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Pe3ome nmiiany ynpasJiiHHS pU3HKaMHU
JJIS JIIKAPCBKOT 0 3aC00y

TEKCOPAJI® JIOPCEIT 31 CMAKOM YOPHOI CMOPO/IUHHU,

JbOAAHHKH

Misxchapoona HenameHmosana HA36a: AMIIMeMAKpe30/2,4-0uxiopodben3uiosuti cnupm

Ile pestome ITnany ynpapninas pusukamu (ITYP) mns nixapewkuii 3aci6 TEKCOPAJI® JIOPCEIIT 31
CMAKOM YOPHOI CMOPOJUHU, nvoasuuku. IIYP peTansHO OmMCye BaKiMBi PUSHKH s
nikapeskoro 3acooy TEKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHOI CMOPOJIVHU, ns0asHUKH, K
MOJKHa 3BECTH JO MIHIMyMy IIi PHU3UKH, 1 SIK OTpUMaTH Ouiblne iHpopMalii Mpo pPHU3UKU Ta
HEBU3HAYEHOCTI JIIKapChKOro 3acody I’ EKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHOT CMOPOJINHU,
JTBOJITHUKH (B1ICYTHS 1H(OpMaIis).

B incTpykuii ans menuyHoro 3actocyBaHHs (IM3) Ta KOpOTKil XapakTEpHUCTHIIl JIKapCbKOTo 3aco0y
(KXJ13) anst TEKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHOI CMOPOJVHU, nboasHUKK HaBeneHa
HeoOximHa iH(opMallis AN MEOUYHUX MPaliBHUKIB Ta MAIiEHTIB MPO Te, K CIiJ 3aCTOCOBYBaTH
nikapewknii 3aci6 TEKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHOI CMOPOJVHU, nboasHUKH.

Hogi BaxkimBi npoGiiemu abo 3MiHM O TOTOYHHUX MpodieM OynyTh BKIIIOYEHI 10 OHOBiIeHb [1YP mms
JKapChKOTO 3ac00y TEKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHOT CMOPOJNHU, npoasiHUKH.

I. Jlikapcbkuii 3aci0 Ta 11 40r0 BiH BUKOPHCTOBY€EThCS

I'EKCOPAJI® JIOPCENT 31 CMAKOM YOPHOI CMOPOJIMHU, nb0ASHUKM CXBaJdeHHi s
CUMITOMaTUYHOTO JTIKyBaHHS 1H(EKIIHHO-3aNaIbHUX 3aXBOPIOBaHb POTOBOI MOPOXKHUHM Ta TOTKU. Llei
JKApChKUN 3acid MICTUTh KOMOIHAINIO aMilIMeTakpe3ony Ta 2,4-auXjIopoOeH3HIIOBOTO CIUPTY B POIIi
J1104901 pEYOBUHHU Ta 3aCTOCOBYIOTHCS IIJITXOM MOBIJILHOTO PO3CMOKTYBAHHSI JIbOISIHUKA Y POTi 10 TOBHOTO
PO3YHHCHHS.

II. Pu3uxu, noB'si3aHi 3 JiKapcbKUM 3aC000M Ta JiAMH 3 MeTOI0 MiHIMi3yBaTH a00
HaJAJIi XapaKTepu3yBaTH PU3UKH

Baxnmei pwsmkm  nikapeekoro 3acooy T'EKCOPAJI® JIOPCEINT 31 CMAKOM YOPHOI
CMOPOJIMHU, nboAssHUKM, a TaKOXX 3aXOAW IIOJ0 MiHIMI3allil TakuX PHU3HMKIB Ta 3aIpOINOHOBaHI
JOCTiKEHHS TS OTPUMAHHS J0AaTKOBOI iH(pOpMAIii mpo pu3mkn Jikapcskoro 3acoby TEKCOPAJT®
JIOPCEIIT 31 CMAKOM YOPHOT CMOPOJIMHU, npoasiHUKHK HABEACHI HIDKYE.

3axo/M 010 MiHIMIi3allil pU3UKIB, BUSBICHUX IS JIIKAPCHKUX 3aC001B, MOXKYTh OyTH:

e Konkperna iHbopMallis, HaMpUKIIad, 3aCTEPEKEHHS, 3a001KHI 3aX0/IM Ta peKOMEHAalli 11010
MPaBWJIBHOTO BUKOPUCTaHHS, B aHOTalii 10 Jikapcekoro 3acoOy ta KXJI3, mo aapecoani
nalfieHTaM Ta MeJUYHUM MpaliBHUKaM;

e BaxuuBi pekoMeHalil I[0JJ0 YITaKOBKHU JIIKapChbKOro 3aco0y;

e Po3Mmip ynakoBKM — KUIBKICTb JIIKAPCHKOTO 3ac00y B YHAKOBIIi, III0 BUOUPAETHCA TAKUM YHHOM,
11106 3a0€e3MeUnTH NMpaBUIIbHE 3aCTOCYBaHHS JIKapChKOT0 3ac00y;
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e [IpaBoBwuii cTaTyC JJIKAPCHKOTO 3aC00Yy — CIOCIO, SIKMM JIIKAPChKHH 3aC10 MOCTaBIIAE€THCS MAIlIEHTY
(Hampukiaz, 3a perentom abo 6e3 perenty), Moke JOMOMOTTH MIiHIMi3yBaTH HOTO PHU3UKH.

