ITPOEKT

BucHoBok
YIIOBHOBAKEHOI'0 OPraHy 3 IePsKABHOI OLIHKHA MeIMYHUX TeXHOJIOTii:
TOOpaMilMH

Hepoicasna oyinka mMeOUUHUX MeEXHONO02I NPOBeOeHd YNOBHOBANCEHUM OP2AHOM 3 0epHCABHOT
OYIHKU MEeOUUHUX MEeXHON02TI 8I0N08IOHO 00 sumoe [lopsoKy nposedents 0epicasHol OYiHKU MeOUYHUX
MexHo02Il, 3ameepodicenoco nocmanosoro Kabinemy Minicmpie Yipainu 6io 23.12.2020 Nel300 ma
CKIA0AEMbCA 3 pe3yIbmamie aHanizy NOpieHANbHOI egexmusHocmi (pe3yibmamusHocmi), be3nexu,
pieHs 000anoi KIiHIuHOI Kopucmi, eghekmusnocmi sumpam ma pe3yibmamie auanizy 6niuey Ha
O10021cem ikapcbko2o 3acoby HA OCHOGI OAHUX 3asA6HUKA. Bucnoeox ynoenosadcenozo opeamy 3
0epIHCcaABHOI OYIHKU MEOUUHUX MEXHON02II MAE peKOMeHOayitHull xapakmep. /[ani, HAOaHi Y BUCHOBKY,
AKMYanvbHi CMAanom Ha 0amy 1020 ni020mosKu.

1. IndpopMmanist mpo naTy npoBeeHHs JePKABHOI OLiIHKM MeIMYHHUX TE€XHOJIOTiii 3asiBJIEHOT0
Jikapcbkoro 3acody: 19.05.2026.

2. Indopmanis npo 3asaBiaeHnil JikapcbKuii 3aci0:

1) naiiMenyBaHHs (mpi3Buule, iM’d, MO0 OATHKOBI) 3afiIBHMKA Ta Ha3Ba BHPOOHHUKA
JiKapcbKOro 3acody:

Cranom Ha 19.05.2026 B JlepskaBHOMY peecTpi TiKapchKUX 3aco0ibl:

BPAMITOB - po3uns s inransimiid, 300 mr/4 M1 o 4 M1 B aMITyJii; 1o 4 aMITyJid B TepMETUYHO
3anasHoMy cTpuiii; o 16, 28 abo 56 amnyn y KapTOHHIM KOPOOITi.

PIT UA/15301/01/01, Tepmin aii HeoOMexeHmid, 3 29.03.2021.

Bupoonuk - K’e3i ®apmaneyruii C.m.A. (BTOpMHHE MMaKyBaHHS, KOHTPOJb SKOCTI Ta BHUITYCK
cepii), Itamis; I'enerik C.m.A. (BupoOHHITBO in-bulk, mepBuHHE Ta BTOPHHHE MaKyBaHHS, KOHTPOJb
cepii), Iramis; Xonomak @epmakynrcrexnik ['mMOX (BupoOHHMK mponykmii in-bulk, mepBuHHE Ta
BTOpHUHHE MaKyBaHHs Ta KOHTpoub sikocTi), Himeyunna; JIaGop JIC CE & Ko. KI' (konTponb skocTi:
Juiie BUpoOyBaHHs Ha CTEpUIIbHICTE), HiMeuunHa.

3asBHuK - K'ezi @apmac'toriken3z 'M6X, ABcTpis.

2) ToproBe/ibHA HA3Ba JiKaAPChKOI0 3ac00Y:

BPAMITOB

3) mizkHApoHA HeNaTeHTOBAaHA Ha3Ba a00 CHHOHIMiUHe HAllMEeHYBaHHS:

Tob6paminus/Tobramycin

4) ckJaja JikapcbKoro 3aco0y (ir04i Ta 10NOMIzKHi pe4OBHHM):

oitoua peuoguna: TOOpaMilluH;

1 ammyna (4 mu) mictuth 300 Mr ToOpamiliuHy;

OONOMIDICHI pe4uo8uHU: HATPIIO XJIOPUJ, KUCIOTA CipUyaHa, HATPIIO TiAPOKCHU]L (11 peryatoBaHHS
pH), Boxa s 10’ €KLIH.

5) popma Bunycky:

po3uuH s iHransnid 300 mr/4 mit o 4 M1 B aMITyJIi.

6) crocid 3acTocyBaHHS JIKapCHKOIO0 3ac00y:

BbpamiTo6 npu3HaueHUH JIHIIe TSl 1HTAJIALIN, a He JJI TapEeHTEePaTbHOTO 3aCTOCYBaHHSI.

JIikyBaHHSI TOBUHHO MPOXOIMTHU MiJl HArJAAOM JKaps, sSIKHH Mae JOCBiJ BEICHHS XBOPUX Ha
MYKOBICITH/103.

Jlo3yBaHHs

[To oxniit ammyni 3 onHOKpaTHOIO 103010 (300 Mr) 2 pa3u Ha 700y (BpaHili Ta BBe4epl) BIPOIOBK
28 puiB. Cnij IOTpUMYBATHCh IHTEpBAy MK IpuiiomMamu 103 y mexax 12 romun. [licns 28 mHiB
nikyBaHHS bpamiToO60oM ciiji 3poOuTH NepepBy y NMpUiioMi IpenapaTy BIPOIOBXK HACTYHMHUX 28 NHIB.

! http://www.drlz.com.ua/


http://www.drlz.com.ua/

Tobpamiyun nokazanuil 0N NIKYEAHHS XPOHIUHOI NleceHesol ingekyii, cnpuuunenoi Pseudomonas aeruginosa, y xeopux Ha
Mmykosicyudos, 19.05.2026

Heo0xigHO DOTpUMYBAaTHUCh MOYEPrOBUX 28-IE€HHHUX IMKIIB AKTUBHOTO JIIKYBaHHS 3 MOJAJIBIIOND
BIIMIHOIO IpuioMy mpernapaty (28-aeHHUN UK TPUHOMY MpernapaTy Ta 28-1eHHUM ITUKJI 13 TIEPEPBOIO
B IIPUIOMI TIperapary).

Crocib 3acTocyBaHHS

AmInyny 3 OHOKPATHOIO J03010 CJiJ BIAKPUBATH 0E€3MOCEPEaHbO Mepe]] 3aCTOCYBaHHIM. byib-
SIKWA HEBUKOPUCTAHUH IT1]1 9ac MPUHOMY JI03W PO3YMH CJIiJT YTHUII3YBATH 1 HE 30epiratu JJis IOBTOPHOTO
3aCTOCYBaHHS.

[Tpuitom bpamiToOy citi IPOBOIUTH, JOTPUMYIOUYUCH 3araJIbHUX CTaHAAPTIB TirieHu. [Ipuctpii,
10 BUKOPHCTOBYETHCS, MOBUHEH OyTH YHCTHUM 1 B HaJIEXKHOMY poOouoMmy craHi; HeOymansep, sSIKui
MPU3HAYCHUH JIUIIE JIJIs1 OCOOMCTOr0 KOPUCTYBAHHS, CIIiJl TPUMATH B YMCTOTI Ta PETYISPHO IPOBOJAUTH
ne3indexIiro (IMBITbCs IHCTPYKIIIO sl HeOynaizepa s MPOBEACHHS HOTO OYMCTKY Ta Je3iH(eKIil).

7) indopmaniss Mpo HASIBHICTH JeP:KABHOI peecTpallii JikapcbKoro 3aco0y B YKpaiHi:

BPAMITOB - po3uun ps inrassmiid, 300 mr/4 it o 4 Mt B amyti; 1o 4 aMmyiu B TePMETUYHO
3amasHoMYy cTpui; 1o 16, 28 abo 56 amiyn y KapTOHHIHA KOpOOIIi.

UA/15301/01/01, Tepmin nii HeoOMexenwii, 3 29.03.2021.

8) dpapmaxosioriuyna gist JikapcbKOro 3acody Ta KoJ 3a aHATOMO-TePaNeBTUYHO-XiMiYHOI0
kjaacudikaniero:

Mexani3m aii

ToOpaminmH — 1e amiHOTTIKO3WAHUN AaHTUOIOTHK, SKHH MPOAYKYETHCS MIKpPOOpTaHiZMaMH
Streptomyces tenebrarius. OcHOBHMI MexaHI3M Jii Moisrae y HOpPYLIEHHI CHHTe3y Oulka, Lo
MPU3BOJUTH O 3MiHM MPOHUKHOCTI MEMOpaHW KJIITHHH, MPOTPECyHOUOro pyHHYBaHHS KIITHHHOI
000JIOHKH 1 BpewmTi — 70 3arubdeni kimiTuHy. [Ipenapat yuHUTH OAaKTEPUIMAHY 10 B KOHLIEHTPALIIfX,
piBHUX a00 Jenio OUIBIINX, HIXK 1HT10YI0Ul KOHIIEHTpAaIlii.

dapmakoTeparneBTH4YHa rpymna: AuTudakTepianbHi aminormiko3uan. Kog ATX JO1G BO1.

9) noka3aHHs 10 MeIMYHOI0 3aCTOCYBaHHS, 32 AKHM [0/1aBajIacs 3asBa:

JlikyBaHHSI XpOHIUHOI JiereHeBoi iHdekii, cnpuunHeHoi Pseudomonas aeruginosa, y XBOpHux Ha
MYKOBICITH/103.

10) noka3zaHHsl 10 MeIMYHOIr0 3aCTOCYBAHHA BiAMOBiIHO 10 IHCTPYKUil I MeIUYHOIO
3acToCyBaHHs, 3aTBepAxeHol MO3, 3a HasABHOCTI Aep:kaBHOI peecTpalii JiKapcbKoro 3acody B
Ykpaini:

JIikyBaHHS XpOHIUHO{ JiereHeBoi iH¢ekil, cnpuunHeHoi Pseudomonas aeruginosa, y XBOpHxX Ha
MYKOBICITH/103.

11) indopmanisi Npo HAsIBHICTH MOKA3aHb 10 MEAMYHOI0 32CTOCYBAHHSA JIIKAPCHKOI0 32c00y
AJAS BUKOPUCTAHHSI Mil 4Yac HAJaHHS MeIWYHOI JONMOMOIrM NPH CTaHAX, IO 3a3HAYeHi y
NPiOPUTETHUX HANPSIMAX PO3BUTKY cepHr 0XOPOHU 310POB’si:

3asiBHUKOM 3a3HAY€HO, 1110 MYKOBICIIU 03 HE BIJIHOCUTHCS 10 MPIOPUTETHUX HANPSMKIB PO3BUTKY
cdepu oxopoHHu 370poB’st Ha 2023-2025 poku 3riJHO Haka3y MiHiCTepCTBa OXOPOHU 3/10pOB’ s YKpaiHU
B111 07 sx0BTHS 2022 poky Ne 1832.

MyKoOBICII/103 BKJIIOYEHHH A0 MEpetiKy KaTeropii 3axBOpIOBaHb, y pa3li aMOyJlaTOPHOIo
JKYBaHHS SIKUX JIIKAPChKI 3aCO0M BIAMYCKAarOTh 0€30IUIaTHO 3rigHO 3 TocTaHoBoro KMV Ne 1303 Bif
17.08.1998 «IIpo BmopsaKyBaHHS O€30IUIATHOIO Ta MiJBIOBOIO BIJIYCKY JIKapChbKHX 3aco0iB 3a
perientaMu JiiKapiB y paszi amOyJaTOPHOTO JIIKYBaHHS OKPEMHUX TPYyIN HACEJICHHS Ta 3a MEBHUMH
KATEropisiMM 3aXBOPIOBAHBY?.

Ynosnosaosicenuii opean 3aysaxcye, ujo 8ionogiono 0o naxasy MO3 Vkpainu 6io 15.01.2026 Ne 60
"Ilpo 3ameepodcennss [logioHuka pioKichux (opgannux) 3axeoprogands” Kicmosuuii hiopo3
(MYKOBiCY1003) HaneAHCUMb 00 OPPAHHUX 3aX80PI08aHD i3 KoOom «OrphaCodey 586°.

[Toctanosa KMY Ne 1303 Bin 17 ceprus 1998 poky «IIpo BropsKyBaHHs 6€30MIaTHOTO Ta MilbroBOTO BiAMYCKY JTikapChKHX 3acO0iB 3a pelenTaMu
JiKapiB y pasi aMOyJIaTOPHOTO JIIKyBaHHsI OKPEMHX TPYIT HACEJICHHS Ta 38 [IEBHUMH KaTeropisiMu 3axBoproBaHby, https://zakon.rada.gov.ua/laws/show/1303-
98-%D0%BF#Text

3 Hakas MO3 Ykpainu Big 15.01.2026 Ne 60 "TIpo 3atBepmxenns Jlosinauka pinxicuux (ophanuux) 3axsopiosans” https://moz.gov.ua/uk/decrees/nakaz-
moz-ukrayini-vid-15-01-2026-60-pro-zatverdzhennya-dovidnika-ridkisnih-orfannih-zahvoryuvan
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Tobpamiyun nokazanuil 0N NIKYEAHHS XPOHIUHOI NleceHesol ingekyii, cnpuuunenoi Pseudomonas aeruginosa, y xeopux Ha
myrogicyuoos, 19.05.2026

Hapasi eionogiono oo naxazy MO3 Ykpainu 6io 30.12.2025 Ne 1976 "Ilpo 3ameepoicents
npiopumemHux Hanpsamie po3eumky cgepu oxoponu 300pos’s na 2026-2028 poxu" npiopumemrnumu
HanpsaAmMKamu € nepuiouepeose 3a0e3nedeHHs NpoQpiiaKkmuku, paHHboi OiAeHOCMUKU | JNIKYBAHHS
HeiHgheKYIliHUX 3aX80PI06aHD, 30KPeMa. OPHAHHUX 3aX60PI06aHs".

3. BHCHOBOK YNOBHOBA’KEHOI0 OPraHy II0J0 Pe3yJbTaTiB NOPIBHSLUIbHOI e(eKTHBHOCTI
(pe3y1bTATUBHOCTI), O0e31eKH, e(peKTHBHOCTI BUTPAT HA JiKapcbKHii 3aci0 Ta aHai3y BILIMBY Ha
MOKA3HUKHM OI0/IKETY:

1) naHi mo10 NPiOPUTETHOCTI 3aXBOPIOBAHHS (CTaHy)

MyxkoBicuumo3 (kicto3Huit  GiOpo3) — 11e HAHOUIBII TOMMpPEHAa EK30KPHUHOIATIS, IO
YCIAJKOBYETHCSA 32 AyTOCOMHO-PEIIECHBHUM THUIIOM Ta BHUSBISETHCA XPOHIYHUM OOCTPYKTUBHUM
IIPOLIECOM B JUXAJIbHHUX IIIAXaX, AKHHA CYIPOBOIKYETHCS PEKYPEHTHOI OaKTeplalbHOK 1H(EKIIE.
JIoaTKOBO CYIIPOBOKYETHCSI AUCQPYHKINEID TPAaBHOI CHCTEMH 13 €K30KPHHHOIO HEIOCTATHICTIO
MIIMTUTYHKOBOI  3aJ103M, TIABUIIEHUM PIBHEM EJICKTPOJIITIB y TMOTOBIM piauHI Ta OOCTPYKTHUBHOIO
a300CIEPMIEI0 Y YOJIOBIKIB depe3 BPOPKEHY OllaTepalibHy arwia3ifo CiM’SBHHOCHOI IPOTOKH
(BBACIT)®.

MyKOBICIII/103 CHIPUYHMHSIOTH TATOT€HHI MyTalii B TeHi, SKHii pO3TalllOBaHUH Ha 7-i XpOMOCOMI
JIIOJIUHM, 1[0 KOJy€e TpaHCMEeMOpaHHUM perynsTopHuit 6110k mykosiciuno3y (TPBM). ledpexTu B reni
TPBM MOXyTh CHpuuuHATH crenudiyai 3miad, ki poOmste TPBM mucdyHkiioHanpHUMH Ta
NEPEIIKO/DKAIOTH 1X HaJIeXkKH1M 00poO1Ii B €HI0IIIIa3MaTHYHOMY PETUKYITYMi, HEPEeIIKOKAI0YH IXHBOMY
e(eKTUBHOMY TPAHCIIOPTYBAHHIO JI0 KIITHHHOI MeMOpaHu. OOMekeHa KUTbKICTh MyTOBaHHX MOJICKYIT
TPBM, sikuMm BHIA€eTbcs JOCSITH KIITHHHOT MeMOpaHM, HE 3/aTHa BUKOHYBATH CBOIO IPU3HAYEHY
GYHKIIO, [0 NPU3BOAUTH JI0 HEMOXJIMBOCTI TPAHCHOPTYBATH 10HU XJOpHAY. SIK HACIHiJOK,
BiTOYBa€THCSl HAKOIMYCHHS 10HIB XJIOPHUIY Ta CYIMYTHIX MOJIEKYJI BOAM B €IITENIATBHUAX KIITHHAX, 1110
MPU3BOAUTH JO HEaJeKBaTHOI TiJparaiii MO3aKIITUHHOTO CIU3y Ta BUAUIeHb. KUiHIUHI TpOsSBU
MYKOBICIIU/I03y CIIPUYHMHSIE TIeBHA KOMOIHAIlis MyTalliif, TOMy BOHH MOXYTh BapilOBaTH Yepe3 BILIUB
TeHHHUX MoudikaTopis®.

BinnosigHo 10 yH1()IKOBaHOTO KIIIHIYHOTO MPOTOKOJIY MEPBUHHOI, BTOPUHHOI (CHeliali30BaHo1)
Ta TPETUHHOI (BUCOKOCTIEL1a1130BaH0{) MEANYHOI JOMTOMOTH “MyYKOBICIII103” 3aTBEPHKEHOT0 HAKA30M
MO3 Vkpaian 15.07.2016 Ne 723 (mami - Kiiniuauiéi npotokon “MykoBiCIUA03) A1arHOCTHKY
HEO0O0X1THO MPOBOAUTH TOYNHAIOUH 3 PAHHBOTO BUSBIIEHHS MYKOBICIIU/103y Ha JOKJIIHIYHOMY €Tarli, sika
MOJIATAE Y IMIPOBEJEHHI HEOHATaJbHOIO CKPUHIHTY, IIO MPOBOJAUTHCS 3 BHU3HAUEHHSM pIBHSA
IMYHOpPEaKTHUBHOI'O TPUIICUHY Y KPOB1 HOBOHAPOIKEHOTO.

Ha erami BropuHHOI (crewnianaizoBaHoi) 1 TpPEeTUHHOI (BHCOKOCIHELIadi30BaHOI) MEIUYHOT
JIOTIOMOTH /11arHO3 MYKOBICIIMJI03Y B OCi0 3 KJIIHIYHUMH O3HaKaMH 3aXBOPIOBAHHs BCTaHOBJIIOIOThH Ha
I1JICTaBl BUSBJICHHS M1JIBULIEHOIO BMICTY XJOPH/IB Y MOTOBIM piuHI Ta [BOX MyTauiil B reHi TPBM.

Kpurepii 115 niaTBepAXKeHH JiarH03y Ha OCHOBI MOTOBOT MPOOH BKJIIOYAIOTh:

- IpoOy MoTy, sika Mae ctaHoBUTH >100 Mr (KkpuTepiii NpUAATHOCTI 3pa3Ka Uil JOCIIKEHHS);

- BMICT XJIOpUAY B MOTOBIiH piguHi <30 MeKB/n y mepiii 6 Mic. XKHUTTs, a A7 JiTell BiIkoM >6 Mic.
— HUKYH 3a 40 MEKB/JI, 110 CBIYUTH PO MAJTOUMOBIPHICTh J11arHO3y MYKOBICITU/I03;

- BMICT XJIOpUAY B IOTi >60 MEKB/J BiINOB1JIa€ JIarHOCTUYHUM KPUTEPisIM MYKOBICIIUI03Y;

- BMICT XJiopuay B moToBii pimuni 40—60 MexB/n (s miteid Bikom <6 wmic. — 30-60 mexs/m)
BBAXXA€THCSI CYMHIBHUM PE3YJIbTaTOM OTOBOI IpoOH.

*Haxaz MO3 Vkpainu Big 30.12.2025 Ne 1976 "TIpo 3aTBep/keHHs MPiOPUTETHUX HATIPAMIB PO3BHTKY cheph OXOPOHH 310poB’s Ha 2026-2028 poku"
https://moz.gov.ua/uk/decrees/nakaz-moz-ukrayini-vid-30-12-2025-1976-pro-zatverdzhennya-prioritetnih-napryamiv-rozvitku-sferi-ohoroni-zdorov-ya-
na-2026-2028-roki

> VuidpikoBanuii KIiHiYHMI NPOTOKON MEPBUHHOI, BTOPUHHOI (CHENiaNi30BaHOI) Ta TPETHMHHOI (BMCOKOCTENiadi30BaHOI) MEIMYHOI JOMOMOIH
“MykoBicuu103” 3aTBep/UKCHHI Haka3oM MiHicTepcTBa OXOpoHH 310poB’st  Ykpaimm 15.07.2016 Ne 723 https://www.dec.gov.ua/wp-
content/uploads/2019/11/2016_723_ykpmd_mkvsz.pdf

Chen et al., 2021. A review of cystic fibrosis: Basic and clinical aspects.https://onlinelibrary.wiley.com/doi/10.1002/ame2.12180
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Tobpamiyun nokazanuii 01 JIKYGAHHS XPOHIYHOI Nleeenesol ingekyii, cnpuuunenoi Pseudomonas aeruginosa, y xeopux Ha
myrogicyuoos, 19.05.2026

IIpu mpoBeneHHI MacoOBOIO HEOHATAJBHOTO CKPUHIHTY JIarHOCTHKA MYKOBICIUAO3Y Y
HOBOHAPO/DKEHUX 0e3 KIIHIYHMX O3HAaK 3aXBOPIOBaHHS 0a3yeTbCsd Ha BHU3HAYCHHI PIBHSA
IMYHOPEAKTHBHOT'O TPUIICUHY Y CYXUX IISIMaX KPOBI.

Jlo HaWOLIBII THMOBHMX KJIHIYHUX TPOSBIB MOPYIICHB/YCKIaHEHb 3 OOKY CHUCTEM Ta OpraHiB
BiJTHOCSITBCSI:

- JuxanibHa cucmema. XPOHIYHE THIHHE 3aXBOPIOBAHHS JIETEHb 3 JUXAIBHOI OOCTPYKIIIEIO Ta
XpOHIYHOIO  IH(EKUIEI IUXaJbHUX IUIIXIB; MHEBMOTOPAKC, KPOBOXAapKaHHS;  alepriuHui
OpOHXOJIETEHEBU acCIepriibo3; AMXajdbHa HEJOCTATHICTh 1 JIETEHEBA TIMEPTEH31s/IeTeHeBE Ceplie;
XPOHIYHUIA PUHOCHHYCHUT 1 Ha3aJIbHUIA NOJINO03; Naybli y popmi OapabaHHHUX MaTHYOK;

- WIYHKOBO-KUWKOBULL MpaKkm: MEKOHIAJbHUN 17eyC; BUIAIHHS MPsIMOI KUIIKHU; cTearopes Ta
azoropest; AeinuT )KUPOPO3YMHHUX BiTaMiHiB (BKIIOUHO 3 Bitaminamu A, D, E i K); nankpearnuna
HEJIOCTATHICTh/PEKYPEHTHUI TOCTpUN TaHKpeaTuT; (OKaIbHUN OuTiapHUA a00 MYJIbTHIOOYJISpHUMN
P03, YCKJIAIHEHHUI MOPTAIFHOIO TINEPTEH31€10; XOJIeNiTia3; MOPYLUICHHs TPABICHHS Ta TimoTpodis;
PEKYpEHTHUHN NUCTAIbHUN 1HTECTUHAJIBHUN OOCTPYKTUBHHMM CHHAPOM; 3aKperr; ractpoe3odareayibHa
pedurokcHa XBOpoOa; TMOPYIICHHS MOTOPHKM 1 CHOPOKHEHHS IIIYHKY; IHBariHaIlis; 3amajibHe
3aXBOPIOBAHHS TOBCTOI KUIIIKY;

- eHOOKPUHHA cucmema: IYKPOBHUI Aia0eT, 3aXBOPIOBAHHS KICTOK (BKJIIOYHO 3 OCTEONOPO30M);
(GYHKI[IOHATBHUH T1IOTOHA/IU3M;

- Memabonizm ma xap4yeauHs: TOCTpa BTpaTa CoJli, XpOHIYHUN MEeTaOOIIYHIH aIKao3;

- penpooykmuena cucmema: 4oioBiku — BBACII; xiHKM — HETpUMaHHs Cedi, BariHaJlbHI
KaHJIUI03H, OJIITOMEHOPES,

- KiCMKO0B0-M 513084 cucmema ma Cnoiy4Ha mKkaHuHa: apTponarii, rinepTpodiyHa myabMOHapHa
0CTe0apTpOINaTisi, pO3PUBH LIKIPH;

- HUpKU ma ce4osudiibHa cucmema: HepoiiTiaz (OKcanmaroBe KaMiHHS), HE(QPOTOKCHUYHICTH
(TIoB’s13aHa 3 aMIHOTJIIKO3H/IAMH ).

