 3a aJieKBaTHA [MAarHOCTUKAa M JICYeHHWE Ha MAIlHEeHTH C OBOpeyHH
3a0ossBaHuA. M3MCKBAaT ce KOMIETEHIMH B O0JIAaCTTa HAa AMAarHOCTHKA, KOHCEPBAaTUBHO JICUEHHE,
3aMecTBaIO apTU(UIIHATHO JeUYSHHEe, OpraHHa TPAHCIUIAHTAIINS.

Hacrosimmata npomsiHa ce Hajara mopajayd HeoOXOJUMOCTTa OT aKkTyaJu3upaHe Ha (papmako-
TEparneBTUYHOTO PHKOBOACTBO BbB Bpb3Ka C BKIIOUBAHE HA HOBHM TEPANEBTUYHU BH3MOKHOCTHU 3a
JieYeHre Ha XPOHUYHOTO OBOpeuHo 3abomsiBaHe (¢ anOyMHHYpPHS), CBBP3aHO ChC 3aXapeH AuadeT
TUI 2 TpU BB3PACTHU MNaUMEHTU. AKTyanau3alus Ce Hajara U Iopaad Ao0aBsiHE Ha HOBU
TepaneBTUYHH MoKa3aHusi Ha jekapcTBeH npoaykt ¢ INN Ceftalozane+tazobactam 3a snedenue Ha
YCIIO)KHEHW HMHTPaabJOMHHAIHU HMH(EKINH, OCThP NHETOHEPPUT M YCIOKHEHU HH(EKIUH Ha
NUKOYHHUTE NbTULIA. [l00aBsIHUTE TEpAaNeBTUYHHU PEXXHUMHU ca C JOKa3aHW TEPareBTUYHU O3 1O
OTHOILIEHHE Ha HEPPONPOTEKLIKSA, KaTO ChUIUTE ca 0JJ00peHH U BKIOYeHU B EBpornelickure mpasuiia
3a 700pa KIMHUYHA PaKTHKA.

[IpenBun ¢akra, ye hapmMako-TepaneBTUUHOTO PHKOBOJACTBO € OCHOBEH JIOKYMEHT, KOMTO ce
U3I0J13Ba OT MEJUIIMHCKUTE CHELHATUCTH B €KEJHEBHAaTa MM KJIMHUYHA IMPAaKTHKA, OT OCOOEHa
BaXHOCT € TOH Ja ObJe Bb3MOXKHO Hal-aKTyaJleH M IMpelu3eH, 3a Jla ce M30erHar MoTeHLUaTHU
3aTpyAHEHUS B IPABUIIHOTO JICUEHHE Ha MAllUEHTUTE C He(POIOTUYHH 3200 IsIBAaHMUS.

Llenu Ha HOPMATHUBHUS aKT

[IpoextsT Ha HapenOa 3a uamenenue u nonbiHenue Ha Hapen6a Ne 13 ot 7 HoemBpu 2019 r.
3a mpuemMaHe (papMako-TepaneBTUYHO PBHKOBOACTBO MO HE(PPOJIOTHs M JHaau3a LENH J1a OCUTYpH
BHCOKO KayecTBO Ha JEWHOCTUTE IO JICKAPCTBEHOTO JieueHHEe B OOXBaTra Ha MeEAWIIMHCKATa
CHELMATHOCT Ype3 aKTyaJu3MpaHe Ha TeparneBTUYHUA MOAXOJ MPH JIEYeHHE Ha HePPOIOTUUHUTE
3360J'I$IBaHI/I$[, KaKTO W Ha KPUTCPHUHUTE 3a OLCHKA Ha e(l)eKTI/IBHOCTTa Ha IpujlaraHaTta Teparus.
OcHOBHa IIeJ1 € TrapaHTHpaHe JOCThIl Ha MAI[MEHTUTE J0 CHOTBETCTBAIO HA EBPOIEHCKHUTE
CTaHJapTH JIEYeHHE C JIEKapCTBEHH MPOAYKTH U OCHUIypsiBaHE Ha e(EeKTHMBEH MEXaHU3bM 3a
CHCTEMHO M IUIAHUPAHO OLICHsIBaHEe, HAOI0JICHUE U HEIIPEKbCHATO M0A00psiBaHe Ha KaueCTBOTO Ha
MCIUIHUHCKUTE YCIYI'H. HpOeKT"[)T oM naa OCUT'YpH BHCOKO Kad€CTBO Ha )IefIHOCTI/ITe 110
JIEKapCTBEHO JIeYeHHEe B 00XBaTa HAa MEIUIIMHCKATa CIEIMATHOCT, Ype3 U3MCKBAHUS 3a Clla3BaHEe Ha
MOpPE€AHOCTTA HA JIMHHUUTC TCPAIInAd U TCPANICBTHUYHUTE CXEMMU.