Pazom 1i 3ax0/1 CTAaHOBJIATH PYTHHHI 3aX0H 3 MiHIMi3allil pU3HKIB.

Kpim 1mux 3axoiB, MOCTIHHO 31HCHIOETHCA 30ip Ta PeryIsipHO aHAi3yeThes iHpopMais npo HebakaHi
peaxilii, BKIIOUAlouM OLIHKY PEerylIspHO OHOBJIOBAHOTO 3Bity 3 Oesmeku (PO3B) nms TEKCOPAJI®
JIOPCEIIT 31 CMAKOM YOPHOI CMOPO/JVUHU, np019HHUKH, 1106 32 HEOOXiAHOCTI HEraifHO BXKUTH
3aXO/IIB.

i 3aX01u1 CTAaHOBJISITH PYMUHHY OISIbHICIb 3 (PapMaKoHa2soy.

SIxmo BaXIMBa iH(pOpPMAIis, iKa MOXe BILTMHYTH Ha Oe3neuHe 3actocyBanus [EKCOPAJI® JIOPCEIIT
31 CMAKOM YOPHOI CMOPO/IMHU, nponssHWKK I € HEAOCTYITHOK, BOHA BKa3aHa B PO3MIiii
«giocymHsl inghopmayisy HIKUE.

I1LA.  Chnucok BaKJIMBHMX PU3MKIB i BiicyTHs iHdopmanis

BaxnuBuME pU3MKaMH Jikapcekoro 3aco6y I'EKCOPAJI® JIOPCEIT 31 CMAKOM YOPHOI
CMOPO/IMHU, nb0ASTHUKH € PU3HKH, SIKi TOTPEOYIOTh OCOOJIIMBUX 3aXOMIB 3 YIIPABIIHHS PU3UKAMH IS
MO/IAJIBIIOTO AOCTIIKEHHS a00 MiHIMI3allli pU3uKy, 1100 6e3MeUHo npuiMaTH JTiKapchKui 3acio.
BaxxnuBi pu3uKu MOXKHA BBa)KaTH BUSABICHUMHU a00 MOTEHIIHHUMU. BUsBIEHI pu3uku € mpobdiemamu,
JUIS IKHX € JI0CTAaTHBO JIOKA3iB 3B'A3Ky 3 BUKOPHCTAHHAM Jikapchkoro 3acoby TEKCOPAJI® JIOPCEIIT
31 CMAKOM YOPHOI CMOPOJUHU, nvonsuuku. IToTenmiiini PHU3HKHU - 1€ TIPOOIEMH, IS SKUX
MOJKJIMBA acoIliamis 3 BUKOPHCTAHHIM I[OTO JIKAapChKOTO 3aco0y Ha OCHOBI HasBHUX JaHHX, aye Iis
acolialis e He Oyja BCTaHOBJIEHA 1 MOTpedye mofanbiiol OiHKU. BiacyTHs iHbopMallis cToCcyeTbes
iHpopmanii mpo Oe3rnexy JiKapchKoro 3aco0y, sika 3apa3 BiJCyTHS, 1 TOBUHHA OyTH 3i0paHa (HampHuKIia,
111010 TPUBAJIOTO BUKOPUCTAHHS JIKapChKOT0 3ac00y);

Ilepesik Ba:KJIMBHUX PU3HKIB Ta BiICYTHHOI iH(popmamii

Baxusi e 3acTOCyBaHHS JITSAM BIKOM JI0 6 POKIB
inenTHdikoBaHi pU3NKH
Baxxausi morenuiini Biacyrni
PU3MKH
Bincyrns indopmanis e 3acTocyBaHHJ IiJ] Yac BariTHOCTI a0 roayBaHHS TPYIIO

II.B. Pe3ome BaxkIMBHX PU3HKIB

Bax/auBuii BUsiBJIeHMII pU3UK — 3acTOCYBAHHSA JiTAM BiKOM 10 6 pokiB

I[0¥<a31/1 3B'S3KY PU3HKY Komuux mHIYHEX AochipkeHp moao 3actocyBanHs AMK/IIXBC
3 JIKAPCHKUM 3aC000M | rirsm BikoM 10 6 POKIB TiCIIsE BUYEPITHOTO MONIYKY Y JITEpaTypi, a came
B 0a3i qanux OVID (Biosis, Derwent Drug File, Embase Ta Medline) Ta
6a3i nanux PubMed, BusiBieno He Oyiio.

