IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

DJIVKAII

(FLUCAP)

Cknao:
0itoua pe4os8uHa: 03eIbTaMiBip;
1 kamcyna MicTUTh 03ebTaMiBipy ¢ocdat ekBiBameHTHO 03eabTaMiBipy 30 mMr a6o 45 Mr, abo 75 mr.

0ONOMIdCHI peuyoBUHU: KPOXMallh IIpeXeNaTUHI30BaHWM, HAaTPil0 KpOCKapMeno3a, MOBiNOH, TalbK,
HaTPilo cTeapuidymapaT, KalCyaud TBEPHi KeJTaTUHOBI.

000/10HKa Kancyau:

Kancyau no 30 Me: 3ajii3a OKCHJ YEPBOHUY, 3ajli3a OKCUJ KOBTUY, TUTAHY OIOKCHUL, XKeJlaThH,
YOPHUIIO CUHE;

Kancyau no 45 Me: 3aji3a OKCUJ YOPHUYU, TUTAHY OIOKCHUL, XKeJlaTUH, YOPHUJIO CUHE;

Kancyau no 75 me: 3aji3a OKCUJI YePBOHUY, 3ajIi3a OKCUJ XKOBTUY, 3a/1i3a OKCUL YOPHUU, TUTAHY
IiOKCU[, XKeJIaTHH, YOPHUJIO CHHE.

JIikapcbka ¢popma. Kancynmu.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

Kancyau no 30 Me: TBEP[i XKeJaTUHOBI KallCyIu PO3Mipy «4» 3 HEIIPO30pOI0 KPUIIEUYKO0 CBITIIO-
JKOBTOT0 KOJIOPY i HEIIPO30PUM KOPIIYCOM CBITJI0-2KOBTOT'0 KOJIBOPY, 3 HAIIKCOM CHHIM YOPHUIIOM
«H» Ha kpumeutri Ta «33» Ha KOPIIyCi, 3all0BHEeHi I'paHy/IbOBAHUM ITOPOIIKOM Oinoro abo Maiixke
6i710T0 KOJBODY;

Kancyau no 45 me: TBepHi XKeJIaTUHOBI KalCy/Iu PO3Mipy «4» 3 HEIIPO30POI0 KPUILIEYKOI0 Ciporo
KOJIbOPY 1 HEIIPO30PUM KOPILYCOM CipOro KOJIbOPY, 3 HallUCOM CUHIM 4OopHUIOM «H» Ha Kpuiueydri ta
«32» Ha KOpIyci, 3all0BHEH] T'paHyIbOBAaHUM MOPOIIKOM 6istoro abo Maiixke 6iI0oro KOIbOPY;

Kancyau no 75 me: TBepHi XeJIaTUHOBI KalCy/Iu pO3Mipy «2» 3 HEIIPO30PO KPUIIEYKO CBIT/IO-
JKOBTOTO KOJIbOPY 1 HEIIPO30PUM KOPIIYCOM CipOro KOJIbOPY 3 HAallCOM CUHIM 4opHuIoM «H» Ha
KpHIeyni Ta «5» Ha KOPITyCi, 3al0BHEHI I'PaHyIbOBAaHUM MOPOIIKOM 0iioro abo maiike 6inoro
KOJIbODY.

dapMakoTepaneBTHYHA rpyna. [IpoTuBipycHi 3aco0u AJisi CHCTEMHOTO 3aCTOCYBaHHS.



[TpotusipycHi 3acobu npsimoi fii. [HribiTopu Helipaminiga3u. O3enbramisip. Kog ATX JOSA HO2.

PapmakonoziuHi e1acmueocmi.
dapmakoduHamika.

OsenpTaMiBipy pocdaTt € mporpenapaToM aKTUBHOTO MeTaboIiTy (03e1bTaMiBipy KapOOKCHUTIaT),
SIKWH € CeIeKTUBHUM iHTibiTOpOM (hepMeHTy HelpaMiHifa3u BipyciB rpuiy, 110 sBJse o000
TJIIKONPOTElH, 3HalOeHN! Ha II0OBEPXHi BipioHy. AKTUBHICTh (PepMEHTY HellpaMiHifia3u BipyCy I'PUIly €
BaXKJIMBOIO [JI9 IPOHUKHEHH BipyCy B HeiH(iKOBaHI KIIiTUHY eMiTesi0 JUXaJIbHUX IIIAXIB 1
BUBiTbHEHHS HOBOYTBOPEHUX BipYCHUX YACTUHOK 3 iH(iKOBaHUX KITiTUH Ta MOAJIBIIOTO IMOMINPEHHS
BipyCy B Ooprasi3mi.

OsenpTaMiBipy KapOokcunar iHribye HelipamiHifa3y Bipycis rpumy Tumis A Ta B in vitro.
OszenbramiBipy docdar iHribye Bipyc rpumny i pemnikaliito Bipycy rpumy in vitro. ¥ pasi opambHOro
3aCTOCYBaHHS 03eJIbTaMiBip IPUTHIYY€E pemIiKalliilo Bipycy rpumy TuiisB A Ta B 1 10ro maTOreHHICTS in
Vivo Ha MOJIe/IsiX TPUII03HOI iH(eKIIil y TBApKH MPU MPOTUBIPYCHUX KOHIIEHTPAISAX, 110 MOHiOHI TUM,
SKi OCATalOThCA Y IOAUHY IPH [03i 75 Mr aBiui Ha go0y.

AHTHBiIpyCHA aKTMBHICTb 03e/IbTaMiBipy OyJia mifTBepAXkKeHa 1100 Bipycis rpumy TumiB A Ta B y xopi
eKCIIepUMEeHTa/IbHUX NOCTIIKeHb 3 y4acCTI0 3I0POBUX L0OPOBOJIBLIIB.

3naudeHHs IC50 o3enmbTaMiBipy A pepMeHTy HelpaMiHifa3u KITiHIYHUX 130714 TiB BipycCiB rpumy A
kKonuBanucs Big 0,1 HmMonb 1o 1,3 HMOIIB, @ 4y BipyciB rpumny B ctaHoBuIM 2,6 HMOIb. Y JaHUX
omy0J1iKOBaHUX JOCIiKeHb Bif3Havdanucs Builli 3Ha4eHHs [C;, o4 Bipycis rpuny B 3 Menianoio 8,5
HMOJIb.

dapmakoKiHemuxka.

BcmokmyeanHus

[Ticna mepopanbHOTO PUNOMY 03eNbTaMiBipy ocdart (mponpenaparT) 1erKO BCMOKTYEThCS Y
IIJTYHKOBO-KUIIKOBOMY TPaKTi i 3HaYHOIO MipOI0 IIEpPEeTBOPIOETHCS Ha aKTUBHUM MeTaboIiT
(o3enpTaMiBipy KapOoOKCHUIaT) epeBaxHO IIif mi€io meviHKoBuX ectepal. He MmeHIe 75 % mpuiHSATOI
BHYTPIIIHBO J03Y MOTPAIISE Y CHCTEMHUIM KPOBOOOITr Y BUTTISIAI aKTUBHOTO MeTaboiTy, MeHIe 5 % -
y BUTJISIAI Tpo-Tipenapaty. [11a3MoBi KOHIIEHTpAllil SIK IIpolpenapaTty, Tak i akTUBHOT'O MeTaboJIiTy,
IIPOTIOPIIiMHI A0 03K, TOMY He 3ajexXaTh Bifil 0MHOYACHOTO 3aCTOCYyBaHHSA 3 1K€I0.

