Ckian

Oito4a peyosuHa: 03enbTaMiBip;
1 Kancyna MiCcTUTB 03ebTaMiBipy ¢pocdaT eKBiBaJIeHTHO 03€/IbTaMiBipy 75 MT.

OONOMIJNCHI peyo8uHU: KpOXMaJlb IIpexKelaTuHI30BaHMM, HaTPito KPOCKapMeio3a,
MIOBiIOH, TaJIbK, HATPil0 cTeapuadpyMaparT, KalCyJIid TBEPi XKeJTaTUHOBI.

000/10HKa Kancyau: 3aii3a OKCUO YepPBOHUM, 3ajliza OKCHU[ XKOBTHM, 3a1i3a OKCULI
YOpHUU, TUTAHY OIOKCHUJ, XKeJIaTUH, YOPHUJIO CUHE.

JIikapcbKa ¢popmMa

Karncynu.

OCHOBHI (pi3uKo-xiMiuHI 81acMuBOCMIi: TBEPL XKEeIaTUHOBI KalICyJId PO3MIpy «2» 3
HEeIIPO30PO0I0 KPUIIIEYKOIO CBITJIO-?2KOBTOT'0 KOJILOPY 1 HEIIPO30PUM KOPIIYCOM CipOro
KOJIbOPY 3 HalluCOM CHUHIM YopHUiIoM «H» Ha Kpuiliedryi Ta «5» Ha KOPIIyCi, 3all0OBHEHI
rpaHyJIbOBaHUM ITIOPOIIKOM Oisioro abo marizke 6iy10ro0 KOIbOPY.

dapMaKoTepaneBTHYHA I'Pyla

[TpoTuBipycHi 3acobu OJId CUCTEMHOI'O 3aCTOCYBaHHs. [IpoTuUBipyCcHi 3acobu mpsiMoi
mii. IuriéiTopu HeMpaminigasu. O3enbramiBip. Kog ATX JOSA HO2.

dapMaKoauMHaMiKa

OszenbTaMiBipy ¢ocdaT € ImporpenapaToM aKTUBHOTO MeTaboTiTy (03embTaMiBipy
KapOoKcHuiar), SKUM € CeJIEKTUBHUM iHTiOiTOpoM hepMeHTy HelipaMiHiga3u BipyciB
TPUILY, 1110 ABJIT€ COOO0IO TIiKOMIPOTEIH, 3HAUNEHUN Ha IT0OBEPXHi BipioOHYy. AKTUBHICTD
(bepmeHTY HelipaMiHiZa3u BipyCy I'PHUILY € BaXKJIUBOIO OJIsl IPOHUKHEHHS BipyCy B
HeiH(}iKOBaHI KJIITUHY eIiTeli0 AUXalbHUX IIIJIAXIB i BUBIIbBHEHHS HOBOYTBOPEHUX
BipyCHUX YAaCTMHOK 3 iH(piKOBaHUX KJIITHH Ta MOAAJbIIOr0 MOIIMPEHHS BipyCcy B
oprasismi.

OsenbTaMmiBipy KapOokcumnar iHrioye HelipaMiHifma3y BipyciB rpuny tumiB A ta B in
vitro. O3enbTaMmiBipy docdart iHridye Bipyc rpuny i periikailito Bipycy rpumy in vitro.
Y pasi opanbHOro 3aCTOCYBaHHA 03€JIbTaMiBip IIPUTHIUYE PeIIiKallilo BipyCy IpUILy
TUMiB A Ta B i 10r0 TaTOTEHHICTS in Vivo Ha MOZENSX I'PUIIO3HO] iH(peKIIil y TBapuH
ITPY IIPOTUBIPYCHUX KOHIEHTPAIIisIX, 10 MOmiOHI TUM, SIKi JOCSATAIOTHCS V TIOOUHU IIPU
mo3i 75 Mr gBidi Ha moOy.



AHTHUBIpYCHa aKTUBHICTh 03elIbTaMiBipy OyJia IigTBepaXKeHa II00 BipyCiB rpuUIry
TuIiB A Ta B y Xofi eKCciepuMeHTaIbHUX OOCIIAXKEeHb 3 y4acTIO0 3T0POBUX
IOOPOBOJIBIIIB.