VY niTeit ciij BpaXoBYBaTH PU3UK 33/1yXH Ta aciipallii Ipu 3aCTOCYBaHH1
nepopajbHUX TpemapariB  4Yepe3 BIICYTHICTh 3JIaroKEHOCTI Ta
TPYIOHOIII 3 KOOpAHWHAIIECI (€BpONEHChKE AareHTCTBO JIKAPChKUX
3ac006iB, 2014; Lam Ta iH., 2014). OiHak icCHY€ HEIOCTATHBHO JIITEpaTypu
[IOJI0 3aCTOCYBAaHHS IBOJASHUKIB MITSIM BIKOM 10 6 pOKIB s
BCTaHOBJIEHHS 0e3MeKU. Y KIIIHIKO-€KCIIEPUMEHTAIbHOMY JIOCIIKEeHHI,
npoBeneHomy Leksell i Mejare y 1994 porii, nepeBipsiiu 31aTHICTb JTiTEH
3-5 poKiB 3aCTOCOBYBAaTH JbOJIHUKA. Pe3ympTaTn mokazamm, mo 62%
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JITed MOTJIM YTPUMYBATH JIbOJSHUK Yy POTI NMpUHAWMHI mpoTsarom 10
XBHJIMH. JIOCIiPKEHHS HE MPOJEMOHCTPYBAJIO KOJAHUX MOOIYHUX SBUIIL.
dakTopHu pU3UKY Ta [ToBimomisui, 10 OOCTPYKIisl IUXaNbHUX NUBIXIB abo 3amyxa,
TPy PUBHKY CIpUYMHEHA HE MPOAYKTAMH XapuyBaHHS, HAWYACTIIIE criocTepiranacs
cepen aitel y Bii Bix 6 1o 15 micamiB (Agran ta in, 2003). [{iTn MaroTh
PHU3UK OOCTPYKLIi AMXaTbHUX IUISIXIB BHACIIIOK PO3MIpy TUXaIbHUX
NUISIXIB Ta BIKOBHX (hakTopiB (Agran Ta iH., 2003).

33"02[?1 3 MiHIMI3aUil | Pyryuni 3axou 3 MiHiMisawii pu3uKy:

pU3NKIB e Jlus. po3uin 4.2 ([ozyeanmns ma cnocib sacmocyeanns) i po3uina 4.9
(I1epeoosysanns) y ITIOJ13.

o Jlus. po3nin 6.4 (Ocobauei 3anodigicHi 3axo00u npu 30epicanti) y
KXJI3.

e JluB. po3ain «/[o3ysanns ma cnocio 3acmocysannsy» y IM3.

JlomaTKoBI 3aX0M 3 MiHIMI3al{l pU3HUKY:
e BincyTHi.

BincyrHs indopmanis - 3acTocyBaHHs il Yac BarirHoCTi 200 roqyBaHHs TPyII0
3axomu 3 MinHiMmizamii | PYTHHHI 3aX01u 3 MiHIMIi3allii pU3UKIB:

PHU3HKIB e Jlus. po3ain 4.6 (Bazimuicms i 200y8anns epyoorw) y ITIO13.
e Jlus. po3ain 4.6 (Bazimuicmo i 200yeanus epyoow) y KXJI3.
e Jlus. po3ain «Bazimuicms i 200y8ants 2pyoo» y IM3.

JloaTKoB1 3aX0/1 3 MiHiMi3allii PU3UKIB:
e BiacyrHi.
Ckopouenna: AMK/IAXBC = aminmerakpe3oi/2,4-guxaopoOen3unosuii cnupt; [1O[A3 = mnepenik

OCHOBHHMX JaHuX 3asBHUKa; KXJI3 = kopoTka XapakTepucTHKa Jikapcbkoro 3acoly; IM3 = iHcTpykis
IUIL MEJUYHOTO 3aCTOCYBaHHS.

11.C. IInan micasipeecTpaninHOro po3BUTKY

11.C.1. [JocaixkeHHs, siki € yMOBaMH OTPUMAHHS peecTpPauiliHOro NocBig4eHHs

BincyTHi qociiakeHHs, ki € yMoBaMu JIJISI OTPUMaHHS peecTpaliiiHOro NoCB1T4eHHs a00 crienu(iuHuM
3000B'sI3aHHSM JIKapPCHKOTO 3aC00Y TEKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHOT CMOPOJINHU,
JIOJISTHUKH.

11.C.2. TInmi gocjaigeHHs B MJIaHi micaspeecTPaliiiHOT0 PO3BUTKY

Jlocmimkenns s dikapebkoro 3acody T'EKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHOI
CMOPO/IMHU, nb0ASiHUKY HE MTOTPiOHi.



