IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EJII3IVM

(ELIZIUM)

Ckaan:
Oiro4a peyoBHWHA: [e3/10paTafuH;
1 M1 po3uuHy MicTuTh 0,5 MI' Iie3710paTaguHy;

MOTIOMiKHi pEYOBMHM: JUHATPIIO €[eTaT; HaTPilo IUTPaT; KUCIIOTa IMMOHHA, MOHOTigpaT; copbiT
(E 420); caxaparsno3a; IPOIIiNIeHTIiKOIIb; TiIpoMesio3a; apoMaTu3aTop «CnuBa»; Booa OYMIIEHa.

JlikapcbKa ¢popma. Po3unH opanbHU.

OcHoBHI (i3uKo-xiMiuHi BTaCTUBOCTI: Mpo3opa, 6e30apBHA pifKrHa 3 XapaKTEePHUM 3allaXxOM.

dapMakoTepaneBTHYHA rpyna. AHTUTiCTaMiHHi 3ac00M [AJIs CHCTEMHOTO 3aCTOCyBaHHS.

Kon ATX RO6A X27.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

e3nopaTtanux - lie HeCeJaTUBHUY aHTUTICTaMiHHUM IpeliapaT TPXBaJIOl Ail, 1[0 YUHUTH CEJIEKTUBHY
aHTaroHiCTWYHY [il0 Ha nepudepuuni H,-penentopu. [le3nopaTaguH - TePBUHHUY aKTUBHUN
MeTabomiT nopataguny. [licas mepopanbHOT0 3aCTOCYBaHHS ie370paTaguH CeIeKTUBHO OI0KYE
nepudepuyHi ricraminosi H;-pelientTopu, OCKiIbKY BiH MaliKe He POHUKAE KPi3b
remartoeHiedaniyaui 6ap’ep.

Y mocnipeHHSX in vitro ge3nopaTtaguH IPOOEMOHCTPYBaB CBOl aHTHANEPriyHi Ta MpOoTU3amnanbHi
BIIACTUBOCTi. BOHM BK/II0YAaIOTh IPUTHIYEHHS BUBITbHEHHS [IPO3alalbHUX IIUTOKIHIB, TAKKUX K IL-4,
IL-6, IL-8 Ta IL-13, 3 omacucTux KiiTuH / 6a30}iliB TIOOUHN, a TAKOX MPUTHIYEHHS eKCIpecii
MOJIeKy N aAresil P-celeKTUHY Ha eHAO0TeTianbHuX KiniTuHax. KiiHiyHa 3HaYymIiCTh KX
CIIOCTePeXKeHb IIle [0 KiHIlA He BCTaHOBJIEHA.

EdeKTuBHICTh 3aCTOCYBaHHS AiTIM PO3UMHY OPaJbHOTO, 1[0 MiCTUTH ie3/7I0paTafuH, He BUBYAH Y
crenianbHUX BUNIpoOyBaHHSX. [IpoTe Ge3meKa CUPOITy, M0 MiCTUTh Ae370paTaguH y Tiid caMii
KOHIIEHTpallil, MPOIeMOHCTPOBaHa Y TPhOX BUNIPoOyBaHHSX Yy Aited. [IiTu Bikom Big 1 mo 11 pokiB 3



ITOKa3aHHSIMHU [I0 aHTUTICTaMiHOBOI Tepallil OTpHMyBalIu No00BY m03Y me3nopaTaguny 1,25 mr (mitu
BikoM Bix 1 mo 5 pokiB) a6o 2,5 mr (mitTi BikoMm Bifm 6 mo 11 pokiB). JIlikyBaHHS mo6pe MepeHoCuIocs,
110 3aJOKyMEHTOBAHO Yepe3 KJTiHiuHi 1ab0paTOPHi JOCTigKeHHs KHUTTEBUX ITOKa3HUKIB Ta EKI
(Brio4aoun NOBXKUHY iHTepBany QT).

[Tpu 3acToCyBaHHI y peKOMEH[IOBaHi# 1031 M1a3MOBi KOHIIEHTpAllii fle31opaTafguny Oymu
TIOPiBHIOBAaHUMM y AiTel Ta mopociaux. OCKinbKyu mepebir aneprivyHoro puHiTy Ta XpOHI4HOI
imiomaTuyHOI KPONIUB'THKY, SK i mpodins 6e3neku ne3mopaTaguHy, CX0XKi y [IiTel Ta JOpOCiuX, maHi
om0 eeKTUBHOCTI 3aCTOCYBaHHS Ae37I0paTaguHy JOPOCIUM MOXKYTh OyTH eKCTpaloilboBaHi i Ha
aiTen.

Y kJiHiYHUX BUIPOOYBaHHSAX BUCOKUX [103, ¥ SKUX Jie370paTafyH IOAEeHHO 3aCTOCOBYBaIN y [03i 10
20 Mr mpoTsiroM 14 gHiB, HiTKMX CTAaTUCTUYHO a00 KITiHIYHO 3HAUYIIMX 3MiH 3 6OKY CepleBo-
CYOVHHOI CUCTEMH He criocTepiranocs. Y kiiHiko-hapMakoIoriyHOMy BUIIPOOYBaHHi, B IKOMY
3aCTOCOBYBaJIM Jie3/0paTafuH ¥ no3i 45 Mr Ha moly (v 9 pasiB 6inblie KiiHiuHOI fo3u) mpoTtsarom 10
nHiB, momoBkeHHd iHTepBany QT He cnocTepiranmocs.