Po3nodin

Y niopuHY cepepHil 00'€M PO3IOAiNy 03enbTaMiBipy KapOOKCUIaTy y piBHOBaXXKHOMY CTaHi -
npubau3Ho 23 7, 10 eKBiBaJIeHTHO 00’ €My I03aKJIiTUHHOI PifuHu opraHidaMy. OCKinbKY aKTUBHICTh
HelpaMiHifla3¥ € M03aKIiTUHHOIO, 03eIbTaMiBipy KapOOKCUIAT AOCATAE BCiX OCHOBHUX MiCIlb
JIOKaJTi3allil rpuIo3Hol iHbeKIril.

3B’s13yBaHHS 03e/lbTaMiBipy KapOoKcuiaTy 3 GinKamMu Myia3Mu JIIOAUHY HU3bKe (mpubnusHo 3 %).
Memab6oaizm

OsenpTaMiBip 3HAaYHOI0 MipOI0 IIEPETBOPIOETLCS Ha 03eIbTaMiBipy KapOOKCHUIAT IIif] €0 ecTepas,
1110 3HAXOASATHCS TepeBaXkHO y medinili. Hi o3enmbramiBip, Hi akTUBHUN MeTabOJIiT He € cyOcTpaTaMu



abo inribitopamu izohepMeHTIB cucTemMu 1uToxpoMy P450y mocmimkeHHSX in vitro. 2KogHux
KOH'1oratiB ga3u 2 asst 060X cronyk He 6yJ0 BUSBIIEHO in vivo.

BugedeHHs

OsenpTaMiBip, 10 BCMOKTaBCS, BUBOOUTHLCS TOJIOBHUM YMHOM (> 90 %) mInsixoM epeTBOPEHHS Ha
03e/IbTaMiBipy KapOOKCHUIIAT, SIKW He TifaeThCs Moganblmii TpancdopMaltiii i BUBOIUTHCS i3 cedero.
Y GinpInocTi marmieHTiB MakCrMabHa KOHIIEHTpPALlis 03eIbTaMiBipy KapOoKCHUIIaT y Iyia3Mi KpoBi
3HUKYETHCS 3 IIepiofioM HamiBBUBefeHHS 6-10 romun. AKTUBHUM MeTaboiT moBHICTIO (> 99 %)
BUBOIUTHCS HUPKaMu. Hupkosuii kinipeHc (18,8 n/ron) nepepuiilye MBUOKICTL KITyOOYKOBOI
dinbrparii (7,5 n1/ron), 110 BKa3ye Ha Te, 110 IPerapaT BUBOOUTHCS 1iIe ¥ IIJITXOM KaHallbIeBOl
cekpellil. 3 KajoM BUBOOUTHCS MeHIIe 20 % MPUNUHSATOr0 BHYTPIIIHBO PafiicaKTUBHO II03HAYEHOT0
mpenapary.

IHwi ocobausi epynu.

[limu sikom 8i0 1 poky

dapMaKOKiHETUKY 03eJIbTaMiBipy BUBYAJIHU y AiTed BikOM Bif 1 1o 16 pokiB y xomi
(bapMaKOKiHETUYHOT0 JOCHIIXKEHHS 3 OQHOPA30BUM IIPUIOMOM IIpemnapaTy Ta KJIiHIYHOTO
mociimKeHHs eeKTUBHOCTI y HEBEJIUKOI KiJIbKOCTI fiTel npu GaraTopa3oBOMY J03yBaHHI. Y miTei
MOJIOAIIOTO BiKYy BUBeMIeHHS IIPOIIpernapaTiB Ta aKkTUBHOTO MeTaboIiTy BimOyBanocs MIBUALIE, HiX y
MIOPOCIINX, 10 TIPU3BOAUIO OO0 OiNbIll HU3bKOI eKCII03KIlii, BUpaxKeHol ¥ MI/KT [03u. [Ipuiiom
Ipernapary y [03i 2 MI/KT fja€ TaKy K €KCIIO3UIlil0 03e/IbTaMiBipy KapOOKCUIIaTy, SKa AOCATAEThCS Y
IMOPOCIIMX TIiCJIST OMHOPA30BOTO IPUHOMY MO3HU 75 MT (III0 €KBiBaJIeHTHO IPUOIU3HO 1 MI/KT).
dapMaKOKiHETHKa 03eJIbTaMiBipy y AiTel Ta MiAJiTKiB BiKOM Bifi 12 pOKIB Taka X caMma, IK 1y
IOPOCIIHX.

ITayieHmu AiMHbO20 BIKY

Excro3utlis akTUBHOT'0 MeTaboliTy y piBHOBaXKHOMY cTaHi Oyna Ha 25-35 % BUII0I0 B 0Ci0 JITHHOTO
BiKy (BiKOM Bif 65 mo 78 poOKiB) HiXK y IOPOCINX BiKOM 00 65 POKiB, IKi OTpUMYBasX MOPiBHSAHHI AO3U
o3enbTaMiBipy. Ilepion HamiBBUBEOEeHHS B 0Ci6 NTiTHHOTO BiKy OyB IOAIOHUM OO TAaKOT'0 Y MOJIOMIINX
MAI€HTIB. 3 OISy Ha eKCIIO3UIIiI0 MpenapaTy Ta IepeHOCUMICTh, KOPEKIIis J03U He BUMara€ThbCs
1711 0cib JTITHBOTO BiKy 3a YMOBHU BifICYyTHOCTI TOMipHOI ab0 TA2KKO01 HUPKOBOI HEIOCTATHOCTI (KJTipeHC
KpeaTHHiHy CTaHOBUTH MeHIe 60 mM/xB) (OuB. po3min «Cmoci® 3acTOCYBaHHS Ta HO3U»).

ITopyweHHA pYyHKUiT HUPOK

[Tputiom 100 Mr o3enbTaMiBipy pocdaTy 2 pa3u Ha HoOy IPOTIroM 5 OHIB NallieHTaMH 3 Pi3HUM
CTyTIeHeM HUPKOBOI HEIOCTAaTHOCTI TPOAEMOHCTPYBAaB, 110 eKCIIO3UIis 03e/IbTaMiBipy KapOoKcuIaTy
€ 00epHEeHO MPOMOPLIiHHOI0 10 3HUKEeHHS GYHKIII HUPOoK. [Ilogo mo3yBaHHsS guB. po3min «Cmocio
3aCTOCYBaHHA Ta NO3U».

IopyweHHA PYHKUII neyiHKu

In vitro gocnimXeHHs IPOIEMOHCTPYBAH, 110 He OUiKYETHCS Hi 3HAYHOTO 30ibIIeHHS €KCIIO3UIlil
03€eJIbTaMiBipy, Hi 3HAYHOTO 3HUXKEHHS €KCII03UIlii aKTUBHOTO MeTa0OoJIiTy Y mallieHTiB i3
nopyiieHHM GYHKII nevinky (OuB. po3min «Crocib 3acTOCyBaHHS Ta [03U»).