3 memow 3anyuenocmi nayienmie ma/abo ocib, sKi 002120al0OMb  3d  NAYIEHMAMU 3
MYKOBICYUOO30M BIKOM >0 POKI8, YNOBHOBANCEHUM OP2AHOM HAOICIAHO JUC 3 ONUMYBAILHUKOM 00
Bceyxpaincokoi I'pomaocvrkoi  Opeanizayii  “Bceykpaincoka acoyiayis 00nomocu Xe0pum Hd
Mmykogicyuoos”’ (Oani - Acoyiayis) ma ecmanosneno Hacmynue. Ilpezudenmom Acoyiayii 3a3nauero, ujo
npeocmasHuku Acoyiayii € 6 Kod#CHOMY pe2ioni Ykpainu ma npedcmaénsaioms iHmepecu nooet 3
mykogicyuoosom. I onosrnoro memor Acoyiayii € 3axucm npag ma inmepecis ar0oeti 3 MyKo8icYud0o30m
[ IXHIX pOOUH, CNPUSIHHA NOKPAWEHHIO JIIKYBAHHS, NPODINIaKmuKu, coyianvHoi peabinimayii ma akocmi
acumms nayicumie. Ilpezudenmom Acoyiayii giomiueno, uo 00csio 11oell 3 MyKO8iCYud030M ma ixXHix
Ppooun 6 Ykpaini uacmo nog’sa3anuil i3 nOCMitiHow 60pomev0010 3a 300p08 s, 0ocmyn 00 JIKY8AHHS ma
HOpMAbHe HCUMAL

Ll]ooenna peanvHicms maxux cimeu — ye CKIAOHA mepanis, yacmi eocnimanizayii, nompeba y
cneyianizo8aHux JIKapcybKux 3acobax i 001AOHAHHI, A MaKodC 3HAYHe eMoyiine ma @QisuyHe
HABAHMAdICEHHsl HA Mux, Xmo 0o2naoac 3a nayienmamu. Ilayienmu ma ix poouHu HaA2010UWYIOMb, WO
JUKYBAHHS MYKOBICYUOO03Y € KOMNIEKCHUM [ NOMPeOye NOCMINIHO20 0OCMYNY 00 8ANCIUBUX JIIKAPCOKUX
3acobis, iHeanayiunoi mepanii, ¢hiziomepanii ma pecynsipHoco meduuHo2o cynposody. bacamo xmo
gioznauae, wo 6 Yxpaini icuyromv mpyoHowi 3 be3nepeditinum 3a6e3neueHHaM 4acmuHy HeoOXIOHUX
JIKAPCbKUX 3ac00i8.

om0 KITIHIYHOTO MAapHIPYTY TMAII€HTIB, SKUWA BKa3yBaTHUME Ha KOHTEKCT BUKOPHCTAHHSA
3asBIICHOTO JIIKapCHKOTO 3ac00y, TO 3asSBHUKOM 3a3HAYEHO, IO TICIIsi OTPUMAHHS Pe3yJIbTaTy IMOCIBY,
akmo Pseudomonas aeruginosa BuciBasach y >50% 3pa3kiB 1 NpH HasBHOMY IOTIPIIEHHIO CTaHy
Mali€HTa, PEKOMEHJIOBAHE 3aCTOCYBAHHS IHTASIIIIHHUX JIKApChKUX 3aco0iB: ToOpaMinuHy abo
KomictuHy. BianmoBizHo no KiiniyHoro mnportokony “MyKoBICIMI03” NpU XpOHIYHIA 1HGEKIT
Pseudomonas aeruginosa iHransuiiHa anTuOakTepiajgbHa Teparis IOBUHHA MpPU3HAYaTUCS K TpHUBaja
OiATpUMYIOYa Tepamisi, 3 JIKyBaHHAM a0o0 €IMHUM THpenapaToM, abo 3 UepryBaHHSAM Ppi3HHUX
aHTHO10THKIB (UepryBaHHS IHTAIALIHHOTO TOOpaMILIMHY Ta KOJIICTHUHY).
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3 memoro ananizy peanbHoi KNIHIYHOI NPAKMUKU NIKY8AHHA NAYIEHMI 3 MYKOBICYUOO30M GIKOM
>06 poKi8 3 XpOHIUHOIO JleceHesoto iHpekyiero, cnpuuunenoio Pseudomonas aeruginosa ynosnogasxicenuii
OpeaH 36epHy8cs 00 cneyianicmis 3axk1adié 0xopoHu 300pos’s Yipainu. Kniniuni ¢haxieyi 13 3axnadis
OXOPOHU 300P08 51, AKI Maomb 00C6I0 NIKYBAHHA NAYIEHMI8 3 MYKOBICUUOO30M, NIOMEEPOUTU, WO
nocniooHicmy  HItL mepanii 01 JNIKYBAHHA MAKUX nayicHmis eionosioac uurnomy Kniniunomy
npomokony “Mykosicyudosz”. Tobmo 011 1iKy8anHs XpoHIuHOI JleceHeBoi inghekyii, cnpuuureHoi
Pseudomonas aeruginosa, y x6opux na Mykogicyu0do3 pekoMeHO008aHO NPOBeOeHH s IH2AAYIU KOAICMUHY
(sax npenapam eubopy I ninii ineanayitinoi mepanii), a npu NO2IPULeHHI CMAHY NAYIEHMA NPOBOOUMU
Yepey8aHHsl IHeAAYIl MOOPAMIYUHY | KOTICMUHY.

Xoua wumnum Kniniunum npomoxonom ‘“Mykogicyudo3” npu nocipuienni cmauy nayicHma
nepeobaueHo nouepeose 3acMOCY8AHHA MOOPAMIYUHY mMa KONICMUHY, HAPA3i 3ACMOCY8AHHA YIEi
mepanesmuuHoi cmpamezii 0OMedicene uepes I0CYMHICb 3aKYNIBelb IHeANAYIUHO020 MOOPAMIYUHY 3a
KOwmu 0epacagrno2o 0woddxcemy. YV 36°A3Ky 3 yum, Hapazi HA Npakmuyi KOAICMUH HaxmuiHo
3AMUUAEMBCS EOUHUM OOCMYNHUM [THSATAYIIHUM AHMUOAKMepIaibHUM Npenapamom Oas JIiKY8aHHs.
XpOHIuHOI necenesoi ingexyii, cnpuuunenoi Pseudomonas aeruginosa, y nayicnmie 3 MyKogicyuoo3om,
WO MaKodc NiOMBEEPONCEHO OAHUMU KITHIYHUX haxieyis.

LinboBoro monyJisinieo B YKpaiHi € 10pocii Ta JiTH BiIKOM BiJ 6 pokiB 000X cTaTeil, XBopi Ha
MYKOBICITHI03 3 XpOHIYHOIO JIETeHEBOIO iH]eKIIier0, cripuunHeHoo Pseudomonas aeruginosa.

3asgBHUKOM 3a3Ha4yeHO, M0 YKpaiHa € KpaiHow-ydacHulew €Bponeicbkoi —acoriaril
mykoBicino3y (European Cystic Fibrosis Society, ECFS) Tta 3miiicHioe 30ip aemorpadivyaux i
KJIIHIYHUX JIaHUX MAIi€HTIB 13 MyKOBICIIUA030M, K1 HAJalu 3rojy Ha 0OpoOKY MEepCOHATbHUX JIaHUX.
Peectp nanientis ECFS mopiuno my0uikye 3BiTH 3 y3aralbHEHUMH JAeMOrpadiyHUMU Ta KIIHIYHUMU
JAHVMH TAII€HTIB 3 MyKOBICITI030M y €BpoITi Ta CyCiTHIX KpaiHax.

JInsl OLIHKK KUIBKOCT1 JIOPOCIWX MAIIEHTIB Ta AITEH 13 XPOHIYHOIO JIETEHEBOK 1HQEKIIi€ro,
cnpuunHeHoto Pseudomonas aeruginosa, Bukopucrano fgani mopiuaux 3BiTiB ECFS mono Ykpaiau 3a
20142023 pOKI/I7. Bonnouac, ockinbku B Peectpi namientiB ECFS nani nHasBHi s aiteid mosoe 18
POKiIB 0€3 BIKOBOTO PO3MOJLIY, JJISI PO3PAXYHKY KITBKOCTI MAIliEHTIB BiJ 6 10 18 pOKiB 3asBHUKOM
JI0AaTKOBO BUKOPMCTAHO HACTYTHI AaHi 3 my6uikamii McCormick et al., 20058:

- yacTKa JiTed BIkoM 6-12 pokiB B 3arajbHii KiJIBKOCTI JITEH 3 MyKOBICIIUI030M, 1[0 CTAHOBHTH
38,4%);

- yacTKa JAiTed BIKOM 6-12 poOKiB 3 XPOHIYHOIO JIET€HEBOIO 1H(EKII€0, CHPUUYNHEHOIO
P.aeruginosa (23,7%);

- yacTka AiTeit BikoMm 13-17 pokiB B 3araibHIi KUIBKOCTI iTeH 3 MyKoBiciuao3oMm (37,7%);

- yacTka Jitel BikoM 13-17 pokiB 3 XpOHIYHOIO JIETE€HEBOI I1H(EKIi€0, CHPUYMHEHOO
P.aeruginosa (48,8%).

TakuM YMHOM, KUIBKICTh MAlLlI€HTIB, K1 MOTPeOyBAaTUMYTh 3asBJICHHUH JiKapchkui 3acid (mitTeit
BiJ1 6 pOKIB Ta JIOPOCINX) CTAaHOBUTH Bif 146 y 2026 porii g0 185 marientiB y 2030 pori.

Ynoenosasicenum opeanom nposedenuii eepughikayilinuti ananiz po3paxyHKy nompeou oXxopoHu
300p08's1 y 3a56/1€HOMY TIKAPCbKOMY 3aCc00i ma 6CMAHOBIEHO HACMYNHe.

Buxopucmanna sasaenuxkom oanux Peccmpy nayienmie ECFS onsa oyinku Kinbkocmi 0opocaux
nayienmie ma Oimeti i3 MYKOBICYUOO30M MA XPOHIUHOW JIe2eHeBo IHQpeKYicto, CNPUYUHEHOI
Pseudomonas aeruginosa, € nputinamuum, ockintoku Peecmp ECFS micmumo demozpaghiuni ma kniniuni
O0ani, penesaHmui OJisl BU3HAYEHOI YiNbOBOI Nonynayii, i HApa3i € HAuOLIbUW OOCMYNHUM BIOKPUMUM
ooicepenom inghopmayii 6 Yxpaiui.

Ockinvxu y Peecmpi ECFS 0ani wjooo dimeti npedcmasieHo y3azaibHeHo 0is 8ikogoi epynu 0o 18
POKI8 De3 0emaibHO20 8IK0OB020 PO3NOOLNY, WO YCKIAOHIOE OKPeMY OYIHKY KiIbKOCMI NayieHmis 8ikom

" https://pr.ecfs.eu/annual-reports/
8https://www.cysticfibrosisjournal.com/callback?red_uri=%2Fretrieve%2Fpii%2FS156919930500024 X &code=bZFHfEH48ettsF3kTZDya-
_1XetURGOI1JiEadtgc&state=16939894600
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8i0 6 00 18 poxie, 3aa6HUKOM 000amKo60 Guxkopucmano oaui 3 nyoaikayii McCormick et al., 2005.
Asemopamu nybnikayii npoananizosano 6azy Oanux mykosicyuoosy Benuxoi Bpumanii (UK Cystic
Fibrosis Database) 30xkpema w000 cmany 300po8’s nediampuyHoi nonyiayii nayicumis i3
MyKosicyuooszom y Benuxiti Bpumanii 3 mouku 30py iXHix demoepaghivHux xapakxmepucmux, KiiHIYHUX
NOKA3HUKIE ma H@eKYiliHo20 cmamycy, a MmaKodic NOPIGHSIU OMPUMAHI pe3yibmamu 3 OAHUMU
peecmpis mykosicyudoszy CILIA, @Ppanyii ma Aeécmpanazii. Takum uumom, OCKilbKu 6 nyosikayii
McCormick et al., 2005 nassna ingpopmayin wooo ikoeoi cmpykmypu oimeu 3 MyKogicyuoo3om ma
4acCmKU NAayieHmis i3 XpoHiuHOW JleceHeBor0 iHgeKyicto, cnpuyunenolo Pseudomonas aeruginosa, y
BIONOGIOHUX BIKOBUX 2PYNAX, A MAKOIC 36AACAIOYUU HA GIOCYMHICMb THUUX BIOKpUMUX Odcepel, SKi 6
Micmunu anano2iuHy oemanizayiro posnodiny nayienmie y 6ikosomy oianazoui 6i0 6 0o 18 poxis,
3a3Hauena nyoOniKayiss Ppo3ena0acEmvcsa AK  penpeseHmamugHe  0xcepeno  Oas  eKCmpanoaayii
BUWYE3A3HAYEHUX NOKA3HUKIB y dimell 8ikom 6-12 ma 13-17 pokis.

3 memoro aHanizy peanvHoi KAiHIYHOI npakmuxku 6 YKpaini ma 6 pamkax 3any4eHocmi
3aYIKABNIEHUX CIOPIH YNOBHOBANCEHUI OP2AH 36EPHYBCS 00 (axieyie 3axiadie 0XopoHu 300pos ’s. Jlani
cneyianicmis wooo wacmku ceped oimeti 8ikom 6i0 6 0o 18 pokie 3 MYKOBICYUO030M MUX, XIMO MA€E
XPOHIUHY Necenes8y iHgexyito, wo cnpuuunena Pseudomonas aeruginosa npedcmaenero 6 mabauyi 1.

Taonuya 1. Yacmka Oimetl cmapwe 6 poKie 3 XPOHIUHOI JeceHesolo IH(peKyicio, CnPpUYUHeHOO
Pseudomonas aeruginosa, y xeopux na mykogicyuoos

3axnad oxoponu 300pos’s Yacmka nayicumis (%)
KHII “Xmenvnuyvka obracna oumsayua nikapua” XmenvHuybkoi 0b1acHoi padu 80%
KHII “Yepnicigcoka obnacna oumsaya nikapus’” Yepuiziecokoi obnractoi padu 20%
KHII "3anopizvra obaacha kniniuna aikapus”’ 3anopizvkol obaachol padu 80%
KHII “Kumomupcwvrka obrackha oumsua kuiniuna aikapis”’ Kumomupcoxol 18%
obnacuoi padu
KHII "Obnacna kniniuna oumsaua nixapua Kiposoepadcwvxoi micbkoi paou” 45%
KHII Jlvsiscvroi oonacuoi padu "Kniniunuii yenmp oumsayoi meouyunu"” 11,8%
KHII "Isano-@Ppankiecvka 0bracHa oumsaua KiiHiuna aikapus leano- 10%
®@panxiecvkoi obnacrnoi paou”
KHII "Binnuyvka obnacua xniniuna nikapusa im. M. 1 IIupoeosa" Binnuyvkoi 55-65%
obnacuoi padu
KHII "Kuiscvka micoka oumsua kiiniuna aixkapms Nel"” 60%

Omoxce, Oani haxisyie wo0o 4acmKu NayicHmie 8ikom >0 poKie i3 MyKOBIiCYUOO030M, SKi MAomy
XpOHIuHYy necenedy iH@ekyito, cnpuduneny Pseudomonas aeruginosa 3nauyHo 8iOpi3HANOMbCA MidiC
coboro. B moii sce uac, maxi 8i0MIHHOCMI MOXCYMb OYMU NOB SA3AHI 3 NOUUPEHICNIO 3AX80PIOBAHHS 8
neeHoOMY pe2ioHi ma 6i006paxicamu 10KAIbHI 0COOIUBOCMI U000 PO3NOOILY NAYIEHMIS.

Jlooamkoso ynosnosadxcenuti opean 3a3navae, wo 6 peccmpi Enekmponnoi cucmemu oxopoHu
300pog's (ECO3) kinvkicme enepuie 3apeccmposanux nayienmie 3 kooom E84 Kicmosnuii ¢iopo3s
(Oopocni ma dimu 8ikom 8i0 6 pokig) 32iono 3 HK 025:2021 «Knacugixamop x6opob ma cnopionenux
npobnem oxoporu 300pog'say y 2021 poyi cmanoeuna 1101 nayicumis, y 2022 poyi - 315, y 2023 - 205,
v 2024 -137,y 2025 - 213, a cmanom na 01.01.2026 - 265 nayienmis.

Taxum uuHoM, 3a2an0M niOXi0 3AA6HUKA MA BUKOPUCIAHT Odcepena iHpopmayii 018 po3PAXYHKY
nompeou 0Xo0poHU 300P08 51 8 3A58TIEHOMY JIKAPCbKOMY 3acobi € nputinamuumu. Boonouac, epaxosyouu
giocymuicms OQIYitiHUX CIMAmMUCMUYHUX 0AHUX U000 KiIbKOCMi 00pOCaux nayieumie ma oimei 6io 6
POKI68 3 MYKOGICUUOO30M, SKI MAOMb XPOHIYHY JeceHes) iHghekyito, cnpuuuneny Pseudomonas
aeruginosa, KilbKicmov nayieHmis, AKi nompeby8amumyms 3ds61eHUull JIKapcbKuil 3acio mooice
BIOPIZHAMUCS 810 PO3PAXOBAHOI 3AAEHUKOM.

2) naHi 110/10 1OCTOBIPHOCTI pe3yJIbTATiB MOPIBHSUIbHOI KJIiHiYHOI e()eKTUBHOCTI Ta Oe3neKu
3asIBJICHOT0 JIiIKapcbhKOro 3aco0y. Onuc (mpeacraBiieHHs) 3a3Ha4Y€HUX pe3yabTaTiB

BinnosigHo 10 iHdopMalii B TOChE MIOJ0 3asiBIEHOTO JIIKAPChKOT0 3ac00y BUBYAIUCH:!
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Monyasinisi (P, population) - mamieHTH 3 MyKOBICIHMI030M BIKOM >6 POKIB 3 XPOHIYHOIO
JereHeBoro iHpekuiero, cnpuunHeHo Pseudomonas aeruginosa;

Brpyuyanns (I, intervention) - ToGpamitus, po3unH i iHrassmii mo 300 mr 2 p/no6 BIpogoBkK
28 1HIB, UK MIOBTOPIOIOTH MicIst 28 THIB IEPEPBH 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y;

Komnaparop (C, comparator) - xomictut (y ¢opMi KOJICTUMETAaTy HATpil0), MOPOIIOK s
po3uuny 11 iHTansnii no 2 mutH MO 2 p/n00 Ha moCTiiHIN OCHOBI,

Kinnesi Touxkn (O,outcomes): BigHOCHa 3MiHa 00’ eMy opcoBanoro Buauxy (naii - ODBy).

[Ipu o6rpyHTyBaHH1 BUOOPY KOMIIapaTopa 3assBHUKOM 3a3HAYEHO HACTYITHE:

- BIAMOBIAHO /O IHCTPYKIi i MEIMYHOTO 3aCTOCYBAHHSI KOJICTHH Y BUTJISAL 1HTAJISINNA
MOKa3aHUN JOPOCITHM 1 JITAM 3 MYKOBICIHIO30M ISl JIIKYBaHHS XPOHIYHHUX JIETEHEBHUX 1H(EKIIIMH,
BUKIMKaHKX Pseudomonas aeruginosa;

- KOJIICTUMETAT HATPil0 BKJIIOYEHO N0 TEPENiKy JKapChbKUX 3aco0iB, MEIMYHHX BHUPOOIB Ta
JOMOMIKHUX 3ac00IB 10 HMX, IO 3aKYNOBYIOTHCS 33 KOLITH JIEPYKABHOTO OIOKETY Il BUKOHAHHS
MporpaM Ta 3A1HCHEHHS LIEHTPaJI30BaHUX 3aXOJIB 3 OXOPOHH 3/I0POB’sl, 3aTBEPPKEHOT0 TOCTAHOBOIO
Kab6inery Minictpis Ykpainu Bin 7 6epesns 2022 p. Ne 216° 3a HanpsiMoM 3aKymHiBIs MeJUKaMEHTIB
JUIS TPOMAJISIH, XBOPUX Ha MYKOBICIIMJI03;

- HasIBHICTb 3aKyIIiBeJb KOJIICTUMETATy HATPilO 3a HApsIMOM(-aMu) PO ITaKTHKH, JIarHOCTUKU
Ta JIIKyBaHHA «3aKymiBisi MEIMKAMEHTIB U1 TPOMaJsH, XBOpHX Ha Mykoiciuaos» Il «Meauuni
3aKymiBii YKpaiHW» 32 OCTaHHI POKH;

- HasBHICTh PEKOMEHJIAIlI MO0 3aCTOCYBAHHS KOJICTHUHY Y SIKOCTI IHTaJSIIIfHOTO aHTHO10THKA
npu Pseudomonas aeruginosa y Kiiniunomy mpoTtokomni “MykoBiciumos”;

- HASBHICTh MDKHApOJHMX PEKOMEHJAIlil II0J0 3aCTOCYBaHHS KOJNICTUHY [UIsl JIIKYBaHHS
MAII€HTIB MYKOBICIIUA030M, SKi MalOTh XPOHIUHY JIeTeHeBy iH(ekiio, cnpuunHeHy Pseudomonas
aeruginosa®l.

11i0 uac nposedenns eepupixayitino2o ananizy yno8HOBANCEHUM OP2AHOM 6CMAHOBILEHO, WO UDID
KOMRapamopa 3as8HUKOM NpOo8edeHo GI0N0BIOHO 00 Hacmanosu “/lepicasna OyinKa MeOuyHUx
mexnonoziu” CT-H MO3Y 42-9.1:23, 3ameepoocenoi naxazom MO3 Vkpainu 6io 06.10.2023 Ne 1741
(Oani - Hacmanosa), ma 6i0nogiono KonicmuH 8 SAKOCHMI MeOUYHOI MexXHON02li NOPIGHAHHA HAPA3i €
002PYHMOBAHUM Ol BU3HAYEHOI YIIb0BOI NONYIAYIl, OCKIIbKU MAE 8I0N0BIOHe NOKA3AHHA 32I0HO 3
iHcmpyKyicto 0l MeOUYH020 3ACMOCYB8AHHS, BKIIOUEHUU 00 O0EePHCABHUX NPOSPAM 3aKYnini O0s
nayicHmie i3 MYKOBICUUOO30M, a4 MAKOd#C pekomeHOosaHuu AKk KniHiunum  npomokonom
“Mykogicyudos”’, max i MidCHaAPOOHUMU CINAHOAPMAMU.

Indopmanisa mono kJIiHIYHOI e)eKTHBHOCTI 3a8BJIEHOI0 JiKaAPCHKOro 3aco0y, 110 HAJaHA B
A0ChE

SIk 3a3Ha4eHO B JOChE, MOLIYK BiAOOPY peleBaHTHUX MYOJiKalliil I/ OLIHKU MOPIBHSIBHOT
KJIIHIYHOI €()eKTUBHOCTI JIIKAPChKOT0 3aco0y TOOpaMIIiH JUIsl JIIKYBaHHS MAlll€EHTIB 3 MyKOBICITH/1030M
BIKOM >6 pOKIB 3 XpOHIYHOIO JIET€HEBOIO 1H(QEKIi€, crnpuunHeHo Pseudomonas aeruginosa
MpOBOAMBCS 3a 2 eneKTpoHHMMM Oazamu naHux — PubMed ta Cochrane. 3a pesynbratamu
MTOBHOTEKCTOBOT BUYUTKH OyJ10 B111IOpaHO HACTYIHI AOCHIIKEHHS:

- Hodson, M.E., Gallagher, C.G. and Govan, J.R. (2002). A randomised clinical trial of nebulised
tobramycin or colistin in cystic fibrosis. European Respiratory Journal, 20(3), pp. 658-664 (xaxi -
Hodson et al., 2002)*?;

® Tocranosa KaGinery minicTpie Ykpainu Big 07.03.2022 Ne216 ““Jlesiki MUTaHHS 3aKyMiBJi JiKApCHKHX 3aCO0iB, MEAMYHMX BUPOOIB Ta JOMOMINKHUX
3aco6iB 1o Hux” https://zakon.rada.gov.ua/laws/show/216-2022-%D0%BF#Text

10 hitps://www.nice.org.uk/guidance/ng78/resources/cystic-fibrosis-diagnosis-and-management-pdf-1837640946373

1 https:/;www.rbht.nhs.uk/childrencf

2Hodson, M.E., Gallagher, C.G. and Govan, J.R. (2002). A randomised clinical trial of nebulised tobramycin or colistin in cystic fibrosis. European
Respiratory Journal, 20(3), pp. 658-664 https://publications.ersnet.org/content/erj/20/3/658
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- Adeboyeku D, Scott S, Hodson M. Open follow-up study of tobramycin nebuliser solution and
colistin in patients with cystic fibrosis. Journal of Cystic Fibrosis, 5, 261-263 (mami - Adeboyeku et al.,
2006)"3.