Ie3nopaTaguH Maiixke He ITPOHUKAE KPi3b reMaToeHIedaniynuit 6ap’ep. [Ipu 3acTocyBaHHi
PEKOMEHI0BaHOI [03U 5 MI YaCTOTa BUHMKHEHHS COHJIMBOCTI He ITepeBUIlyBaia TaKy y IPymi
nnane6o. Y KIiHiuHNX BUNIPOOyBaHHSX IIPYU OMHOKPATHOMY NPUIOMi Ie3jiopaTaguH y go3i 7,5 Mr He
BIIJINBAB Ha ICUXOMOTOPHY aKTUBHICTE.

[Tpu BumpoOyBaHHI OMHOKPATHOI 000BOI 003U Ae3/iopaTafuHy 5 MT Ha 100y Yy JOpOCIHNX He
BCTAQHOBJIEHi 3MiHU CTAHJAPTHUX TECTIB IIifl Yac MOJIbOTY, B TOMY YHCJIi i TOCUIEHHS Cy6’ €KTUBHOTO
BiM4yTTsS COHNMUBOCTI ab0 iHINKX, TOB’I3aHUX i3 MMOJILOTOM, ITOKA3HUKIB. [Tpu KITiHIYHUX
(bapMaKoJIOTiYHUX BUIIPOOYBAHHSX CYMiCHOTO IIPUMOMY 3 aJIKOT'0JieM He BCTAHOBJIEHO ITiIBUILIEHHS
TII0B’513@HOI 3 aJIKOT0JIEM 3MiHU TTOBEMiHKY ab0 MOCUIIeHHSI COHNTMBOCTI. He BCTaHOBIEHI 3HAUYIII
BiIMIHHOCTI B pe3yjbTaTax ICUXOMOTOPHUX TECTIB Y Py, AKi IPUUMAIOTh fe3/10paTajuH, 1 TaKux,
110 TPUMMAaIOTh Ianebo (He3alekHo Bifl BAXUBAHHS aJIKOTOJIIO).

[Tig yac kniHiYHEX BUNIpOoOyBaHb 3 HaraTopa30BUM [03YBAHHSIM CYMiCHOTO 3aCTOCYyBaHHS
fe3nopaTagyHy 3 KETOKOHA30/I0M i epUTPOMIIIMHOM He BCTAHOBIIEHI KITiHIYHO 3HAYYIIi 3MiHU ¥
I71a3MOBiM KOHIIEHTpallil Ae3710paTaguHy.

Y mopocnux i mMiAmiTKIB 3 aJleprivHuM PUHITOM Ae37I0paTafauH, TabneTKy, ebeKTUBHUM II0A0
TIOJIETIIIEHHST TaKUX CUMIITOMIB SIK UXaHHS, CBepOiXk i BUieHHS 3 HOCa, CBepOiXK Ta IOYEePBOHIHHS
ouel, cIb030Teva, cBepOixk migHeOiHHs. [le3nopaTafgu eheKTUBHO KOHTPOIIOE CUMIITOMH IIPOTSTOM
24 ropvH. EQeKTUBHICTL e3nopaTaauHy, TabaeToK, He BifoOpaxkeHO KaTerOPUYHO Y KITiHIYHUX
BUIIPOOyBaHHSX 3 y4acTIO MallieHTiB BikoM Big 12 mo 17 pokis.

Kpim 3aTBepaxeHol Kitacudikallii areprivHoro puHiTy, 110 PO3AiJise HOT0 Ha Ce30HHUM i IiNnopiyHui,
3aJIe’XHO Bifl TPUBAJIOCTI IPOSIBiB CUMIITOMIB MOTO MOXKHAa KJ1aCH(]iKyBaTH SIK IHTEPMITyIOYuU
aJIepriyHuil PUHIT Ta IEePCUCTYIOYUN aJlepPridyHuy PUHIT. [HTepMITYI0Unl aleprivyHuil PUHIT
BU3HAYAETHCS K HASIBHICTH CUMIITOMIB ITPOTSTOM MeHIIe 4 OHIB Ha TUXAEHb a00 ITPOTATOM
moHalMeHIIe 4 TUXKHiB. [IepCucTy0Yny ajepridHuil PUHIT BU3HAYa€ThCI IK HasgBHICTh CUMIITOMIB
npoTsaroM 4 abo OinbIlie OHIB Ha TUXKOEHD i BIPOIOBK Oinbile 4 THXKHIB.

Ie3nopatanuH, TabneTky, eeKTUBHO MOJETIIYE CHUMIITOMUA CE30HHOT'0 aJIepPrivHOoro PUHITY, 5K 1Ie
BHIHO i3 3arajbHOT0 300PY B ONMUTYBAILHUKY IIPO SKiCTh KUTTS IIPHU PUHOKOH IOHKTUBITI.
Haii3HayHillle MOJNIIEHHS CIIOCTEPIraEThCA ¥ PO3[inax i3 MpakKTUYHUMU ITpobaeMaMu i
MOBCSIKOEHHOIO TisiTbHICTIO, 00MeXEeHO0I0 CHMIITOMaMH.



XpoHiyHa ifionaTuyHa ypTUKapisa Oyja gociigkeHa SK KIliHiYHa MOfellb yPTUKapPHUX CTaHiB,
OCKiJIbKM He3aJIeKHO Bifi eTiooril maTogi3iooriyHi MexaHi3Mu CXO0Xi i BKJIIOUeHHS XPOHIYHO XBOPUX
TAIiEHTIB Y IPOCIEKTUBHI BUMIPOOyBaHHS MpocTimie. OCKinbKY TPUYNHHUM (PAaKTOPOM 7 BCiX
YPTUKapPHUX 3aXBOPIOBaHb € BUBIIbHEHHS TiCTaMiHy, O9iKyEThCS, 1110 ie3opaTaauH Oyme
e(eKTUBHUM IIOMO0 MOJETIIEHH CUMIITOMIB Ta iHIINX [I0OB’93aHUX 3 YPTUKAPI€ CTaHiB, KpiM
XPOHIYHOI ifionaTuyHoOl ypTUKapil, IK PEKOMEHIYEThCA Y KITiHIYHUX IIOCIOHUKAX.