3HauenHsa IC50 o3enbTaMiBipy OJid pepMeHTy HelpaMiHiga3u KIiHIYHUX i30/14TiB
BipyciB rpuny A Konusanucs Big 0,1 amons go 1,3 HMOIIb, a OJjid BipyciB rpuny B
CTAHOBUIIU 2,6 HMOJIb. Y JaHUX OoNyOJIiKOBAaHUX HOCIiIKeHb Bim3HadasIuCs BUIIL
3HaueHHd [C50 mnsa Bipycis rpuny B 3 meniasoro 8,5 HMOJIb.

dapMaKOKiHEeTHKA

BcmokmysaHH A

[Ticnst mepopanbHOr0 IPUKOMY 03enbTaMiBipy pocdaT (mponpenapar) JIETKO
BCMOKTYETHCA Y IIJIYHKOBO-KUIIIKOBOMY TPaKTi i 3HAYHOI MipOI0 IEepPEeTBOPIETHCA Ha
aKTUBHUYM MeTalbosiT (03enbTaMiBipy KapOOKCHUIaT) IepeBaxHO IIifl mi€l0 MeYiHKOBUX
ectepad. He meHme 75 % OpuiHATOL BHYTPIIIHLO JO3U IOTPAIJIIE€ Y CUCTEMHUN
KPOBOOOIT y BUTTISIAI aKTUBHOTO MeTaboJIiTy, MeHIIe 5 % - y BUTTISAi Ipo-Tipenapary.
[Tma3moBi KOHIIEHTpAIlil SIK IIponpernapary, Tak i aKkTUBHOTO MeTabO0JIiTy, IPOMOPIiiHi
OO 403U, TOMY He 3aJiekKaTh Bill OMHOYAaCHOT0 3aCTOCYyBaHHS 3 1K€I0.

Po3noodia

Y nmoguHu cepenHiit 06’eM PO3MOAiNY 03eIbTaMiBipy KapOOKCHUIaTy ¥ PiBHOBaXKHOMY
cTaHi - npubau3HO 23 71, 1110 eKBiBaJIeHTHO 00’€My MO3aKJIiTUHHOL PiINHU OpTraHi3My.
OCKinbKM aKTHBHICTh HelipaMiHila3¥ € MM03aKJIiTUHHOIO, 03e/IbTaMiBipy KapOoKcuiIaT
Oocsira€ BCiX OCHOBHMX MiCIlb JIOKasi3allil TpUII03HO]1 iH(peKITil.

3B’s13yBaHHS 03eIbTaMiBipy KapOoKcusiaTy 3 OiIKaMU MJla3MU JIIOOUHU HU3bKE
(mpubnusno 3 %).

Memaboaizm

O3enbTaMiBip 3HAYHOIO MipOIO IIEPETBOPIOETHCS Ha 03€eJIbTaMiBipy KapOOKcHuaT IIif
Ii€l0 ecTepas, 110 3HaXOOAThCs ITepeBaxKHOo y nedvinni. Hi o3enpTaMiBip, Hi aKTUBHUU
MeTaboIIiT He € cyOcTpaTamMu abo iHribiTopamu i30pepMeHTIB CUCTEMU IUTOXPOMY
P450 y mocnimxkeHHsX in vitro. 2KogHux KoH'toraTiB ¢pa3u 2 mjst 060X CIoiayk He 0yIio
BUSABJIEHO in vivo.

BuseoeHHs

O3zenbTaMiBip, 1110 BCMOKTAaBCS, BUBOOUTHCS I'OJIOBHUM YHMHOM (> 90 %) mimsaxom
IIepeTBOPEHHS Ha 03e/IbTaMiBipy KapOOKcHUaT, SKUM He NifgaeTbCSA MOAablIin
TpaHcdopMaliii i BUBOOUTHCS i3 ceuero. Y OilIbIITIOCTI MalliEHTiB MaKCUMaJlbHa



KOHIIeHTpallis 03ebTaMiBipy KapOOKCHUIaT y Ija3Mi KPOBi 3HUKYETHCS 3 ITEPiooM
HaniBBuBeOgeHHS 6-10 roguH. AKTUBHUIN MeTaboJIiT moBHiICTIO (> 99 %) BUBOOUTHCS
Hupkamu. Hupkosui kiipenc (18,8 n/ron) mepeBuiilye MBUAKICTh KITyOOYKOBOI1
¢dinvTpatii (7,5 n/rom), 110 BKa3ye Ha Te, 10 IpelapaT BUBOOUTHCS IIle U IIISIXOM
KaHablleBOl CeKpellil. 3 KajioM BUBOOUTHLCS MeHIle 20 % NpUUHSATOrO0 BHYTPIIIIHBO
pamioaKTUBHO ITO3HAYEHOTO IIpelapary.