B pesynrar Ha mpuiaraHeTo Ha M3UCKBaHUSATA HAa HACTOALIMS HOPMATHMBEH akKT IIE CE
MOCTUTHE U OCUTYpsIBaHE Ha BUCOKOKBAIH(UIMpPaHa afieKBaTHA crielupuyHa JIEKapCTBEHA Teparus
U Tpociie/isBane Ha OOJHUTE ChC 3a00IIBaHUS, BKIIOUEHH B 00XBaTa Ha JICUCHHUE 110 MEIUIIMHCKATA
crienuainHocT ,,Hedpomorus®.

OuakBaHU PE3yATATH OT MPUIATAHETO HA MPEUIOKCHUS IPOSKT

OuakBaHMAT pe3yJTaT OT MPUIAraHETO HA MPOEKTa Ha Hapeaba 3a mpueMaHe Ha (hapMako-
TEpareBTUYHO PHKOBOJCTBO MO HE(PPOJIOTHS W JUalii3a ¢ BbBEKIAHETO HA CAWHCH TepareBTHYCH
MOJXO/ MPH TPEANUCBAHETO M MPUIIAraHETO HA JICKAPCTBCHHWTE MPOAYKTH, KOETO Jla TapaHTHpa
onTHMaieH e(eKT MpH JICYUCHUETO Ha MalMeHTHTe ¢ Hedpojoruduu 3adonsBanus. Cra3BaHeTO Ha
QITOPUTMHUTE 3a JICUCHUE € TapaHIlMs 3a BHUCOK TEPANICBTHYCH OTIOBOP IMPH IIMPOKHS KPBI OT
HalUeHTH.

Pesynrature oT mpuiaraHeTo Ha (hapMako-TEPareBTUYHOTO PBHKOBOJCTBO Ca CBBP3aHU C
NIOCTHTaHEe Ha Hal-Ba)kKHATA I1€J1 — OCHTYPsSIBaHE Ha MAIlMEHTUTE BHCOKO KA4eCTBO Ha JICUCHHE Upe3
npujarai€ Ha CIWHHU H 000CHOBaHU MNPUHIUIINA, IIpaByWJIa WU KPUTCPUU 3a HNPCAINMCBAHCTO U
OpUIAraHeTO Ha JICKApCTBEHH TMPOAYKTH B 00XBaTa Ha MEAMIMHCKATA CHCIHATHOCT
,Hedpomorus®.

DuUHAHCOBHU CPEACTBA, HEOOXOMMMH 3a MPHJIATaHETO Ha HOPMATUBHUS aKT
[Ipuemanero Ha HOPMATHUBHUS aKT HAMA Jla OKa)Xe MPSAKO W/MIU KOCBEHO BIMSHHUE BBPXY
IbP’KaBHUS OFOJDKET.

AHanu3 3a CHbOTBETCTBHUE C ITPaBOTO HA EBponelickusl Chio3

[IpoekThT HE € CBBbpP3aH C BBHBEKJAHE HAa M3UCKBAHUS HA €BPOIEHCKOTO 3aKOHOJATEJICTBO,
MOpaJii KOETO HE € HEOOXO0IMMO M3TOTBSHE Ha aHAIM3 3a CHOTBETCTBUE C MPaBOTO Ha EBponeiickus
CBIO3.

[IpoexkTsT Ha Hapenba mmie ObAe ChraacyBaH ¢ EkcnepTHHS CBHBET MO MEIUIIMHCKA
crienuamHocT ,,Hedpomorus B Xxoa Ha 00IIIECTBEHOTO 0OCHK/IaHE HA MTPOEKTA.



