
3/K palm 3 Toeapucmeo 3 05M€JK‘€HOI0 Bidnoeidanbnicmro
<<AIC4,ZIEMI}I OIIIHKI/I TEXHOJIOFII/Y OXOPOHI/I 3,ZIOPOB ’}I YKPAIHI/I»

K00 38590304, IBAN: UA4532064900000260050526I5675 6 Hpu6amEaHl< (3/Kpama),
MW igwmg M(DO.' 320649 K2 — P03paxym<06uz7 Llenmp M.Kui'6 03142, M.K~I/11.6, ey/1.

Kp3lCUJICaHi6CbK020 4, m/¢ 498-O6- 74
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3A}IBA
na HPOBCIICI-ll-l nepmanuoi ouimcn Mezmqnnx Texnonoriii

1. IH(])0pMal1isl npo sasnanmca

1) Hallmenyeamul (npiasume, iM’n, no ambkosi) sammuka
AMAKCA JITZI

2) Mic14e3nax00.ucemuz (Micue npooicusanua)
31 J1>1<0H Icnin CTpiT, Honzlon, SWIP 4FE, Bennxa Bpl/ITaHi$I

3) Homep meJze¢on( draxcy)

O44 498 06 72, M06. +38 067466 52 98

4) Adpeca e.rlel<mponn0i' nommu.
cho@bcnauka.c0m.ua

ll. Inclmpmauin npo Bnponmca aaasnenoro .1IiKapCbK0l"0 3ac06y
K'e3i CD2lpM8.I.I6yTI/Illi C.11.A. (BI/IpO6HI/IIlTBO,KOHTpOJ'II>, 36ip HEIIIOBHGHI/IX 1<oHTef1HepiB Ta

r1a1<yBaHHs1), ITani;1F.JI. d>apMa FM6X (36ip HEIIIOBHGHI/IX I<0HTe171HepiB Ta na1<yBaHH;1), ABcTpisIK'e3i

<I>apMac'10Ti1<eJ13 FM6X (BI/III}/CK cepi'1'), ABcTpis1LIIMAH C.P.JI. (KOHTPOIIB cepi'1'), ITaJIis1

2. Ilani 1110110 3as|B.11eu0r0 .11i1<apcb1<0r0 3ac06y

1) T0172068./lb!-lll nassa JliKllpCbK020 3aco6y

<DOCTEP (FOSTER®).

2) Mixcuapodua uenamenmosana nassa a6o cuuouimilme nameuyeanrm
Formoterol and beclometasone.

3) Crumb ./likapcbkozo 3ac06y (diroui ma donomiolcnipeuoaunu)
,ZIir0ua peqoeuua: 100 MKF 6eI<J10MeTa30Hy III/Il'IpOHiOHaTy Ta 6 MKF (1)opMoTep0J1y <1>yMapa'ry

JII/IFil1p8.Ty;

ono/wio/cui peuoeunuz eTaH0n 6e3B0;1H1/1171; KI/ICIIOT21 XJ'IOpI/ICTOB0lIH€Ba; l'IpOl'I6J'I€HTI Hopqmypan

(HFA-134a)

4) ¢0pMa eunycky, mo nponouyembcn dml elcmouennn do Hauionanbnozo nepe./liky

ocnosnux JliKllpCbKllX 3ac06i0 ma (a60) nepeailcie

A6pO3OJ'II> Luv; inranslui, ,1o30BaH1/1171.

5) Bidomocmi npo Oepaicasny peecmpauilo aammenoeo nixapcbkoeo 3ac06y 0 Ykpaini
PeecTpaui17IHe HOCBi)1‘-I6HH$IZ UA/16438/01/01. HaI<a3 MO3 N2657 Bill 07.04.2023. TepMiH 11i'1'

peecTpauiI71H0ro n0cBi11qeHH;1: He06Me>1<eH1/1171 3 05.05.2022. 3a$IBHPII(Z K'e3i (DapMac'IoTi1<eJ1:; FM6X,

ABcTpi;1.

6) cbapmalcoaozilma din nikapcbxozo 3aco6y

(DocTep MiCTI/ITL 66KJ'IOM€'l‘83OHy III/Il'IpOl'IiOHaT Ta <110pMoTep0JI, mo MEIIOTB pi3Hi M€X€lHi3MI/I ;1i'1'

Ta HPOSIBIISIIOTB 21,111/ITI/IBHI/I171 e<beI<T mono 3HI/I)I(6HH$l qacT0T1/I 33FOCTp6HI> 6p0HxiaJ1I>H0'1' 21CTMI/I.