Hocmimkenns (myomikamis Hodson et al., 2002) 6yno pangomizoBaHuM i3 cTpaTHdiKaIi€ro 3a
BikoM (6—12 pokiB, 13—17 pokiB, >18 pokiB) Ta 3a HeHTpoM aociipkeHHs. [lamieHTH oTpuMyBaau
po3uuH ToOpaminuuy (n=53) mis i"ramsanii y 031 300 mr y 5 mu abo komictud (n=62) y no3i 80 wmr,
PO3UMHEHUH Y 3 MIT 130TOHIYHOTO PO3UMHY HATPIIO XJIOPUY, IIJISIXOM IHTaNALii 1Bivi Ha 100y MPOTATOM
4 THXKHIB.

KpurepisaiMu BKJII0OYeHHS TALI€HTIB Y TOCTiKEHHS OyIH:

- BIK BiJl 6 pOKiB;

- 33JJOKyMEHTOBAaHUH JiarHO3 MYKOBIiCIuA03 (xiopua moty >60 MEkB/n—1 3a KUIBKICHUM
ioHOoope3oM 3 minokapinoM, Hatpiit moty >70 MExB/1-1);

- O®B1 >25 % pred (BukopucroBytoun piBastHHA 3 KNUDSON TO1110);

- Pseudomonas aeruginosa y MOKpOTHHHI 200 KyJIbTYpi 3 ropJia BIPOJIOBXK MonepeaHix 12 MicsIiB
Ta Y MOKPOTHHHI ITiJ] 4aC CKPUHIHTOBOTO Bi3UTY;

- 3JaTHICTh BUKOHYBATH T€CTU (YHKIIT JIETEHb Ta BIAKAILIIOBATA MOKPOTHUHHS.

[TamienTam Oyio J03BOJIEHO MPOAOBXKYBAaTH PYTHHHE 3aCTOCYBaHHS HEAHTHIICEBJOMOHATHHX
JMKapchKUX 3aco0iB 1 (¢izioTepamiro 3a CXEMOK JIKyBaHHS. Tepamisi peKOMOIHAHTHOIO
TIe30KCUPUOOHYKIIEa3010 JIFOIMHU, 32 YMOBH, 110 BOHA Oyia po3rodaTa moHaiMeHme 3a 4 THKHI 10
CKPHUHIHTY, TAaKOX MOTJIa OyTH MPOJIOBKEHA.

[lepBuHHOIO KIHIIEBOIO TOYKOIO Oyna cepenHsi 3MiHa mokasHuka O®B: (% Bix HanexHOTO
3HAYeHHS) B BUXIAHOTO PiBHSA 10 4-TO THKHA. BTOpUHHOIO TOYKOIO e(eKTHUBHOCTI Oyna 3MiHA
uribHOCTI Pseudomonas aeruginosa y MOKpOTHHHI.

Pesynbratn aHamizy KIIHIYHOI €(QEKTUBHOCTI TOKa3alW, IO Yy Tpymi, sKa OTpUMYyBaIa
TOOpaMIIuH, CIIOCTEPIraaocsi CTAaTUCTHYHO 3HauyIe 3011biIeHHs BigHocHOTO nokasnuka ODB: (% Bin
HAJIGKHOTO 3Ha4YeHHs) Ha 6,7 % Bin BuxigHoro piBHA a0 4-ro TwXKHA (p = 0,006). ¥V rpymi, sika
OTpUMYyBajia KOJICTHH, BigHOcHa 3MmiHa O®B: cknana 0,37 % 1 He Biapi3HANAcs CTATUCTHUYHO Bif
BuxigHoro pieHs (p = 0,473). Pe3ynbTaTi KIiHIYHOI €()EKTUBHOCTI 110/I0 CEPEIHBOI 3MIHU MOKAa3HUKA
O®B: mpencraBiaeHo B TabIuUIIl 2.

Tabauusa 2. Pe3ynbraT KIiHIYHOT €(PEKTUBHOCTI 11010 cepeHboi 3MiHU Moka3Huka ODB: B rpymi
TOOpaMIIIMHY Ta B IPYIi KOJICTHHY

O®B: % pred (3MiHM Bi MOYATKOBOTO PiBHA)
Onime TodpaminuH ‘ Kouictun
Pe3ynbTaTi NopiBHAJIBHOI KJIIHIYHOI e()eKTUBHOCTI
ITT-nomynsawist, onineHo Ha 4-My 50 59
THXKHI, N
6,7 15,12 0,37 £18,78
Cepenne = SD
p=0,008"
p-3HaueHHs (B Mexkax)? 0,006 0,473
PesynbTaTn KJIiHIYHOT e(peKTHBHOCTI B MesKaxX rpynu
BikoBa rpyna 6—12 pokiB, o1iHeHO 11 11
Ha 4-My THXHi, n
Cepenne + SD? 11,51+24,33 —8,11 + 18,38
p-3Ha4YeHHA (B MEXax) 0,148 0,17

Badeboyeku, D., Hodson, M.E. and Govan, J.R.W. Open follow-up study of tobramycin nebuliser solution and colistin in patients with cystic fibrosis.
European Respiratory Journal, 9(10), pp. 2049-2053 https://www.cysticfibrosisjournal.com/article/S1569-1993(06)00074-9/fulltext
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Bikosa rpyna 13—17 pokiB, OIliHEHO 11 14
Ha 4-My THXHI, n
Cepenne = SD 14,43 +7,32 6,01 £ 25,78
p-3HadYeHHS (B MEKaXx) <0,001 0,399
Bikosa rpyna >18 pokiB, omiHeHO Ha 28 34
4-My THXHI, n
Cepenne £ SD 1,77 +10,8 0,79 + 14,75
p-3Ha4YeHHS (B MEXKaXx) 0,393 0,757

IMisrpynoBe TecTyBaHHS 3 BAKOPHCTAHHAM KPUTEPiK0 CyMH paHriB BijkokcoHa.
[TapHe t-TecTyBaHHS BCEPEIMHI TPYIIH.
3SD - standart deviation (cTanaapTHe BiaXUIeHHS).

Ha 4-my TwXHI NpoBOAMJIM OIIHIOBAaHHS 3MIHM 3arajbHOTO CTaHy 3/I0pOB'S IMAIIEHTIB 3a
JIOTIOMOT OO 3aITIOBHEHHS ONUTYyBajbHUKA T mo0ansauii peiitunr 3min” (anria. Global Rating of Change
questionnaire). bimpnry KijgpKicTh Haii€HTiB rpynu todpaminuny (39,6 %) HiX Hali€eHTIB Tpynu
komictuny (16,1 %) omiHMIM SK TaKKX, IO MAIOTh MOIMIICHHS cTaHy 310poB's (p=0,006 3a ToUHUM
kputepiem Qimepa). AHATOTIYHUM YHHOM O1JIblIe MAIi€HTIB rpynu Toopaminuny (24,5 %) omiHmim
ce0e K TakuX, IO BiAUYJIH TONIMIICHHS HAUPUKIHII JIIKYBaHHS TOPIBHSHO 3 MAIliEHTAMH TPYIH
komictuny (12,9 %).

Ha 4-my TwxH1 y HamieHTiB rpyny, M0 OTPUMYBaid TOOpaMillH, CIOCTEPIranocsi CepenHe
3HIDKEHHS IiTbHOCTI Pseudomonas aeruginosa y mokpotuaHi Ha 0,86 logio KYO/mi (p < 0,001). ¥
rpymi KOJiCTUHY cepenHe 3HmkeHHs ckiano 0,6 logio KYO/ma (p = 0,007).

Awnani3z nyonikamii Adeboyeku et al.,, 2006 mokazaB, 110 marieHTam, sKi Opajd y4acTh B
nocmimkenni Hodson et al., 2002 npornonyBaiu MpoOAOBKUTH JIIKYBaHHS 111e Ha 5 MicsitiB. IToTim, micsa
2-X THXKHEBOI BIIIMIHM JIIKAPCHKUX 3aco0iB (anri. wash out period), mamieHTH TEpeXOnWIN B iHITY
rpymy JiKyBaHHs (aHTI. crossed over) 1e Ha 5 MiCSIIiB.

JlecaTe mamieHTiB Oyau paHIOMI30BaHI Ui OTpUMaHHS ToOpaminuHy, a 11 mnamieHTiB —
KOJIICTUHY. 3arajoM y J0CIipKeHHs OyIo BKiIroueHo 21 naienTa, 3 akux 15 3aBepurmin yyacts. Llicts
MAIEHTIB MPUIIMHWINA y4acTh, IBOE Yepe3 HasBHICTb PE3UCTEHTHOCTI Pseudomonas aeruginosa 1o
TOOpaMilluHy, OJMH 4epe3 aHapIaKTUYHY PEaKIlil0 Ha BHYTPIIIHBOBEHHUH HEePTa3HIuM MiJ 4Yac
3arocTpeHHs 1HQEKI1i, TPOoe Yyepe3 HeJOTPUMAHHS PEXKUMY JIIKYBaHHS.

PesynpTaTi KIIIHIYHOT €PEeKTUBHOCTI MPOJEMOHCTPYBAIM MepeBary ToOpaMilliHy MOPIBHSHO 3
KOJICTMHOM Yy 3MiH1 nokasHuka O®B.. Ilig yac nikyBaHHS KOJICTMHOM CIIOCTEPIrajiocsl 3HUKEHHS
O®B: 31 mBuakictio -0,88 % Ha MicsAlp, TOAl AK MiJ Yac JIKyBaHHA TOOPaMILMHOM MOKa3HHUK
301nbpuryBaBcs Ha 0,35 % Ha Micsipb. Pi3HuI B oMicsiuHUX e(eKTax JTIKyBaHHs IBOMa aHTUO10THKaMU
Oyna cratucTuyHo 3Hauymoro (p = 0,0002).

3asiBHUKOM TPOBEACHO OILIHKY METOJIOJIOTIUHOI SIKOCT1 JTOCHIKEHHS 3a 5-0allbHOIO IIKAJIOI0
JIxamam Ta BUSBIIEHO HU3BKY SKICTh Aocimkenns Hodson et al., 2002 (1 6an i3 5) i Adeboyeku et al.,
2006 (2 i3 5) Ta, BIAMOBIOHO, BUCOKWH piBEHb CHCTEMHHUX 1 BUIAJKOBUX MOXHOOK Yy pe3yiabTaTrax
JOCIT1JIKEHb.

Pe3yabTaTn aHagizy 0e3nexu 3asiBJ€HOr0 JiKapchbKOro 3aco0y ToOpaMilluH TIPEACTABICHO
3a JaHUMHU JAociipkeHHs (myOmikarist Hodson et al., 2002) ta perysiasipHO OHOBIIOBAHOTO 3BITY 3
oesmexu (periodic safety update reports, PSUR), indopmartist 3 sikoro € koH(}11SHITIIHOO.

3a manumu gocmipkeHHs (myOsmikamis Hodson et al., 2002) y 26 (49%) narmienTiB i3 53, 1o
oTpuMyBaiiu ToOpaMimH 1y 22 (36%) 13 62, sSKuX JIKyBaJIM KOJICTUHOM, BiJ3Ha4yaiu xo4ya O OJlHYy
noOiyHy peakiito 3 00Ky auxanbHOI cucreMu. HaiinmommupeHimmuMy nmobiYyHUMHU peakiisiMi y Tpymi
TOOpamiruay OyB (hapuHTIT, a y TPyIl KOJICTUHY — MOCHUJIEHHS Kanuio. BrpomoBx 4-THKHEBOTO
nepioay JiKyBaHHS B 000X Ipynax KJIHIYHO 3HAYYIIMX 3MiH 3 00Ky HUpOK He Oyio. [lepioa nikyBaHHA
B 000X Tpymax ckiangaB 4 TwkHI. Y myOmikamnii He Oyiau HaBeleHl1 Mepeliku CephHo3HUX MOOIYHUX
peakiiiif a0o MOOIYHMX peakilii cTyneHs: BaXKOCTI >3, ToMy Ui aHani3y Oe3neku Oynu BiniOpaHi Bci
moOiyH1 peakiii, siki Oynu 3a3HadeHi y crarTi. [Hdopmanis npo moOiuHI peakiii, SKi BUHUKAIU y
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Iporieci JiKyBaHHS Ta pe3yJIbTaTH y3arajlbHEHOro aHami3y Oe3neKu HaBejaeHl y Tabmuui 3 Ta Tabuuii
4.

Ta6auus 3. [Tob6iuni peakiiii, ki mpeacrasicHo B myoaikarii Hodson et al., 2002

Todpaminun Koaictun
IMo6iuna peakuis (n=53) (n=62)
n % n %
ITocuineHHs Kauiro 5 9,4 11 17,7
30UTBIICHHS KIJTBKOCTI MOKPOTHHHSI 6 11,3 8 12,9
3anuimka 5 9,4 7 11,3
dapuHTiT 7 13,2 3 48

Tabauus 4. Pe3ynbTaTi onucy Ta y3arajJbHEHHS aHaTi3y Oe3MeKy Teparlii ToOpaMilliHOM 1 KOJIICTHHOM

Toopaminun | Kogicrun | RR (95 % CI) RD (95 % CI)
IMoka3uuk (N =53) (N =62)
3aranbpHa KUTBKICTh IOOIYHUX peaKilii 57 58 1,15 0,14
(TIOB’sI3aHUX 13 TUXaJHHOIO CHCTEMOIO) Bix NA mo NA Bim NA mo NA
[MamienTn 3 >1 cepiio3HOIO MOOIYHOO 8 7 1,337 0,038
peaxitiero 0,519-3,442 Bix -0,086 10 0,163
3aranpHa KiTBKIiCTh CEpHO3HIX MOOIYHUX peakxiiiii (BiporiqHO MOB’A3aHUX 13 NA
3aCTOCYBaHHSM JIIKapCHKUX 3aC0O0IB)
3aranpHa KUTBKICTh CMEPTEH, OB’ I3aHMX 13 TOOIYHUMH PeaKIlisIMH NA
3aranpHa KUTBKICTh TOOIYHUX PeaKilii, aKi MPU3BOASTH A0 TUMUYACOBOI 200 NA

MOCTiHOT BiAMiHU JIKyBaHHS

3arajpHa KUTBKICTh MAII€HTIB, SKi BIIMOBHIIUCH BiJl y4acTi y TOCIiPKEHH] depe3 NA
moOivHI peaxiii

NA - not available (pe3yromam po3paxyeamu HeMONCIUBO)

Ynosnosaoicenuii opean nposis éepughikayivinuti ananiz 0anux, HAOAHUX 3AsA6HUKOM ) O0CHE, U000
NOPIBHANbHOI KINIHIYHOI eheKmusHocmi ma 0Oe3nexku 3as61eH020 NIKAPCbKO20 3ac00y NOPIGHAHO i3
KOMICMUHOM Ma 3A3Ha4ae HacmynHe.

Pesynomamu kniniunoi egpexmuenocmi moobpamiyuny npeocmasieHo 3as8HUKOM 3d OaHUMU
PAHOOMI308AH020 KOHMPONbOBAHO20 OOCHIOMNCEHHS, Wo npedcmasiene y 2 nyonixayiax (Hodson et al.,
2002 ma Adeboyeku et al., 2006).

Memoto oocnioacenusn Oyno oyinumu epexmusHicmo i 6e3nexy Hebyni308an020 MoopamiyuHy ma
HeOYNi308aH020 KONICMUHY ) NAYIEHMIB 13 MYKOBICYUOO30M, ONs JNIKY8AHHSA XPOHIUHOI JleceHesoi
ingexuyii, cnpuuunenoi Pseudomonas aeruginosa. Ilayienmu, sKi 6ionogioanu Kpumepiam 6KIHOYeHHs,
Oynu panoomizoeani y cniegionowenti 1:1 0o epynu moopamiyuny (n=53) ma 0o epynu KOJLICMUHY
(n=62).

Ockinoku 6cmanosieHHs 0iacHo3y XPOHIUHOI Necenesoi iHpexyii, cnpuyunenoi Pseudomonas
aeruginosa, 6i00y8acmvcs NiCis NIOMEEPONCEHHS MPUBANOl KONOHIZaAYll OUXANbHUX WIIAXIE8 YUM
30YOHUKOM, Nayienmu Ha NONnepeoHiX emanax 3axXe0pPI06aAHHS OMPUMYIOMb 6i0N0BIOHEe JIIKYBAHHL.
Bpaxosyrouu me, wo y nybaixayii Hodson et al., 2002 nasedeno inghopmayiro ujo0o nonepeonbo2o
3ACMOCY8AHHSL IHSAAYIUHUX MA BHYMPIUWUHbOBEHHUX (hOPM MOOPAMIYUHY | KOTICIMUHY, YNOBHOBANCEHUM
opeanom 0yN0 NPOAHANI308AHO XAPAKMEPUCMUKU NAYIEHMI8 CIMOCOBHO iX NONEPeoHbOo20 NIKYEAHHS
yumu aikapcvkumu 3acobamu. Pezynomamu ananizy nageoewni 6 maoauyi 5.
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Tabnuus 5. Ananiz w000 nonepeonbo2o 3acmocysanns moopamiyuny ma xoricmutny (Hodson et al.,

2002)
Tayienmu Yac Tobpamiyun (n) Konicmun (n)
PaHooOMi306an | JNUKY8AHHS 00
i 00 2pynu pandomizayii | Imeanayiiino | B/s | Obudea wnaxu | Ineanayiimo | B/s | Obuosa uinsxu
68edenHtsl 88edents
Tobpamiyuny 1 micayp 2 8 9 40 1 41
(n=53)
6 micayie 3 22 25 43 4 45
Konicmuny 1 micsayw 3 6 9 48 2 50
(n=62)
6 micsuyie 3 26 29 50 3 51

AHaniz nonepeoHvb020 3ACMOCYB8AHHA AHMUOAKMEPIATLHOI mepanii c8i0uumos, wo nayieHmu,
PAHOOMI308aHi 00 2pynu mMoOpamMiyury, 00 6KIIOUEHHS 6 OOCIIONHCEHHS NePeBadCHO OMPUMY AU
KOJLICMUH, 20108HUM YUHOM Y (opMi iHeanayitinoi mepanii, mooi AK 3acmMoCy8aAHH MOOPAMIYUHY K
[HeANAYINIHO20, MAK | 6HYMPIWHbOBEHHO20 OVI0 Menw nowupenum. Taxa mendenyis 30epieanacy sk 3a
1 micayv, max i 3a 6 micayie 0o nouamky niKyeanus. I1o0ionull po3nodin wooo nonepedHvoi mepanii
cnocmepieagcst i ceped NAYIEHMIB, PAHOOMIZ308AHUX 00 2pynu KoIicmuHy. /{0 nouamky 00CHiOHCeHH s
Oinbwicms i3 HUX MAKONC OMPUMYBANU KOJICHMUH, NEPeBaANCHO TH2aNAYIliHO, MOOi AK MOoOpamiyuH
He3aNIeHCHO 610 WIAXY 86E0€HH S 3ACMOCOBYBABC MEHUL YACMO.

Busnauenoro 3asenuxom Kinyegoro mouxorw epexmusrnocmi € gionocua 3mina O@Bi1, wo makooic
€ NepBUHHOIO KIHYe8010 moyKoo y docniodncennax Hodson et al., 2002 ma Adeboyeku et al., 2006. Bapmo
3aysasicumu, wo 3a 0aHUMU cucmemamuyno2o o2nady McLeod et al., 2020 wooo pesynomamie ma
KIHYesUx MmMoOUY0K, NpO AKI NOGIOOMIANOCA 8 OOCHIONCEHHAX JIe2eHes8UX 3a20CmpeHb ) Jaoell 3
mykogicyuoosom, smina ODB1 € HatinowupeHiuow nepeuUHHOI0 KiHYe800 MoyKoio i 00Ci 3a1UUAEMbCSL
€ounomw, saxa npuinama €8poneucbKuUM a2eHcmeom 3 JiKapcokux 3acooie (EMA) ma Ynpaeninuam
KOHmpoio 3a Axicmio xapuoeux npooykmie ma nixie CLLA (FDA), ockineku 6yn0 0osedeHo ii micHuil
36 30K i3 NiOGUWEHUM PUSUKOM CMePMi Mma 3HUNCeHHAM aKocmi scumms 4,

3acanom, 8i0no8iOHO 00 MiNCHAPOOHUX OJHCepes Memoio NiKY8AHHA NAYIEHMIE 3 MYKOGICYUOO30M
€ 3anobicanus abo 3MeHUeHHs CUMNIMOMIE Ma YCKIaOHeHbY . Po3eumox Xxponiunoi necene6oi inghexyii,
cnpuyunenoi Pseudomonas aeruginosa npu3gooums 00 NO2IpUuileHHs CMAHY NAyicHma, 30Kpema 00
30IIbWEHHS  YACMOMU  JIe2eHEBUX 3A20CMPEHb, NO2IPUIeHHs  (DYHKYIT JleceHb ma NOCUTIeHHS
pecnipamopHux cumnmomis. Lle maxoxxc niomeepodceHo KAiHIYHUMU Gaxieysmu 3aKiaoié 0XOpoHu
300p08 51, AKI 3a3Havunu, wo okpim oyinku ODB,, nokaznukamu KIiHiYHOI echekmueHocmi iHeanAYitiHUX
AHMUOIOMUKIB € 3MEeHUWEeHHs KilbKOCmI MIKpOOHUX KoloHil Pseudomonas aeruginosa y mMokpomuHmi
(wo maxodic € cypo2amuum NOKA3HUKOM), A MAKOHC MAKI KIIHIYHO 3HAYYWI NOKAZHUKU, K 3MEHULEHHS]
yacmomu 3a20CMpeHsb 3aX80PI0GAHHS ma nompeou y 6HYMpIUHbO8EHHIU aHmubiomukomepanii, sKi
be3nocepedHbo 8i0obpadcaroms nepedie 3ax60pOBAHHS Ma NOMpPeOy NayieHmis y OibuL IHMEeHCUBHOMY
JiKysanHi. Boonouac y docniooicenni, HAOGHOMY 3A568HUKOM, Pe3YIbmMamu wo0o Yux KIiHIYHO 3HAYYUUX
NOKA3HUKIE He aHAI3YEANUCD.

Ananiz kniniunoi egpexmuernocmi nposoouscs ons ITT-nonynsayii, wo u3Hauanacey axK nayicHmu,
AKI OMPUMANU WOHAUMEHUE 00HY 003) 00CHIONCYBAHO20 JIIKAPCLKO2O 3AC00y ma MAalu GUMIDIOBAHHS
O®B; na euxionomy pieni ma Ha 4-my muoicHi. [[Jo0o pe3yremamis came NOPIGHANbHOI KIIHIYHOT
eheKkmusHoCcmi moopamiyuny ma KOAICMUHY, MO MINCCPYNO8e NOPIGHAHHSA NPOBOOUNOCH aulle Ol
nokasuuxa sminu ODB; ¢ ITT-nonynayii ma npodemoHcmpysano CmamucmuyHo 3HaA4Yuy pisHUYIO Mixic
epynamu (p=0,008). Boonouac y nyonixayii Hodson et al., 2002 maxooic nagedeno pe3yibmamu 3MiHU
O®B; 8i0HOCHO BUXIOHO20 DIBHS 8 MEJHCAX KOJICHOI epynu JIKY8aHHs, AKI C8IOYUNU NPO 30iN1bUleHHs

14 https://www.cysticfibrosisjournal.com/article/S1569-1993(20)30829-8/fulltext
15 https://www.nice.org.uk/guidance/ng78/resources/cystic-fibrosis-diagnosis-and-management-pdf-1837640946373
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O®B; na 6,7 % y epyni moopamiyuny ma na 0,37 % y epyni konicmuny. OOHAK 3a3Hayeri pe3yivmamu
8i000pasicaromv GHYMPIUHbLOSPYNOBI 3MIHU NOPIBHAHO 3 6uxiOHUM 3HauenHAm OD®B,, a ne nopigHanHs
KAIHIYHOT egheKmueHocmi Midic moopamiyuHom ma KOaiCmuHoM.