THwi ocobausi epynu.

Iimu eikom 8i0 1 pokKy

dapMaKOKiHETHUKY 03e/IbTaMiBipy BUBYaJIH y AiTeu BikoM Bif 1 o 16 pokiB y xomi
(papMaKOKiHETUYHOI'O OOCIIIIKEHHS 3 OOHOPa30BUM IIPUMOMOM [Ipenapary Ta
KJIiHIYHOTO JOoCigXKeHHS e(eKTUBHOCTI y HEBEJIMKOI KiJTbKOCTI AiTell mpu
OaraTopa3oBOMY [O03yBaHHi. Y OiTel MOJIOAIIOTO BiKy BUBEIEHHS IIpPOIIpenaparTiB Ta
aKTUBHOI0 MeTaboIiTy BigOyBaiocs IBUIIIE, HiXK y TOPOCIUX, 10 IPU3BOAUIIO IO
OinbIII HU3bKOI €KCIO3Ullil, BUpaXeHol y MI/KT mo3u. [IpuiioM mmpemnaparTy y go3i 2
MT/KT DA€ TaKy XK €KCIIO3UIIil0 03e/IbTaMiBipy KapOOKCHUIIaTy, siKa MOCATAEThCI Y
OOPOCJINX ITiCJIsI OAHOPA30BOT0 IPUHMOMY 03U 75 MT (1110 eKBiBajieHTHO ITpuOIu3HOo 1
Mr/Kr). ®apMaKOKiHeTHKa 03eJIbTaMiBipy y AiTeu Ta IMifJIiTKiB BiKkoM Bifi 12 pokiB Taka
K caMa, K 1 Y JOPOCIIUX.

IauieHmu AiMHbBO20 BIKY

Excrmo3utlisi ak TMBHOTO MeTaboJIiTy y piBHOBaxkHOMY cTaHi Oyna Ha 25-35 % BUIIIOIO B
ocib miTHBOTO BiKy (BiKOM Bif 65 mo 78 poKiB) HizK Yy MOpPOCKX BiKkoM OO0 65 pOKiB, SKi
OTpUMYyBaJIX MOPiBHSIHHI J03U 03enbTaMiBipy. [Tepion HaniBBUBeOEeHHS B 0Ci0 JIITHHOTO
BiKy OyB momiOHMM OO0 TAaKOT'O YV MOJIOMIINX TAIliEHTIB. 3 OISy Ha €KCIIO3UIIil0
IIperapaTy Ta IIePeHOCUMICTh, KOPEKIIisl TO3W He BUMAra€ThCs IJIst 0Ci0 JTITHBOTO BiKYy
3a YMOBH BiICYTHOCTI ITOMipHOi ab0 TSI2KKOI HUPKOBOI HEJIOCTATHOCTI (KJTipeHc
KpeaTUHiHy CTaHOBUTHL MeHIlle 60 mMi/xB) (ouB. po3min «Cnocib 3acTocyBaHHS Ta
IO3U»).

ITopyweHHs (pyHKUIT HUDOK

IMTputiom 100 Mr o3enbTaMiBipy ¢ocdaTy 2 pa3u Ha Ho0y IPOTAToM 5 OHIB HallieHTaMu
3 Pi3HUM CTylleHEeM HUPKOBOI HEJOCTATHOCTI IPOJEMOHCTPYBAaB, 1[0 €KCIIO3UIlid
o3esbTaMiBipy KapOoKcunaTy € 00epHEHO ITPOIIOPITiNHOI0 A0 3HUXKEHHA (QYHKIII1
HuUpoK. [IJogo mo3yBaHHS AuB. po3ain «Crocib 3acToCyBaHHS Ta OO3U».

ITopyweHHsA ¢pyHKUII neyiHKU

In vitro mocnigKeHHS TPOAEMOHCTPYBaJIH, III0 HE OYiKyETHCS Hi 3HAYHOTO 30i/TbIIIeHHS
€KCIIO3UIlil 03eIbTaMiBipy, Hi 3HAYHOT0 3HUXKEHHS €KCIIO3UIlili aKTUBHOT'O0 MeTaboIiTy



y MallieHTiB i3 mopymeHHsaM QyHKIII mediHku (quB. po3min «Crocié 3acTocyBaHHS Ta
OO31»).