Y nBox miane6o-KOHTPOIbOBaHUX 6-THKHEBUX BUIIPOOYBaHHAX Y MAIli€HTIB i3 XpOHIYHOIO
imiomaTu4HO ypTUKapi€io fe3nopatanut O6yB eheKTUBHUY IIPH MOJIETTIeHH] CBepOeXKYy Ta
3MEeHIIeHH] po3Mipy i KiIbKOCTi MyXUpiB I1le B KiHII MepuIoro 4o30Boro intepsany. Y 6yob-iKoMy 3
BUNIPOOyBaHb e(PeKT MiATPUMyBaBCS IPOTATOM YChOT'0 24-TONMHHOTO T030BOTO iHTepBaly. fK i mpu
iHmux BUNIPOOyBaHHSX aHTUTiCTaMiHHUX IIPeIapaTiB, IPU XPOHiUHiM imiomaTuyHili ypTuKapii MeHIIa
KiIbKiCTh ITAIi€HTIB, ifeHTU(IKOBaHUX 5K Ti, 1110 He BiATOBIAIOTH Ha JIIKYBaHHS aHTUTiCTaMiHHUMH
npernapaTtamy, Oyna BuKiIodeHa. [lonermenHs cBepOexy Ha Oinbil HiXK 50 % cmocTepiranmocs y 55 %
NallieHTiB, SKi TiKyBanucs ge3opaTagiHOM, IOPiBHSAHO 3 19 % mamieHTiB, sSKi oTpuMyBanu mianeoo.
JIikyBaHHA [e3/710paTafyuHOM 3HAYHO 3MEHINIUJIO TOPYLIeHH PUTMY CHY 1 HeCllaHHs, BUMIPSAHOTO 3a
yoTUPUOAIHHOIO IIKAJI0, BUKOPHUCTAHOO /IS OI[iHKY ITNX 3MiHHUX.

dapmakokiHemuxka.

BcmokmyeaHHA. KOHILIEHTpallio Ae3/10paTaAuHy y Iaa3Mi KpoBi MOKHa BU3HauUuTH 4epe3 30 XBUIUH
nicns mpuiiomy npemnapaty. [e3nopaTagus qoope abcopbyeThesi, MaKCUMasbHa KOHIEHTpaALlis
nna3Mmi kposi (C,,,,) mocsSraeTbest mpubIu3Ho Yepe3 3 roguHy; nepion HamiBBuBeneHHs (T ¥2)
CTaHOBUTH NpubIN3HO 27 roguH. CTymiHb KyMyJIdllil fe3/0paTafuHy Bifmosigas #oro T Y2
(mpubnu3HO 27 TOOuH) Ta YacToTi mpuitoMy 1 pas Ha moOy. BiomocTymHicTs me3nopaTaguny Oyia
IIPOIOpLiliHa A0 [034 Y gianma3oHi Big 5 mo 20 mr.

Y papmMakOKiHETUYHUX Ta KITiHIYHUX BUIPOOYBaHHSAX ¥ 6 % MallieHTiB mocATHYTa GinbIil BUCOKA
KOHIIEHTpaAllig Ae3/iopaTaguHy y Mjia3Mi KpoBi. BiIcOTOK maIji€eHTiB i3 (eHOTUIIOM IOBIIBHUX
MeTaboizaTopiB OyB mopiBHIOBaHUM y mopociux (6 %) Ta miTew BikoM Bif 2 mo 11 pokiB (6 %),
IpuYoMy B 0cib HerpoimHol pacu OyB BCTaHOBIEHHUM BUILIKM BifcoToK (18 % y mopocnux Ta 16 % y
IiTel), HiX B 0ci0 eBponeoifHol pacu (2 % y mopocnux Ta 3 % y miteit).

[Tpu dpapMakoKiHETUUHOMY BUIIPOOYyBaHHi 3 6araTopa3oBUMU [A03aMU fie370paTaguny y Gopmi
Ta0bJIeTOK V 3MOPOBUX IOPOCIUX JOOPOBOIBIIIB YOTUPU YIACHUKHY OYJU MOBIIBHUMU
MeTaboizaTopaMu ge3opaTafuHy. Y HUX BCTaHOBEHa ¥ 3 pa3u Buia C,, Ha 7-iif roguni 3 T %
TepMiHanbHOI pas3u mpubnu3uo 89 roguH.

[Momi6Hi papMakoKiHETHYHI TapaMeTPH CIOCTepiranucs npyu ¢hapMaKoKiHETUUHOMY BUIIPOOYBaHHi 3
O6araTopa30oBUMU [03aMH, IIPOBEIEHOMY i3 CUPOIIOM, Y HiTel MoBinbHUX MeTaboIi3aTopiB BikoM Bif 2
no 11 pokiB 3 aneprigauM puHiToM. [10111a mif papMaKOKiHETUYHOI KPUBOIO «KOHI[EHTPAIlis-4ac»
(AUC) me3mopaTaguny Oyna mpubau3Ho v 6 pasis Buiia, a C,,, - y 3-4 pa3u Builla yepe3 3-6 roguH
npu T Y2 nmpubnusno 120 rogus. AUC Oyria ogHaKOBa y JOPOCTIUX Ta [iTel IMOBITbHUX
MeTaboi3aTopiB Ipu IPHUMOMi BifmoBifHOI 10 BiKy mo3u. Llimicuui npodins 6e3mneku y 1ux ocib He
BiIPi3HSBCS Bif TAKOTO y 3aranbHil nonynsanil. E¢hexTu gesnopaTafrHy y MOBUIBHUX MeTaboi3aTopiB
y OiTey BIKOM [0 2 POKIiB He JOCIigXKeHi.