BaeimHi grciHku

O0’emHanuit MONYIALIKHUN (HapMaKOKiHETUYHUY aHAai3 CBITYUTH MPO Te, 1[0 PEXKUM J03yBaHHS



o3enbTaMiBipy docdaty, omucanuit y po3mini «Crmocib 3acToCcyBaHHS Ta J03U», CIPUUNHSIE MEHIITY
ekcno3utiio (B cepegaboMy 30 % MPOTSTOM YCiX TPUMECTPIB) aKTUBHOTO MEeTa0O0JITy Y BariTHUX
XKIHOK ITOPIBHAHHO 3 HEBariTHUMU XKiHKaMu. MeHIlla IPOrHo30BaHa eKCIO03ullisd, OOHAaK, 3a/IUIIaEThCS
Bulne inribyrounx KoHueHTpalii (IC95) i o TepameBTUYHOTO PiBHSA [JIA [ialla30HY IITaMiB Bipycy
rpumny. OKpiM TOro, iCHYIOTh JaHi, OTpUMaHi y OOCHiAXKEeHHAX CIIOCTEPekKeHHs, AKi II0Ka3yITh
KOPHUCTh TAKOT'0 PEXUMY JO3yBaHHS y Wil MOMyJIALil HalieHTiB. ToMy BariTHUM KiHKaM KOPeKIisg
[o3u OJ1 JiKyBaHHA a00 mpodinakTuKy rpumny He MOTPiOHa (OuB. po3min «3acToCyBaHHS y Nepiof
BariTHOCTi ab0 rofyBaHHS TPYIOOI0»).

KrniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.
JIikygaHHA 2puny

®nykam nokasaHUM OJOPOC/IUM Ta OiTAM Bif 1 POKy, y IKUX HasiBHI CUMIITOMH, XapaKTEPHI [Js TpUIy,
g Yac MupKynsnii Bipycy rpuny. EdekTuBHIiCT Oyla TPOOeMOHCTPOBaHA, KOIH TiKyBaHHS 0yi10
PO310YaTO OPOTATOM OBOX AHIB ITiCIIS MOSBA CUMIITOMIB.

ITpoginakmuka 2puny

- [TpodinakTrKa rpumy y JOPOCIHUX Ta HiTe BiKOM Bif 1 poKy micist KOHTAKTy 3 0c00010 3
KJIIHIYHO AiarHOCTOBaHUM T'PUIIOM IIifi YaC OUPKYJIALil BipyCy IpHUILy.

- BipmoBigHe 3acTocyBaHHS npenapaty ®nykan 3 MeTo0 nIpodilakTuKu rpuny HeoOXigHo
BHM3HAYaTH Y KOXKHOMY KOHKPETHOMY BHIIQ[IKy, BpPaXOBYyI0UX 00CTAaBUHU Ta 3BaKalOUu Ha TPYIY
TIAllieHTIB, SKil MOTPiOEH 3aXUCT. Y BUHATKOBUX CUTYallisxX (HalpUKiaf, y pa3i po36ixKHOCTEN Mik
[IUPKYJIIOIYUM BipyCOM I'PUITY Ta BipyCOM I'pHUIY, IPOTU SIKOTO IIPOBOAMIN BaKIMHALIi0, Ta Iif yac
naHaeMil) Ce30HHY NTPOo(diakKTUKy MOXKHA IPOBOOUTH OiTSAM BiKOM Bif 1 poKy.

3acTocyBaHH4 npenapaty ®aykamn He 3aMiHIOE BaKIIMHALI IPOTHA TPUITY.

3acTocyBaHHS MPOTHUBIpyCHUX 3aco0iB g NiKyBaHHS Ta NPodilakTUKK rpumy Ma€e Oa3yBaTHCS Ha
odiniiitHNX peKoMeHAalifaX. PillleHHsa Ipo 3aCTOCYBaHHS 03€eIbTaMiBipy AJIS JTiKyBaHHS Ta
IPOQINaKTUKY CIIiT IPUUMAaTH 3 ypaxyBaHHSIM XapaKTePUCTUK IUPKY/II0IYNX BipyCiB rpuUIy,
mocTymHol iHdopMatiii oo YyTIUBOCTI BipyCiB Ipuiy Ao JikKapChbKuX 3aco0iB ¥ KOKHOMY CE30Hi,
BIIJINBY 3aXBOPIOBaHHS y Pi3HUX reorpa¢idyHuX perioHax Ta rpylax Malli€HTiB.

IIpomunoka3aHHsi.

[TigBuiieHa YyTNUBICTL [0 03enbTaMiBipy PocdaTy abo mo Oymb-IKOTO KOMIIOHEHTA IIpemnapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodilii.

dapMaKoKiHEeTHYHI BJaCTUBOCTi 03€/IbTaMiBipy, Taki IK ciabke 3B’s13yBaHHS 3 OinKamu Ta
MeTabomi3M, KWl He 3a/mexkuTh Bifg cucteM CYP450 i rifokypoHigasu (OuB. PO3Min
«PapMaKOKiHETHKa»), CBiUaTh, 110 KJIiHIYHO 3HAUyIla B3aEMOLIs 3 iHIIMMH JIiIKapCbKUMHU 3aco0aMu



MaJIOMMOBipHa.

[Ipobenenun

[Tpu ogHOYACHOMY NpUiiOMi 03eIbTaMiBipy i MpobeHeUuay s MaIliEHTIiB 3 HOPMaJIbHOIO QYHKIIIEIO
HUPOK KOpEeKIlis 103U He noTpibHa. OfHOYacHe Ipu3HadYeHHs MPOOeHEIUAY, AKUM € TTIOTyKHAM
iHTri6iTOPOM aHIOHHOTO IUISIXy HUPKOBOI KaHAJbIEBOl CeKpelil, TPU3BOAUTH H0 30iTbIIeHHS
€KCIO3HIil aKTUBHOT'0 MeTaboJIiTy 03eIbTaMiBipy npubNIU3HO BABiYi.

AMOKCHITUTIH

OsenbTaMiBip He IPOSBISAE KiHETUYHOI B3aEMOZI1 3 aMOKCHULIMITIHOM, eJIiMiHalis SKoro Bif0yBa€eThCA
THM K€ IIJISIXOM, IO ¥ 03e/IbTaMiBipy, IO CBiqYUTh PO Cc/1abKy B3a€MOii0 3 03eIbTaMiBipOM HaHUM
IIJISTXOM.

BuBeneHHSA HU PKaMH

KminiyHO BazK/uBa B3a€EMOIis 3 IHIIMMHU JTiKapChKUMU 3aco0aMu, sKa BKIII0Ya€ KOHKYPEHIIilo 3a
HUPKOBY KaHaJIbIIEBY CEKpPELilo, MaJIOMMOBipHa y 3B’SI3KYy 3 BifoMUMU MexkaMu Oe3reKu OilbuIoCcTi 3
1IMX 3ac00iB, XapaKTepPUCTUKAMHU eTiMiHallil akTHBHUX MeTabomiTiB (KnyOoukoBa ¢inbTpalis Ta
aHiOHHA KaHaJbIleBa CEeKpeIris) Ta 00'eMOM eKCKperlii 3a JOIIOMOrol0 faHuX IUIsaxiB. OgHaK CIIif
IIPOSIBNIATH 00€peXXHICTh NpU NPU3HaYeHHi 03e/IbTaMiBipy MallieHTaM, sIKi TpUAMaioTh JTiKapChKi
3aco0u 3 aHAJIOTiYHUM IIJITXOM €KCKpeIlil Ta By3bKUM TepaleBTUYHUM [fiala30HOM (HalpUKIaf,
XJIOPIIpOIaMmifi, MeETOTpekcar, peHindyTa3oH).

[TomaTkoBa iHdopMalris

d®apMaKOKiHETUYHI B3aEMOil MiXK 03e/IbTaMiBipoM Ta OT0 aKTUBHUM MeTa0O0JiTOM IIpu
OIHOYACHOMY IIpU3HAaYEHHI 3 ITapalleTaMoJIOM, alleTUICAMIIMIOBOI0 KUCIIOTOI0, IUMETUOIAHOM Ta
AHTAIMOHUME 3aco0aMu (TiTPOKCH MarHi0 i TigpPOKCHUM aTiOMiHil0, KabIlilo KapOOHAT), pUMaHTaAUH
abo BapdapuH (y namieHTiB, SKi 3HaX0OATHCS Ha CTabinbHUX J03aX BaphapuHy Ta He XBOPIIOTh Ha
TPUI) He BUSBIIEHI.