3assHukom 3a3naueno, wo egpekmusHicmos anmubiomuxomepanii 0 epaouxayii Pseudomonas
aeruginosa, 30Kkpema 3a NOKA3HUKOM 8i0HOCHOI sminu ODBi, 8i0pI3HAEMbCs MIdNC PIZHUMU BIKOBUMU
epynamu nayienmis. Y 36’3Ky 3 Yyum npu nposeodeHHi papmaKoeKxoHOMIUH020 aHanizy 0YIu 6paxo8ami
noxasuuxu 8ionocnoi 3minu ODB; 3anexcro 6i0 6iky nayieumis. Pezynomamu cybepynosoeo ananisy
€8I0Yamb NPo BIOCYMHICMb CIMAMUCIMUYHO 3HAYYWOI pisHuyi uooo sminu noxazuuxa OPB: 6 mexcax
niozpyn 3anedicHo i 6iky. Xoua asmopu nyonikayii 3a3Ha4aroms, wo Moi00ui nayienmu mMaiu Kpawi
pe3yriomamu e(heKmusHOCmi, npome yepes Maly KLIbKiCMb NayieHmis 8 niocpynax HeooCmamubo
00Ka3i8 w000 NIOMEEPOINCEHHA HASAGHOCMI YU GIOCYMHOCMI nepeédaz mMooOpamiyuny y nayicumis
3A1EAHCHO 8I0 BIKY.

LlJooo pe3ynvmamie ananizy egpexkmusnocmi, siKi onucarno 6 nyonixayii Adeboyeku et al., 2006, mo
6in nonseae y oyinyi 3minu ODB: (% 6i0 Hanedcno2o) niciisi 080MUNCHEBO20 NePiody BUMUBAHHSL
JiKapcvkux 3acobis (wash-out period) ma nepexody Ha I[HWwuU iHeANAYIUHUN aHMUOIOMUK, I3
3ACMOCYBAHHAM MOOeNi NOBMOPHUX BUMIPIOBAHL OJIsl 8PAXYBAHHA 3AJIEHCHOCMI OAHUX ) YACL.
Pezynomamom ananiszy 6ys pospaxosanuil nimivinuti Haxun sminu ODB: (% 6i0 nanescnozo), saxkuil
8i000pasicas weUOKicms no2ipuieHts abo cmabinizayii hyHKyii 1eceHd y uaci.

Pesynomamu cnocmepescenns (Adeboyeku et al., 2006) npomscom 5 micayie npodemoncmpyeaiu,
Wo y nayienmis, AKi nicis nepiooy 8UMUBAHHS NOYAU OMPUMYBAMU MOOPAMIYUH NICIA NONEPEeOHbO2O
3ACMOCYB8AHHS KOAICMUHY, (YHKYis necelb nokpawyyeanacs 3i 30inouennim OD@Bi na 0,35 %, mooi sx
V nayienmis, AKi nicis moopamiyuHy noyaiu Ompumyedanu KOLICMUH, CHOCMEPIeanocs NOCMynose
nozipwenns @yukyii necens 3i 3nudcennam ODB: na 0,88 %, pesynomam 6y6 cmamucmuino sSHa4yuum
(p=0,0002).

Ynosnosasicenum opeanom nposedena oyinka Memooo02iuHOl AKOCMI Q0CAI0NCeHHs (nyonikayil
Hodson et al., 2002 ma Adeboyeku et al., 2006) 3a nucmom oyinku w000 npogedents deparcasnoi OMT
Ha emani ¢haxoeoi excnepmusu (0ooamok 2 Hacmanosu). Mema o0anozco Oocnioxcenus 6ionosioae
BU3HAYEHOMY KIIHIYHOMY NUmMAauHio. J{ocnioxcenHs 0y10 panoomizosanum (cniegionoutenns 1:1) ma
giokpumum, i3 cmpamudgpixayicio 3a eikom (6—12 poxis, 13—17 poxis, =18 pokie) ma yenHmpom
NnpoBedeHHsT O0CNIONCEHHs, O0OHAK Memoo paunoomizayii y nyonixayisx He onucavuu. bazosi
Xapakmepucmuky nayieHmie y 2epyni JiKV8aHHSA MA KOHMPONO HA NOYAMKY OO0CHIONCEeHHs OYiu
cxoorcumu.  Bpaxoeytouu  ouzaiin  docnioowcenns  (8iokpume) ma  8i0CYmMHICmMb  ORUCY MemOOy
panoomizayii, wo ni0BUWYE PUSUK YNEPeONCEHOCHI, YNOBHOBANCEHUM OP2AHOM BCMAHOBIEHO HU3LKY
MemOoO0N02TUHY AKICMb O0CAIOHNCEHHS 30 TUCTNOM OYIHKU U000 nposedenHs oepxcasnoi OMT na emani
gaxosoi excnepmus3u.

Bpaxoeytouu me, wo pesyromamu came nopieHanbHoi KAiHIYHOI egheKmMUsHOCmi KOLiCmuHy ma
MOOPAMIYUHY HAAGHT Juwe 3a 4 MUICHI CNOCMEPENCEeHHs, A MAKOoN#C me, W0 8CMAHOBIEHO HUZLKY
Memo0on02iuny saKicmeb odocniodxcenns Hodson et al., 2002, ynosnosaxcenum opeaHom 000amKo80
npoananizoeano Kokpaniecokuil cucmemamuynuii 02140, wo onucanuii 6 nyénixayii Smith et al., 2022
ma 0ys 3HatoeHull 3aA6HUKOM 8 pe3yibmami NOUWLYKY, npome GUKIIOYEeHUll 3 NoOAIbU020 AHANI3Y.
Memoro danozo cucmemamuuno2o 02150y 0Y10 OYiHUMU BNAUE 00820MPUBANOL mepanii iHeanayitHUMU
aHmuobiomukamu y NayicHmis i3 MyKOBICYUOO30M HA KAIHIYHI pe3yibmamu, AKICMb JHcumms ma
Hebadicani sasuua.

B oanuii cucmemamuunuii 02ni0 6yno ekaoueHo oone 0ocuiodcents Schuster et al., 2013Y, oe
nopieni06anyu Konicmun y Gopmi 8URYCKY CYX020 NOpowKy (Oama gopma 6unycky Hapasi He
3apeccmposana 6 Ykpaini) npomu HeOyni306aH020 MOOPAMIYUHY, a 1020 Memol Oy1o oyiHumu
epexmuericms ma Oe3nexy Ho80i Cyxoi nopowKosoi opmu iHearAYIIHO20 KOIICMUHRY V NAYIEHMIE 3
MYKOBICYUO030M 8iKOM >0 pOKi6 3 XPOHIuHOMW IHGheKyiclo niecenb, cnpudunenor Pseudomonas

16 https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD001021.pub4/references#CD001021-bbs2-0016
17 https://pme.ncbi.nlm.nih.gov/articles/PMC3595146/
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aeruginosa. Ile 6yro npocnexmusne, panoomizoeane, ei0kpume Oocuioxcenns Il ¢asu. Ilepeo
panoomizayiero 6ci nayicHmu NOBUHHI OYIU NpoUmMuU wWoHaUMeHuwe 08a 28-0eHHi yuxiu mepanii
moopamiyunom 0ns ineanayit 3a cxemoro 28 OHie niKyeanus — 28 OHig nepepsu, abo K nonepeoHe
JIKYBAHHS, AO0 8 MedHcax nio2omoeku 00 yuacmi 8 0ocaioxcenni. Ilicns yboco nayienmis panoomizyeanu
abo 00 besnepepsnoi mepanii npomsicom 24 MudiCHI8 KOLICMUHOM Y U2IA0I CYX020 NOPOWIKY O
ineansayiu (oona xancyna 1,6625 man O/ 06iui Ha 0006y), abo 0o mpvox 28-0enHux Kypcie mepanii
moopamiyunom (moopamiyur 300 me/5 mn 08iui Ha 000y) i3 BUKOpUCMAHHAM Heby1al3epa.

Cepeons 3mina nokasnuxka OD@B1 (% 6i0 npoeno306ano20 3uayeHHs) 8i0 UXIOH020 pigHsa 00 24-
20 muoicna cmanosuna 0,964 y epyni konicmuny ma 0,986 y epyni moopamiyuny. Ckopueosana cepeons
piznuya migic epynamu w000 3minu ODB: (% 6i0 npoeHo3z06ano20) Ha 24-my mudicni cmaHosuna
—0,98% (95% CI 6i0 —2,74% 0o 0,86%). Taxooic ona ITT nonynayii ne 6y10 cmamucmuyHo 3Ha4ywoi
PIBHUYL MIdIC 2pYynamu woo0o CKOpu2o8anoi pisHuyi 1iky8anHs y 3MiHi hopcosanoi rcummeeoi emHocmi
nezetv (OIKEJI) 6i0 suxionoezo pists 0o 24-20 muoicus (0,01 1; 95% CI 6io —0,09 0o 0,10, p=0,886).

Oxkpim pe3yribmamis KiiHiuHOI e(heKmusHOCmi w000 NOKA3HUKIE (DYHKYIL 1ecetb, MAKONC HAABHI
O0aHi w000 6nIUGY mepanii Ha Hacmomy JIe2eHesUx 3a20CmpeHb Mda NOKASHUKU BUNICUBAHOCHII
nayieumie. Pesynomamu ananizy wo0o nezenegux 3a2ocmpeHv 3a 24 mudicHi cnocmepelceHHs npu
NOPIBHAHHI KOAICMUHY [3 MOOPAMIYUHOM NPOOEMOHCMPYSAIU MeHOeHYilo 00 OLibwoi wacmomu
3a2ocmpens y epyni Koaicmuwny, 6e3 cmamucmuuno 3uayywoi pisnuyi. RR=1,19 (95% CI 6io 0,86 0o
1,64). ll]ooo pe3ynbmamy 3a NOKA3HUKOM BUNCUBAHOCMI 3 Nepiod Cnocmepedcents 8i0 3 Micayie 00
12 micayis, 6 epyni mobpamiyuny 6y10 2 eunadku cmepmi, 00U08a 3 AKUX 868ANHCANUCS He NO8'A3aAHUMU
3 00CNI0HCYBaAHUM Npenapamom, ma giocymuicms cmepmeti 6 epyni konicmuny (RR=0,21 (95% CI 6io
0,01 0o 4,32)).

Taxum wunom, pe3yromamu cucmemamuyno2o o020y Smith et al., 2022, 6 axuii 01151 NOPIGHAHHSA
IHeANAYIUHO20 KONICMUHY MA HSATAYIUHO20 MOOPAMIYUHY BKIIOYEHO 00CaioxcenHs Schuster et al.,
2013, céiouams npo 8i0cymHicmy pisHUYI 3a O0CTIONCYBAHUMU KIHYEBUMU MOUKAMU MINHC IH2AAYIUHUM
KOJICMUHOM ma iHeanssyitHum moopamiyunom yepes 24 muoichi. Boonouac eapmo 3aznavumu, wo 6ci
nayiecHmu 00 paHoomizayii 3acmocosysany moopamiyuH, wo Hapasi He € NOWUPEHO NOMOYHOK
NPAKMUKOIO JIKYBAHHSA NAYIEHMI8 BU3HAUEHOI YiIb08oI Nonynayii 6 YKkpaini 3a kowmu 0epicagHozo
O10001cemy.

3a pezynomamom ananisy 6e3nexu 3a 0aHUMU OOCTIOHCeHH S, Wo onucane y nyoaikayii Hodson et
al., 2002, ecmanogneno, wo 3azanom npo@ine Oe3neku mooOPAMIYUHYy € NPULHAMHUM, WO MAKON’C
niomeepounu gaxieyi 3axnadié 0xopoHu 300p08’s. HK 3a3HAYEHO 3ASBHUKOM, ¢hapuneim 08
HAUNOWUPEHIUOow peakyiero, wo SUHUKIA N0 Yac JIKYBAHHA V 2pYhi JIIKYBAHHI MOOpAMIYUHY, a
NOCUNEHHSL KAUWLII0 — Y 2pYNi IKY8auHs Koaicmuny. Taxodc npu onumyeanti KiiHIiYHUX ¢axisyie 3ak1adie
OXOPOHU 300p08’sl 6CMAHOBNIEHO, WO NPU 00820MPUBATIOMY 3ACMOCYBAHHI MOOPAMIYUHY MOdiCe
cnocmepieamucy NOCUNIEHHS KAullio, OUCGHOHIS, NIOBUYEHHS NeUIHKOBUX NpoD, OMOMOKCUYHICIb ma
HegppomoKkcuyHicmo.

Taxum yunom, amaniz HAOAHUX 3AA6HUKOM OAHUX W00 NOPIGHSNbHOI KNIHIUHOI ehekmusHocmi
HeOYNi308aH020 MOOPAMIYUHY ma HebYNi308aH020 KONICMUHY TPYHMYEMbCA HA  Pe3yibmamax
PAHOOMIZ308AH020 KIIHIYHO20 00CNIOdNCeHHs, npedcmasienozo y nyonikayisx Hodson et al., 2002 ma
Adeboyeku et al., 2006. 3a nepioo cnocmepedicenns 4 mudicHi pe3ynrbmamu NOPIGHANbHOIL KIIHIYHOT
eheKmusHOCmi NOKA3anu, wo nNpu 3acCMOCY8AHHI MOOPAMIYUHY CHOCMEpIeanach MmMeHOeHYis 00
nokpawenus wooo sminu ODB; (p=0,008). I[nmepnpemayis ompumanux pe3yibmamise 00MerHcyemvcs
HU3bKOK MEMOOON02IUHOI0 AKICMIO OOCHIONCEHHS, A PA3OM 3 MUM, OLIbUICTb NAYIEHMIB 00 GKIIIOYEHHSL
Y 00CniOdCceH s NONEPeOHbO OMPUMYBANU KOLICMUH, WO MO2I0 BHIAUHYMU HA pe3yabmamu )y 2pyni
KONICMUHY uepe3 NONepeoOHE TIKYBAHHA I[HeANAYIUHUM KOJNICMUHOM mMa UMOGIPHUU PO3BUMOK
pe3ucmenmuocmi. 3a pezyromamamu S-miciunoco cnocmepedicenns (Adeboyeku et al., 2006), y
nayienmis nicis nepexoody 3 KOICMUHy Ha MoOpaAMiyun cnocmepieanocs NOKpaujenHs OyHKyii 1ecetsb
31 30inbuwennam OD@B: na 0,35%, moodi ax niciis nepexody 3 mooOpaAMiyuHy Ha KOLICMUH — NO2IPULEHHS]
31 snudcennsam ODB: na 0,88% (p=0,0002).
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Jooamxosuil ananiz danux Koxpaniecokoeo cucmemamuynoeo oanady (Smith et al., 2022), axuti
sxarouas oocuiodcenns Schuster et al., 2013, He 8us6U6 cMAMUCTMUYHO 3HAYYWUX BIOMIHHOCIEN MIdIC
IHeANAYIUHUMU KOAICMUHOM MA MOOpamiyuHom y nayicHmis i3 MyKogicyudoszom uepe3 24 mudichi
niky8anus. OQOHAK MONCIUBICMb NPAMOI eKCMpanoaayii OmpumMaHux pe3yibmamis Ha NONYaayio
nayicumie 6 Yxpaini obmedicena, uepe3 NONEPeOHE NIKVBAHHA NAYIEHMIE MOoOPAMIYUHOM OO0
panoomizayii, wo Hapasi He € NOMOYHOI KIIHIYHOIO NPAKMUKOIO 3a KOWMU 0ePAHCABHO20 DI0OIHCEM).

B moti oce uac, xoua naseui 0okazu nOpPieHANILHOL KIIHIYHOI ehekmusHoCcmi HAOAHT 3AsI8HUKOM
(Oocniodcenns Hodson et al., 2002) ma npoananizosani 000amxo80 Yno8HOBANCEHUM Op2arHom (Smith
et al, 2022) maromv obOmedcenHs, MOOPAMIYUH PEKOMEHOOBAHUU MINCHAPOOHUMU KAIHIYHUMU
Hacmanogamu, exnoueruti 00 Kuiniunoeo npomoxony “Myxosicyudos” ma wupoxo 3acmoco8yemscs 8
c68imi, 30KpeMa y nouep2osux cxemax 3acmocy8anHs i3 KOAiCMUHOM 05l IIKY8AHHS XPOHIUHOI le2eHeBol
ingexyii, cnpuuunenoi Pseudomonas aeruginosa y nayienmis iz MyKogicyuoo3om.

ToOpaminuH s IHTadAIId HE BKIOYeHUH 10 ba3oBoro mepesiiky OCHOBHHX JIIKaAPpCBKUX
3aco6is BOO3, 2025 poxy (WHO Model List of Essential Medicines)™8.

Cepen rany3eBux CTaHIapTiB y cepl OXOPOHU 310pOB's YKpaiHu TOOpaMillMH y GopMi IHTaNISIIIi
BKIIOUeHUH 10 17 Bumycky Jlep:kaBHoro ¢opmyasipa JdikapcbKux 3acodiB (Hakaz MO3 Ykpainu Bix
13 uepBHs 2025 Ne 971)%°.

3a 1aHMMH peecTPy MEIUKO - TeXHOJOTiYHHMX JOKYMEHTIB 3i cTaHaapru3amii MeIu4HOl
AOMOMOIM HasBHUN YHIPIKOBAaHUN KIIHIYHUNA MTPOTOKON MEPBHHHOI, EKCTPEHOI, BTOPHHHOI
(cmemianmizoBaHOl) Ta TPETHHHOI (BHCOKOCHEIIai30BaHO1) MEIUYHOI JomoMoru “MyKoBiciuo3”,
3arBepmkennit Hakazom MO3 Ykpainu Binx 15.07.2016 N972320, JIe TOOpaMilliH PEeKOMEH/IOBAHHH SIK
IHTaMAUIRHUN aHTUOI0TUK TS JIIKYBAaHHSL XPOHIYHOI JiereHeBoi iHdekiii, cnpuynHenoi Pseudomonas
aeruginosa, y XBOpUX Ha MyKOBiCIIH]I03.

Y mpoToKoJIi 3a3HaYEHO, IO KOJIM HE BJAETHCSI BAKOPIHEHHS, 1 PO3BUBAETHCS XPOHIYHA 1H(EKITis
Pseudomonas aeruginosa, iHransmiiiHa aHTHOAKTepiagpbHa Tepamis 3 JOBEICHOI e(PEKTUBHICTIO
CKOpOUY€E JIET€HEBI 3arOCTPEHHs, MOKpallye (PYHKIIIO JIETeHb 1 MOJIETHIYE PeclipaTOpHI CUMIITOMH,
TOMY BOHA € YaCTMHOIO CTaHJApTHOI AonoMoru. lHransmiiiHa aHnTuOakTepiajibHa Teparis NOBHHHA
MpHU3HAYATUCS SIK TpUBaia MIATPUMYIOUYa Tepamis, 3 JIKyBaHHSAM a0 €IWHUM MpenaparoMm, adbo 3
YepryBaHHAM pI3HUX aHTUO10THKIB. KopucTh Bif JIKyBaHHS MEpeBaKye pHU3HK, MOB’SI3aHUI 3
PO3BUTKOM PE3UCTEHTHOCTI MIKpOOiB, $KYy 3a3BHYail [0NAaIOTh BHUCOKI MICIEBI KOHIEHTpaIlii
aHTUO10THKA.

XpoHiuHa JereHeBa iH(EKI[is BU3HAYA€ThCs pe3yIbTaTaMM aHaji31B 3a Kputepisimu mkainu Leeds:

- HIKOJIU: KOJTHOTO pa3y He BUCIBayIaCs;

- BIJICYTHS: BHCIBaJIacs paHillie, ajie He B MUHYIIOMY POIIi;

- MUHyIIa: BUuciBaiacs B MeHI 50% 3pa3kiB TOpiK (HOBUHHO OyTH 4 3pa3Ku Ha pIK);

- XpOoHI4YHa: BUCiBayacs B OL1b HixK 50% 3pa3kiB.

K110 TUTHHA € KIIHIYHO 3I0POBOI0, TO PEKOMEHI0OBAHO MPOBOAUTH IHTAJISAIT KOJTICTUHY JBIUl
Ha JIeHb; SKIIO BiIMIYa€ThCs TMOTIPIICHHS CTaHy AUTHHU — YEepPryBaHHs IHTAALINA TOOpaMillUHY Ta
KOJIICTHHY.

SIkmo (yHKIIsS JereHb MPOJIOBKY€E 3HMKYBATUCh — JOJATH aHTUOIOTMKH BHYTPIIIHBOBEHHO 2
TixkHI. [Ipy mpoBeneHH1 OUIBII HIXK OJHOTO KypCy BHYTPIIIHbOBEHHUX aHTHOIOTHKIB Ha J€Hb Ta
(byHKIIIA JIeTeHb TPOI0BXKY€E 3HUKYBATHCh — MTOCTINHI 1Hransanii roopaminuny 300 Mr ABidi Ha JeHb, 28
JTHIB, 1110 YepryeThes 3 IepepBaMHu JIIKyBaHHS Ha 28 JTHIB.

Ilepwa ninis 6HympiuHb08eHH020 86€0eHHs AHMUOIOMUKIE: moopamiyun + yegpmasuoum, opyea
JUHISL — Meponenem + mobpamiyun (AKwo eudineHul St.aureus, Moxce 6UKOPUCTOBYBAMUCS AK Nepula

18 https://www.who.int/groups/expert-committee-on-selection-and-use-of-essential-medicines/essential-medicines-lists
Bhttps://moz.gov.ua/uk/decrees/nakaz-moz-ukrayini-vid-13-06-2025-971-pro-zatverdzhennya-simnadcyatogo-vipusku-derzhavnogo-formulyara-likarskih-
zasobiv-ta-zabezpechennya-jogo-dostupnosti

20 https://www.dec.gov.ua/wp-content/uploads/2019/11/2016_723_ykpmd_mkvsz.pdf
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NMHi);  HacmynHi  eapianmu (8  OyOvb-aKOMYy — HOPAOKY) —  A3UMPOMIYUH,  AMIKAYUH,
MuKapyuiin+K1a8yI1aHo8a KUCI0ma, ninepayuiin, pocoomiyuH.

VY nocbe mpeAcTaBiIeHi HACTYIHI Mi’KHAPOJHi KJIiHIYHI HACTAHOBM Ta HACTAHOBH HAYKOBHUX
TOBAPHCTB iHO3eMHHMX KPAaiH B IKUX TOOPaMIIIMH pEKOMEH/I0BAHO SIK JIIKAPCHKH 3aciO JyIsl TIKYBaHHS
XpOHIYHOI JiereHeBoi iH(eKIii, cnpuunHeHoi Pseudomonas aeruginosa, y XBOpUX Ha MyKOBICITUI03:

1. Pexomennanii HanioHaJbHOr0 iHCTUTYTY OXOPOHM 30POB’Sl i TOCKOHAJIOCTI MeIUYHOI
ponomoru Besukoi bpuranii mono aiarnocTuku ta JikyBanHsa mykosicuuaosy. Cystic fibrosis:
diagnosis and management. NICE guideline, 20172,

Ynoenosasicenuti opean 3aysasicye, wo onyonikoeani pexomenoayii' y 2017 poyi, 3arumaromocs
YUHHUMU 3 YPAXYBAHHAM NOCAIO0B8HUX PEOAKYIIHUX OHOBIEHb, WO OVIU 8HECeHi 00 OOKYMeHmA, 30Kpemd
akmyanizosanoi peoakyii cmanom na 2026 pik. 3asnaueni onosnenHs He nepedbauanu nepensoy
KIIHIYHUX ni0Xo0ie 00 I[HeansayiuHoi mepanii, momy 6ION0GIOHI peKoMeHOayii 6 yili 4acmuHi
3anumaromscs 6e3 3MiH HOPIGHAHO 3 NEPEUHHOIO BEPCIEI0 OOKYMEHM).