E€KIIOM6T8.3OHy 111/IHpOHiOH3.T — inransluinn rm01<01<opT1/1I<0cTep0'1'L[ (FKC), incl/1171 y
p€KOM€HZ[OB8.HI/IX JlO38.X ‘-II/IHI/1Tb IIpOTI/I3al'I&J'IbHy Luro, npl/I3B0;1>Iq1»I 110 nonermennsl CI/IMHTOMIB Ta

3H1/DKCHHH qacrom 3ElFOCTp€Hb 6p0HxiaJn,Ho'1' 8.CTMI/I, Hpl/I LII>0My Mae Menmy qacT0Ty l'IO6i‘~IHI/IX

e<1>e1<TiB, Hi)I( CI/ICT6MHi FKC.
<D0pMOTep0J1 — ceJ1e1<T1/IBHI/1171 ar0HicT 6eTa2-anpenepriqnnx peL1enT0piB, sncl/1171 BI/IKJIPIKEIC

p€II2:1KCLIiIO rJ1a)11<0'1' MyCKyJITypI/I 6p0HxiB y naI1ieHTiB 3 060poTHo1o 06CTpyKI_Ii€IO ill/IXa.1'II>HI/IX



IJlJ'I$IX1B. Ep0Hx0I1iT1/Iqna L[1$I HacTae IIIBI/IZIKO, HpOT$IFOM 1-3 XBI/IJII/IH nicrm iHraJ1s1LIi'1', Ta 36epiraeTLc>I
HPOTSIFOM 12 ronnn H1C.TI$I 0,11H0pa30B0'1' norm.

7) diapmalcomepanesmulma zpyna /lixapcbrcozo 3aco6y ma K00 3a anamoM0-mepanesmuImo-
ximiunolo macuqiixauiem

HpenapaT1/1 Lina J1i1<yBaHn;1 O6CTpyI(TI/IBHI/IX 38.XBOpIOBaHb ,1I/IX2U'II>HI/IX L[IJ'I$IX1B. A,npeHepriqHi
3210061/I tum iHraJ1s1ui171H0r0 3E1CTOCyB3HH$I. K011 ATX R03A K08.

8) Odne noxasanml 00 Medulmazo aacmocyeannn, 3a llKll.M nodaembcn aansa

Bponxianbna acTMa
<I>0cTep 3aCTOCOByIOTb LUIS! perynslpnoro J'I1KyB21HH 6p0Hxia_1n,H0'1' aCTMI/I y pa3i I[OH1.IIBHOCTi

3acT0cyBaHH;1 1<0M6iH0BaH01"0 3ac06y (iHraJ1sn1i171H1/1171 rJn01<01<0pT1/11<0cTep0'1'z( Ta 6€Ta2-3.1"OHiCT

np0J10Hr0BaH0'1' J1i'1'):

naLIieHTaM, CI/IMHTOMI/I 32lXBOpIOB8.HH$I y SIKI/IX H6Z[OCT8.THI>O KOHTPOJIIOIOTBCSI iHraJ1>1ui171H1/1M1/1

rnI01<o1<0pTI/II<0cTep0'1';1aM1/1 Ta IHBI/IZ[KOJ11IO‘-II/IMI/I 66T8.g-8.1"OH1CTaMI/I, mo 38.CTOCOByIOTI>C$I y pasi
IIOTp66I/I.

9) Hoxaaannn 00 Medulmozo sacmocysauna eidnosidno do incmpyl<14ii' 0/111 Medulmozo
sacmocyeanruz, aamsepdoicenoi M03, 3a nansnocmi depalcasnoi peecmpauii JliK(lpCbK020 3ac06y 0

Yxpaini
BPOI-lXi3.1IbH3 acTMa

<D0cTep 33CTOCOByIOTI> Jlnsi perynslpnoro J1i1<yBaHHs1 6p0HxianLH0'1' EICTMI/I y pa3i I[OLI1JII>HOCTi

3acT0cyBaHHs1 I<0M6iH0BaH0r0 3ac06y (iHraJ1$1LIi171H1/1171 rJnoI<0I<0pT1/11<ocTep0'1'11 Ta 6eTa2-ar0HicT
np0n0Hr0BaH0'1' ,:Li'1'):