BaeimHi JCiHKU

O0’emHaHuM MOMYJIALIMHNY (papMaKOKiHETUYHUYM aHaJlli3 CBIiMYUTD IIPO Te, 10 PeXUM
Oo3yBaHHS 03elbTaMiBipy ¢ocdaTy, onucaHuu y po3gini «Crnocib 3acTocyBaHHS Ta
0O3U», CIPUYUHSE MEHIIY eKCII0o3ullio (B cepenaboMy 30 % mpOTATOM yCix
TPUMECTPiB) aKTUBHOTO MeTabOJIiTy V BaTriTHUX XKiHOK IMOPiBHAHHO 3 HEBATriTHUMU
XKiHKaMu. MeHIIIa ITPOTHO30BaHa €KCIIO3UIIisl, OOHAK, 3aJIMIIAE€ThCS BUIlE iHTi0y0UnX
KoHUeHTpaliu (IC95) i ais TepaneBTUYHOTO PiBHS O/I4 Oiama30HY MITaMiB BipycCy
rpuny. OKpiM TOro, iCHYIOTh JaHi, OTpUMaHi y AOCHIOXKEeHHIX CIIOCTEPEXKEeHHs, AKi
[MOKa3ylTh KOPUCTh TAKOT0 PEXUMY J03yBaHHS Y Il IONYJIALil HalieHTiB. ToMy
BariTHUM XiHKaM KOPEKIisi Mo3u I JIiIKyBaHHS ab0 MpodimakKTUKU TPUITY He
noTpibHa (OUB. PO3Ain «3acTOCyBaHHS y Iepiof BariTHOCTiI ab0o rogyBaHHS T'PYOOIO»).

IToxa3zaHHSA

JIiKy8aHHA epuny

dnykan mokaldaHUU OOPOCIUM Ta OIiTAM Bif 1 poky, y AKUX HasiBHI CUMIITOMH,
XapaKTepHi A1s rpuny, mif 4ac UUpKYIAIil Bipycy rpumny. EdbekTuBHicTh Oyna
ITPOAEMOHCTPOBaHAa, KOJIX JIIKyBaHHS OyJI0 pO3II0YaTO NPOTSATOM OBOX OHIB Micis
IIOSABU CUMIITOMIB.

IlIpoginakmuka 2puny

e [IpodinakTyKa rpuny y JOpPOCJINX Ta AiTel BiKOM Bif 1 poOKy micjigd KOHTaKTy 3
0C00010 3 KJTIHiYHO AiarHOCTOBAHUM T'PUIIOM ITiJl Yac UPKYISIii Bipycy rpuimy.

e BinmosigHe 3acToCyBaHHA npenapaTty OiaykKan 3 MEeTOI NPOQiTaKTUKUA TPUITY
HeoOXimHO BU3Ha4YaTU y KOXKHOMY KOHKPETHOMY BUIIaAKY, BPaxOBYIOUYHN
00CTaBUHM Ta 3BaKalo4u Ha I'PYITy IMAlli€HTiB, sKill MOTPiOeH 3aXucT. Y
BHHSTKOBUX CUTyallisiX (HalpuKiaaf, y pa3i po30izKHOCTEeN MiXK ITUPKYJIIOI0YNM
BipyCOM Ipuny Ta BipyCOM I'pUIlYy, IPOTHU SKOI'0 IPOBOAUIINM BaKLMHALIIIO, Ta IIif
4Jac naHzeMil) Ce30HHY NpodilakKTUKy MOKHA IIPOBOOUTH OiTAM BikoM Bif 1 poky.

3acTocyBaHHS npenaparty ®ayKan He 3aMiHIOE BAKIIMHAIIII0 IPOTH T'PUITY.

3acTocyBaHHS MPOTUBIPYCHUX 3aCc00iB AJIg MiKyBaHHS Ta MPOQiTaKTUKU TPUNY Ma€E
O6a3yBaTucs Ha oQilliiHUX peKoMeHalisx. PillleHHsa mpo 3acToCyBaHHS 03eIbTaMiBipy
07151 JIIKyBaHHS Ta NPoQiakKTUKU CJIif IpUUMaTHU 3 ypaxyBaHHIM XapaKTePUCTUK
LIMPKY/IIOIYUX BipyCiB IpUlly, JOCTYIIHOl iH(opMaliil 1040 Yy TIUBOCTI BipyCiB rpuny
[0 JTiKapChKUX 3aC00iB y KOJKHOMY C€30Hi, BIIJIUBY 3aXBOPIOBAHHS Y Pi3HUX



reorpadigyHUX perioHax Ta rpynax IalliEHTIiB.
ITporunnoka3aHHs

[TigBuileHa YyTJIMBICTh OO 03eJibTaMiBipy ¢pocdaTy abo mo Oyab-IKOro KOMIIOHEHTA
npemnapary.