Pexomenoauyisn 1.6.39

Jlnsi marieHTiB i3 XpOHIYHOIO iH(eKuie, cnpuunHeHo Pseudomonas aeruginosa, y sSKHX
B1JI3HAYAETHCS KIIIHIYHE MOTIPIIEHHS CTaHy MOMPH PEryJsipHE 3aCTOCYBaHHS IHTANIALIIMHOTO KOJICTHHY,
CIIIJT PO3TJISTHYTH TpPH3HAYCHHS a3TpeoHaMy Ul HeOymaiidepa, ToOpaminuHy aJiss HeOymnaizepa abo
MOPOIIOK i iHranaropa (anri. dry powder for inhalation) 3 To6pamitiuHoOM.

Pexomenoauyin 1.6.40

ToOpaMillMH y TOPOIIKY Ui IHTasiil peKoMeHAyeThes K BapiaHT y kepiBHUITBI NICE nns
JKyBaHHSA XpOHIYHOI JereHeBoi iHpekmii, cnpuumHeHoi Pseudomonas aeruginosa, y mromed 3
MYKOBICITU/I030M, JIMIIE SIKIIO HeOynai3epHUi TOOpamillMH BBaXKA€ThCS BIAMOBIIHUM JIIKYBaHHSM,
TOOTO KOJIM KOJIICTHH MPOTUITOKA3aHUH, HE IIEPEHOCUTHLCS a00 HE JIaB aJIeKBATHOI KJIIHIYHOT BiMOBIII.

2. PexoMenaanii €BponeiicbKOro KOHrpecy 3 MyKoOBiCIIM/I03y 110/10 HAWKPAIIOi NPAKTUKU:
nepersia 2018 poxky. ECFS best practice guidelines: the 2018 revision??,

SIkmo epaauKkariifHa Tepamisi HE Jajla pe3ysbTaTiB, JIarHOCTYEThCS XpOHIUHA iH(EKIis Ta
PO3IMOYMHAETHCS JTIOBMOTPUBAJIA IHTAJAIIMHA aHTUOIOTHKOTEpamis. 3rigHo 3 pekoMmeHnpamismu CIIA,
namieHTaM crapiie 6 pokiB 13 XpoHiuHOI Pseudomonas aeruginosa peKOMEHAYETbCS MPOBOJIUTH
iHTamAnii TOOpaMillMHOM dYepe3 MiCsIb, HE3aJeXHO BiJ THKKOCTI 3aXBOPIOBAHHS JIET€Hb, Ta
MIPOJIOBXKYBATH 11 HEOOMEXEHO JOBro. Xoda JOCHIKEeHb JJIs AITed BIKOM /10 6 pokiB Opakye, y wLii
BIKOBI TPyl TaKOXX pPEKOMEHIYEThCs JIKYBaHHS EKBIBaJIEHTHUMHM jao3amu. JlilleH30BaHa cxema
nikyBaHHsS cTaHOBUTH 300 MT 11Bi4i Ha IEHb MPOTITOM 28 JIHIB, YEPTYIOUHUCH 3 28-7I€HHOIO TIEPEPBOIO HA
JiKyBaHHA. Byno mokaszaHo, mo iHramsamis cyxoro mnopoiky toopaminuny (TOBI Podhaler™) mae
€KBIBaJICHTHY €(EeKTUBHICTh. SIK €BpomeNchKi, Tak 1 aMEepUKAHCbKI pPEKOMEHJallll PEeKOMEHIYIOTh
IHTJISilI0 a3TpeoHaMy Ji3uHy sK anbrepHaTuBy. Komictun (2 MO nBiui Ha J€Hb) LIMPOKO
BUKOPHUCTOBYEThCSI B €BpOINl, a TENep TaKOX JOCTYNHHUH Yy BUIIIAAI cyxoro nopoimky. Cremianict-
¢izioTepaneBT NOBMHEH KOHCYJIbTYBaTH IIOAO Yacy 3acTOCYBAaHHS IHTaALIMHUX NpenapaTiB Ta
BIAMOBIAHUX METOIB 1HTAIAL].

Vnoenosascenum opearom npoananizosano nyéaixayiro Burgel P, Southern K, Addy C.
Standards for the care of people with cystic fibrosis (CF); recognising and addressing CF health
issues. Journal of Cystic Fibrosis, 2024; 23, 187-20223, saxa € mpemuworio i3 cepii uomupvox nybnikayii,
Wo OHOBNIIOMb CMAHOAPMU HAOAHHA MeOUYHOI O00ONoMo2u NAYIEHMAM 3 MYKOBICYUOO30M,
niocomosnenux European Cystic Fibrosis Society (ECFS). Ilicna écmanosnenns xporiunoi inghexyii
Pseudomonas aeruginosa eeponeuicoki ma amepuxancbKi HACMAHOBU PEKOMEHOYIOMb JIKYEBAHHS I3
3ACMOCYBAHHAM — 00820MPUBANOL  [HeANAYIUHOI mepanii aHmMubiomukamu, aKmueHUMU NPOMU
Pseudomonas aeruginosa. Obudsea kepienuymea peKoMeHOYIOMb IHeANAYIUHUL MOOPaAMIYUH 5K
mepanito nepuioi Ninii, wo 3acmocogyemucs yuxiamu 28 OHie niKyeants/28 OHie nepepsu, a asmpeoHam

2 https://www.nice.org.uk/guidance/ng78/resources/cystic-fibrosis-diagnosis-and-management-pdf-1837640946373
22 https://pubmed.ncbi.nlm.nih.gov/29506920/
2 https://www.cysticfibrosisjournal.com/article/S1569-1993(24)00005-5/fulltext
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JU3UH — AK PEeKOMEHOO0B8aHy dlbmepHamugy. €8poneicvKi peKomMeHoayii maxoxdc peKoMeHOYIOmb
iHeanAYIUHUL KOAICMUH SIK 000AMKO8) ANbMEPHAMUBY THSAIAYITUHOMY MOOPAMIYUH)).

3. Kuiniuni pexomenaanii: Jlorusia 3a AitbMu 3 MmykoBicuuaozoM. KopoJiBcbka JikapHs
Bpomnron, Beauka Bpuranis. Clinical Guidelines: Care of Children with Cystic Fibrosis Royal
Brompton Hospital, 20232,

Jixysanmns xponiunoi ingexyii Pseudomonas aeruginosa:

- IEpIIOI0 JIIHIEI Tepamii NpH XpOHIUHINA JiereHeBid iHQEKIii € TpuBaje 3acTOCYBaHHS
IHTISIIIITHOTO KONICTHHY;

- Ans jAiTed i3 XpOHIYHOIO mepcucteHuiero Pseudomonas aeruginosa, 1o CympOBOIKYETHCS
BUPQXEHUMHU PECHIPATOPHUMH CUMIOTOMaMU Ta 3HUKEHHSIM (YHKUII JIeTeHb, CHiJl PO3IJISHYTH
MO>KJIMBICTh YepryBaHHsl HeOynaiizepiB ToOpaMinuHy Ta KojicTuny. ToOpaminua TpeGa po3risHyTH,
SIKII0, HE3BAYKAIOUM Ha IMPOJOBKEHHS Tepallii 1 100py MPUXWIbHICTh J0 JIKyBaHHS, (QYHKIlis JIETeHb
MIPOOBXKYE 3HIKYBATHCh a00 € MoTpeda B OLIBII HIXK OHOMY KYpCi BHYTPIIIHBOBEHHOTO aHTUOI0THKY
BIIPOJIOBX MONEPETHHOTO POKY;

- PCKOMEHIOBaHMM MoeTamHuid Miaxin. KomiCTHH 3amumnraeTbCs TEPIIO0 JIHIE Teparii, a
YepryBaHHA TOOpaMillUHY 3 KOJIICTHHOM 3ajIHINA€ThCS IPYTOI0 JIIHIEIO JIIKYBaHHA. A3TpeoHaM €
TPETHOIO JIHIETO, 10 YEPTYETHCS 3 KOJTICTHHOM;

- a3TpeoHaM MOXe OyTH PO3IIISIHYTHH, SKIIO BCE IIE€ CIIOCTEPIraeThCsl MPOrpecyroda BTpara
¢byHkuii JereHs (BU3HadaeThes sk 3HKeHHS ODPB1 Ha >2 % Ha piK y BiICOTKax Bijf MPOTHO30BAHOTO)
abo € mocriitHa morpeda y BHYTPIIIHLOBEHHI Teparii py 3aroCTPeHHSX, TOOTO >2 Ha PiK, HE3BAXKAIOUH
Ha TEpaIilo 3a CXEMOIO YepryBaHHs TOOpaMilliHy Ta KOJICTHUHY;

- KOJIICTUH MOXHa IIPU3HAYaTH MTOYEProBo 3 TOOpaMIlIMHOM 3aJIeKHO BiJI KIIHIYHOI BiAMOBIl Ha
MONePe/IHI JIIKapChKi 3aCO0H.

Ynoenosaoswcenum  opeanom  npoananizosano makodc Icnancekuit  Koumcewcyc w000
npoginakmurku ma aAiKyeanHa Oponxianvhux ingexuii, cnpuuunenux Pseudomonas aeruginosa, y
nayienmie i3 Mmykosicuuoozom. Spanish Consensus on the Prevention and Treatment of
Pseudomonas aeruginosa Bronchial Infections in Cystic Fibrosis Patients, 2015, de 3asnaueno, wo y
00CNIOMNHCEHHI, WO NOPIBHINBANI0 HeOYNI308AHULI MOOPAMIYUH Mma HeOYNi308aHUll KOIICMUH, OLIbWiCMb
nayicHmie pawiule ysce ompumysanu KoaicmuH. B obox epynax cnocmepicanocs 3HauHe 3HUIICEHHS
Kintbkocmi  konoHiti  Pseudomonas aeruginosa, oowaxk Jauwe 'y 2pyni mobpamiyuny 06y10
NPOOEMOHCMPOBAHO CIMAMUCIUYHO 3HAUYUe NoKpaujernHs Gyukyii necens. CmaHom Ha oamy po3pooxu
KOHCEHCYCYy OOCMYNHI O0eKilbKa mepanesmudnux onyiu Osl JIKYBAHHSA XPOHIYHOI OpPOHXONe2eHe8oi
iHgexyii, exntouaroyu Oe3nepepeHe 3ACMOCYBAHHA [HeANAYIUHO20 KOAICMUHY ab0 28-0eHHi yukiu
mepanii moobpamiyunom uu asmpeonamom. OcKinbku Oinbuwicms nepegae, O0CASHYMUX NIO YAC
NKY8anHs, He 30epicaiomuvcs y nepioou 6e3 mepanii, 6ynu po3pobieHi albmepHaAmuHi peicumi,
30Kpema be3nepepene iHeANAYIlHe 3ACMOCY8AHH AHMUOIOMUKIB, NoYepeosi abo pomayiuni cxemu, a
MAaKodc CKOpoUueHi yukau (Hanpuknao, 14-denni yuknu «on/off») (pieens dokazoeocmi I1I-A).

Omorce, 3a pezynomamom ananizy Kniniunozo npomoxony “Mykogicyudos” eécmanosneno, ujo
iHeanayitiHa aumubaxmepiaibHa mepanisi € 4ACMUHOW CMAHOAPMHOI donomocu OJisl JIIKYBAHHS
nayienmie 3 MYKOBICYUOO30M mMa XPOHIUHOW JleceHegolo iHgexyicio, cnpuuunenolo Pseudomonas
aeruginosa, wo cKOpoUye Jle2eHesi 3a20CMpeHHs, NOKPAuye QyHKYito 1e2ens i noie2uLye pecnipamopHi
cumnmomu. AKwjo nayienm 3 XpOHIUHOW JleceHesolo IHgexyieto, cnpuyunenoro Pseudomonas
aeruginosa € KiiHiuHO 300P08UM, PEKOMEHOOBAHO 3ACMOCYBAHHS THeaNAYIl KOIICMUHY 08i4i Ha OeHb.
Ilpu nocipwenni cmany OumuHU peKoOMeHO08AHO NPOBOOUMU YeP2YBAHHS TH2ANAYIU MOOpaMiyuHy ma
konicmuny. Xoua Kniniunuu npomoxon ‘“Mykosicyuoo3” 3acmapinuii ma nompebye OHOBIEHHS,
8I0N0BIOHO 00 HAUIHOBIWUX AKMYANbHUX MIHCHAPOOHUX PEKOMEHOAYitl KOpOoriecvKoi nikaphi bpomnmor,
2023 Ona niKysanHs nayieHmia 3 XpoHiunoio ingexyito, wjo cnpuuurnena Pseudomonas aeruginosa, npu
NO2IPUIeHHI CIaHy NaAYiEHMa peKOMeHO08AHO MAKONC Yep2YyB8aAHH MOOPAMIYUHY 3 KOTICIUHOM.

24 https://www.rbht.nhs.uk/sites/default/files/Cystic%20fibrosis%20guidelines/CF%20G%202023/CF%20guideline%202023%20FINAL_081223.pdf
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3) naHi MO0 €KOHOMIYHOI JOLIJILHOCTI B YaCTHHI e()eKTMBHOCTI BUTPAT BUKOPHUCTAHHS
JIKapcbKOro 3aco0y BiINOBIIHO [0 PEKOMEHIOBAHOI IIKAJW TIPAHUYHHUX 3HAYEHb
iHKpeMeHTAaJBLHOr0 MOKA3HUKA eeKTUBHOCTI BUTPAT B YKpaini

EdexTuBHICTh BUTpAT TOOPAMIIIMHY B IOChE OyJia OIliHEHA 13 3aCTOCYBaHHSIM METOJIB “BUTpATH-
edextuBHIcTE” (COSt-effectiveness) Ta “BurpaTr-kopucth” (cost-utility), y SKUX OLIHIOBAJIMCS J0JaHI
poku xuttsa (LYG) Ta momani poku KUTTS, ckopuroBaHi Ha skicTh (QALY), ski mojae marieHTy
3acTocyBaHHA ToOpaminuHy. BuOip 3asBHUKOM MeTony (apMaKOCKOHOMIYHOTO aHami3y “‘BUTPaTH-
e(eKTUBHICTH OOIPYHTOBYETHCS CTATUCTHYHO 3HAUYIIOK pi3HuLE0 B 3MiHI O®B: Bif BuXiIHOTO
piBHS TpU 3acTOCYBaHHI TOOpaMmillMHy MOPIBHAHO 13 KOJICTMHOM Yy XBOPUX Ha MYKOBICIIHIO3,
YCKJIQJHEHUH XPOHIYHOIO JIETeHEeBOIO 1H(]eKmier, cnpuunHeHoro Pseudomonas aeruginosa. Bubip
3asIBHUKOM METONy (hapMaKOECKOHOMIYHOTO aHaNi3y “BUTPATH-KOPHUCTH SK OKPEMOTO BUAY aHAII3Y
“BuTpaTu-e(EKTUBHICTE OOIPYHTOBAHHMI BH3HAYCHUMH B JIITEpATypl, B TOMY YHCII 3a pe3ybTaTaMu
KIIHIYHUX JOCIIPKEeHb, TOKa3HUKaMHU KOPHCHOCTI B CTaHax 3JI0POB’S BIANOBIAHO O Pi3HUX PiBHIB
¢yukuii nerenb (OPB1) 1 TOKa3HUKIB 3HUKEHOT SIKOCTI JKUTTS MPH JIETEHEBUX 3aTrOCTPEHHAX, YacTOTa
BUHUKHCHHS SIKMX TaKOX 3aJIe)KHTh Bix ODB:.

BpaxoByroun HasgBHICTH pe3yNbTaTiB KIIHIYHOT €(EeKTHUBHOCTI [UIsi BIKOBUX MIATPYN B
nocmimkenni (my6mikanis Hodson et al., 2002%°), 3asBaukoM 6yI0 TIPOBEAEHO aHAN3 €()EKTHBHOCTI
BUTpAT AJISl TPHOX MIATPYI MalieHTiB: aitu (6-12 pokis), migmitku (13-17 pokis), nopocii (crapiie 18
POKIB).

dapMaKkOEKOHOMIUHI PO3pPaXyHKH METOAOM ‘‘BUTPaTH-EPEKTUBHICTH” Ta ‘“‘BUTPATU-KOPUCTH’
0a3yroThCst Ha MoJiesli MapKoBa 3 IIUKJIaAMU TPUBATICTIO 28 JTHIB Ta MOKUTTEBUM YaCOBHM TOPH30HTOM
TpuBajicTiO 90 poKiB ISt AiTer, 83 — s MiUTITKIB Ta 78 — IJIs JOPOCIHX 10 JOCATHEHHS 95 pokiB. Y
MOJIeJIi MOKAa3HUKHU BUTPAT 1 e(heKTUBHOCTI OyNIU TMCKOHTOBAaHI 3a cTaBkow 3%. Y Mozenb BKIOYEHO
TIJBKH MPSIMi BUTPATH.

Ctpykrypa mMojeni ¢papMakoeKOHOMIYHOTO aHaii3zy mepeadayae 5 craniB: “ODB: >70-99 %”,
“ODB:1 4069 %”, “ODB: <40 %, “miciig TpaHCIUIAHTAIlii JIeTeHb Ta “cMepTh . Bel maiieHTn B Mexax
MOJIeJIi MOYMHAIOTh PyX 3 OJIHOTO 31 CTaHiB, sIK1 XapakTepu3ytoTbes piBHeM ODBi: «ODB: >70-99 %o»,
«ODB: 40-69 %» Ta «ODB: <40 %p. [lepBUHHUEI PO3MOMLT MAIIEHTIB HA IMOYATKy BXOJDKCHHS B
MoJiesib OyB BU3HAUEHUI Ha OCHOBI JaHUX PO PO3MOJILN maiieHTiB 3a piBHeM ODB: 11 Ykpainu 3
Pecctpy ECFS?®. B koxHOMY i3 IIUKIIiB MO/ TAI[i€HTH MOKYTh 3aTUIINTUCH B iXHOMY TTOTOUHOMY
cradi 3a piBHeM O®DB,, nepeiitu y cran 3 Bunmm pisaeM OPB1, 3 Huxuum piBHeM ODB1 abo momepTH.
[Tamientn 3 ayxe HU3bkuM piBHeM O®B: (<40 %) MoXyThb 3a3HaTH TpaHCIUIAHTALll JIET€Hb 1 B
MOJIAJIBLIIOMY HEe OTPUMYBATH IHTAJALIIHOI Teparii i3 3aCTOCYBaHHAM TOOpaMilluHy a00 KOMICTUHY AT
niKyBaHHS XpOHiuHOI JereHeBoi iHdexiii, cnpuumnenoi Pseudomonas aeruginosa. MmosipricTh
MPOBEJICHHS TpaHCIUIaHTallli JIETeHb B MOJENi BpaxoByBala (PaKTHUYHI MOTYXHOCTI YKpaiHCHKOT
CHUCTEMHU OXOpPOHU 3J0pOB’s y cdepl TPaHCIIAHTOJIOTII, sfika cTaHOBUTH 0% BIAMOBIIHO IO JaHUX
Peectpy ECFS.

36epmaemo ysacy, wo 3a OaGHUMU 3AA6HUKA (PAKMUYHA UMOBIDHICMb MPAHCHIAHMAYI] 1e2eHb
nayienmam i3 mykogicyuoosom cmanosums 0% 6 Yxpaini i, 6i0nogiono, 6 moodeni He 8paxo8ana
LLMOGIpHICMb Mpancnianmayii recenv ma ii gapmicmo. Takoowc axieyamu cneyianizo8anoi 0epicasroi
yemanosu “‘Ykpaincokuil yeHmp mpamcniaHm-koopouxayii’ 3a3HaueHo, wjo 3a HAA6HUMU OAHUMU
€0unoi deporcasHoi inghopmayitinoi cucmemu mpancnianmayii Opeanie ma mKAHUH ceped peyunicHmis,
SAKUM NPOBEOeHO MPAHCNAAHMAYIl leceHb ma KOMNaeKcy cepye-iez2eti y nepiod 3 01 ciuns 2021 poky
no 20 aucmonaoa 2025, siocymui peyunienmu 3 0iacnozom « MyKkogicyuoosy», He3anedcHo 6i0 ix 6iK).
Bpaxoeyiouu ece euwesaznavene, 6 peanvHiu KUHIYHIL npakmuyi 6 YKpaini nayienmam 3
MYKOBICYUOO30M He NPOBOOSiMb MPAHCHIAAHMAYIIO 1e2eHb, MOMY Y 8UCHOBK) YNOBHOBANCEHO20 OP2aAH)

% Hodson M.E., Gallagher C.G., Govan J.R. A randomised clinical trial of nebulised tobramycin or colistin in cystic fibrosis. Eur Respir J. 2002 Sep; 20
(3): 658-64.
% https://pr.ecfs.eu/annual-reports/
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3 OYIHKU MEOUYHUX MEXHOJI02II He 8PAX08AHO MPAHCHIAHMAYIIO 1e2eHb, KDIM aHAi3y Yymaueocmi, ma
He npedCcmasieHo NPUNyujerHHs, no8 s3ami 3 MmpaHcnIaHmayicro.
VY KOKHOMY 31 CTaHiB 370pOB’s, Ke XapakTepusyroThcs piBHeM ODBi, mamieHT MOXe 3a3HaTH
MOMIPHOTO a00 Ba)KKOT'O JIETEHEBOI'O 3arocTpeHHs. Bajkke 3arocTpeHHs € HeOe3MeUyHUM IS JKUTTS
MarieHTa, ToMy Horo HeoOXiHO JIIKyBaTH B yMOBAaxX CTaIliOHApY.
Pesynbratu apMakoeKOHOMIUHOTO aHali3y 13 3aCTOCYyBaHHSIM Mojeni MapkoBa HaBelE€HO Yy

Tabnumi 6.

Tabauusa 6. Pesynbrati (papmMakoeKOHOMIYHOTO aHami3y TOOpaMIIMHY i3 3aCTOCYBaHHSIM MOJEi
MapxkoBa 3a JaHUMH 3assBHUKA

ETta Po3ain Onuc
1
Oyinosana mexnHon02is. TOOPaMIIUH.
1 Beryn Komnapamop: konicTuH.
Monens MapkoBa Oyno nodynosano B MS Excel.
Konrekct [{imp0Ba MOMYJIAIiS: TAIEHTH 3 MYKOBICIIUI030M BiKOM BijJ 6 pOKiB 3
2 JOCIIJPKEHHSA XPOHIYHOIO JIETEHEBOKW 1H(QEKI€, cnpuunHeHow Pseudomonas

aeruginosa.

dapMakOEKOHOMIYHHN aHaJi3 TMPOBENEHO JUIS JIOKAIBHUX YMOB
YkpaiHu 3 MepCIeKTHBU CHUCTEMH OXOPOHH 3JI0pOB’sl (TUIATHUKA Y
chepi OXOPOHH 310POB’S).

[ToXuTTEBUIT YacOBHIA TOPU3OHT MOJICITIOBAHHSA CTaHOBUTH 90 pOKiB
oI gited, 83 — s miunTkiB Ta 78 — s gopociux. 3asBHUK
3a3Hayae€, IO TOYATOK JIKYBaHHS B KOXHIA 13 BIKOBHX KOTOPT
BiI0OYBa€ThCS y HAWHMKUOMY 3HAYCHHI BIKOBOTO [iama3oHy, TaAKUM
YMHOM MOJENb JIO3BOJISIE YHUKHYTH 3aBHUILEHHS EKOHOMIYHOI
e(EeKTUBHOCTI TOOpaMillMHy, OCKUIBKM OXOIUIIO€ BHUTpPAaTH Ha
JIKYBaHHS B HAlJOBIIOMY MOXJIMBOMY Tepioai. ToMy no4aTkoBHil Bik
JUTSL TITEH CTAaHOBUTH 6 POKIB, JUIS MiTITKIB — 13 pOKiB, IS TOPOCITUX
— 18 poxkiB.

CraBka AMCKOHTYBaHHsI JUIs BUTpAT Ta pe3ynbTaTiB — 3%.