- II2lI_I1€HTE1M, CI/IMHTOMI/I 3€IXBOpIOB3.HH$I y $IKI/IX H€I[OCT&THI>O KOHTPOJIIOIOTLCSI iHran>1ui171H1/1M1/1

rJn01<01<0pTn1<0cTep0'1'11aM1/1 Ta LHBI/Il1I(OJI1IO‘-II/IMI/I 66T212-al“OH1CTMI/I, 1110 321CTOCOByIOTI>C5I y pasi
HOTp66I/I, a60

- naL1ieHTaM, SIKI/IM inrannuini rmo1<01<0pTn1<0cTep0'1'11n Ta 6€T&1g—2lI‘OHiCTI/I npoJ1oHroBaH0'1' ,z[i'1'

3a6e3neqy10T1> z[0cTaTHi I(OHTpOJ'II> 3a 3&XBOpIOB2lHH$IM.

Xponiqne 06cTpy1cTnBHe 32XBOpl0B3l-IHH .JI€F€Hb (XO3JI)
CI/IMl'ITOM8.TI/I‘-IH8 J1i1<yBaHHs1 l'I21H1€HT1B 3 T$DKI<I/IM XO3.H (OCDB1 < 50 % Bin Ha.ne>1<H0r0) Ta

H21$IBH1CTIO B aHaMHe3i HOBTOpIOB8.HI/IX BI/Ina/11<iB 3aI"OCTp6HI> XBOpO6I/I, y HKI/IX np0s1B11;u0TI>c;1 Kniniqno
BI/Ip£1)K€Hi CI/IMl'ITOMI/I 321XBOpIOBaHH$I, H€3B&)KaIO‘-II/I Ha perynsipne .r1i1<yBaHH;1 6pOHXO.II1TI/I‘IHI/IMI/I

3aCO68.MI/I np0n0Hr0BaH0'1'11i'1'

10) Cn0ci6 sacmocyeanun
Omla Ln/1 uni 1HF8.HHH11IIB3 p831/I H2f,I[6Hb. MQKCHMHHLHH ,ZIO6OB8. 1103a - 4 inransluii.
11) Haaanicmb I10K(l3llHb 00 Medulmozo aacmocyeamm /zilcapcbkoeo 3aco6y 01111

suxopucmamm nid uac nadannn Meduunoi donomozu npu cmanax, mo aaanaueui y
npiopumemnux uanpwnkaxpossumxy caepu oxopouu sdopos ’;l

B1J1l'lOB1,[[HO /10 Ha1<a3y MO3 YI<pa'1'HI/I Bill 07.10.2022p. N2 1832 <<Hp0 3aTB€pZI)K6HH$I

l'Ip1OpI/ITGTHI/IX H21I1p$IM1B pO3BI/]TKy c(1)epI/I OXOPOHI/I 3,z10p0B’s1 Ha 2023-2025 p0I(I/I», 6pOHX13.TII=-Hy

acTMy B1£[H6C€HO J10 IIp1OpI/IT6THI/IX Hal'Ip$IM1B pO3BI/ITKy ctbep OXOPOHI/I 3;10p0B’s1 Ha 2023-2025 pom/1.

3. Koponca nponoanuin 1110110 .1Iil€apCbKOF0 3ac06y 3 01mc0M 3aXBOpl0B2lHH (crany),
l1i.11b0B0'1' 1<0r0pTn lI3l1i€HTiB Ta poni Jlilcapcucoro 3ac06y B npoueci JliKyB3HHH i3 aaznaqennslm

K.1IiHi‘ll-l0l"0 Mapu1pyTy nauiuna y KouTe1<cTi Bm<0pncTamm zanponononanoro .TliK3pCI>K0l"0

aacoy

Eponxianbna acTMa e 011Hie10 3 OCHOBHI/IX HpO6J'I€M oxoponn 3j1OpOB'$I. 3ri,uHo 3

eni)1eMi0J10riqHI/IMI/I i Tpl/IBZUII/IMI/I C1'IOCT€p€>K6HH$lMI/1, 3a MI/IHYII1 30 p0I<iB Tslrap BA 3pic, 0006.111/IBO

cepen J1I0,ne171 3 HI/I3I>KI/IM i C6p6,Z[H1M piBH$IMI/I Lloxo,/1y.