Y kniniynux pocnigxeHHax 1l ¢pa3u 3acTocyBaHHS 03€IbTaMiBipy Oy MiKyBaHHS i MpoQinakKTUKI
rpuny o3ebTaMiBipy docdart npusHavanu i3 3araabHOBXKUBAHUMU JIiIKapCEKUMU 3ac00aMU, TAKUMHU
gK iHribiTopu AII® (eHasnmamnpui, KamnToIpui), Tia3uaHi miypetuku (6eHmpodnyasus), aHTHOIOTUKH
(mewinumiz, nedanoCcIOpPUH, a3UTPOMIIIUH, €ePUTPOMIIIMH i JOKCUIIUKIIiH), 6110KaTopu H2-pelienTopiB
(paniTuguH, MUMeTUONH), 6eTa-6710KATOPHU (IIPOIPAHOIION), KCAaHTUHU (Teo(iniH), cUMIIaTOMIMETUKHI
(mceBmoedenpuH), omioigu (KomeiH), KOPTUKOCTEPOINH, iHTalsALUiiHI OPOHXOAMIATAaTOPH, aHAIbI € TUKHU
(ameTumcaninuoBa KuciaoTa, ibynpodeHn i mapauneramon). [Ipu 3acTocyBanHi ®mykan pa3om 3
ImepepaxoBaHUMU IIpellapaTaMu 3MiHK MPodinmo 6e3meKy Ta YaCTOTH BUHUKHEHHS MOO0IYHUX peakIii
He 3apeecTPoBaHi.

MexaHi3M B3a€MO[iii 3 TepopasbHUMU KOHTPALEITUBAMHU BifICyTHIH.

Oco6.1ueocmi 3acmocyeaHHsi.

OsenbTaMiBip eeKTUBHUY TiJIbKYU IIPOTH 3aXBOPIOBaHb, CIPUYMHEHUX BipycaMu rpuny. [JaHuX LII00
e(eKTUBHOCTI 03e/IbTaMiBipy Npu OyOb-IKUX 3aXBOPIOBAHHSX, CIIPUUNHEHUX IHIIUMU 30yOHUKAMHU,
KpiM BIpyCiB Irpuiy, HeMae.



3acTocyBaHHs npenapaty ®rykanm He 3aMiHIO€ BaKIIMHAIIiI0 TPOTU I'PUIY. 3aCTOCYBAHHS IIpenapaTy
®rykamn He MOBUHHO BIIJIUBATU Ha 00CTeXKEHHS 0Ci0 CTOCOBHO I[OPiYHOI BaKIIMHALlil ITPOTHU TPUITY.

3axuCT IPOTHU T'PUIy TPUBAE JIUIIE IIif Yac npuioMmy npenapaty ®nykarm. [Ipenapat ®nykam ciif
3aCTOCOBYBATH [JId JIIKyBaHHS Ta MPOQITaKTUKY I'PUITY JIUIIE IIPHA HaIBHOCTI HaOiiHUX
enifieMiOJIOTIYHUX faHUX, AKi CBiqYaTh PO LUPKYIIALI Bipycy. [IpogeMOHCTPOBaHO, 1110 Yy T/IUBICTh
IIUPKYII0I0YNX IITaMiB Bipycy rpuily fo npenapaty ®iykan Mae BUCOKY BapiaOeNlbHiCTh, TOMY JIiKap
IIOBUHEH BPaXOByBaTH HaWCBiXKimTy iHGopMaIllito momo 4yTAUBOCTI A0 03eIbTaMiBipy IUPKYTIOI0UNX
Ha JaHUU 4ac BIPYCiB nepeq NPUUHATTAM DPIllIeHHS [IPO 3aCTOCYBaHHSA npenapaty ®oykar.

Tsi2KKi MKipHi peakliii Ta peakilil TrinepyyTIuBOCTI

[Tig yac mOCTMapKETUHTOBOTO 3aCTOCYBaHHS 03eJIbTaMiBipy MOBIJOMIISIU IIPO BUIAOKM aHadinakcil
Ta TAXKKUX WKIPHUX pPeakllii, BKINYayy TOKCUYHUY eliflepMalbHUU HEKPOoIi3, cuHapoM CTiBeHca-
[>KOoHCOHa Ta MyNnbTU(POPMHY epuTeMy. Crif BigMinuTY ®IyKarl i IPU3HAYUTH BiATIOBiOHE TiKyBaHHS,
SIKITIO CIIOCTEPIraroThCs Taki peakiii a0o € mimo3pa momo ix BUHUKHEHHS.,

THAXKKi CYIIYTHI CTaHU

Hewmae indopwmariii mono 6e3neku Ta eeKTUBHOCTI 3aCTOCYBAHHS 03€/IbTaMiBipy malieHTaMm i3
TSKKUMHU 200 HeCTabiMbHUMY 3aXBOPIOBAHHSIMU 3 HEMUHYYMM PU3UKOM T'OCIIiTai3allii.

[NauieHTH 3 ocIabneHUM iMyHiTEeTOM

Besmneka Ta e(eKTUBHICTH 03€IbTaMiBipy AJS JTiKyBaHHS Ta IPO(ITaKTUKY TPUIY Y TAILli€HTIB 3
ocitabieHuM iMyHITETOM He BCTAHOBJIEH.

3axXBOpIOBaHHS CEPLISI/OIUXaTbHOl CUCTEMU

EdekTuBHICTH 03€NIbTaMiBipy AJIS JTiKyBaHHS 0Ci0 3 XpOHIYHMMU 3aXBOPIOBAHHSIMHU CepIis Ta/abo
3aXBOPIOBAHHSAMU [IUXAJIbHOI CUCTEMU HEe BCTAHOBJIEHA. Y TAKUX MAIli€HTIB Pi3HUIA Y YaCTOTI
yCKNagHeHb MiX I'pylaMu JIiKyBaHHS Ta Iianiebo He criocTepiranacs.

TsaXKa HA PKOBa HEeIOCTaTHICTh

Kopektiisg no3u npenapaTy ®ayKam Ipu 3aCTOCYBaHHI O TiKyBaHHS Ta IPOQiTakKTUKK
PEKOMEHYEThCA AOPOCIUM Ta mifgmiTkaM (=13 - <18pokKiB) 3 TAKKOI HUPKOBOX HEIOCTATHICTIO.
HepocTaTHBO KITIHIYHUX JaHUX 11040 3aCTOCYBaHHS AiTIM BIKOM Bifl 1 pOKy 3 HUPKOBOIO
HEeJIOCTaTHICTIO [IJI1 peKOMeHallill 3 o3yBaHHs (quB. po3minu «Croci0 3aCTOCyBaHHS Ta JO3U»,
«®apMaKOKiHETHKa»).

Heliponcuxiuni po3nmanu

Y xBOpuUX Ha I'puln (MepeBaxkHO y OiTed Ta MifAJiTKiB) Mpu 3aCTOCYBaHHi 03ebTaMiBipy Oynu
3a(dikcoBaHi BUIagKy HEUPOIICUXIYHUX po3iamdiB. Taki po3yagu Takoxk Oy 3apeeCcTPOBaHi y XBOPUX
Ha T'pUIl, AKi He 3aCTOCOBYBAJIU L€y Ipelnapar. 3a CTaHOM Ialli€HTIiB CIIi[l peTeNIbHO CIOCTepiraTu Ajis
BUSABIIEHHS 3MiH y ITOBEMIHIII, @ KOPUCTh Ta PU3UK IIPOMOBKEHHS JIIKYBaHHSA CITifl OL[iIHIOBATH 3
00epexkHiICTIO OIS KOXKHOTO TallieHTa (muB. po3min «ITo6iuni peakirii»).