B okpeMux BUnpoOyBaHHAX OOHOKpPATHUX 03 Ae3jIopaTaguHy ¥ PEKOMEHIOBaHil [03i y miTen
BcTaHOBJIeHi AUC ta C,,,,, TOPIBHAHHI 3 TAKUMU Y HOPOCIINX, AKi IPUUMaU 003y 5 MI [e3JI0paTaguHy
(cuporm).

Po3nodia. [le3nopaTtafguH IOMipHO 3B’A3y€ThCS 3 O6inkaMu 1m1a3Mu Kposi (83-87 %). Ipu



3aCTOCYBaHHi 103U Hge3nopaTaguuy (Big 5 mo 20 Mr) 1 pa3 Ha moOy npoTsarom 14 mHiB 03HAK KITiHIYHO
3HAQYYIIOl KyMYsIlil aKTUBHOI PEYOBHHU HE BUSBJIEHO.

Memabosizm. ®epMeHT, sTKuH BifioBigae 3a MeTab0Ii3M me3/I0paTafiuHy, HOTelep He BUSBIIEHO,
TOMY HEMOKJIMBO ITOBHICTIO BUKTIOUUTH HEeSIKi B3a€MOMii 3 iHITMMH JTiKapCbKUMHU 3aco0aMu.
esnopataaun He npurniyye CYP3A4 in vivo. [JocnifxKeHHS in vitro IpogeMOHCTPYBaIy, 110
nmikapcbku# 3acib He npurHiuye CYP2D6 i He € Hi cybcTpaToM, Hi iHriGiTOpoM P-rnikompoTeiny.

BusedeHHs. Y BunpoOyBaHHi 0QHOPA30BOI'0 MPUIOMY fe3/I0paTafuHy B H03i 7,5 MI BXXUBaHHS 1XKi
(;KupHUM BUCOKOKAJIOPiMHUY CHiAaHOK) He BIIMBA€E Ha (hapMaKOKiHETHUKY Ae3/iopaTaguHy. Takox
BCTAHOBJIEHO, 1110 TPEUN(PYTOBUH CiK TAaKOXK He BIJIMBAE Ha (apMaKOKIHETHKY Oe3/I0paTafuHy.

[NanieHTH 3 MOPYIIEHHAMU QYHKITI HUPOK.

dapmakoKiHeTHKa [e3/I0paTafuHy IIOPiBHIOBAJIACS Y MAlll€HTIiB i3 XPOHIYHOI0 HUPKOBOIO
HegocTaTHicTIO (XHH) Ta y 3mopoBux [06pOBOJIbIIIB B OHOMY BUIIPOOYyBaHHI 3 IpUiioMoOM
OJHOKPATHOI 703U Ta OMHOMY BUNIPOOyBaHHI 3 MpuitoMoM 6araToKpaTHUX 003. Y BUIPOOyBaHHi
OJHOPa30BOl JO3X BMICT y IIJ1a3Mi KPOBi fe3/opaTafrHy OyB IpUOIKU3HO B 2 pa3u OUIBIINM Y
TaLiEHTIB i3 TeTKUM Ta y 2,5 pa3a OinblInM y malieHTiB i3 moMipHUM Ta TSXKUM cTyneHem XHH
TIOPiBHSHO 3i 3M0POBUMH T0OPOBOBLSAMHU. Y BUIIPOOYyBaHHI 6HaraToKpaTHUX 003 PiBHOBAaXKHA
KOHIIeHTpallisg Oya mocarayra micns 11-ro gHs, i, MOpiBHSHO 3i 3M0pOBUMHU 0OOPOBOIBISIMU, BMICT ¥
T71a3Mi KPOBi [ie37I0paTafiiHy Y MallieHTiB i3 nerkoio ta nomipHowo XHH 6yB y ~ 1,5 pa3sa 6inbmmm, a
y marfieHTiB i3 Taxkkoi0 XHH y ~ 2,5 pa3a 6inbimuM. B 060x BunpoOyBaHHSIX 3MiHUM BMICTY B IJIa3Mi
kpoBi (AUC Ta C,,,) me3nopaTafuHy Ta 3-TifpoKCcuae310paTaguHy He OyIu KITiHiYHO 3HAYYIIUMH.

Kniniuni xapaKTepuCTHKH.
Iloka3aHnHs.
YcyHeHHS CUMIITOMIB, IIOB'A3aHUX 3:

- aJIeprivHUM PUHITOM (YXaHHS, BUOIIEHHS 3 HOca, CBepOikK, HaOPSK Ta 3aK/IageHiCTh Hoca, CBepOix
Ta MMOYEPBOHIHHS 0Yel, CITb030Teua, CBepOixK y minsAHIl migHeOiHHS Ta Kalllelb);

- KPOIUB'SIHKOIO (CBepOiK, BUCUIIAHHS).

IIpomunoka3aHHsi.

