MOTHUBU

KbM npoekT Ha Hapen0a 3a nonbiaHenune Ha Hapenda Ne 4 ot 19 centemBpu 2019 1.
3a npueMaHe Ha papMaKo-TepaneBTUYHO PHKOBO/JACTBO
10 AHECTe3H0JIOTHsl 1 HHTEeH3UBHO JevyeHue (00H. B /IB, 6poii 79 ot 2019 1.)

[IpoexThT Ha Hapemba 3a gombiHeHne Ha Hapenba Ne 4 ot 19 cenremBpu 2019 r. 3a
npreMaHe Ha (hapMakKo-TepareBTHYHO PHKOBOJICTBO MO AHECTE3MOJIOTHS M WHTCH3MBHO JICUCHUE €
M3rOTBEH HAa OCHOBaHUE 4jl. 259, an. 1, T. 4 oT 3akoHa 3a JICKApCTBEHUTE MPOJYKTH B XyMaHHATa
MEAWIIMHA, ChIIIACHO KOWTO HalMoHaTHUSAT CHBET MO IEHU U pPEUMOYpCHpaHe Ha JIEKAPCTBECHUTE
NPOAYKTU NpUEMa, OTMEHS WIM U3MEHs (apMaKo-TepareBTUYHN PBHKOBOJICTBA, KOUTO BKIIIOYBAT
KpUTEpUU 3a OIIEHKA Ha pe3yirara OT MpujlaraHata Tepanus U aJrOpUTMU 3a JICYCHHUE C
JIEKapCTBEHU MTPOIYKTH.

[TpyunHYU, HaNarany NPUEMaHEeTO Ha HOPMATUBHUS aKT

®dapmako-TepareBTUYHUTE PHKOBOJICTBA Ca YacT OT TepareBTUYHATA CTpaTerusi, rapaHTUpaHa
or Owmkera Ha HamumonanmHaTta 3apaBHOOCHTYpUTENIHA Kaca, C 1€ IpUIaraHeTo Ha €JIMHEH
TepaneBTUYEH MOAXO0/1 MPY aHATOTUYHU KJIMHUYHH CITyYaH.

MeauuuHcKkata CHenuagHoOCT ,,AHECTE3UOJNIOTHS U HWHTCH3UBHO JiedeHHe oOxBalia
M3y4yaBaHETO W TMpaKTHUYecKaTa pealu3alus Ha KIMHUYHUTE JAeiiHocTH  “AHecTe3us’,
“KapauonynMoHanHa pecycuutanus’ U “MIHTEH3UBHO JieueHue .

[TpuumauTE 32 pazpaboTBaHe HA MPOEKTa HA HapeaOa 3a gombiaHeHune Ha Hapenbda Ne 4 ot 19
centemBpu 2019 r. 3a mpuemane Ha (apMako-TEParneBTUYHO PBHKOBOJACTBO IO aHECTE3UOJOTHUS U
WHTEH3UBHO JICUCHHUE Ca CBBP3aHU C JIOMBJIBAHE HA MECTHU AHECTETUIIM M aHTUIOTHU JIEKAPCTBEHU
MIPOJYKTH, U3MOI3BAHU B AHECTE3UOIOTHATA.

Ileny Ha HOPMATUBHUS aKT

C npoekra Hapenba 3a nombiaHenue Ha Hapenda Ne 4 ot 19 cenremBpu 2019 r. 3a npuemane
Ha (hapMaKo-TeparneBTUYHO PHKOBOICTBO MO AaHECTE3UOJIOTHS M MHTEH3UBHO JICYEHHE CE IIeTU Ja Cce
Chb3JaAc€ MpaBHA pErilaMCHTAllid Ha TCPAlICBTUYHHA ITOAXO0A, KAKTO U Ha KPUTCPUHUTEC 3a OICHKA Ha
e(eKTUBHOCTTA HA MPWJIATAHUTE 3aIbJDKUTEITHA €Tanu TpU aHecTe3us U MHTCH3UBHO JieueHue. B
PE3yiTaT Ha NPUJIAraHCTO Ha HM3UCKBAHUATA Ha HACTOAIIWA HOPMATHBCH aKT HI€ CC TrapaHTHpa
JOCTHII Ha MAlMEHTUTE IO ChOTBETCTBAIIM HAa €BPOMEUCKUTE CTAHAAPTH JIEKAPCTBEHH MPOIYKTH.