B3aemofisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIII BHOH B3a€EMoOIin

dapMaKOKiHETMYHI BIaCTUBOCTI 03eIbTaMiBipy, Taki K ciabKe 3B’sI3yBaHHS 3
b6inkaMu Ta MeTaboii3M, IKUM He 3anmexkuTh Bifg cucteM CYP450 i rmoKypoHiga3u
(ouB. po3nin «®apMaKOKiHETHKa»), CBig4aTh, 110 KJIIHIYHO 3Hayyllla B3aEMOMis 3
iHIMUMU JTiIKapChKUMHU 3acoO0aMM MaJIOMMOBipHa.

ITpobeHenun

[Tpu ogHOYAaCHOMY IIPUMOMI 03eJIbTaMiBipy i mpobeHeuAy O MAIliEHTIB 3
HOpPMaJIbHOIO0 QPYHKITi€I0 HUPOK KOPEKIIis Mo3u He NMoTpibHa. OmHOoYacHe IIpUu3HavYeHHS
nmpobeHelUAy, SKUM € IMMOTYKHUM iHTiOiTOPOM aHIOHHOTO IIIJISIXY HUPKOBO1 KaHaJIbIIeBOl
cexkpellii, TPU3BOOUTD A0 30iNbIIIEHHSI €KCIIO3UIlil aKTUBHOTO MEeTaboJIiTy
0o3ebTaMiBipy npuOIM3HO BOBiYi.

AMOKCHUIIUIIIH

O3enbTaMiBip He IPOSIBIISIE KiHETUYHOI B3aEMO/Iil 3 aMOKCHUIIUIIHOM, eJIiMiHallisi SKOTo
BimOyBa€ThCS TUM K€ IIIJIIXOM, 110 ¥ 03e/IbTaMiBipy, 110 CBiIYUTh IIPO CIIabKy
B3a€EMO/II0 3 03€e/IbTaMiBipOM OaHUM IJISIXOM.

BusepgeHHs HHUPKaMH

KrniniyHo Baxk/jiMBa B3a€MOJIis 3 iHIIMMM TiKapChKUMM 3acoOaMu, siKa BKITIOYAE
KOHKYPEHIIIIO 3a HUPKOBY KaHaJlblleBy CEKpelLlil0, MaJIOMMOBIpHA Y 3B’I3KYy 3 BiIOMUMU
MexkaMu 0e3reKu OiTbIIoCTi 3 X 3aco0iB, XapaKTepPUCTUKaMM ejliMiHallil aKTUBHUX
MeTabomiTiB (kimyboukoBa inbTpallis Ta aHiOHHa KaHallblleBa CeKpellis) Ta 00’eMoM
€KCKpellil 3a JOIIOMOroi0 HaHuX IIIaxiB. OgHaK CIIiJ MPOSBIATHA 00€ePEXKHICTh IPU
MMpU3Ha4YeHHi 03eIbTaMiBipy mallieHTaMm, gKi IpuiMaloTh JIiKapchKi 3acobu 3
QHAJIOTIYHUM IIJITXOM eKCKperlil Ta By3bKMM TePaleBTUYHUM Oialla30HOM
(HampuKIiam, XJopOpolaMmif, MeToTpekcaT, GeHinbyTa3oH).

IMopmaTkoBa iHdMoOpMallis

dapMaKOKiHETHYHI B3aEMO/il MixK 03e/IbTaMiBipoM Ta Oro akKkTUBHUM MeTabOoIiTOM
IpU OOHOYACHOMY MpPU3HAYEHHI 3 ITapalleTaMOJIOM, alle TUJICAJTIIIUIIOBOI0 KHUCIIOTOIO,
IIMMETHUONHOM Ta aHTAUOHUMHU 3aco0aMu (TiZpoKCcUO MarHiio i rigpoKcum aaroMiHio,



Kasbllito KapOoHaT), puMaHTaguH abo BapdapuH (y mallieHTiB, IKi 3HaXOOATHCSA Ha
cTabinmbHUX mo3ax BaphapuHy Ta He XBOPilOTh Ha I'PUII) He BUSBJIEHI.