[TinBuIeHa YyTNUBICTh IO aKTHBHOI PeYOBUHYU ab0 10 OyIb-sIKOI JOTIOMiKHOI PEYOBUHY IIpernapaTy
abo 7o mopaTafuHy.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Kniniyno 3Hauyumx 3MiH KOHIIEHTpallii e3/I0paTaguHy y Ija3Mi KpoBi IpyU HEOJHOKPATHOMY
3aCTOCyBaHHI 3 KETOKOHA30JI0M, EPUTPOMIIIMHOM, a3UTPOMILIHHOM, (IIOOKCUTUHOM, IUTHMEIUHOM
BCTAHOBJIEHO He 0y10. Y 3B’A3KYy 3 TUM, 1110 DepMeHT, III0 BifiloBigae 3a MeTabo01i3M fe370paTafuHy,
He BCTAHOBJIEHUH, B3aEMO[Iii 3 iHIITMMU TiKapChKUMH 3aC00aMU MOBHICTIO BUKITIOYUTH HEMOKIIUBO.



I>xa (KupHWMII BUCOKOKAIOPiiiHMI CHiaHOK) a00 TpeinppyToBHUil CiK He BIIMBAIOTh Ha PO3MIOMLNI
fle3nopaTaguHy.

Bnaue Ha pe3ysbmamu 1a60pamopHux 00Cai0xHCeHb.

3acTocyBaHHS Mpemnapary CJif IPUINHUATYA NPUOIN3HO 3a 48 rofuH J0 MPOBeeHHs WKIPHUX P00,
OCKiJIbKM aHTUTiCTaMiHHi ITpemapaTé MOXYTh IOTNEPEeKyBaTh MOSIBy ab0 3MEHIIIyBaTH MIPOSIBU
O3UTUBHUX JE€PMaTOJIOTIUHUX Peaklil Ha IOgPa3HUKH.

Oco6 1ueocmi 3acmocyeaHHsi.

Y nanieHTiB i3 TAXKKOI0 HUPKOBOI HENOCTATHICTIO IPUKOM IpenapaTy Eni3iyM cinin 34iicHIOBaTH IIif
KOHTpPOJIEM JIiKaps.

Ie3nopaTagun MoTpidHO 3 00ePeKHICTIO MPU3HAYaTH XBOPUM, SKi MaJid Halafu Cy[JoM B aHaMHe3i.
ity MOXKyTh OyTH OiNIBII CXUIBHUMU [0 PO3BUTKY HOBOTO HallaAy CYHOOM IIifl Yyac JIiKyBaHHS
ne3nopataguHoM. JIikap Ma€ yXBaJUTH PIllleHHS LIOA0 BIAMIHU Ae3/10paTafuHy [JId [Malli€HTiB, Y IKUX
IIifl 4ac 3aCTOCYBaHHA IIperapaTy BUHUK Hamaf CyLoM.

OckinbkH y miTel BiKOM [0 2 POKiB BaXKKO BiIPi3HUTH aJepriyHuy PUHIT Bif iHIINUX (HOPM PUHITY, CIIif
BpaxyBaTH [laHi aHaMHe3y, pe3ybTaT ¢i3uKaabHOTO 00CTEeXKEHHS, IIKipHi Ta TabopaTopHi TeCcTH,
3BEPHYTH yBary Ha BiICyTHICTb iH(eKIIii BepXHiX AUXaJbHUX LIUISAXiB, CTPYKTYPHUX aHOMaJIil.

[Tpu6nu3Ho 6 % mopocnux Ta miteil BikoM 2-11 pokiB MaiTh CIIOBiTbHEHUN MeTab01i3M
me370paTaguHy, 0 CYIPOBOAXKYETHCS MiJBUIIEHOI0 €KCIIO3UIIEI0 TiKapCchKoro 3acody. besmeka
3aCTOCYBaHHA [e3jiopaTafuHy y OiTed BikoM 2-11 pokiB 3i CIOBUIPHEHUM Ta HOPMaJIbHUM
MeTabomizMoM He pizHUTHCS. EQekTu me3nopaTaguHy y miTed - MoBiIbHUX MeTabo1i3aTopiB BikoM [0
2 POKIB - He [OCiAXKYBaIUC.

Jlixapcbkuit 3aci6 Eniziym MicTUTh cOp6iTON, TOMY SIKIIO Y NalliEeHTa BCTaHOBIEHA HEIIePEHOCUMICTh
IessKUX IYKPiB, CIiJ IPOKOHCYIbTYBAaTHCS 3 JIiKapeM, MepIll HixK MpuiitmMaTy Lel TiKapCchKuii 3acib.
Heo06xigHO BpaxoByBaTH CyMapHHX e(eKT OHOYACHO BBeJIeHUX IIPOAYKTiB, 110 MiCTSATH cOpbiT (abo
GpyKTO3Y), @ TAKOXK Ai€TUYHE CIIOXKUBAHHSA copbiTy (abo GppykTo3u). BMicT copOiTy B JiKapChKUX
3acobax mJIsi TepopaibHOT0 3aCTOCYBAHHST MOXKe BIIJTUBATH Ha 0i0OOCTYIHICTh iHITUX JTiKAPChKUX
3aco0iB [71 IepopabHOTO 3aCTOCYBaHHS, SIKi 3aCTOCOBYIOTh OIHOYACHO.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

BaeimHicmb. Benukuit 06’eM JaHUX IIOA0 3aCTOCYBAHHS MpemapaTy BariTHuUM xinkam (6inbie 1000
BUIIQMIKiB 3aBEPIIIEHOI BariTHOCTI) He MOKa3ye ManbGopMaTUBHY ab0 peTanbHy/HeOHATaIbHY
TOKCUYHICTh fie3nopaTafauny. [ocigKeHHS y TBAPKUH He BUSBUIIU IPsAMOoi abo ommocepeiKoBaHoOI fii,
II0B’513aHOI 3 PENIPOAYKTUBHOIO TOKCHYHICTIO. fIK 3amo0iKHUI 3aXif He CJIifi 3aCTOCOBYBaTH
Ie3nopaTafgyH y Mepiod BariTHOCTI.