Hani momo epeKTUBHOCTI: I mepmux 4 THXKHIB MOJETIOBaHHS
3assBHUKOM OyJIM BUKOPUCTAaHI JIaH1 111010 €(peKTUBHOCTI 3 MmyOmiKamii
Hodson et al, 2002, npu nboMy TPUBaIiCTh MOIECIIOBAHHS BiMOBITa€
TPUBAIOCTI CIIOCTEPEKEHHS B TOCIHKEHHI. J[J151 HACTYMHUX 5 MICSAIIIB
MOJIETIIOBaHHSl 3asABHUKOM OyJM BHKOpPUCTaHI JaHl 3 myOmikamii
Adeboyeku et al, 2006%, mo Takox BimmOBigae TPHUBAJIOCTI
3aCTOCYBaHHS TOOpaMILMHY YW KOJICTUHY IICIS MEpioy BUMUBAHHS
B JIOCJII/DKEHHI. B mopanbimomMy npu MojientoBaHHi JiereHeBa (pyHKIis
MAIIE€HTIB 3HUKYETHCS 31 MBUAKICTIO, BA3HAYEHOIO 33 PE3yIbTaTaMHu
JIOCITiIKEHHs HaTypajibHOTo Tepebiry xBopobu Earnest et al, 20207,
3asBHMK 3a3Havyae, MIO0 TAaKUM YHHOM B YMOBaxX BiJICYTHOCTI
JIOBFOTPUBAJIMX CHOCTEPEKEHb 3a MalllEHTaMU B MEXax JOCIIIKEHb
e(EeKTUBHICTh TEXHOJIOT1H B MOieNi He Oy/ie IePEOIIHIOBATHCS.

Jani mono Oe3neku: myouikamis Hodson et al, 2002.

27 Adeboyeku D., Scott S., Hodson M.E. et al. Open follow-up study of tobramycin nebuliser solution and colistin in patients with cystic fibrosis. J Cyst
Fibros. 2006 Dec; 5 (4): 261-3.
28 Earnest A., Salimi F., Wainwright C.E. et al. Lung function over the life course of paediatric and adult patients with cystic fibrosis from a large multi-

centre registry. Sci Rep 10, 17421 (2020)
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Jani mopo kopucHocti: myOdmikarii Panguluri S. et al., 2017% Ta
Tappenden P. et al., 2014%,

3a pe3ymbTaTaMH CKOHOMIYHOI OIIIHKH Yy MEXax IOXKUTTEBOTO
YacOBOT'O TOPH30HTY, BPAXOBYIOYH TUCKOHTYBaHHS, OyJIO OTPUMAaHO

pe3yJIbTar:

Tobpaminua Komictun Pizauns
Pe3yabTaTu MeToay “Burpatu-edekruBHicts”, LYG
Jitn 15,33 9,54 5,79
ITiriTku 14,49 10,30 4,19
Jopocni 12,01 10,09 1,92
Pe3yabTaTu MeToay “BUTpaTH-KOPHUCTHL”, QALY
Jitn 12,54 7,48 5,06
ITiuriTkn 11,71 8,03 3,68
Jopocni 9,37 7,70 1,67

BUTpAT

3 Po3zpaxynok

Kareropii npsMux BUTpaT, 10 BKIOYEHI B MOJEIIb!

) BUTPATH HA KypC Teparii JiKapCbKUMHU 3aCO0aMu;

° BUTPAaTH Ha JIarHOCTUYHI HPOLEIypPH, SKI CYNPOBOIKYIOThH
NPU3HAYCHHS | MOHITOPHUHT TEpaIlii;

° BUTpaTH Ha JIKyBaHHS MOOIYHHUX peakiid 3 ypaxyBaHHIM
HMOBIpHOCTI X BUHHKHEHHS;

° BUTPATH Ha JIIKYBaHHsS Ba)XKOI'O JIETEHEBOTO 3arOCTPEHHS, IO
NPU3BOJMTH A0 TOCTiTami3amii (B Mekax 3MO/ICTbOBAHOTO aHATII3Y).
Henpsimi BUTpaT B aHasi3 BKJIIOYEHI HE OyIu.

3asBneHa I[iHOBAa TIPOTO3MWINiS 3asiBHUKA Ha JIKapChbKUW 3aci0
tobpaminud (TH BPAMITOB), po3uun ans inrassmii, 300 mr/4 mi o
4 mn B ammyni, Ne56 cranoButh 58 767,89 TpH, 1O BiamoBigae
3ajeknapoBaHuil 1iHi B HamionanpbHOMy KaTano3i (Haka3 BiJ
17.10.2025 Ne 1588). 3 ypaxyBaHHSIM IPaHHUYHOI MMOCTAYAIbHHUIIBKO-
30yToBoi Haj0aBku 8 % 1a I1/IB 7 % 1ina ToOpaMilluHy CTAaHOBUTH 67
912,17 rpH.

[{iHa Ha KOJICTUH, HOPOLIOK JJIsl PO3UUHY JUIS 1H'€KIIiH, 1H]Y31i abo
iHranauii, 2 miua MO y ¢uakoni Ne 1 (KOJIOMILIMH [H'EKLIIA),
Oylla BM3Hau€Ha Ha OCHOBI YKJIAJEHOIO JIOTOBOPY IMPO 3aKYMiBIIIO
komictumerary Harpiro Il «Memuuni 3akymiBiai  YkpaiHu» 3
eJIEKTPOHHOI MIaTdopMu myOIiuHUX 3aKymiBeiab Prozorro ctaHom Ha
22.04.2025 pik ta cranoBuThH 180 rpH 3a puakoH. 3 ypaxysanusam [1/1B
7 % 1iHa KonicTUHY cTaHOBUTH 192,60 rpH 3a ¢1akoH.

Butpatu Ha nukia (28 gHiB) 3aCTOCYBaHHS TOOpaMIIMHY CTaHOBIISTh
67 912,17 rpH, a Ha komictuH — 10 785,60 rpH.

Burpatu 3a pesynbraTaMu MOJEIIOBAHHSA y MeEXax IIOKUTTEBOIO
4aCcOBOI'0 TOPU30HTY, BPaXOBYKOYM THUCKOHTYBAHHS:

CykynHi CyxkynHi Pizuunsa
BUTPAaTH HA BUTPAaTH HA BUTpPAT, I'PH
3asiBJICHY MeIUYHY

2 panguluri S., Gunda P., Debonnett L., Hamed K. Economic Evaluation of Tobramycin Inhalation Powder for the Treatment of Chronic Pulmonary
Pseudomonas aeruginosa Infection in Patients with Cystic Fibrosis. Clin Drug Investig. 2017 Aug; 37 (8): 795-805. doi: 10.1007/s40261-017-0537-9.

% Tappenden P., Harnan S., Uttley L. Et al. The cost effectiveness of dry powder antibiotics for the treatment of Pseudomonas aeruginosa in patients with
cystic fibrosis. Pharmacoeconomics. 2014 Feb; 32 (2): 159-72. doi: 10.1007/s40273-013-0122-x.
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iHTepBeHiI0
(ToOpaminun),
TpH

TEXHOJIOTi10
NOPiBHAHHS
(K0J1iCTHH), TPH

Jitu

7200101,45

1603 214,99

5 596 886,46

HigaiTkn

6 812 891,76

1732 784,74

5080 107,02

Hopocii

5672 675,22

1708 606,45

3964 068,77

PesynbTaTu

[HkpemenTanbHM
KOTOpPTH JIiTeH:

e 966 661,68 rpH/LYG,

o 1106126,39 rpu/QALY.

InkpemenTanpuuii mokasHuk edexkrtuBHocTi BUTpar (ICER) mns
KOTOPTH IiJUTITKIB:

e 1212294,09 rpa/LYG,

e 1381031,11 rpa/QALY.

Iukpementanpauii mokasHuk edextuBHocTi BuTpar (ICER) nmns
KOTOPTH JIOPOCIIHX:

e 2063978,72 rpu/LYG,

e 2374638,84 rpa/QALY.

noka3zHuk edextuBHocTi BHUTpar (ICER) mis

AHaJi3 4yTJIUBOCTI

OpnHodakTOpHUI aHAi3 YyTIUBOCTI OylI0 TPOBEACHO 31 3MIHOIO
BXIHMX mapaMeTpiB Ha +/- 20%, 3MiHOIO Ha +/- 5 POKIB TOPU3ZOHTY
MO/ICITFOBAHHS Ta 3MIHOIO TOKa3HUKIB KOPHCHOCTI Y MEXaxX MOKa3HUKA
CTaHJapTHOTO BiAXWJICHHs Al 0a3oBoro 3HaueHHs. [lapamerpamu,
10 MaJIM HaWOUTBIIMK BIJTMB HA IHKPEMEHTAIbHUI MOKa3HUK BUTPAT
ICER, € miHa ToOpamilMHy, IOKa3HUKH KOPHCHOCTI Ta IliHa
komictuny. [Ipu npomy ICER konmBaetscst y mexax Big 837 058,39
rpa/QALY o 1375 194,39 rpu/QALY ans miaArpymnu aiten, y Mexax
Bim 1 031225,23 rpa/QALY no 1730 837,00 rpa/QALY mnst miarpynu
miuTiTkiB Ta 'y Mexax Bix 1 735 010,93 rpa/QALY go 3 014 266,75
rpH/QALY anis niarpynu 10pociux.

3a BHCHOBKOM 3asiBHHKA, MPOBEICHHUI aHali3 4YyTJIUBOCTI BHSBUB
CTIHKICTh (HapMaKOEKOHOMIYHOI MOJIEINI 10 3MIHU BX1IHUX KIIFOUOBHX
napamertpiB. TexHousoriss ToOpaMilMHYy AJs JIKyBaHHS MAalli€HTIB 3
MYKOBICIIU/I030M BIKOM BiJl 6 pOKIB 3 XPOHIYHOIO JIET€HEBOIO
iH(exkuiero, cnpuunHeHolo Pseudomonas aeruginosa, 3aJIMIIA€THCS
OUTBLI BUTPATHOIO TA OJIHOYACHO OUIBII €(PEKTUBHOIO 3a TOKa3HUKOM
QALY MOPIBHSHO 13 KOJIICTUHOM.
Jlooamkoso 3a3nauaemo, wjo npu 30i1bUWeHHI 8i0COMKY UMOBIPHOCMI
MPAHCHIAHMAaYIi 1e2eHb Y NayicHmia i3 MyKogicyuoo3om 8 Ykpainui 3
0% 00 5% 3HaueHHs IHKPEeMEHMAIbHO20 NOKAZHUKA eeKmMUBHOCMI
sumpam ICER smenwyemucs 0o 1 085 687,11 epn/QALY ons nioepynu
oimeti, 1 356 279,41 epu/QALY ons nioepynu nionimkie ma 2 334
053,56 epu/QALY ons nioepynu 00pocaux, maxkum YUHOM UMOBIPHICMb
NpoGedeHHs  MpPAHCNIAHMayii  je2eHb  HEe3HA4YHO  6NIUBAE  HA
pe3yrbmamu auanizy eQpekmusHoCmi gumpam.

[Ipunymenss
aHaji3y Ta
OOMEKEHHSI
aHayi3zy
3asiBHUKA, 1110

[Tpu moOymoBi Moseni 6yso 3po0IeHO KiTbKa MPUIYIIEHb:

1.  Ockinbku NOOIYHI peakilii, mpeacTabieHi B myoumikamii Hodson
et al, 2002, He BiZHOCHIHCH O CEPHO3HUX, Y pPO3paxyHKax Oyi1o
3po0JeHO MPUMYIIEHHS, [0 JIKyBaHHS MOOIYHUX  peaKIliid
BiJI0YBa€THCS B aMOYIaTOPHUX YMOBaX.
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MaroTh BILJIUB 2. Bnopomomx 1 nukiny npuHaliMHI onHA mNoOIYHA peakuis i3
Ha Pe3yJIbTaTh BU3HAUCHOIO IMOBIPHICTIO BUHUKHE B | mami€eHTa.

aHayi3zy 3. Inma tepamis, SKy OTPUMYIOTh MAIIEHTH 13 MYKOBICIIHIO30M, €
€(heKTUBHOCTI IIEHTUYHOIO B TPyIax JIKYBaHHS HE3AJICKHO BiJl CXeM 1HTAJISAIIHHOI
BUTpAT aHTHO10TUKOTEparii.

4. OckiIbKM JIIKYBaHHS JITEHEBHX 3aroCTpEeHb IOMIPHOTO
CTYHEHs, $Ki JIKyIOTh aMOynaTopHO, mNOTpeOye 3acTOCYBaHHS
aHTUO10THKOTEpAIii, sika He 3a0e3MedyeThCs KOIITaMU JIEP>KaBHOTO
Or0/KeTy B MeXax mporpamu “/loctymHi Jgiku”, TOOTO HE BiINOBIIA€E
MEePCHEKTUB] JIep)KaBHOTO OrOKEeTy, B (HapMaKOCKOHOMIYHOMY
aHami3zi Oyna BpaxoBaHa JIMIIE BApPTICTh BaXKUX JIETCHEBHUX
3aroCTpeHb, SKi MOTPEOYIOTh CTalllOHAPHOTO JIIKYBaHHS.

OOMexXeHHs IPOBEICHOT0 aHaJIi3Yy:

1. Od@imiiHuUX CTaTUCTUYHUX JAHUX II0JI0 BIKOBOTO PO3MOJILIY Ta
KUTBKOCTI XBOPHX Ha MYKOBICIHI03, B TOMY YHCIi 3 XPOHIYHOIO
JereHeBoro iH¢ekiiew, cnpuunHeHor Pseudomonas aeruginosa, B
VYkpaini Hemae.

2. Ilpsme mopiBHSAJIBHE AOCHTIKEHHS TOOPAMIIIMHY Ta KOJICTUHY
(my6uikarii Hodson, 2002 Ta Adeboyeku, 2006) He 3BiTye mpo SKiCTh
JKUTTS TAIIEHTIB, TOMY MOKa3HUKU KOPUCHOCTI Y BUBHAYEHHUX CTaHAX
Mojeni Oyinu BU3HAYCHI 3 IHIMUX OITYOJIIKOBAHUX JIOCIIKCHD,
MPUCBSIUYCHUX OIL[IHII SIKOCTI JKHUTTS MAII€HTIB 13 MyKOBICLIUI030M, aJie
1€ € 3arallbHUM OOMEKCHHSM B €KOHOMIYHHX OIlIHKaxX JiUIsi YKpaiHu,
BpPaxOBYIOUH BiJICYTHICTh HaI[lOHAJIbHUX Tapu(HUX HAOOPIB/TaOIUIL
sl YKpaiHu.

3. BirumsHsHi NOpPOTOKONMM Ta  HACTAHOBM 3  JIIKYBaHHSA

MYKOBICIII/I03y HE OHOBJIOIOTHCS KUJIbKa POKIB 1 HE BiZOOpaxaroTh
Cy4aCHHUX aKTYalIbHHX PEKOMEHMAIliN 3 JTiKyBaHHS MYKOBICIIHIO3Y B
CBITI.
Xoua Kniniunuu npomokon 'ykogicyuoo3z” € 3acmapitum ma
nompeoOye OHOGNeHHs, NIKY8AHHSA NAYIEHMI8 3 MYKOGICYUOO30M 3
XpOHIUHOW JleceHesol0  iHexyieto, cnpuyunenor Pseudomonas
aeruginosa, 8i0nogioac aKmyaibHUM MIHCHAPOOHUM PEKOMEHOAYISM.
Tomy ockinbku Yitbogow nonyiayielo € came nayieHmu 3
MYKOBICYUOO30M 3 XPOHIYHOIO N1€2eHe8o10 IHQpeKYieto, CNPUYUHEHO0
Pseudomonas aeruginosa, 3a3nauene oomedxCcenHs He MAE CYMMEBO20
BNIUBY HA pe3YIbmamu PapmMaKoeKOHOMIYHO20 AHATI3).

“«“

Omxe, 3a po3paxyHKamMH 3asiBHHKa 3aCTOCYBaHHS TOOpaMilIMHY JJsl JIIKyBaHHSI MAlll€HTIB 3
MYKOBICII1030M BiKOM BiJl 6 POKIB 3 XpOHIYHOIO JIETEHEBOIO 1H(peK1i€er0, cipuurHeHoo Pseudomonas
aeruginosa, MOPIBHAHO 13 KOJICTHHOM 3abe3neuye noaatkosi 5,79 LYG Ta 5,06 QALY nns miarpynu
niteit, 4,19 LYG Tta 3,68 QALY nmns miarpynu mipmitki, 1,92 LYG Ta 1,67 QALY mns migrpynu
nopocnux. CyKymHI BUTpaTH Ha 3aCTOCYBaHHS TOOpaMilMHY € OUIBIIMMM 32 CYKYyIHI BUTpaTH Ha
KosicTuH Ha 5 596 886,46 rpu ang miarpynu aitei, Ha 5 080 107,02 rpH ans miarpynu miagiTKiB Ta Ha
3 964 068,77 TpH IS TIATPYIH TOPOCTUX.

3riiHO MoJieli 3asiBHUKA 3HAUYEHHS IHKpeMEHTaIbHOTrO noka3zHuka epextuBHocTi Butpat (ICER)
MPU 3aCTOCYBaHHI TOOpaMIIMHY JUISl JIIKYBAaHHS MAIIEHTIB 3 MYKOBICIIUJ030M BIKOM BiJ 6 POKIB 3
XPOHIYHOIO JIETEHEBOIO 1H(EKIli€l0, cnpudnHeHo Pseudomonas aeruginosa, TOpPIBHSHO 13
3aCTOCYBAHHSAM KOJIICTHHY cTaHOBUTH 966 661,68 rpu/LYG ta 1 106 126,39 rpu/QALY ans niarpynu
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mirerd, 1 212 294,09 rpu/LYG T1a 1 381 031,11 rpa/QALY s miarpynu mimmitkis, 2 063 978,72
rpa/LYG ta 2 374 638,84 rpu/QALY s miarpynu J0pOCiIuX.

BinmoBigHo no mkanmu pekomeHaoBaHux rpanudHux 3HadeHb ICER B Ykpaini Taki BUTpatu €
Hee(DeKTUBHUMH, OCKIIbKM 3HAaYeHHs Moka3sHuka edexrtuBHocTi BuTpar ICER mepeBumye 5 BBII Ha
nyury HaceneHHs (659 720,00 rpn). st po3paxyHky rpannunux 3HaueHb ICER Oyno BukopucTano naHi
BBII na nymy Hacenenss cranom Ha 2021 pik, mo omy6sikoBaHi JlepkaBHOIO CITyKOOK CTaTUCTUKH
Vkpainu Big 11.03.202231,

YnoBHOBaKeHUM OPraHoOM IpPOBeleHA OWIHKA Po3ally (PapMaKOeKOHOMIYHOIO aHAII3y
JA0ChE, 32 Pe3yIbTATAMM KOl BCTAHOBJICHO ()aKTOPH, sIKi MAIOTh BIUIMB Ha pe3yJbTaT aHAJI3y
eeKTUBHOCTI BUTPAT:

Ak 06yno 3a3naveno y nionywkmi 2 nynkmy 3, HAOaHi 0dcepena OaHux KIiHiuHOi eghekmugHocmi
yepes 0OMedNHCeHy MeMOO0N02TUHY AKICIb ZHUNCYIOMb HAOJIUHICMb OAHUX MA YCKIAOHIOIOMb KOPEKMH)
inmepnpemauyilo OMpUMaHUx pe3yrbmamie y KuiHiunomy auanizi. Kpim moeo, 3a pesyromamamu
000amko08020 ananizy oanux Koxkpariscvkozo cucmemamuyno2o oensady (Smith et al., 2022) ne sussneno
CMamucmuyHo 3HAYYWUX BGIOMIHHOCME MIJHC KOJNICMUHOM mMa MOOPAMIYUHOM WO000 B6HIUBY HA
@yHKYi0 Necenb Y nayicHmie 3 MyKOGICUUOO030M Npu nepiodi cnocmepedxcenns 24 muoichi. Oonax
nonepeote NiKy8aHHs NAYIEHMIE MOOPAMIYUHOM 0OMENCYE MONCIUBICIMb eKCMPANOII08AMU OMPUMAHI
pe3yremamu Ha nonynayio nayicumis 6 Ykpaini. Tomy euxopucmanus KIiHIYHUX OaHUX 3 nyOniKayii
HU3bKOI MEeMOOO0N02IUHOI AKOCMI Y PapMaAKOEeKOHOMIYHOMY AHANI3I, A MAKOMC HASABHICMb KIIHIYHUX
OaHUX, WO He NIOMEepONCYIOMb CIMAMUCTNUYHO 3HAYYWY DIZHUYI0 8 eheKmugHocmi moopamiyuny
NOPIBHAHO 3 KONICMUHOM, CIMEOPIOE 3HAYHY HE8USHAUEHICMb U000 pe3yibmamie mooentoeanus. Takum
YUHOM HeMOJICIUBO OOCMOBIPHO NIOmMeepOumu 4y CHpOCMY8amu BUCHOBKU 3ASBHUKA U000
pe3yibmamisé ananizy epexmusHocmi sumpam, a pe3yibmamu MOOeN08aHHs, HAOAHT 3AS8HUKOM, He
MOdHCYymb Oymu 00CMOBIPHO THMEPNPEMOBaHi.

Omoice, 3 027150y HA HAABHICMb CYNEPEUIUBUX OAHUX U000 O00AHUX KIIHIYHUX nepesae
MOOPAMIYUHY NOPIGHSHO i3 KOAICMUHOM 05 IIKYSAHHS NAYIEHMIE 3 MYKOBICYUOO30M 8IKOM 610 6 POKi8
3 XPOHIUHOI0 Nle2enesoro ingexyiero, cnpuyuneror Pseudomonas aeruginosa, eapmicmo yuxiny (28 ouis)
JUKYBAHHA MOOPAMIYUHOM, HA OYMK)Y VNOBHOBANCEHO20 OP2aHy, He NOBUHHA 3HAYHO NepesuLyysamu
sapmicms yukiy (28 OHi8) NiKY8aAHHS KOJICMUHOM.

4) na”i moa0 pe3yJbTaTiB €KOHOMIYHOI JONJILHOCTI B YaCcTHHI aHaJi3y BIUIMBY Ha
NMOKAa3HUKH OIOKETY

3assBHUKOM OyJI0 IPOBEICHO aHaI3 BIUIMBY HAa IOKA3HUKH OIOKETY 3aCTOCYBAHHS TOOpaMIilIMHY
MOPIBHSAHO 13 3aCTOCYBAaHHSAM KOJIICTUHY Ha MiACTaBl 3MOJEIbOBAHUX HEJUCKOHTOBAHUX MNPSMHUX
MEIMYHUX BHUTpAT JUIsl JIKyBaHHS MAlLlI€HTIB 3 MYKOBICIIMJIO30M BIKOM BiJl 6 pPOKIB 3 XpPOHIYHOIO
JereHeBoro iH(ekIiero, cipuurHeHoo Pseudomonas aeruginosa.

3asBHUKOM Oyno MmoOyn0BaHO ClLE€Hapiii MOBHOIO MEpeXoJy IUIbOBOi KOTOPTH MAIi€HTIB IO
3aCTOCYBaHHSA TOOpaMmiluHy. Po3paxyHOK KUIBKOCTI MaIli€HTIB, 10 OyB 31HCHEHHUH 3asBHHKOM,
IpescTaBiIeHo y NMyHKTI 3.1 naHoro BHCHOBKY. BinMoBigHO 10 po3paxyHKIB 3asBHHKAa OpPIEHTOBHA
KUTBKICTh MAI[IEHTIB, SIKi TOTPEOyBaTUMYTh JIIKYBaHHS 3asBIIEHUM JIKapChKUM 3aC000M, KOJIUBAETHCA Y
Mexax BiJ 146 nmamienTiB y 2026 poui g0 185 mamientis y 2030 poti.

Amnari3 BIIMBY Ha O01o/keT OyB MPOBEICHHH 3asIBHUKOM 3 YpaxyBaHHIM I1apaMeTpiB 1 pe3ynbTaTiB
3MOJIEJIbOBAHOTO aHalli3y, SKUH BpaxoOBYye KOTOPTHE pO3MOJAUIEHHS MaIl€HTIB BIPOIOBK KYypCy
JIKyBaHHSA TOOpPAMIIIMHOM Ta KOJICTUHOM. 3asiBHHUK 3a3Hauae, 110 3MOJAEIbOBAHUM aHai3 J03BOJISIE
BpaxyBaTH KUIBKICTh MaIi€HTIB (y TPbOX BIKOBHX Ipylax 3ajJeKHO BiJ MOYATKy JIIKYBaHHA), SKI Ha
MOYaTKy TiMOTETUYHOrO0 POKY MOYHYTh OTPUMYBATH TOOpamilMH ab0 KONICTHH, a MO 3aKiHYeHHS
MIEPIIIOTO POKY JIIKYBAHHS 13 BU3HAYEHOIO MMOBIPHICTIO 3aJTUIIIATHCS B TIOTOYHOMY CTaH1 3 BUSHAYCHUM
piBHeM O®DB1, nepelyTh B OJMH 31 CTaHIB 3 BUIIUM a00 HIKYKUM piBHeM ODB1, nepelayTh 10 cTany
“micis TpaHCIUIaHTaIii” abo TOMPYTh.