Ymuanisauis HesukopucmaHo20 npenapamy ma npenapamy i3 npoOCmMpoYeHUM MepMiHOM
npudamuocmi. HagxomXeHHs JTiIKapChKOT0o 3aco0y y 30BHIIITHE CepeoBuIlle HeoOXiTHO 3BECTH [0
Mminimymy. JIikapceKuit 3aci0 He CyIif BUKMOATH Y CTiYHi Bomu i moOyToBi Bimxomu. [Ins yTumizarii
HeoOXiTHO BUKOPHCTOBYBATH TakK 3BaHy CUCTEMY 300Dy BiIXOMiB Py HAsIBHOCTI TAKOI.



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pyodoto.
BaritHicTb

KoHTponboBaHUX KITIHIYHUX OOCIIIIXKEHbD 00 3aCTOCYBaHHS 03€JIbTaMiBipy BariTHUM He IIPOBOOUIIN,
[aHi 0710 3aCTOCYBaHHA Yy I1ePiof BariTHOCTLI OTPUMaHI y ITIOCTMapKEeTUHIOBUX NOCIIIIXKEHHIX Ta
OOCHiAXKEHHAX CIOCTepexkeHHs (AuB. po3minu «PapMakongrHaMika» Ta «PapMaKOKiHETUKa»).
OTpuMaHi faHi Ta pe3yIbTaTH HOCIIXKEHb y TBAPKH CBifYaTh IPO BiACYTHICTH IPSIMO1 abo
orlocepenKOBaHOI IKiAIMBOI [Iii Ha BariTHICTH, PO3BUTOK eMOpioHa/IIoOfa Ta MOCTHATaIbHUM
PO3BUTOK. BariTHUM XiHKaM MOXHa Ipu3HavyaTy npenapaT ®oykan 3 ypaxyBaHHIM HasgBHOL
indopwmartii 3 6e3meKy, TATOreHHOCTI IMPKYII0I0YOT0 IITaMy BipyCy I'PUILY Ta CTaHy BariTHOI XKiHKH.

T'ogyBaHHA TPYANI0

Y naxTyioouux HypiB 03e1bTaMiBip Ta aKTUBHUM MeTa0O0IiT IPOHUKAIOTh y TPYAHE MOJIOKO. IcHye
oOMexeHa iHpopMalris 11010 TOAYBaHHS TPYANI0 KiHKaMU, SIKi ITPUAMalOTh 03€/IbTaMiBip, Ta 00
eKCKpellil 03e1bTaMiBipy y TpyHe MOJIOKO miofnuHu. OOMexkeHi naHi eEMOHCTPYIOTh, III0 03eIbTaMiBip
Ta KOT0 aKTUBHUM MeTaboIIiT Oy/Iu BUSBIEHI y TPYAHOMY MOJIOI, OFHAK IX PiBHI Oy/M HU3BKUMH, 110
MOXKe NIPU3BECTU 0O OTPUMaHHS Cy0TepaneBTUYHOI 1031 HEMOBJIAM. BpaxoByouu Iii faHi, a TAaKOXK
IIATOTeHHICTh HUPKYIIIOI0YOTro IIITaMy BipyCy TPHUITY Ta CTAH XKiHKH, SKa TOAYE I'PYONI0, MOXKe OyTH
PO3TJISHYTO MUTAHHSA PO IPU3HAYEHHS 03e/IbTaMiBipy MiCJIS OLIHKY CIIiBBiIHOLIEHHS
KOPHUCTh/PU3UK.

D®epTUNLHICTD

Ha ocHOBIi [OKJTiHIYHMX JaHUX JOKA3H PO BIIJIUB 03€JIbTaMiBipy Ha GepTunbHiCcTh 4010BiKiB a60
KIHOK BIfICYTHI.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3amamu.

[TpenapaT ®nykan He Ma€ BIJIMBY Ha IIBUAKICTh Peakilil Ipu KepyBaHHi aBTOTPAHCIOPTOM abo
IHIIIMMM MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHss ma do3u.

Cnoci6 3acToCyBaHHS

s IIepOopaJIbHOTO 3aCTOCYBaHHA.

ﬂO3yBaHHH

Io3u mo 75 MI MOXKHa MPUUMAaTH SK:

1 kamcyna o 75 mr, abo



1 kancyna o 30 mr mttoc 1 Kamncyna mo 45 wmr.

Hopocai ma nidaimku sikom 8i0 13 pokis

JIikyBaHHs1. PeKOMeHIOBaHHH pPe:KHM J03yBaHHSA npenapary ®nykaim - o 1 kamcysi 75 Mr
2 pa3u Ha 700y nepopajbHO IPOTSATroM 5 JHIB mopocauM Ta mimritkaMm (=13 - <18 pokis) 3
Macolo Tina 6inbpme 40 Kr.

JIikyBaHHS MOTPiOHO PO3MOYMHATY Y NepIInii abo Ha APYTruil [eHb MOSBU CUMIITOMIB TPUITY.

[IpodinakTrka mic/isi KOHTAKTY 3 XBOPUM Ha rpunl. PekoMeHOoBaHa fo3a mpenapaty Onykar ams
npodiTaKTHKY TPUITY IIiC/IS KOHTAKTY 3 XBOPUM Ha T'puIl - 10 75 Mr 1 pa3 Ha go0y rmepopasibHO
npotsiroM 10 gHiB mopocnum Ta mimmiTkam (=13 - <18 pokiB) 3 Macoro Tina Oinbire 40 kr. [Tpuitom
Iperaparty Cjif po3I0YUHATH He Ii3Hillle HiX y nepiui 2 OHi DiClIg KOHTaKTY.

[IpodinakTrka mig Yac Ce30HHOI emigemil rpuny. PeKkoMeHoBaHa [03a A7 NpodiaKTUKY i 4ac

Ce30HHOI emifgeMii rpuny - mo 75 Mr 1 pa3 Ha go0y IPOTATOM 6 THKHIB.

Iimu sikom = 1 - <13 pokis.

PexomeHgoBaHa [03a Oj1s MPodinakTUKY IIif 4ac Ce30HHOI emigeMii rpumy - mo 75 Mr 1 pa3 Ha go0y
IIPOTSATOM 6 THKHIB.

JlixyBaHHs. PeKOMeHIOBaHi 03K 03e/IbTaMiBipy 3aJIe’KHO Bifl MaCH Tijla HaBeIeHO y TaOulli:

Maca Tina PekoMeHoBaHa q03a MPOTIroM 5 [AHIB
10 kr mo 15 kr 30 Mr 2 pa3u Ha 106y
> 15 Kr o 23 kT A5 Mr 2 pasu Ha fo0y
> 23 Kr mo 40 kT 60 mr 2 pa3u Ha go0Oy
> 40 kT 75 Mr 2 pa3u Ha 00y

JIikyBaHHS MOTPiOHO PO3MOYMHATY SKOMOTa IIBUAIIE, Y MepiInil abo Ha APYTUN NeHb OSBU
CUMIITOMIB TPHUILY.