Hlopiqni BI/ITp3TPI Ha T€p2ll'I1IO EA y CLHA cmnoansm, 6III/ISBKO $60 MJIp,II. 3 ypaxyBaHHs1M

IIOIJII/Ip€HOCT1, BIUII/IBy Ha $IK1CTb >1<n1"r;1, ‘-IEICTOTI/I BI/IH&JlK1B iHBaJ1i;1I/I31/1ui'1' Ta §0iHaHc0B1/Ix BI/ITIJEIT, Ha

CBOFOJIH1 EA nocinae 14-Te Micue y p6I7ITI/IHl‘y HaP'16im>Lu 2lI(Ty3.HI>HI/IX 38.XBOpIOB€lHI> y cBiTi.

3 2017 p LIeHTp rp0Ma;1c1>1<0r0 3£[0p0B’sI YI<pa'1'H1/I He B6Z[6 0(1)iui171H0'1' CTTI/ICTI/IKI/I II8.Il1€HT1B 3

6pOHX1aJ1I=-HOIO acn/1010. 3a ,18HI/IMI/I IHME (Institute of Health Metrics and Evaluation) CLHA,
I(1J'II>I(1CTI> nauiemis 3 6p0HX1€U1I>HO}O aCTMOIO 2014-2019 pp CTEIHOBI/Illa B1Z[ 816 974 no 924 537 0ci6.



3aCTOCyBaHH$I HOBI/IX Texnonori B J1i1<yBaHHi BA 1'IiIIBI/IIJ_Iy€ KOMl'IJ'Ia€HC na11ieHTiB 110

peryJ1s1pH0r0 3acTocyBaHHsi Tepanii, ToMy HOSIBEI Ha pl/IHKY Y1<pa'1'1~1n i<0M6iH0BaH0r0 e1<cTpaMin1<o'1'

(1)a1<c0BaHo'1' 1<0M6iHa11i'1' (extrane xed combination) 6e1<J10MeTa30Hy Ta <1)0pM0Tep0ny (<I>0cTep)

BHJII/IBaTI'IM€ Ha ni1<yBaHHs1 ra IIOl'I€p6£[)I(€HH$I 3€:1I‘OCTp€HB BA KJ'IiHiIlI/ICTI/I B ny6JIiI<aui;1x

HaFOJ'IOIlIyIOTI>C$I, mo 3€lB,[I$IKI/I 3H1/I>I<eHi1‘/'1 noai 6e1<J10MeTa30Hy, BI/IKIII/IK8.€ M6HH_Ii CI/ICT6MHi n06iqHi
peaI<ui'1' Ta MeHn1i171 KiJII>I(OCTi inranauil‘/‘max rJn01<01<0pTI/I1<0cTepo'1';1iB (IFKC), $IK3. BHJII/IB€1€ Ha

p0T0rJ10T1<y Ta FOpTaHI> nauiema.

K0M6iH0BaHe 3acT0cyBaHHs1 IFKC Ta 6eTa-2 ar0HicTiB Tpi/1BaJ10'1' ,ui'1' p€I(OM€H11OBaHO

I1pOBi£[HI/IMI/I Mi)KH3pO,[IHI/IMI/I Hacranonaivn/1 (GINA, 2023, Kniniqnolo HacTaHOBOI0, 3acHOBaHOI0. Ha

1101<a3ax <(BpOHXi2UII>H21 acTMa>> 2021 p, HloTnaH,ncI>1<1/1M M6ILI/I‘-IHI/IM 1<oHc0pcyMoM Ta inm.)
)1iI<apcL1<1/iii 3aci6 6eI<n0MeTa30Hy III/IHpO1'IiOH3T 100 MKI‘ nmoc ¢10pM0Tep0J1 6 MR1" (QDOCTEP)

l'IpOl'IOHy€TI>C$l no Bionoqennsl B Hauionanbnn nepenix OCHOBHI/IX .TIiKapCI>KI/IX 3aco6iB y pO311i.TI XXV.
.HiK3.pCI>Ki 3ac061/1, I110 BIIIII/IB21IOTL Ha qmynxuiio opranils 111/IXEIHHSI. 1. AHTI/IEICTMHTI/I‘-IHi 3ac061/1 i
.1'IiK8.pCLI<i 3ac06n IIIISI IIiI(yBE1HH$I xp0HiqH0'1' 06cTpy1<TnBH0'1'xBopo61/1.

J11/1pe1<Top TOB
<<AI<a)1eMis1 OLIiHKI/I Texnonoril‘/'1 OXOPOHI/I 3)10p0B’s1 YKpai'iLu>$' 1‘ = [~
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