Y kniniuanx pocnigxenHax 1l ¢pa3um 3acTocyBaHHS 03€IbTaMiBipy O JIIKyBaHHS 1
npodilakTUKU I'PUNY 03eIbTaMiBipy pocdaT nprulHadasu i3 3araibHOBXKHUBAaHUMU
JIiKapChbKUMHU 3acobaMu, TaKUMHU SIK iHTiOiTOpu AII® (eHanmanpus, KaoTOIPUII),
TiasupgHi miypetuku (benapodnya3um), aHTubioTUKY (MeHiuiIiH, nedanocropuH,
a3UTPOMIIIMH, EPUTPOMILIMH i JOKCULIMKIIiIH), 61moKaTopu H2-penenTopiB (paHiTUOUH,
IIMMEeTHUANH), 0eTa-0710KaTopu (IIPOIPaHOoIIoI), KCAHTHHH (TeodistiH),
cuMIaToMiMeTuku (mmceBmoedenpuH), omioigu (KogeiH), KOPTUKOCTEPOIHU, iHTa i NHI
OpoHXOOUJIaTaTOPH, aHAJIbTeTUKHU (alleTUICaJIilinIoBa KUCIIOTa, ibynpodeH i
napaneTtamor). IIpu 3acTocyBaHHI @yKan pa3oM 3 mepepaxoBaHUMU IIpelapaTaMu
3MiHu mpodimo 6e3meKu Ta YaCTOTH BUHUKHEHHS MOOIYHUX peakliiii He
3apeecTpoBaHi.

MexaHi3M B3aeEMOJil 3 ITepopaJbHUMH KOHTPALleIITUBaMU BiACyTHIN.
Oc006/1MBOCTi 3aCTOCYyBaHHSA

OsenbTaMiBip e()eKTUBHUU TiJIbKU IIPOTHU 3aXBOPIOBaHb, COPUYMHEHUX BipycaMu
rpuny. [JaHux 1moma0 epeKTUBHOCTI 03ebTaMiBipy npu OyOb-sIKMX 3aXBOPIOBAHHSX,
CIIPUYMHEHUX iHIMMMU 30yJHUKaMM, KpiM BipyciB rpumy, HemMae.

3acTocyBaHHS npenaparty ®ayKamn He 3aMiHIO€ BaKIMHAIII0 IPOTHU TPUITY.

3acTocyBaHHA npenapaty Prnykan He MOBUHHO BIIJIMBATU Ha 00CTEXKEHHS 0Ci0
CTOCOBHO IIIOPiYHOI BaKIMHALIl IPOTHU I'PUNY. 3aXUCT IPOTHU I'PUILY TPUBAE JIUIIE ITif
yac npuoMy npenapaty ®nykamn. [Ipenapat ®nykan ciiif 3aCTOCOBYBATHU [JIA
JIIKyBaHHS Ta OPO(PiIaKTUKYU TPUILY JIUIIIE IIPU HasABHOCTI HaJiVHUX €IifeMiOoIOTiYHuX
OaHUX, sIKi CBigYaTh NP0 LIUPKYIIALI0 Bipycy. [IpogeMOHCTpOBaHO, 1110 YYTJIUBICTh
LUPKYJIIOIYUX IITaMiB BipyCy rpuny no npenapaty ®aykamn Mae BUCOKY
BapiaOenbHICTH, TOMY JIikap IOBUHEH BpaxOByBaTH HaMCBixXKimly iHpopMaliito momo
YyTJIMBOCTI [0 03eJIbTaMiBipy LUPKYIIOIOYUX Ha JaHUM Yac BipyCiB lepen NPUUHATTIAM
pillIeHHs PO 3aCTOCyBaHHSA IIpenapaty daykar.

TsI2KKi IMIKipHI peakilil Ta peakiiil rinep4YyyTJIUBOCTI

ITig yac MOCTMapKETUHIOBOI'O 3aCTOCYBaHHSA 03€JIbTaMiBipy MOBIIOMIIAIIN IIPO
BUIIAAKM aHadimakcil Ta TIXKKUX IMKIiPHUX PeaklIliii, BKIII0Yal0Yu TOKCUYHUMN
elnigepMaJbHUU HEKPOJIi3, cuHAPOM CTiBeHCa-[I?KOHCOHA Ta MyJIbTU(POPMHY €PUTEMY.
Cuig BigMiHuTy OryKall i Tpu3HaYuTU BiANOBiHE JIIKyBaHHS, SAKIIO CIIOCTEPIraloThCs
Taki peakiiii abo € Imigo3pa 100 iX BUHUKHEHHS.