I'oodysaHHs 2pydoro. [le3nopaTaguH OyB BUSBIEHUM B OpraHi3Mi HOBOHAPOMXKEHUX/HEMOBIIAT, SIKi
nmepeOyBajid Ha IPyIHOMY BUTOMIOBYBaHHI y XKiHOK, SIKi MpuiiManu Ie# miKapcbKuii 3acid. Brmus
fe370paTagiHy Ha HOBOHAPOIXKEHUX/HEMOBIIAT HeBigomuii. 2KiHKaM, AKi TOAyIOTh I'PYATIO,
PEKOMEHIYEThCSI BUBHAUUTH, UM € HEOOXiTHUM IIPUITMHEHHS I'PYAHOT0 TONYBaHHS a0 YHUKHEHHS
3aCTOCyBaHHS IIpernapary, 6epy4u 0 yBaru IepeBary rpyqHOro TOAYBAHHS [JIg IUTUHU Ta KOPUCTh



Bifl 3aCTOCYBaHHS JTiKaPChKOTO 3aCO0y [T MaTepi.

®epmuavHicmb. HeMae gaHuX 00 BIJIMBY IIperiapaTy Ha (PepTUIbHICTh YOJIOBIKIB Ta KiHOK.

30amuicme enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom adoo
iHwumMu mexaHizmamu.

BigmoBigHO mo KniHiyHMX BUNIPOoOyBaHb, Oe37I0PaTaflH He BIIUBA€E a0o BIIJIMBAE AyKe Majlo Ha
3[aTHICTh KepyBaTHU TPAHCIOPTHUMU 3aco0aMy Ta IIPaIloBaTH 3 MexaHizMamu. [TaIfieHTiB cin
npoiHdopMyBaTH, 110 y AyKe PiIKiCHUX BUIafKaX MOXKJIMBEe BUHUKHEHHS COHJIUBOCTI. Yepes
iHouUBiyanbHy peakliilo OpraHi3aMy [0 BCiX JIiKapChKUX 3aC00iB peKOMEHYETLCA TIOPaAUTH NallieHTaM
He BUKOHYBATH [ili, 110 BUMaralTh PO3yMOBOI KOHIIEHTpPAllil, TAaKUX K KePyBaHHS TPAaHCIOPTHUMU
3acobamu abo poOoTa 3 MexaHi3MaMH, 10 TOT'O Yacy, IOKX BOHU HEe BCTAHOBJISTh CBOIO BJIACHY
peaxiito 1o miKapchKoro 3acoby.

Cnocid 3acmocyeaHHsi ma do3u.

[I71s1 yCyHEeHHSI CUMIITOMIB, TIOB'I3aHUX 3 aJIePTiYHUM PUHITOM (y TOMY YHUCIIi iIHTEPMITYIOUMM i
IIEPCUCTYIOYKM) Ta KPOIIMB THKOIO, TiKapchKuii 3aci6 Emisiym ciig 3acToCcoByBaTH IIepopajbHoO,
He3aJIeKHO Bif] BXXUBaHHS 1XKi, y TAaKUX [03ax:

[Topocri Ta miTy BikoM Bim 12 pokiB: 10 mn po3uuny (5 Mr me3noparapuny) 1 pa3 Ha #no0y.
[TiTu BikoM Bif 6 mo 11 pokiB: 5 Mn po34yuHy (2,5 Mr me3noparanuny) 1 pa3 Ha go0y.
HOitu BikoM Bim 1 mo 5 pokiB: 2,5 Mt po3uuny (1,25 Mr ge3nopaTtaguny) 1 pa3 Ha m006y.

Teparmito iHTepMiTyI090T0 aNepriyHoro PUHITY (HasBHICTH CUMIITOMIB MeHIIe 4 OHIB Ha TUXOEHb a00
MeHIIe 4 TUXHiB) He0OXiTHO TPOBOJUTH 3 YpaxyBaHHSAM JaHUX aHaMHe3Y: IPUIUHUTY IiCs
3HUKHEHHS CUMIITOMIB Ta BiTHOBUTH IIiCJIs IOBTOPHOTO 1X BUHUKHEHHS. [Ipu mepcucTyrogomy
asiepriyHOMY pHHITI (HasBHICTh CUMITOMIB Gifbille 4 [HIB Ha TUXKEeHb a00 Oinbie 4 TUKHIB)
HeoOXiTHO ITPOOOBXKYBATH JIIKyBaHHS MIPOTATOM yChOTO NEPiogy KOHTAKTY 3 aJiepreHoM.

Himu.

BinburicTs BUMIaMKiB PUHITY y AiTel [0 2-pigHOTO BiKY € iHGEKI[INHUMU Ta HeMa€ AaHUX, 110
HiAKPIMTIOIOTE TiKyBaHHS iH(QEKIIMHNX PUHITIB Ae3710paTaguHOM.

EdekTuBHiCTh Ta 6e3meKa 3aCTOCyBaHHS JTiKapChKOTo 3aco0y Enisiym, po3uuH opanbHUM, OIS OiTEn
BiKOM 10 1 pOKy He BCTaHOBJIEHI.

Ilepedo3yeanHsi.