[IpodinakTrka micis KOHTAKTY. PeKOMeH0BaHa [103a 03e/IbTaMiBipy A IPoGiTaKTUKY IIiCIsa
KOHTAKTY 3 XBOPUM Ha I'PUII 3aJIeXKHO Bifl MacCH Tijla HaBe[eHO B TabIuUIIi:

Maca Tina PekomeHaoBaHa fo3a mpotsaroMm 10 gHiB
10 kr mo 15 kr 30 mr 1 pa3 Ha f00y
> 15 kr 0o 23 KT 45 mr 1 pas Ha o6y
> 23 Kr fo 40 kr 60 mr 1 pa3 Ha {00y
> 40 KT 75 mr 1 pa3 Ha m00y

[IpodinakTrka mig Yac ce30HHOI emigemil rpuny. [IpodinakTuKa mif 4ac Ce30HHOI emifieMil Tpumy y

miTei BikoM 0 12 pokiB He fOCHiAXKYyBasacs.

EO3§ZB8.HHH B 0COBJIMBUX BHIIaIKaX

ITauieHmu 3 nopyweHHAM (PYHKUil NeyiHKU

HeMmae HeoOXigHOCTI KOpUTYBATU 003y OJIs NiKyBaHHSA ab0 MpodiakKTUKY HallieHTaM i3 IOpYIIeHHAM
¢bysKIil nevinku. besneky i papMaKOKiHETUKY 03eJIbTaMiBipy y HiTel i3 mopyuIeHHAM QYHKIT1
[IeYiHKYU He BUBYAJIU.



IMauieHmu 3 nopyweHHAM PYHKUil HUPOK

JlikyeaHHA epuny. Kopekiiisi ;o3u o3eNbTaMiBipy, HeoOxigHa JOPOCIUM Ta MHifJTiTKaM

(= 13 - < 18 pokiB) 3 moMipHOIO a0 TSIKKOI0 HUPKOBOIO HEOCTATHICTIO, HaBedeHa B TaOIHIl HUKYe:

KJjlipeHC KpeaTUHIHY

PekomeHnj0BaHa [03a O JIiKyBaHHS

> 60 Mmi/xB

75 Mr 2 pa3u Ha go0y

Bim > 30 mo 60 M/xB

30 mMr 2 pa3u Ha 0o0Oy

Bim > 10 mo 30 mi/xB

30 mr 1 pa3 Ha 06y

< 10 m/xB

He PEKOMEHAYEThCS (JaHi BigCyTHI)

nauieHTy, ki nepeOyBaTh Ha
reMofiaisi

30 Mr miciag KOKHOTO CeaHCy reMofiani3y

nalieHTH, sKi mepebyBaoTh Ha

30 M 0gHOPAa30BO

epUTOHEeaJIbHOMY Aiai3i*

* [lani, oTprMaHi B pe3ynbTaTi JOCIIIXKEHb Y XBOPHUX, AKi 3HAXOOAThCSA Ha IIOCTIMHOMY
aMmOynaTopHOMY IepuToHeanbHOMY miamisi (TTATI); kimipeHc 03embTaMiBipy KapOoKcunary, sik
O4iKy€eThCs, Oyae BUILKMM IIPYM BUKOPUCTAHHI aBTOMATU30BAHOT'0 MOCTIHHOTO IUKIIYHOTO
nepuToHeanbHOro giamisy (ITLTII). Pexum nmikyBaHHS Moxe 3MiHioBatucs 3 ITLII] Ha [TATII, skimo
Hedposor BU3HAE I1e 3a HeoOXigHe.

ITpogpinakmuxka 2puny. Kopekiiis 103U 03e1bTaMiBipy HeoOXifiHa OPOCINM Ta migmiTkam (=13 - <18
POKiB) 3 MOMipHOI0 a00 TSXKKOI HUPKOBOIO HEJOCTATHICTIO HaBefleHa B TaONIuIIi:

KJilipeHC KpeaTUHIHY

PekomMeHI0BaHa 103a Oy NPodinakTUKU

> 60 mi/xB

75 mr 1 pa3 Ha noby

Bim > 30 mo 60 M/xB

30 mr 1 pa3 Ha o0y

Bim > 10 mo 30 mi/xB

30 MT yepe3 IeHb

< 10 m/xB

He PEKOMEHMYEThCS (JaHi BifCyTHI)

nauieHTy, ki nepeOyBaoTh Ha
reMopianisi

30 Mr micis KOXKHOTO OPYroro ceaHcy reMopianisy

nalieHTH, ki mepebyBaioTh Ha
epUTOHEaJIbHOMY Aiai3i*

30 Mr 1 pa3 Ha TUXKEHD

* [lani, oTpuMaHi B pe3ynbTaTi JOCIIIXKEHb Y XBOPHUX, AKi 3HAXOOAThCSA Ha IIOCTIMHOMY

aMmOynaTopHOMY IepuToHeanbHOMY miamisi (TTATII); KmipeHC 03embTaMiBipy KapOoKCcunary, sik

O4iKy€eThCs, Oyae BUILKMM IIPYM BUKOPUCTAHHI aBTOMATU30BAHOT'0 IMOCTIHHOTO IUKIIYHOTO

nepuToHeanbHOro miamisy (ITLTIIT). Pexum nmikyBanHS Moxe 3MiHioBatucs 3 ITLII Ha [TATIII, sKimo
Hedposor BU3HAE Iie 3a HeoOXigHe.

HepocTaTHbO maHUX A1 HafaHHS peKOMeHAalil 3 JO3yBaHHS OiTSAM BiKOM 0 12 poKiB i3

NOpPYIIeHHAM (YHKIIil HUPOK.

ITauieHmu AiMHb0O20 BiKY

HeMmae moTpebu KOPUTYBaTH 03y, 3@ BUHSITKOM HasSBHOCTI MOPYLUIEHHS QYHKIIii HUPOK TTOMipHOT0

abo TSIKKOT0 CTyIEeHS.

ITayieHmu 3 ocaabaeHuUM iMyHimemom

PekoMeHOy€eThCSI Ce30HHA MpodinaKTHKa IPUIY MPOTAToM 12 TUXKHIB y MaIlieHTiB 3 ocnabieHuM




imyHiTeTOM (gUB. po3minu «OcoOMMBOCTI 3acToCyBaHHA», «[106i4Hi peakIrii»).

Himu.

3acTocoByBaTH [iTSIM BikoM Bif 1 poky 3 Macoto Tina Oinbie 10 KT, sKi 3maTHI TPOKOBTHYTH KaICyIIy.

Ilepedo3yeanns.

[ToBimomeHHS PO Mepeno3yBaHHs mpenapaty ®nykan 6ynu ogepkaHi mif yac KIiHIYHUX
IOCTiAKEeHb Ta IPOTSATOM IIOCTMapPKETHHIOBOTO 3aCTOCYBaHHS IIpemnapary. Y Oi/bIIoCcTi BUlladKiB
nepeno3yBaHHS PO MM0GiYHI peakilil He IOBIIOMIISAIOCS.

[ToGiyHi peakiii, mpo SIKi IOBiMOMIISANY IIPH ITepefo3yBaHHi, OyIu 3a XapaKTepoM Ta BUJaMu
Omi6HUMHU [0 THX, IO CITOCTEPIranucs MPHU 3aCTOCYBaHHI TEpAeBTUYHUX 03 IMpenapaTy dmykamn
(muB. po3min «I1obiuHi peakirii»).

CneuudiuHoro aHTUOOTY He iCHYE.
Himu

Yacrile MOBiIOMIISIN IIPO IIepPefo3yBaHHA y OiTeH, HiXK y JOPOCIHUX Ta HimTiTKiB. Ciif IposBIATH
00epexkHiCTh IIPX 3aCTOCYBaHHi mpenapaTy ®iyKar giTsaMm.