$hitps://ukrstat.gov.ua/express/expr2022/03/25.pdf
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3asBHUK 3ayBakye, [0 BpaxyBaHHS PE3YNbTATIB 3MOJACIHLOBAHOTO aHANI3y JA€ YSBJICHHS PO
HIOPIYHY KUIBKICTh JKMBHX Ta MOMEPJWX MAIli€EHTIB, TOMY Ha €Tami BH3HAYEHHS PO3MIpy IIJIHOBOT
MOMYJISALIT HeMae MOTPeOH BUKIIIOYATH 3 PO3PaXyHKY MAalli€HTIB, SKi MOMHPAOTh mopoky. Kpim Toro, 3
OTJISITy Ha Pe3ybTaTH MOJICTIOBaHHS, B aHAI31 BIUIMBY Ha OFO/KET MOYKHA BpaxyBaTH Pi3HY KIJIbKICTh
MAIEHTIB A aJbTEPHATUBHUX MEAWYHHMX TEXHOJIOTIH, SKi 3a pe3ylbTaTaMH KIIHIYHOTO aHali3y
XapaKTePU3YIOThCS PI3HUMH MTOKa3HUKAMH BUKHBAHOCTI.

PesynpraTn ananizy BIUIMBY Ha OKa3HUKH OIO/DKETY MOPIBHIOBAHUX TEXHOJIOTIN JUIS JTIKyBaHHS
TMaIi€HTIB 3 MYKOBICIIHIO30M BIKOM BiJl 6 POKIB 3 XpPOHIYHOIO JIETEHEBOKO 1H(MEKITIEI0, CIPUIMHEHOIO
Pseudomonas aeruginosa, HaBeeHO y TabmuIi 7.

Tabauus 7. Pe3ynapTaTé aHaiizy BIUIMBY Ha MOKAa3HUKH OFOJDKETY MOPIBHIOBAHWUX TEXHOJOTINA IS
JIKyBaHHS TMAalLli€HTIB 3 MYKOBICIHMIO030M BIKOM Bif 6 pOKIB 3 XPOHIYHOIO JIETEHEBOIO 1H(]EKIII€0,
cnpuunHeHoto Pseudomonas aeruginosa 3a JaHUMY 3asiBHUKA

Pix
2026 | 2027 | 2028 | 2029 | 2030

KinbKicTh MAaLi€eHTIiB

KinpkicTh Mali€eHTiB, 146 156 166 175 185
SIKi TOTPEOYIOTh
JIIKYBaHHS 3asBJICHUM
JI3, 3 HuX:

- QTR 28 30 32 33 35

- MOTTKH 58 61 64 68 71

- jopoci 60 65 70 74 79
Jirounii crieHapiit — 6e3 146 156 166 175 185
BTPYYaHHSA: KiJIbKICTh
MAaIfi€HTIB, SKi
BUKOPHCTOBYIOTh
KOJICTHH
Hitouwmii crieHapiii — 6e3 0 0 0 0 0
BTPYYaHHS: KUTBKICTb
Mall€HTIB, I SKUX
TUTAHYETHCS
BUKOPHCTOBYBATH
TOOpaMilluH
Hogwii cuienapiii — 3 0 0 0 0 0
BTPYYaHHSAM: KiJIbKICTh
MAaIfi€HTIB, SIKi
BUKOPHUCTOBYIOTh
KOJIICTHH
Hosuii cuenapiii — 3 146 156 166 175 185
BTPYYaHHSIM: KiJIbKICTb
MaLl€HTIB, I SKUX
IUIAHYEThCS
BUKOPHCTOBYBATH
TOOpaminuH

ButpaTti Ha BCIO MOMyJISILIIO MALIEHTIB, TPH

Jirounii cueHapii — 23 757 095,70 | 24 266 009,40 | 24 507 396,08 | 24 410 169,87 | 24 374 591,16
BUTPATH y cxeMi
JikyBaHHA 0e3
TOOpaMilMHY
Hosunii cuenapiii — 71625111,85 | 64 075 011,81 | 74 456 090,93 | 67 374 864,74 | 77 498 303,26
BUTPATH Yy cxeMi
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JiKyBaHHA 3

TOOpaMillUHOM
e 3 Hux Butrpatu | 67 875744,19 | 60 243 428,19 | 70 570 520,00 | 63 436 091,67 | 73 462 249,93
Ha TOOpaMIIiH

JdoxaTkoBuii BILINB 47 868 016,16 | 39 809 002,41 | 49 948 694,85 | 42 964 694,87 | 53 123 712,11
Ha OK0JKeT, TPH

OTxe, 3a pe3ynbTaTaMH aHaJi3y BIUIMBY Ha MOKA3HUKHU OIODKETY, MPOBEICHOTO 3asiBHUKOM, 32
CIIEHapieEM TOBHOTO MEPEXO/1y Malli€eHTIB HAa TOOpaMIIlMH BCTAHOBJICHO J0JIATKOBHH BIUIMB Ha OFOJDKET,
10 KonmBaeTbes Bi 47 868 016,16 rpa mo 53 123 712,11 rpH 3a1e€KHO BiJ pOKY aHAITI3Y.

BinnoBigHO 10 peKOMEHA0BAHOT IIKAIM OLIHKY BIUIMBY Ha OIOJKET IIOJ0 BUTPAT HA 3asBIICHUN
Jikapcbkuii 3aci0 B YKpaiHi Ha MiJCTaBl JaHUX JEp’KaBHUX BUTPAT Ha JiKapchbki 3acobu y 2021 poi,
MOKAa3aHo, 1110 MPH CLEHapii MOBHOTO MEePeXoy Malli€HTIB Ha 3aCTOCYBaHHS TOOpaMillMHY BIUIMB Ha
OOJKET II0JI0 BUTPAT HA 3asBJICHUH JIKapChKUH 3acid mpoTsAroM 5 pokiB Oyzae cepenHim (y aiana3oHi
Bia 38 mutH rpH 10 100 MITH TpH).

YnoBHOBa:KeHMM OPraHoOM IPOBedeHa OWIHKA po3aily (GapMaK0eKOHOMIYHOr0 aHATI3y
AOCHE, 32 Pe3yJbTATAMH SIKOI BCTAHOBJICHO (PAKTOP, KW Ma€ BIUIMB HA Pe3yJbTAT AHAJI3Y
BILJIMBY HA MOKA3HUKH OHO/IAKeETY:

1. B ananizi énnusy ma nokasnuxu 601002cemy 3asa8HUKOM OVIO0 NpedCmasieHo CyeHapii
NOBHO20 nepexo0y NayicHmie i3 3aCMOCY8AHHS KOAICMUHY HA 3acmocyeants moopamiyuny. Ilpome
8apmMo 3ay8adxicumu, Wo HAOAHUL 3As6HUKOM CYEHAPIli NOGHO20 3aAMIWEeHHS € 3MOO0eNIbOBAHUM MA He
8i0N06i0ac peanvuiti KIIHIYHIU npakmuyi, OCKLIbKU 6i0nogiono 0o Kiiniunoco npomoxony
“Myxosicyuoo3” ma onumyeanHs KIIHIYHUX ¢haxieyie mobpamiyun ma KOAICMUH 3ACMOCO8YIOMb
nouepzo6o. Takum YuHOM, po32120amu NOGHe 3aMiujeHHs 00HO20 NPenapamy IHWUM 8 AHANI3] 6NIU8y
Ha 6100dcem € Memooono2iuno Hekopekmuum. Ilpu nouepeosomy 3acmocysauHi 1iKapcobKux 3acoois
000amKo8Ull 8NIU8 Ha O100HCcem OyOe BIOPIHAMUCH BI0 NPEOCMABIEHO20 3ASIBHUKOM.

2. Ak Oyno 3asnaueno y nionyukmi 1 nynkmy 3 8UCHOBKY, PO3PAXYHOK U000 NONepeoHbol
nompeobu 0XopoHU 300P08'sL Y 3A5A61eHOMY NIKAPCbKOMY 3aC00i 8 00CbE NPEeOCMABIeHO 0l OPIEHMOBHOL
KIIbKOCMI nayicHmia 3 00C1i04Cy8an0I0 HO30.102i€10. Peanvna nompeba oxoponu 300pos's y 3as61eHomy
JIKAPCbKOMY 3ac00i Modice BIOPIZHAMUCY 1, 8I0N0GIOHO, 000AMKOBULL BNIUE HA OI00XHCem MoOPaMiyuHy
meosic Modice BIOPIZHAMUCD.

3. 3 o0ensady Ha euxopucmamHsa KuHIYHUX OAHUX 3 NyOniKayii HU3bKOI Memooon02iuHOl
AKOCMI, A MAKONMC HAAGHICMb KIIHIYHUX OAHUX, WO He NiOMEepo’CYromb CMAMUCMUYHO 3HAUYULY
pisHUYlO 8 eghekmueHocmi MoOOPAMIYUHY NOPIBHAHO 3 KOMICMUHOM, HEMONCAUBO OOCHOBIDHO
niomeepoumu Yu CnpoCmy8amu 6UCHOBKU 3A8HUKA U000 CIYNeHs 000AMKO8UX BUMPAM HA 3AA6TIeHY
MeouuHy mMexHON02i0 NOPIGHAHO 3i KONICMUHOM 34 pe3ylbmamamu ananizy enausy Ha 0100dcem 8
Ykpaini.

Omoice, 3a pe3ynbmamamu auaunizy 6nIUY HA OI00JCem 6CMAHOBIEHO, WO 3ACMOCYBANHS
MoOpaMiyuHy OJisl TiKY8AHHS OOPOCIUX NAYIEHMIE 3 MYKOBICYUOO30M 8IKOM 8i0 6 pOKi6 3 XPOHIUHOIO
Jlecenesolo inghexyicto, cnpuuunenoio Pseudomonas aeruginosa, npuzeooums 00 000amKo8UX eUMpam
NOPIGHAHO 13 KONICIMUHOM, NPOMe OCKINIbKU 3ASHUKOM OY]10 BUKOPUCTNAHO 3MOOETbO8AH] 8UMPAmu 3
mooeni Mapxosa, AKi mMaromv 3HAYHUL CMYNIHb HEBU3HAYEHOCMI, a MAKONC me, WO 3aA6HUKOM
PO32180A6C5 CYeHapili NOBHO20 BUMICHEHHS KOLICMUHY, WO He 8i0n08I0a€ peanbHill KIIHIUHIL npakmuyi,
000amKo8Ull 6NaU8 Ha O0NCem MOOPAMIYUHY MAKOHC MOHCe GIOPIZHAMUCH BI0 PO3PAXOBAHOZO
3AAGHUKOM.

5) nani momo kopekTHOCTI iHdopmanii npo HasABHICTL a00 BiICYTHICTH €KOHOMIYHHUX Ta
KJIIHIYHHUX NepeBar 3acTOCYBaHHS JiKapCcbKOro 3aco0y NOPiBHAHO 3 iHIIMM JIIKAPCHKHM 32C000M
a00 iHII0I0 MeIMYHOIO TEXHOJI0Ti€I0 (200 iX BiACyTHOCTI), Ha/laHi 3asIBHUKOM
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Jlis BH3HAYEHO! y JIOChE IIHOBOI TOMYJALii KOJMICTHH B SKOCTI KOMIapaTtopa Hapasi €
MPUHAHATHAM JTsI TIPOBEICHHS aHAJII3y TOPIBHSUIBHOI KIIIHIYHOT €(peKTUBHOCTI, O€3MEKH, EKOHOMIYHOT
JOLUIBHOCTI B yMOBAX pealbHOT KJIIHIYHOI MPAKTUKU B YKpaiHi.

[Hpopmaris 1070 MOPIBHSUIBHOI KIIIHIYHOI €()EKTUBHOCTI TOOpaMillMHYy B IIOPIBHSHHI 13
KOJICTHHOM Yy TAI€HTIB 3 MYKOBICIIHI030M BiKOM >6 pPOKIB 3 XPOHIYHOIO JICTEHEBOIO 1H(EKIII€0,
cnpuuuHeHoo Pseudomonas aeruginosa mpejcTaBieHa 3a JAaHUMHM JIOCIHIJKEHHS, 110 ONHUCaHe B 2
nyoumikamisx (Hodson et al., 2002 ta Adeboyeku et al., 2006), 3rimHO 3 SIKHMH 3aCTOCYBaHHS
tobpaminuny (myoumikamis Hodson et al., 2002) npotsarom 4 THXHIB MOYKE CBIAYUTH MPO IMOKPALCHHS
¢ynkuii nerenp, 30kpema mogo 3MmiHE O®B: B ITT-momymsauii (p=0,008). 3a pesympTaTom
CIIOCTEPEIKEHHST TpoTsaroM 5 wmicsimi (myoikaris Adeboyeku et al., 2006) y marienriB, ski micis
nepiory BUMUBAHHS MOYATT OTPUMYBATH TOOpaMiIuH (TIicIst TOMEepeIHBOTO 3aCTOCYBAHHS KOJICTHUHY),
¢byHKIisA JereHb nokpanryBanacs 31 30inbmeHHaM ODB: na 0,35 %, Toal SK y Mami€eHTiB, K1 MICT
TOOpaMIilIMHY TIOYaJd OTPUMYBAIU KOJIICTHH, CIIOCTEPIrajaocs HOCTYIOBE MOTipIIeHHs (QyHKIIT JeTeHb
31 3HkeHHAM ODB: Ha 0,88 % (p=0,0002).

Boanouac cmig BpaxoByBatu, mo gociimkenHs Hodson et al., 2002 mae meromosoriusi
oOMexxeHHs (HeBeJInKa BUOIpKa, BIAKPUTUHN AM3aifH, BIIICYTHICTh OMHCY METOJY paHaoMi3allii), 110
YCKIIAJHIOE MOKJIMBICTh 3pOOUTH OJTHO3HAYHHI BUCHOBOK IIIO/I0 TEPEBAr iHTSIIHHOTO TOOpaMiuHy
HaJl iHryIsIidnHuM KosmictiaOM. Kpim Toro, y nociimkenni Hodson et al. 2002 3navna yacTka maiiieHTiB
(6mm3pK0 82%) 11O BKIIFOYEHHS BXKE OTPUMYBaja IHTAISIIHHUNA KOJICTHH, IO MOTJIO BIUIMHYTH Ha
PE3yNbTaTH y TPYIIi KOJIICTUHY Yepe3 MoMnepeHE TiKyBaHHS Ta MMOBIPHUI PO3BUTOK PE3UCTEHTHOCTI.

o0 mopiBHSIBHOT Oe3Meku To 3a JaHuMu gociimpkenns Hodson et al., 2002 BcranoBieHo, 1110
3aranoM mnpodinb Oe3neku ToOpaminuHy OyB NpuiHATHUM. HailOinpll NOMIMPEHUMH MOOIYHUMU
peaxuisMu y rpymi ToopaminuHy OyB (hapHHTIT, a y TPYIIi KOJICTHHY — MOCHJICHHS KallLTIO.

Pesynprat mpoBeACHOTO 3asBHUKOM (hapMaKOSKOHOMIYHOTO aHANi3y MAarOTh 3HAYHHHA CTYIiHB
HEBHU3HAUEHOCTi, MI0 3YMOBJIEHO BHUKOPHUCTAHHSM KIIHIYHUX JaHUX 13 MyONiKamiii HHU3BKOT
MmeTozooriunoi sikocti (Hodson et al., 2002; Adeboyeku et al., 2006), o o6Mexye MOXKIHUBICTD 1X
JIOCTOBIPHOI 1HTEpIIpeTallii Ta BAKOPUCTAHHS SIK HaJIIHHOT OCHOBH ISl (PapMaKOeKOHOMIYHOTO aHai3Yy.
Kpim Toro, HasBHi gani KokpaniBchkoro cucrematwuHoro orisay (Smith et al., 2022) wme
HiATBEPXKYIOTh KJIIHIYHOT epeBaru o0 epeKTUBHOCTI TOOpaMillMHy MOPIBHIHO 3 KOJICTUHOM MpH
3aCTOCYBAaHHI MpPOTArOM 24 THXKHIB, y 3B'I3Ky 3 UMM HEMOXJIMBO JOCTOBIPHO MiJTBEPAUTH YU
CIPOCTYBAaTH BUCHOBKH 3asBHHKA I110/I0 PE3Y/IbTATIB aHAT3y €)eKTUBHOCTI BUTpAT.

Po3paxyHoK 111010 nonepeaHboi OLIHKY MOTPEOU 0XOPOHH 3/J0POB'S y 3asBJICHOMY JIIKAPCHKOMY
3ac001 Mae OpIEHTOBHHMM XapakTep 3 OIJISAY Ha BIACYTHICTH OQILIMHMX CTaTUCTMYHHUX JaHMUX II0J0
KUTBKOCT1 JIOPOCIIMX TAIlI€HTIB Ta JITEH BIKOM Bif 6 POKIB 13 MYKOBICIIUI030M, SIKI MAIOTh XPOHIYHY
nereHeBy iH(ekuito, cpuunHeHny Pseudomonas aeruginosa, y 3B’s3Ky 3 4MM (paKTH4YHA KUIBKICTh
MAIIEHTIB, K1 MOTPeOyBAaTUMYTh 3asiBICHUN JIKapChKH 3aci0, MOXKe BIJIPI3HATUCS B PO3PaxOBaHOT
3asIBHUKOM.

3a pe3ynpTaTaMW aHai3y BIUIMBY Ha I[OKa3HUKU OOJDKETY, MPOBEACHOTO 3asBHUKOM,
BCTAQHOBJICHO, 10 3aCTOCYBaHHS TOOpaMillMHY € OiTbII BUTPATHUM TMOPIBHSHO 13 3aCTOCYBaHHSIM
koiicTuHy. [IpoTe ocKiNbKY 3asBHUKOM 0YJI0 BUKOPUCTAHO 3MOJI€IbOBaH1 BUTPATH 3 Mozeli Mapkosa,
SKi MalOTh 3HAYHHH CTYIiHb HEBH3HAYEHOCTI, a TaKOX Te, IO 3asiBHUKOM pPO3TJSAABCs ClieHapiit
MMOBHOT'O BUTICHEHHSI KOJIICTUHY, 110 HE BIJIMOBI/Ia€ peaabHii KIIHIYHIA TMPAKTHUIl, TOJATKOBUN BIUIHB
Ha OIO/KET TOOpaMilIMHY TaKOX MOXE BIAPIZHITHCH BiJl PO3PAXOBAHOTO 3aBHUKOM.

4. PexoMenaamii 1moa0 BKJIWYEHHs (BHUKJIYEHHs1) JiKapchbKoro 3acody a0 (3)
HauionajJibHOTro nepeJsiiky 0CHOBHHX JIiIKAPpChKHX 32c00iB Ta (a00) nepetikiB, 1110 3aKyNOBYIOTbCS
3a KOIITH JIeP:KaBHOI0 OIOMKeTy AJIsi BUKOHAHHSI NPOrpamM Ta 3AiHCHEHHs LEHTPATi30BaHUX
3axo0iB 3 OXOPOHM 3/10pOB’si, Ta (a00) pexkoMeHAalil 00 3aCTOCYBAHHSA [JIA I[iJIeil 0XOPOHH
300pOB’°sl JIIKaApCbKOro 3acoly, omjiara, 3aKkymiBias a0o0 BillIKOAYBAaHHSI BapTOCTI SKOIO
3AIMCHIOETHCH 3 METOI0 BUKOHAHHS PerioHaJIbHMUX LiJTbOBHMX NMPOrpaM 3 OXOPOHHU 3/10POB’sl, IO
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NMOBHICTIO YH YaCTKOBO (IHAHCYIOTbCS 32 PaxyHOK KOWITIB MicueBux OrmwmxeriB, Ta (200)
pexoMeHIalil MOoA0 YKJaJeHHsA a00 NMPOMOB:KeHHs il (IMpoJoHraiii) J0roBopiB KepoBaHOI0
poctymy Ta (a60) inmi pexoMenaanii y pasi HeoOXiIHOCTiI yXBajleHHs piliecHb B CHCTeMi OXOPOHU
30pOB’s

BimmoBigHo nmo mm.2 m.6 [lopsaky mpoBeneHHs IEp:KaBHOI OIIHKM MEIWYHHX TEXHOJIOTIH,
3aTBepKeHOro nocraHoBoro Kabinery MinictpiB Ykpaiau Big 23.12.2020 Nel1300, 31 3MiHam#u, 0yi1o0
MIPOBE/ICHO JIEPKABHY OIIIHKY MEAWYHHMX TEXHOJOTIA A JIIKAPCHKOro 3aco0y TOOpaMmillH 010
MO’KJIMBOCT] BKJIFOUEHHS 3asBJIEHOTO JIKapchKoro 3aco0y 1o HarioHanbHOro mnepeiiky OCHOBHMX
JiKapchKHUX 3aco0iB Ta (ab0) mepenikiB JiKapchbKUX 3ac00iB (HOMEHKIIATYp, CIHCKIB, PEECTPIB), HIO
3aKyIOBYIOTbCSI 3@ KOIUTH JEp)KaBHOro OIO/DKETY [Uld BHMKOHAHHS IporpaM Ta 3/1HCHEHHS
[IEHTPAII30BaHUX 3aXO0JIiB 3 OXOPOHU 370pOB's Ta (a00) 3 METOI BHKOHAHHS PETIOHAIBHUX MITHOBHX
Iporpam 3 OXOPOHH 3I0POB's, IO MTOBHICTIO 200 YaCTKOBO (piHAHCYIOTHCS 32 PAXYHOK KOIIITIB MiCIICBUX
OI0JKETIB 3a MOKA3aHHSAM JJIsl JIIKYBaHHSI XPOHIYHOI JiereHeBoi in¢exkuii, cipuuuHenoi Pseudomonas
aeruginosa, y XBOpux Ha MyKOBICIIHJI03.

3a pe3yapTaToM paHA0Mi30BaHOrO KiiHiuHOTO mociimkenns (Hodson et al., 2002, Adeboyeku et
al., 2006) meroro sikoro Oya0 OWIHUTH €(EKTHBHICTh i Oe3meKky HeOys1i30BaHOrO TOOpaMilMHY Ta
HeOyI1i30BaHOTO KOJICTHHY y TALi€HTIB 13 MYKOBICIIUI030M, JJIsl JTIKyBaHHS XPOHIYHOI JIET€HEBOI
iH¢ekuii, cnpuunHenoi Pseudomonas aeruginosa, ToOpamillH MPOAEMOHCTPYBAaB MEpeBary II0/a0
3mian OOB: yepe3 4 TwkHi B [TT-nomynsmii (p=0,008). 3a pe3ynbraToM crocTepeXeHHS MPOTITOM 5
micsiB (myomikamis Adeboyeku et al., 2006) y mamieHTiB, sKi mmicis Hepiogy BHMHUBAHHS MOYAIH
OTpUMYyBaTH TOOpaMinuH (MiCAsl TOMEPEIHBOTO 3aCTOCYBAaHHS KOJICTHHY), (YHKIS JIETeHb
nokparryBanacs 3i 30unbmeHHsIM ODB:1 Ha 0,35 %, Toai K y TAIiEHTIB, K1 Mics TOOpaMIIMHY HOoYallu
OTPUMYBAJIU KOJICTHH, CIIOCTEPIranocs MOCTYNOBE MOTipIIeHH (YHKIIIT JereHs 31 3HmKkeHHsIM ODB:
Ha 0,88 %. Pi3Hmus B momicsyHuX edeKkTax JIKyBaHHS JIBOMa aHTHOIOTHKaMU Oyina CTaTHCTUYHO
sHauymow  (p=0,0002). Iurepmperanis OTpUMAaHHUX  peE3yAbTaTiB  OOMEXYETbCA  HHU3BKOIO
METOAOJIOTIYHOIO SKICTIO TOCII/KEHHS, a OUTBIIICTh MAaIliEHTIB J0 BKJIIOYCHHS Yy JOCIHIIKEHHS BXKeE
OTPUMYBAJIM IHTAALIMHAN KOJIICTUH, 110 MOTJIO BIUIMHYTH Ha oTpuMaHui nokasHuk O®B: B rpymi
KOJIICTUHY, UMOBIPHO Yepe3 pO3BUTOK pe3UCTEeHTHOCTI. [IpoTe citij 3a3HaYuTH, 0 B YKpaiHi KOJICTHH
IIMPOKO BUKOPUCTOBYETHCS IS JTIKYBaHHS XPOHIYHOT JiereHeBoi iH¢ekuii, cnpuunHeHoi Pseudomonas
aeruginosa, y Malli€HTiB i3 MYKOBICI[HIO30M, TOMY MOMNyJsMifo B gocmimpkenni Hodson et al., 2002
MO>KHA PO3IJISIIATH K peNieBaHTHY Ul Y KpaiHu.