[Tpu mepeno3yBaHHi MOOIYHI peakllii aHANOTiYHI THUM, III0 CIIOCTEPITalKCs B TePANeBTUYHUX [103aX,
ajie MPOSIBU MOXKYTh OYTH CUJIBbHIIIUMHU.



y BHUIIQOKY II€PEJO03YBaHHA B2KUBAIOTH CTaHJZ[apTHi 3aX0u OJId BUOaJIEHHA HeaﬂC0p6OBaHOi AKTUBHOI
PEe4Y0BHHH, 3dCTOCOBYIOTh CUMIITOMATHYHE J'IiKy'BaHHH.

[Ipu 3acTocyBaHHi fe3mopaTaguHy B fo3ax 00 45 Mr (110 v 9 pasiB nepeBuUlllyBaiv peKOMEHI0BaHi) y
nporieci KiHiYHUX BUIPOOyBaHb y JOPOCIIMX Ta MiATITKIB KJTiHIYHO 3HAUyIUX e()eKTiB He
CIIOCTEepiranocs.

Ile3nmopaTafuH He BUOAISETHCS LUIAXOM I'eMOfiai3y, MOXKJIIUBICTh UOT0 BUfAIeHHS IIpU
IIlepUTOHEeaIbHOMY [iaJli3i He BCTaHOBJIEHA.

ITobiuni peakuii.

Pesiome npodinio 6e3mneknu.

[NemiaTpuyuna momynsiis. [Tpu KniHiuHUX BUNPOOYBaHHSX V efiaTPUYHIN MOMYIALil fe3/T0paTafuH y
dbopwmi cupormy maBanmu 246 miTsaMm BikoM Bif 6 micsiiB mo 11 pokiB. 3aranbHa 4acToTa MoOIiYHUX
peaxiiiit y mite# BikoM Big 2 mo 11 pokis Oysa mogibHa y rpymi, o IpuiiMaa fe3jopaTagul, Ta y
TPYIIi, o mpuiiMara mane6o. Y HeMOBIAT Ta JiTe# MOJIOAIIOro BiKy (BiKoM Bif 6 mo 23 Micsl1liB)
Hal4acTimmMu MOGiYHUMY peakIliiMy, PO SKi MOBigoMIISIN 3 OiNIbII BUCOKOIO YaCTOTOI0, TIOPiBHIHO
3 mnane6o, Oynu: giapes (3,7 %), migBullleHHS TeMuepaTypu Tina (2,3 %) Ta 6e3couHs (2,3 %). [Tpu
HACTYIIHOMY BUIIPpOOYBaHHI Iicys MpUAOMY OOHOKPATHOIL 03U e3/iopaTafuny 2,5 Mr y Gopmi
PO3UMHY [TepopasbHOTO Yy miTei BikoM Bim 6 mo 11 pokiB noGiuHi mii He crocTepiramucs.

Y xniniunomy BunmpoOyBaHHi 3 578 nauienTaMu y migmiTkoBoMy Bii Big 12 mo 17 pokiB HaiyacTiioo
n00iYHOI0 peakIri€lo € rojoBHUM 6inb. BiH crocTepirascs y 5,9 % mallieHTiB, SKi mpuiimanu
me3nopaTanuH, Tay 6,9 % malieHTiB, sSKi oTpuMyBanu maiebo.

[Topocri Ta miamiTku. V KaiHiYHEX BUTPOOYBAHHSX IIOMI0 TI0Ka3aHb, BKIIOYAIOYX allepriuHuil PUHIT Ta
XPOHIYHY ifgiomaTUyYHy KPONIUB AHKY, IIPO MOGiuHI peakilil Ha Ae37opaTaguH y Malli€HTiB, AKi
OTPUMYyBaJIi PeKOMEHI0OBaHy 03y 5 Mr Ha fo0y, moBigoMisanu Ha 3 % dacTille, HiXK y HallieHTiB, SKi
oTpuMyBanu miane6o. Haiuacrime, mopiBHsSHO 3 m1aie6o, MOBiqOMIISIIN PO Taki MobiuHi peakirii:
migBHUIIeHa BTOMIIIOBAHICTS (1,2 %), cyxicTs y pori (0,8 %) Ta romoBHuU# 6inb (0,6 %).

TabauyHMii epesik To0iYHUX PeakKIlii.

YacTtoTa no0iyHUX peakilill y KiiHiuHOMYy BUIIpoOyBaHHi, 3adikcoBaHMUX YacTille Bif miauebo, Ta
iHmMx mobGiyHMX peakiliit, 3adikcoBaHUX Yy TOCTMapKETUHTOBUI 1ePiofl, HaBefeHa B TaONULli HUXKYE.
YacToTa BU3Ha4Ya€ThCA 9K OyxkKe dacTo (=1/10), gacto (=1/100, <1/10), HeuacTo (=1/1000, <1/100),
pigko (=1/10000, <1/1000), myxe pigko (<1/10000) Ta yacToTa HeBigoMa (Ha IifiCTaBi iCHYIOYUX
[aHUX He MOXKHA BU3HAYUTH).