ITo6iuni peakuii.

Y mopocnux/mifniTKiB Ipy NIpUOMi 03eIbTaMiBipy AJg JiKyBaHHS IPUINY Hal4dacCTilIuMU
HeOakaHUMM SIBUIIaMu OynIu Hy#oTa i O10BaHHSA, 015 NPoQinakTUKY IPUILY - HygoTa. BoHU Manu
TPaH3UTOPHUM XapaKTep i BUHUKAH, SIK [IPaBUJIO0, y NePIINU-IPYTUil JeHb TiKyBaHHS Ta 3HUKAIIN
yepe3 1-2 gui. V miTeit HattyacTimum HeOakaHuUM sBuUIeM Oyy1o O1r0BaHHS. Y GinbIIOCTI BUMTAKiB
nobiyHi peakiii He MPU3BOOUIIN [0 BigMiHU IIpemapary.

[1ig yac mOCTMapKEeTUHTOBOI'0 3aCTOCYBaHHS 03€JIbTaMiBipy PiAKO ITOBIOOMIISIN IIPO HACTYIIHI
cepito3ui mobiuHi peakuii: aHadinmakTryHi Ta aHadinakToINHI peakilil, mopyuieHHs 3 00Ky MeYiHKH
(6nmMcKaBUYHUM TeNATUT, IOPYILIEHHS QYHKIIII MeYiHKY Ta XKOBTSIHHUIIA), aHTI0HEBPOTUYHUM HaOPSK,
cuapapoM CriBeHca-[I;)KOHCOHA Ta TOKCUYHUMU ellifepMaibHUI HEeKPOoJli3, IIIYHKOBO-KUIIIKOBa
KPOBOTeYa Ta HEMPOIICUXIYHI po3/1agu (CTOCOBHO HEMPOICUXIYHUX PO3JIafiB AUB. PO3TiN
«OCc06IUBOCTi 3aCTOCYBAHHS»).

Il omKCy 4acTOTH MOOIYHUX Peakilii BUKOPUCTOBYBAJIM HACTYIIHI KaTeropii: gyxe momupeHi (=
1/10), mommupesi (= 1/100, < 1/10), Henomupesi (= 1/1000, < 1/100), pigko nmomupesi (= 1/10000, <
1/1000), myxe pigko mommmupeHi (< 1/10000). TTo6iuHi peakilii BiTHeceHO [0 IE€BHOI KaTeropil 3rigHo 3
aHaJri3oM 00’eMHaHUX JaHUX KTIHIYHUX OOCIiMKEeHb.

JIikyeaHHA ma npodisakmuka epuny y 0opocaux md nidAimkie
Hattyacrimni mo6iuni peakiiii, ski Oy 3apeecTpoBaHi y JOCTiAXKEHHSIX 3aCTOCYBAHHS 03€JIbTaMiBipy

[J1s1 JTIKyBaHHSA Ta MPOQiTaKTUKY T'PUILY Y HOPOCIUX Ta MiIiTKIB Ta Y MiCAspeecTpaliiHOMy Iepiomi
IIPY 3aCTOCYyBaHHI peKOMEeH0BaHoI 103U (75 Mr 2 pa3u Ha f00y MpoTAroM 5 AHIB g TiKyBaHHS Ta



75 mr 1 pa3 Ha K00y MPOTSATOM A0 6 THXKHIB A7 MPOGiTaKTUKYU), HABOASATHCS HUXKYE.

[Tpodinsb Ge3mexu, MOBiKOMIIEHNH y MALi€HTIB, SKi OTPUMYyBai 03€e/IbTaMiBip Ang npodinakTuru (75
Mr 1 pa3 Ha goOy IpOTATroM A0 6 THUXKHIB), OyB IOAIOHMM [0 TAKOTO, II0 CIIOCTEPIraBCcs y
MOCTiXKEeHHSX JIIKyBaHHS, He3BaxKalouM Ha OinbIly TPUBAJICTh HOCTIAXKEHb 3 METOI0 MPOQiTakTUKY:

iHpexuii ma iHeagii: mouMpeHi - OPOHXIT, TPOCTUM reprec, iHeKil BepXHiX AUXanbHUX LIISAXIB,
Ha30(apuHTIT, CHHYCHUT;

3 60Ky cucmemu Kpoei ma AiMpamuyHoi cucmemu: PigKo MOUIUPEHi - TPOMOOLUTOMEHis;

3 60Ky iMYHHOI cucmeMu: HETIOUINPEHi - PeakiIlis rinepyyTAUBOCTi; pifKo moImupeHi - aHagimaKTH4Hi
Ta aHa(iaKTOIAHI peakiril;

NncuxiyHi po3aadu: pigKo MOIIKMPEHi - aXKUTallis, IaTOJOTiYHa MOBEeOiHKa, TPUBOKHICTD, CIIJIYTaHICTh
CBiOMOCTi, MapeHHs, [eJipid, rajolurHall, HiuHi KoIIMapy, CaMOTPaBMyBaHHS;

3 60Ky Hepeosoi cucmemu: myxe MOIIUPEeHi - TOJIOBHUM 0iflb; MOIUPeHi - 663COHHS; HEeTOMINPEeHi -
IOPYLIEHHS CBIOMOCTI, CyZOMU;

3 60Ky opaaHie 30py: PiAKO MOIIKPEHi - MOPYIIEHHS 30DY;
3 60Ky cepusi: HETIOIIUPEH] - CEPIIEBi apUTMil;

3 60Ky OuxanbHOI cucmemu, op2aHie 2py0HOI KAimKu ma cepedoCcmiHHA: TIOUINPEHi - Kallleb,
puHopes, 6inb y ropiii;

3 60Ky WYHKOBO-KUWKOB020 MPAKmMy: Oyxke MOUIMPeHi - HygoTa; MOIIKUPEeHi - 6/110BaHHs, Oi/b y
JKMBOTI (B TOMY YMCJIi Y BEPXHIX Bifiiifiax), AUCIEICis; pigKo MOLINPEeHi - LITyHKOBO-KUIIIKOBA
KpPOBOTEYa, TeMOpariyHui KOJIiT;

3 60Ky 2enamobiniapHoi cucmemu: HETIOIIKUPEH] - MiBUIIEHHS PiBHS MEYiHKOBUX (EPMEHTIB; PiIKO
TOMMpPeHi - 6JTMCKaBUYHUYM TeNaTUT, IeYiHKOBa HEIOCTaTHICTh, TeTaTHUT;

3 60Ky wKipu i nidwKipHOi KAiMKOBUHU: HETIOMIKUPEHi - HepPMaTHUT, BUCUIIAaHHS, eK3eMa, KPOIIUB THKA;
pifKo momMpeHi - aHTiOHEBPOTUYHUYN HAODPSK, MynbTUudOpPMHa eputeMa, cuHapoM CTiBeHca-
I>KOHCOHA, TOKCUYHUM eIliflepMaTbHUM HEKPOJIi3; YacTOTa HeBimoMa - aynieprist, HabpsK o6muyys;

3aeanvHi po3aadu ma peakuil y micui 88e0eHHA: TIOUINPEHI - 3allaMOPOYEHHS (BKJII0Ual0Yy BEPTUTO),
cnabkicTs, 6inb, rimeprepMis, 6inb y KiHIliBKaX.