Takum yMHOM, pe3ysIbTaTH, HaJaH1 3aIBHUKOM Ha OCHOBI JTOCIIIPKEHHS, OMTMCAHOTO Y MYOJIIKaIIaX
Hodson et al., 2002 ma Adeboyeku et al., 2006, cBim4aTh Mpo mepeBary 3asBJICHOT0 JIIKapChbKOro 3aco0y.
Bopnouac 3a pe3ynpraTramMu JOAaTKOBO MMPOAHANII30BAaHOTO YITOBHOBAYXEHNM opraHoM KokpaHiBCEKOTO
cucrematruroro oy (Smith et al., 2022) ue 6yi10 BUSBIEHO CTATUCTUYHO 3HAYYIIMX BiAMIHHOCTEH
MIX KOJIICTUHOM Ta TOOpaMiIIMHOM Yy MAII€HTIB 13 MyKOBICIIM1030M 1110710 3MiHH O®B1, a Takox 111070
YaCTOTH JIET€HEBUX 3arocTpeHb. OTHaK MOMKIIUBICTB MPSIMOT €KCTPAIoIIALii OTPUMAaHUX Pe3yJbTaTiB Ha
MOMYJISILII0 MAaIieHTIB B YKpaiHi € OOMEXEHOI0 3 OrjsAy Ha Te, L0 MAallleHTH 10 paHaoMizauii
OTPUMYBAJIM TOIEPETHE JIIKYBaHHS TOOpaMIl[MHOM, 110 Hapa3i HE BIJINOBiJA€ MOTOYHIN KIIHIUHIN
MIPAKTHUIII 32 KOIITH JIEPKABHOTO OIOKETY .

He3Baxaroun Ha HasiBHI OOMEXEHHs J10Ka30Boi 0a3u, 10 Oyia nojaHa 3asBHUKOM, TOOpaMilluH
PEKOMEHIOBaHUM MDKHAPOJHUMHU KIIHIYHAMH HaCTaHOBaMH, BKJIFOYEHHUH 10 KiIiHIYHOTO MpOTOKOITY
“MyKoBicIH03” Ta IIUPOKO 3aCTOCOBYETHCS Y CBITI Ui JIIKYBaHHS XPOHIUHOI JIereHeBOi 1H(eKIil,
cnpuuanHeHoi Pseudomonas aeruginosa, y XBOpUX Ha MYKOBicIIu03. BogHodac cydacHi pekoMeHarii
3BEpPTAalOTh yBary Ha JOLUIBHOCTI YepryBaHHA IHTAIALINMHOrO TOOpamilMHy 3 IHTaIALIHHUM
KOJICTMHOM JUIsl 3HWKEHHSI PU3UKY PE3UCTEHTHOCTI Ta MIATPUMAaHHS JIOBIOCTPOKOBOI €(heKTHUBHOCTI
Tepamii y MalieHTIB 3 XpOHIYHOIO JIETeHEBOIO 1H(EKII€r0, cipudrHeHo0 Pseudomonas aeruginosa.

3a pesynbTaToM aHamizy 6esmneku (myobmikarmis Hodson et al., 2002) BcTaHoBI€HO, 10 HAROIBIIT
MOLIMPEHOI0 MOOIYHOIO PeakKIli€ro Mpu 3aCTOCYBaHHI ToOpaMilMHy OyB (DapUHTIT, a IPH 3aCTOCYBaHHI
KOJICTHHY - MOCWJIEHHs Kauumo. Ilpu onurtyBaHHI KIIIHIYHUX (axiBIIB 3aKjia/liB OXOPOHHU 370POB’s
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BCTaHOBJICHO, 1110 MIPHU JOBFOTPUBAJIOMY 3aCTOCYBAaHHI TOOpaMIIIMHY MOXKE CIIOCTEPIraTuCh NOCUIICHHS
Kaluio, TucGOoHis, MiIBUIEHHS IMEYIHKOBUX MPOO, OTOTOKCHYHICTh Ta HEPPOTOKCUYHICTB.

PesynpTat mMpoBeAECHOTO 3asBHUKOM (hapMaKOCKOHOMIUHOTO aHANli3y MarOTh 3HAYHHNA CTYIiHb
HEBH3HAYEHOCTI, IO 3YMOBJIEHO BHUKOPHUCTAHHAM KJIIHIYHUX JaHUX 13 MyOMiKamiid HU3bKOT
MmeTozooriunoi sikocti (Hodson et al., 2002; Adeboyeku et al., 2006), 10 oOMexKye MOXIIUBICTD 1X
JIOCTOBIPHOI IHTEPIPETAIlil Ta BAKOPUCTAHHSI SIK HAIMHOT OCHOBH /I (DapMaKOEKOHOMIYHOTO aHaJIi3Yy.
Kpim Ttoro, HasBai nani KokpaniBcekoro cucremaruunoro ormsany (Smith et al., 2022) wne
MIITBEP/UKYIOTh KIIIHIYHOT TiepeBard eGeKTHBHOCTI TOOpaMillMHY MOPIBHSHO 3 KOJICTHHOM IIPH
3aCTOCYBaHHI NPOTATOM 24 THXKHIB, Yy 3BSI3KY 3 YMM HEMOXXJIHMBO JOCTOBIPHO MiITBEPIAUTH YU
CIPOCTYBAaTH BHCHOBKHU 3asBHHMKA IIOAO pE3yJbTATIB aHaJI3y €(EKTUBHOCTI BUTpAT. 3 OIJIIy Ha
HAsBHICTh CYNEPEWIMBUX JaHUX MLIOJ0 IOJAHUX KIIHIYHMX MepeBar TOOpaMillMHy HOpPIBHSIHO i3
KOJIICTUHOM JIJIs1 JIIKyBaHHS TAIlIEHTIB 3 MYKOBICIIUI030M BIiKOM BiJl 6 POKIB 3 XpOHIYHOIO JIETCHEBOIO
iHpekuiero, cnpuunHeHoro Pseudomonas aeruginosa, BapTicTh nuKIy (28 AHIB) JIIKyBaHHS
TOOpaMILIMHOM, Ha AYMKY YHOBHOB@)XEHOIO OpraHy, He IOBHHHA 3HAYHO IEPEBHILYBATH BapTICTh
UKy (28 JHIB) JIIKYBaHHS KOJICTUHOM.

3a pe3yibTaTaMHM aHaji3y BIUIMBY Ha IOKa3HUKH OOJDKETy, IPOBEAECHOIO 3asiBHUKOM,
BCTaHOBJICHO, IO 3aCTOCYBAaHHS TOOpaMilIMHY € OUTBII BUTPATHHUM TIOPIBHSHO 13 3aCTOCYBaHHSM
kosictuHy. [IpoTe OCKiNbKY 3asiBHUKOM OyJ10 BUKOPUCTaHO 3MO/I€JIbOBaHI BUTPATH 3 Mojesl Mapkosa,
SKi MalOTh 3HAYHWHA CTYIIHb HEBH3HAYCHOCTI, a TaKOX Te, IO 3asBHUKOM PO3TJISAABCS CICHApii
MIOBHOT'O BUTICHEHHS KOJICTHHY, IO HE BIAMOBI/Ia€ pealbHil KIIHIYHIA MPaKTUIll, TOJaTKOBUN BIIUB
Ha OI0/PKET TOOpaMIIMHY TaKOK MOXE BiJIPI3HATHUCH BiJl PO3PaXOBAHOTO 3asIBHUKOM.

OTtxe, 3a pesynpTaramMu JepxkaBHoi OMT 1070 MOXIIMBOCTI BKJIFOYEHHS TOOpaMiLUHY A0
[lepeniky nikapchbKux 3ac001B, MEMUYHUX BUPOOIB Ta TONOMIKHUX 3aC001B 10 HUX, 1110 3aKYIIOBYIOTHCS
Ha BUKOHAHHS BIAMOBIIHUX YroJ (IOTOBOPIB), YKJIAJEHUX 0CO000I0, YIIOBHOBKCHOIO HA 3TIMCHEHHS
3aKymiBellb y cdepi OXOpPOHM 3/10pOB’s JUIsl BUKOHAHHS MPOrpaM Ta 3/iMCHEHHS LEHTpalli30BaHUX
3aXO0[iB 3 OXOPOHH 37I0POB’Sl 32 HampsAMOM <«3aKyIiBIs MEIWKAMEHTIB Ui TPOMaJsH, XBOPHUX Ha
MYKOBICII/103 » BCTAHOBJICHO:

Pezynomamu nopisusanvnoi kainiunoi epexmugnocmi (pe3yibmamugHocmi)

3a pesynbraTamu nociuimkenHs Hodson et al., 2002, y skomy oriHIOBamu e()eKTHBHICTH Ta
Oe3reky HeOysIi30BaHOr0 TOOpaMillMHYy MOPIBHSHO 3 HEOYTi30BaHUM KOJICTUHOM Y MAIIEHTIB 13
MYKOBICII/I030M 1 XPOHIYHOIO JIET€HEBOIO iH(QeKIi€, crnpuunHeHor Pseudomonas aeruginosa,
criocTepirajaoch NokpamieHHs QyHkuii jerens (monao 3minn O®B1) npu 3acTocyBaHHi1 TOOpamilluHy B
ITT-nonymsiuii (p=0,008). 3a pesynbratamu S-micsunoro crniocrepexxernns (Adeboyeku et al., 2006), y
MAIIEHTIB, K1 MICI 3aCTOCYBAaHHA KOJIICTUHY NepeHIuId Ha TOOpaMIlIMH, CTIOCTEPIraiocs MOKpaIleHHs
¢ynkuii nerens (36inbmenHs O®B1 Ha 0,35 %), To/1 K y MaLi€HTIB, SKI Mics TOOpaMIMHY HeperIIIHn
Ha KOJICTUH, BiJ3Hayanocs 3HWwkeHHs O®PB: nHa 0,88 % (p=0,0002). JloCTOBipHICTH OTPUMaHHUX
pe3yibTaTiB 0OMEXYETHCS KOPOTKOIO TPUBATICTIO CIIOCTEPEKEHHS Ta METOJOJIOTTUHUMH OOMEKEHHIMU
JnochikeHHs. BogHouac BaXJIMBO BpaxoBYBaTH, IIO OUIBINICTh YYAaCHUKIB JO BKJIIOYEHHS B
JOCIIJKEHHSI BXK€ OTPUMYBAIM IHTISLIMHUN KONICTUH, IO € HAOMMKEHUM JI0 Cy4acHOi MPaKTUKU
JKyBaHHS B YKpaiHi.

Haromictes y KokpaniBcbkoMy cucrematmunomy orisimi (Smith et al., 2022) momo ¢yHkmii
JIET€Hb, YaCTOTH JIET€HEBUX 3arOCTPEHb Ta MOKA3HUKIB BUKUBAHOCTI CYTTEBUX BIAMIHHOCTEH uepe3 24
THKHI MDK THTQISAIRHAM TOOPaMIlIMHOM 1 KOJICTHHOM HE BCTaHOBIEHO. Pazom 3 TuM, momepeaHe
JIKYBaHHS TOOpaMIlIMHOM y BKJIFOUEHOMY JOCIIIPKEHHI YCKIIQIHIOE IEPEHECEHHs IMX Pe3yJIbTaTiB Ha
YKpPaiHCBKY KIIIHIYHY MIPAKTHKY.

OO6wuBa HraNAMIiHI TiKapchKi 3ac00U (TOOpaMIIH Ta KOJIICTHH) PEKOMEH0BaH1 MI>KHAPOTHUMU
KJIIHIYHUMHU HacTaHOBaMH, KJIiHIYHMM NpoTOKoJOoM “MyYKOBICIHI03” y TMOYEProBHUX CXemax Jis
JKYBaHHSl XpOHIYHOI JiereHeBoi iH¢ekuii, cnpuunHeHoi Pseudomonas aeruginosa y malli€HTiB 13
MYKOBICIII030M Ta IIUPOKO 3aCTOCOBYIOTHCS B CBITI.

beszneunicmo
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3a pesynbraToM OIiHKK mpodiaro Oe3neku (mocmimxenHs Hodson et al., 2002) cyrreBux
BIIMIHHOCTEH MK HeOyJi30BaHUM TOOPAMIIIMHOM Ta KOJICTHHOM IOAO0 Mpodiato Oe3nekn He
BUSIBJICHO. 3a TEpioJl CIOCTEpe eHHS 4 THXKHI, 4acToTa HEOAXaHWX SIBHUIN, Y TOMY YHUCIT 3 OOKYy
pecripaTopHOi CUCTEMH Ta CepHO3HUX HeOaKaHUX SIBUIL, OyJia 3arajioM CHiBCTaBHOIO MDK IpylaMu
JIKyBaHHSA, 10 CBITYMTH MPo MOAIOHUHI mpodine Ge3nexn 000X Jikapcbkux 3aco0iB. Haituactimoro
MOOIYHOI pEeaKIli€r y rpym ToOpaminuHy OyB (apuHTIT, TOJI SK Y TPyl KOJICTHHY IEepEeBaXKajio
MOCHWJICHHSI KallTio. 3a pe3ylbTaTaMd OINUTYBAHHS KIIHIYHMX CIEIIATICTIB BiJ3HAYEHO, IO TpHU
TPUBAJIOMY 3aCTOCYBaHHI TOOpaMillMHYy MOXJIMBI Taki HeOakaHl SIBUINA, SK TOCHJICHHS KaIlLIko,
mucoHis, MiABUIECHHA pIBHA TEYIHKOBHX (EPMEHTIB, a TaKOX IMpPOSBU OTOTOKCHYHOCTI Ta
HEe(PPOTOKCUYHOCTI.

Egexmusnicmo sumpam na 3as6nenuil 1iKkapcyKutl 3acio 8i0N08ioHO 00 PEKOMEHOO8AHOI WKAIU
2PAHUYHUX 3HAYEHb ITHKPEMEHMANbHO20 NOKA3HUKA eqheKmUsHOCmi umpam

PesynpTaT MOJaHOTO 3aIBHUKOM (PapMaKOEKOHOMIYHOTO aHAJI3y XapaKTepU3YIOThCS 3HAYHOIO
HEBU3HAYEHICTIO Yepe3 BUKOPUCTAHHS KIIIHIYHUX JaHUX HU3bKOI MeToao oriunol sskocti (Hodson et al.,
2002; Adeboyeku et al., 2006). Boanouac nani Kokpaniscskoro cuctemaruunoro orisiay (Smith et al.,
2022) He miATBEp/PKYIOTH KIIIHIYHY MepeBary TOOpamilliHy Haja KOJICTHHOM IIPHU 3aCTOCYBaHHI
OpoTsroM 24 THXXHIB, IO TaKOX OOMEXye HaIiHHICTh pe3yibTaTiB aHalizy €(peKTHBHOCTI BHUTpAT,
MIPOBEJICHOTO 3asIBHUKOM.

Pesynomamu ananizy eéniuey nHa nokaznuxu 0100xcemy 6i0N0GIOHO 00 PEKOMEHOOBAHOI WKANU
OYIHKU 8NIUBY HA OI00JHCem

3a pesynbTaTaMu aHai3y BIUIMBY Ha OIOJUKET, MPOBEACHOTO 3asBHUKOM, 3aCTOCYBaHHS
TOOpaMIlUHy CYMPOBOKYETHCSI BUIIUMH BUTpPATaMH IMOPIBHSIHO 3 KoJicTUHOM. OJHAK JOJaTKOBHIMA
BIUTUB Ha OMOKET MOXE BIAPIZHATHCH BiJ MPEICTAaBICHOIO 3asBHUKOM Yepe3 BUKOPHUCTAHHS
3MOJICTTbOBAaHUX BUTpAT i3 Mojeni MapkoBa, fKi MalOTh 3HAYHHW CTYIiHb HEBHU3HAYEHOCTi, Ta
MPUITYIICHHS PO MMOBHE BUTICHEHHSI KOJICTHHY, 1110 HE BIANOBIA€ pealibHIi KIIHIYHIN MPaKTHUILL.

Enioemionoziuni nokasHuku ujo00 oKpemozo 3ax80Pr8anHs. NOWUPEHOCMI, 3AX80PIOEAHOCI MA
cmepmuocmi 8 Ykpaini

3a po3paxyHKaMy 3asBHHMKa KUIBKICTbh MAI[IEHTIB (AiTeH BiJ 6 POKIB Ta JOPOCIMX) XBOPUX Ha
MYKOBICITI/103 3 XpOHIYHOIO JIEreHeBOI0 iH(eKIliero, cipuuynHeHo Pseudomonas aeruginosa CTAaHOBUTH
Bix 146 y 2026 poui g0 185 mauientiB y 2030 poui. BogHouac, BpaxoByro4H B1JICYTHICTb OQIIIITHUX
CTAaTUCTUYHUX JAHUX IIOJI0 KUTBKOCTI JOPOCTHX MAIIEHTIB Ta AiTeH BiJ 6 POKIB 3 MYKOBICITI030M, SIKi
MalTh XpOHIYHY JIereHeBY 1H(]eKIi0, cnpuunHeny Pseudomonas aeruginosa, KiIbKiCTh MAIli€HTIB, K1
noTpeOyBaTUMYTh 3asIBJICHUH JIIKAPCHKUI 3aci0 MOXKe BIAPIZHATUCS B/l PO3PaxOBaHOT 3asIBHUKOM.

Coyianvui, emuuni, opeanizayiini ma iHwi acnekmu

Haxazom MO3 Vkpainu Big 30.12.2025 Ne 1976 "IIpo 3aTBep/KeHHS HMPIOPUTETHUX HANPSMIB
PO3BUTKY cpepu 0XOopoHH 370poB’st Ha 2026-2028 poku" BU3ZHAYEHO, IO MIPIOPUTETHUMH HAMPSIMKAMU
€ TepuioyeproBe 3ade3neueHHs NpOoQUIAKTUKU, PaHHbOI JIarHOCTUKHU 1 JIIKYBaHHS HEiH(EKIIHHNX
3aXBOPIOBaHb, 30KpeMa: op(aHHHUX 3aXBOPIOBAHb.

Oprani3zaniifHi yMOBH 3aCTOCYBaHHS TOOpaMilMHy He IependadaroTb 3alpoBaKEHHS
JOJaTKOBUX a0o0 creuu@piyHUX 3axojiB. 30KpeMa, Horo 3acTOCyBaHHS HE MOTpedye I0AATKOBOIO
CMELiaTi30BaHOT0 HaBYaHHSA MEPCOHATY 3aKJajiB OXOPOHM 3JI0pOB’S UM MAII€HTIB/IX 3aKOHHHMX
MPEACTaBHUKIB, HE 3yMOBJIIOE 3MIH Y MIIX0/JaX J0 JAIarHOCTUKH, a TAKOXX HE BUMarae 00OB’sI3KOBOTO
CYINyTHBOTO TpPHU3HAYEHHs IHIIMX CHeuu@iYHUX JIKapchbKUX 3aco0iB. BojHowac Tepamisi mOBHHHA
3MIMCHIOBATHCS T HATJSIOM JIIKapsi, SKAA Ma€ JOCBiJ BEJIEHHS MAIll€HTIB 13 MYKOBICIIUAO30M, 13
JOTPUMAHHSAM BUMOT IHCTPYKIII JUIi MEIUYHOTO 3aCTOCYBAaHHS, 30KpeMa IIoJ0 Oe3Mleku Ta
0COOJIMBOCTEH 3aCTOCYBaHHS MIpenapary.

BpaxoByroun BuIe3azHaueHe, oppaHHUN CTaTyc 3aXBOPIOBAHHS, a TAKOX T€, 110 BIAMOBIIHO 10
Cy4acHHMX MIiJXOJIB /0 JIKyBaHHS XpOHI4YHOI iH(pekii, cnpuunHeHoi Pseudomonas aeruginosa y
MAIi€HTIB 13 MYKOBICIIMI030M, TOOpaMmiliH Ta KOJICTUH MalOTh 3aCTOCOBYBAaTHCH Yy BUTIIAIL
MOYEProBUX CXEM aHTHOaKTepiadbHOi Tepamii 3 METOH 3MEHLIEHHS PU3UKY PpO3BUTKY

28



Tobpamiyun nokazanuil 0N NIKYEAHHS XPOHIUHOI NleceHesol ingekyii, cnpuuunenoi Pseudomonas aeruginosa, y xeopux Ha
myrogicyuoos, 19.05.2026

aHTUOIOTUKOPE3UCTEHTHOCTI Ta MIATPUMAHHA KIIHIYHOI e()EeKTUBHOCTI JIIKYBaHHS, PO3LIMPEHHS
JOCTYIy TAIli€EHTIB JO0 TOOpaMmilMHy € JOUUIBHUM Ui 3a0e3MEeUeHHs] MOKIHMBOCTI YepPryBaHHS
IHTAAIHHUX aHTHO10THKIB. KpiM TOro, ToOpaMinMH peKOMEHIOBAHUN MIKHAPOJIHUMHU KITIHIYHUMHU
HacTaHOBAMH Ta BUKOPUCTOBYETHCS B CBITI Y PYTHHHIN MPAKTHII AJIS JIIKyBaHHS XPOHIYHOI JIETEHEBOT
iHdekuii, cnpuunHeHoi Pseudomonas aeruginosa, y mami€eHTIB i3 MyKoBicUHMI030M. TakuM 4YHHOM,
PEKOMEHIOBAHO BKIIFOUECHHS JIIKAPCHKOT0 3ac00y ToOpaminuH (po3uuH aiis iHramsniin 300 mr/4 mu) o
MEePeNiKy JIKapChKuX 3ac00iB, MEAUYHUX BUPOOIB Ta TOMOMIKHUX 3aC00IB 10 HUX, 110 3aKyMOBYIOTHCS
3a KOILUTH JIEP>KaBHOTO OIOJIKETY JUIsi BUKOHAHHS MPOrpaM Ta 3I1HCHEHHS LEHTPai30BaHUX 3aXO/IiB 3
OXOpOHH 37I0pOB’sI, 3aTBepkeHoro mocraHoBoto KMV Bix 7 6epesnst 2022 p. Ne 216 3a HanpsiMom
“3akymiBias MEIUKAMEHTIB JUIsl TPOMAJISIH, XBOPUX HAa MYKOBICIIHI03~ 3 METOK HOro 3aCTOCYBaHHS y
CKJIaJli MOYEproBOl IHTANAIINHOT aHTHOAKTEpiaIbHOI Teparlii 3 KOJIICTUHOM Y MAI€HTIB 13 XpOHIYHOIO
JereHeBoro iHdexiero, cnpuunHeHor Pseudomonas aeruginosa. BpaxoByrouu, 1110 BUTpAaTH Ha ITUKII
(28 nuiB) NiKyBaHHS TOOPaMIIMHOM € Maibke y 6 pa3iB OUTBIIMMH HIXK HA LUK JIIKYBaHHS KOJIICTHHOM,
3HW)KCHHS 3aKYITBEIBHOI IIIHK TOOPaMIIIUHY € JOIITbHUM.

BigmoBigHo o m. 22 Tlopsaky TpoBeACHHS JAEpKaBHOI OI[IHKA MEAWYHUX TEXHOJIOTIH,
3arBepakeHoro nocrtaHoBoro KMV Big 23.12.2020 Ne 1300, BUCHOBOK YIIOBHOBa)KEHOTO OpPraHy Mae
pEeKOMEHAALIHHUI XapaKTep.

5. Inpopmanisa 100 CTPOKY Ail BUCHOBKY YIIOBHOBAKE€HOI'0 OPraHy

Bignosingno no mn. 21 ITlopsiiky BHCHOBOK YIOBHOBA)K€HOI'O OpPraHy CTOCOBHO BiJIOBITHOI
MEIWYHOI TEXHOJIOT11 BBAXKAETHCS YNHHUM JI0 MOMEHTY IIPOBEICHHS HOBOT I€PKaBHOI OI[IHKY MEINIHOT
TEXHOJIOTII.
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