Krnacu/cucreMm oprasis Jacrtota BuHUKHeHHs |[l0o0iuHi peakuil

0yoice pidko TaJIIoIMHAIli]

aHOMallbHa MTOBEMiHKa, arpecis,
nenpecuBHUN HACTPIl

[IcuxiuHi po3aadu .
yacmoma Hesidoma




yacmo TOJIOBHUU OiNlb

yacmo (0imu sikom 0o
3 60Ky Hepeosoi cucmemu 2-X pOKiB)

0e3COoHHS

3alraMOpPOYEeHHS, COHIUBICTb, O3COHHS,

0yoice pidko : .
[ICUXOMOTOPHA TinepaKTHUBHICTb, CYAOMHU
3 60Ky opaaHis 30py yacmoma Hegiooma CyXiCTb 04en
3 6ok ceni 0yoice pidko TaXiKap[isi, IPUCKOPEHe CepIeduTTs
Yy cepy yacmoma Hesiooma rnofgoBxeHHd iHTepBany QT
4acmo CYXICTB y POTi
yacmo (0imu sikom 0o | _.
3 60Ky WAYHK0BO-KUWKOB020 . miapest
2-X POKiB)
mpakmy - -
. 0ir1b y 2KUBOTI, HyfOoTa, OII0BaHHS,
0yoice pioko L
OUCIIencis, giapes
.. . . MiTBUINIEHHS PiBHS (DEPMEHTIB MEYiHKHY,
namooiniapHoi 0yoice pioko . : N
iuiorg;z amobiniapro YV p migBUIleHHS PiBHSA OinmipyOiHy, remaTuT

yacmoma Hesiooma KOBTSIHUIISA

3 60Ky cKkesiemHo-M' 130801

cucmemu ma cnoay4Hoi 0yoice pioko Mianris
MKAHUHU
3 6oky wkKipu ma niOwKipHUX . .
uacmoma Hegidoma (hOTOUYTIUBICTE
MKaHUH
Po3siadu memaboaiamy ma ; .
yacmoma Hegidoma MiOBUILIEHHS alleTUTY
XapuyeaHHs
4yacmo MigBUIIEHA CTOMJIIOBAHICTh
yacmo (0imu 8ikom 0o
) rapsyka
2-X POKiB)
3aeanvHi nopyweHHA peaxliii rinepyyTAuBOCTi (TakKi K
0yoice pidko aHadinakcis, HaOpsk KBiHKe, 3aUIIIKa,
cBepOixK, BUCUIIAHHS Ta KPOIUB'STHKA)
yacmoma Hesidoma acTeHis
/oci001ceHH A uacmoma Hegidoma 30i7bpIIEHHS MacCH Tina

[NegiaTpryHa monynamid. [Jo iHmMxX mo0iYHUX peakKiliii, Mpo SKi 3 HEBiTOMOIO YaCTOTOIO MTOBiIOMIISIIN
y IIOCTMapKEeTUHTOBUI Tepiofi, HaleXaTh: IofoBXKeHHS iHTepBany QT, aputwmisi, OpaguKkapmis,
MIOPYLIEHHS IIOBENIHKY Ta arPECUBHICTb.

PeTpocnexkTuBHe o6cepBalliliie [OCTIXKeHHS 3 6e3neK: BUSBUIIO 30ibIIEHy YaCTOTY HalafiB CyooM,
1110 [T0YaJINCh y HalieHTiB BikoM Bifg 0 go 19 poxkis npu npuiiomi ge3nopaTafuHy, IOPIBHSHO 3
mepiogaMu, KOJIM BOHM He 3aCTOCOBYBasu Ae3nopaTaauH. Cepep giteu BikoMm 0-4 pokiB CKOPUTOBaHe
abcomoTHe 30inbiIeHHs cTaHOBUIIO 37,5 (95 % mosipuwmit intepsan (1) 10,5-64,5) ma 100000
JIIOOYHO-POKIB 3 MONepeaHiM piBHeEM Hanapis, mo novanucs, 80,3 ma 100000 mroguHO-pOKiB. Cepen
maIfieHTiB BikoMm 5-19 pokiB ckopuroBaHe aOcoinmoTHe 30inmbinenHs ctanouno 11,3 (95 % M1 2,3-20,2)
Ha 100000 mopguHO-pOKIB 3 momnepeaHiM moka3HukoM 36,4 Ha 100000 moguHO-pOKiB.

ITogidomaeHHs npo nNi003pr8aHi nobiuHi peakuii.

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapCchKOro 3aco0y. MeguuHuM Ta hapMalleBTUYHUM IIpalliBHUKAM, a TAaKOX IallienTaM abo ixHiM
3aKOHHUM ITPeCTaBHUKAM CJIiT] IOBiMOMJISITH TIPO YCi BUITAAKHK MiI03PI0BAaHUX MOOIYHUX Peakllii Ta
BifmCyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMATH30BaHY iHGOPMAIliliHy CUCTEMY 3



dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

TepMmiH NpuUgaTHOCTI.
3 pPoKH.

[Ticna BigKpUTTS KOHTeMHEepa BUKOPUCTATU IIPOTATOM 6 MiCALiB.

YMmoBH 30epirannsi.

30epiratu npu TeMiepaTypi He Buile 25 °C. 30epiratu B HEOOCTYIIHOMY IJIS OiTEW MiCIIi.

YnakoBka.

[To 60 M abo 120 M1 y KoHTelHepi i3 nosieTuneHTepedTanaTy, 3aKpUTOMY KPHUIIKOIO 3 KOHTPOJIEM
IIEPIIOTO0 BiIKPUTTS 3 HO3YI0UOIO JIOKKOIO Ta HO3YI0YUM IIIIPUILIOM Y Maylli.

Kareropis Bigmycky.

bes penernra.

BupoOHHUK.

CninpHe yKpalHChKO-icTTaHCBKE MignpueMcTBo «CIepko YKpaiHa».

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls MpoBaIXKeHHs HOTr0 Tis/IbHOCTI.

21027, VkpaiHa, M. Binauns, Byn. 600-pigus, 25.