OuakBaHU pe3yJTaTH OT IPUIAraHETO Ha NPEIOKEHHS] TPOEKT

OdakBaHUAT pe3yiTaT OT MPHJIAraHeTo Ha MPOEKTa Ha Hapenda € BHBEXKIAHETO Ha CIMHEH
TepaneBTHUYEH MOJX0 MPU MPEANUCBAHETO U MPHJIAraHeTO Ha JIEKAPCTBEHUTE MPOAYKTH, KOETO Ja
rapaHTHpa ONTUMAJICH e€QEeKT MPH MAIEHTUTE, TTOJI0KEHN Ha aHEeCTe3Us] U MHTCH3MBHO JICUCHHE.
CrazBaHeTo Ha AIrOPUTMUTE 3a JICUYCHHME € TapaHIMs 32 BUCOK TEpPaleBTHYEH OTTOBOP MpHU
MIMPOKHS KPBT' HA TTAIIHEHTH.

Pesynrature oT mpuiaraHeTo Ha (apMako-TE€parneBTUYHOTO PBKOBOJCTBO Ca CBBP3aHU C
MIOCTUTaHe Ha Hal-Ba)KHATA IIeJl — OCHTYPsIBaHE Ha MAIlMEHTUTE BUCOKO KaYeCTBO Ha JICUCHHE Ype3
npujaraHe Ha €IUHHM M OOOCHOBAaHM NPUHIMIM, IMpaBUia M KPUTEPUU 3a MPEANUCBAHETO U
NpUjaraHeTo Ha JICKApCTBEHW TMPOAYKTH B o0XBara Ha MEIUIIMHCKATa CIHEIHaTHOCT
»AHECTE3UOJIOTHS] 1 MHTEH3UBHO JIeUeHUE U €AMHHU KaueCTBEHU U KOJHMUYECTBEHU IOKa3aTeu 3a
e(peKTUBHOCTTA Ha MpUJIaraHara cuHaiHa anectesus ¢ Prilocaine (Takipril) 20mg/ml, amp. 5ml u
u3non3BaneTo Ha Sugammadex (Bridion) 3a Bb3cTaHOBsIBaHE OT HEBPOMYCKYJIHA 0JIOKaa.




DUHaHCOBU CPEACTBA, HEOOXOMMH 33 IPUIATAaHETO HA HOPMATUBHUS aKT
[IpuemaneTo Ha HOPMATHUBHHUS AKT HiAMA J1a OKa)XKe MPSAKO W/WIM KOCBEHO BIMSHUE BHPXY
b KaBHUS OFOJIKET.

AHanu3 3a ChbOTBETCTBHE C MPABOTO Ha EBponelcKus ChI03

HpOCKT’bT HC € CBBbp3aH C BBBCIKIAAHC HAa MU3UCKBAHUA Ha eBpOHCﬁCKOTO 3aKOHOJAaTCJICTBO,
nmopaau KOECTO HE € HCO6XOI[I/IMO H3TOTBAHE HAa aHAJIM3 3a CbOTBETCTBUEC C IIPAaBOTO Ha EBpOHGfICKHH
CbIO3.

[TpoekThT Ha HapeaOa 1e ObJIe ChIIIaCyBaH ChC ChOTBETHHUS €KCIICPTEH CHBET IO MEIUIIMHCKA
CIEUUATHOCT WM MEIUIMHCKA JeHHOCT 1o wi. 6a, an. 1, T. 1 or 3akoHa 3a 3ApaBeTo B X0jAa Ha
00111eCTBEHOTO OOCHKIaHE HA MPOEKTA.