TsKKi CYITIyTHI CTaHHU




HeMmae indopmariii momo 6e3neku Ta e(eKTUBHOCTI 3aCTOCYBaHHS 03€JIbTaMiBipy
narieHTaM i3 TAKKUMHU ab0 HeCcTabiTbHUMHU 3aXBOPIOBAHHSIMU 3 HEMUHYYUM PU3UKOM
rocmitanizaril.

IMTanienTn 3 ociabjieHuM iMyHITETOM

be3neka Ta e(eKTUBHICTh 03€/IbTaMiBipy AJIA MiKyBaHHS Ta MPOQiIaKTUKU TPUNY Y
MalieHTiB 3 ocabeHuM iMyHIiTeTOM He BCTAHOBJIEHI.

3axBOPIOBAHHS CePIs/OUXalbHOl CUCTEMU

EdekTuBHICTh 03eIbTaMiBipy O NiKyBaHHS 0Ci0 3 XPOHIYHMMHU 3aXBOPIOBAHHSIMU
cepiist Ta/abo 3aXBOPIOBAHHSIMU OAUXAJIbHOI CUCTEMU HEe BCTAHOBJIEHA. Y TaKUX
MalliEHTiB Pi3HUIT Yy 4YaCTOTi YCKIaJHEeHb MiXK I'pyliaMu JIiKyBaHHS Ta mniaiebo He
CIIOCTepirasnacs.

TsKKa HHUPKOBa HEeOOCTaTHICTh

Kopekiiisg no3u npemnapaty ®nykKan IIpyd 3aCTOCYBaHHI O/Is IiKyBaHHS Ta
npodiTakKTUKN PEKOMEHOYETHCSA HOPOCIUM Ta ImimaiTkaM (=13 - <18pokiB) 3 TAKKOIO
HUPKOBOIO HeoCcTaTHICTIO. HegocTaTHRO KITIHIYHUX JaHUX 00 3aCTOCYBaHHSA OITAM
BiKOM Bif 1 pOKy 3 HUPKOBOIO HEIOCTATHICTIO OJI1 peKOMeHAallii 3 103yBaHH (OUB.
po3ninu «Crocib 3acTocyBaHHS Ta Oo3u», «PapMakoKiHETUKaA»).

HeuiponcuxidyHi po3nagu

Y xBopux Ha rpumn (IIepeBaxHO y OiTel Ta IIiAJIiTKiB) IIPX 3aCTOCyBaHHI 03eIbTaMiBipy
Oynu 3adikcoBaHi BUIIagKK HEMPOIICUXiYHUX po3nafiB. Taki po3jagu TaKoxk Oyu
3apeecTpPOBaHi y XBOPUX Ha I'PUI, SKi He 3aCTOCOBYBaJIu 1lei IIpemapar. 3a CTaHOM
TIalli€eHTIB CJIi[l PETEJILHO CIIOCTEpPIraTu OJid BUABJIEHHS 3MIiH YV IIOBEIIHIl, 8 KOPUCTH Ta
PHU3UK ITPOAOBXKEHHS JIIKYBAaHHS CJIi OIiHIOBATH 3 00€PEeKHICTIO [JIsT KOXKHOTO
namienTa (ouB. po3min «I1o6iuHi peakirii»).

Ymuunisauia HegaukopucmaHo20 npenapamy ma npenapamy i3 npocmpo4eHuUm
mepmiHoMm npudamHocmi. HagxoaKeHHs 1iKapChKOTro 3aco0y y 30BHIIIIHE
cepenoBuIlle HEOOXiMHO 3BeCTH A0 MiHiMyMmy. JIikapcbKuii 3acib He Cif BUKUOATH Y
cTiyHi Bogu i moOyToBi Bigxonu. [ yTunisallil HeoOXimiHO BUKOPUCTOBYBaTHU TakK
3BaHy cucTeMy 300py BiiXoMdiB Mpu HasIBHOCTI TaKol.

3maTHiCTH BIUIMBATH Ha HIBHAKICTh peaklil Ipu KepyBaHHiI aBTOTPaHCIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

[Tpenmapat ®nykKan He Ma€ BIIMBY Ha IIBUIKICTh pPeakliil IpU KepyBaHHI
ABTOTPAHCIIOPTOM abo iHIMIMMHN MexXaHi3MaMH.