JlixyeaHHA ma npogisakmuka epuny y dimetu

Haituacrimi no6iuHi peaxkiiil, fKi Oy 3apeecTpoBaHi y AOCTiAXKEeHHAX 3aCTOCYBaHHS 03e/IbTaMiBipy
[JIs TiKyBaHHS Ta IPO(ITaKTUKY TPUIY Y OiTel (IpU 3aCTOCYBaHHI O3yBaHHS Ha OCHOBI BiKy - Bif 30
Mr o 75 mr 1 pa3 Ha f06y):

iHexuii ma iHeasii: moUIMpPeHi - cepefHiil OTUT; YacTOTa HeBimoMa - GPOHXIT, THEBMOHisI, CHHYCHT;
3 60Ky Hepeosoi cucmemu: TIOMIUPEHi - TOJIOBHUM 6ifb;
3 60Ky cucmemu Kpogi ma aim¢pamuyHoi cucmemu: 9aCcTOTa HeBimoMa - NiMpameHOnaTis;

3 60Ky Op2aHie 30py: TMOIMKUPEHI - KOH IOHKTHUBIT (BK/IIOYAOUX TOUEPBOHIHHS 04Yel, BUMIIEHHS 3 0Uei



Ta 0inp);

3 60Ky opeaaHis cayxy ma secmuby1pHO20 anapamy: MOMKPEHi - 6iTb y ByXax; HETOIIHUPEHi -
nmopyuieHHs 3 60Ky 0apaOaHHOI TIEPETUHKY;

3 60Ky OuxasnbHOI cucmemu, op2aHie 2py0HOI KAimKu ma cepedoCcmiHHA: oyxKe MOIIUPEHi - Kallleb,
3aKJ/IafIeHiCTh HOCAa; MOLUIMPEHi - pUHOpes; YacTOTa HEBioMa - acTMa (BKJTI0Yal04Yu 3aTOCTPEHHS),
HOCOBi KPOBOTEUI;

3 60Ky W/AYHK0B0-KUWKOB020 MpaKmy: OyxKe MOIIHUPeHi - 6/1I0BaHHS; IOUIUPEeHi - HygoTa, 6inb y
JKUMBOTI (Y TOMY YMCJIi y BEPXHiX Bigfinax), OUCIENCis; YacTOTa HeBigoMa - fiapes;

3 60Ky wKipu i niOWKipHOi KAIMKOBUHU: HETIOMIKUPEH] - JEPMATUT (BKJTIOYAIOYH aJlepriuHuii Ta
aTOIMYHUY OEePMaTHUT).

Omuc oKpeMux MoOiYHUX peakilin

ITcuxiyHi ma Hespo.102iuHi Po3aadu

['pun Moxke OyTU MOB’I3aHUM i3 ICUXOHEBPOJIOTIYHUMU MOPYIIEHHSIMH, 110 ITPOSIBIISINCS
rajnuHaLiIMy, AeflipieM Ta HeaJleKBaTHOW MOBELIHKOI0, Y OesKUX BUIlafKaXx - 3 JeTaJbHUMU
Hacyigkamu. Bka3aHi siBUIlla MOXYTh CIIOCTEPIraTUCh K MposiB eHlledanity abo ennedanomnarii, ane
MOXKYTh BUHMKaTH 0€3 0UeBUIHOTO TSXKKOTO 3aXBOPIOBAHHS.

Y XBOpUX Ha I'DUII IIPU 3aCTOCYBaHHI 03e/1bTaMiBipy Takoxk Oynu 3adikcoBaHi BUMagKX CyaoM i
menipito (BK/I04Yal4y 3MiHY PiBHS CBIMOMOCTI, CIIIyTaHICTh CBiJOMOCTI, HeaJeKBaTHY IIOBEMiHKY,
MapeHHS, TaIlHAallil, aXKUTallil0, TPUBOXKHICTh, HIYHI KOIIMapH), AKi Y TOOAUHOKUX BUIIaAKaXx
IIPU3BOMUIIK 0O BUIIAOKOBOTO CaMOIIOIIKOMXKEHHS a0 JieTaTbHOTO HACligKy. Bka3aHi gBuia 0ymu
3a(ikcoBaHi B OCHOBHOMY Y HiTell Ta MiAJITKiB i YaCTO Malu panTOBUYM II0YATOK Ta IIBUAKE
3aBepiieHHsd. HeBimoMo, 4u OB’ s13aHi ICUXOHEBPOJIOTiYHI MOPYIIEHHS i3 3aCTOCyBaHHSAM
03€eJIbTaMiBipy, OCKiNbKY IICUXOHEBPOJIOTiYHI Po3/1agu Takoxk Oy/IM 3apeecTpoBaHi y XBOpUX Ha
rpul, gKi He 3aCTOCOBYBaJjU Liey IIpemnapar.

I'enamobiaiapHi nopyweHHs

Y martienTiB i3 rpunononi6HUM 3aXBOPIOBaHHSIM CIIOCTEPIranucs po3jangu remnartobiniapHol cucTeMy,
BKJIIOYal0YX BUNA[KHY relaTUTY Ta MifBUIIEeHHS PiBHS MMe4YiHKOBUX ¢hepMeHTiB. Bka3aHi BUumagku
BKJIIOYaIM JeTaJbHUM QyNbMiHAHTHUN TellaTUT/IIeYiHKOBY HEIOCTATHICTh.

o0amkosd iH(hopMauis npo oKpeMi 2pynu nauieHmis
ITauieHmu AiMHbL020 BiKY Ma NAyi€eHMuU 3 XPOHIYHUMU 3AXB0PHBAHHAMU cepus i OuxasnvHoi cucmemu
[ocnipKyBaHa MOMYJSLis A7 JTIKyBaHHS TPUITY BKJl04aia 370POBUX OOPOCHIUX/IIAIITKIB 1 IallieHTiB
3 (hakTOpaMU PU3UKY (MAI[iEHTH 3 MiABUIIEHUM PU3UKOM PO3BUTKY YCKIIaAHEHD, OB’ I3aHUX 3
TPUIIOM, HAIIPUKIIaM, MallieHTH JIITHHOTO BiKY Ta MAIli€eHTH 3 XPOHIYHMMHU 3aXBOPIOBAaHHSIMU cepist abo
IUXaJbHOI CUCTeMHM). 3arasioM npodinb 6e3meku y MiAiTKIB Ta JOPOCIUX i3 XPOHIUYHUMU

3axXBOPIOBAHHSAMMU ceplid Ta/ab0 3aXBOPIOBAaHHSAMU AUXaIbHOI CUCTEMU OYB SIKiCHO TMOPIBHIHHUM i3
TAKUM Y 3[I0POBUX TOOPOBOIIBIIIB.

Ilimu 3 6poHXianbHOW ACMMO0

3arasnom npodins no0iYHUX peakilill y miTel 3 OpoHXialbHOIO aCTMOI0 OYB SKiCHO ITOPiBHAHHUM 3



TAKUM Y 3[I0POBUX BiTHOCHO iHIIWX 3aXBOPIOBAHb MiTEH.

Tepmin npudamHocmi.

3 pPoKH.

YMoBu 30epiranHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBI IIpu TeMIepatypi He Buille 25 °C y HEIOCTYITHOMY [JIs OiTen
Mmicti.

VYnaxoBka.

I[To 10 kamcyn y 6mictepi. ITo 1 6micTepy B KapTOHHI# KOPOO1Ii.

Kareropis Bigmycky.

3a perenTom.

BupoOHHUK.

T'etepo J1a63 JlimiTem/Hetero Labs Limited.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls MpoBaIXKeHHs HOTr0 Tis/IbHOCTI.

FOwiT III, ®opmyneins [Tnot Ne 22 - 110 I0A, Oxunimetna, Xatizepaban, 500 055 Tenanra#a,
Iamisi/Unit III, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055 Telangana, India.