3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

BaritHiCcTb

KoHTpOnMbOBaHUX KITIHIYHUX OOCIIIOXKEHD 11010 3aCTOCYBaHHS 03€eJIbTaMiBipy BariTHUM
He IIPOBOLMIIU, OaHi 1000 3aCTOCYBaHHS y IIepioJ BariTHOCTLI OTPUMaHi y
IOCTMapPKETUHTOBUX OOCIIIIXKEHHSIX Ta OOCIIIAXKEHHIX CIIOCTEPEXKEHHA (OUB. PO3OiNuU
«@apMakognHaMika» Ta «®apMaKoKiHeTUKa»). OTpuMaHi JaHi Ta pe3yabTaTu
OOCIiAXKeHb Y TBAPUH CBiYaTh IIPO BiICYTHICTh MPsIMO1 abo OImocepeaKoBaHOl
IIKigIMBOIl Aiil Ha BariTHICTh, PO3BUTOK eMOpioHa/miofga Ta MOCTHATAJIbHUM PO3BUTOK.
BariTHuM XKiHKaM MOXKHa IpHU3HadaTH IIpemnapaTt OyKall 3 ypaxyBaHHSAIM HasIBHOI
indopmarii 3 6e3meKu, TaTOreHHOCTi HUMPKYJII0I0YO0ro IIITaMy BipyCy I'pUIly Ta CTaHy
BariTHOI XKiHKMU.

T'ogyBaHHS TPYOIIO

Y makTyr4ux IIypiB 03enbTaMiBip Ta aKTUBHUM MeTaOOJIiT IPOHUKAIOTh Y TPYAHE
MOJIOKO. IcHye oOMezkeHa iHpopMallis 1000 ToAyBaHHS I'PYAOIO XKiHKaMU, SKi
NpUKXMalOTh 03eJIbTaMiBip, Ta OO0 €KCKpeIlil 03eIbTaMiBipy Y TPyAHE MOJIOKO
moaunu. ObMexXeHi maHi MeMOHCTPYIOTh, 1110 03e/IbTaMiBip Ta MOTO aKTUBHUMU
MeTabomiT Oynu BUSBIIEHI ¥ TPYOHOMY MOJIOL, OOHAK 1X PiBHi Oy HU3BKUMU, 110
MO2Ke ITPU3BECTHU A0 OTPUMaHHS CyOTepaleBTUYHOI 031U HEMOBIAM. BpaxoByouu i
OaHi, a TaKOXK MaTOTeHHICTh HUPKYJIOI0YOT0 ITaMy BipyCy IPUIy Ta CTaH XKIiHKH, TKa
rofiye Tpynaio, Moxe OyTH PO3TJISHYTO NIMTAHHS PO IIPU3HAaYEeHHS 03€eJIbTaMiBipy
IiCJIS OL[IHKU CIIIBBiAHOIIIEHHS KOPUCTH/PU3UK.

DOepPTUIIBHICTD

Ha oCHOBi JOKJTiHIYHUX OJaHUX JOKa3U PO BIIJIMB 03eIbTaMiBipy Ha (GepTUIIBHICTD
40JI0BiKiB a00 KiHOK BifICyTHi.

Cmoci0 3acTocyBaHHSI Ta I03H

Cnocib 3acToCcyBaHHSA

II71s1 mepopailbHOr0 3aCTOCYBaHHS.

IHo3yBaHHA

IHo3u mo 75 MI MOXKHa IMIpUUMaTH SK:

1 karncyna o 75 mr, a6o 1 kamncyna mo 30 mr mmtoc 1 kamncyna 1mo 45 Mr.

Iopocai ma nioaimxku sikoMm 8i0 13 pokis




JlikyBaHHS. PeKOMeHOOBaHUU PeXXUM J03yBaHHSA IIpenapaty ®nykarm - mo 1 Kkancyi
75 Mr 2 pa3u Ha o0y ImepopasbHO IIPOTATOM 5 OHIB MOPOCIUM Ta migmiTkam (=13 -
<18 pokiB) 3 Macoro Tina Oinbkine 40 Kr.

JIikyBaHHS MOTPiOHO PO3MOYMHATHY y Nepiinii abo Ha OPyruM JeHb I0SIBU CUMIITOMIB
rpumny.

[MpodinmakTuKa Iiciasi KOHTAKTy 3 XBOPHUM Ha rpun. PekoMeHOoBaHa [03a IperaparTy

®dnykan gjsg npodinakKTUKKM TPUITY ITiCISA KOHTAKTy 3 XBOPUM Ha I'pUll - 1mo 75 Mr 1 pa3
Ha moOy mepopanbHo nmpoTsaromMm 10 mHiB mopocnuM Ta mimmiTkaMm (=13 - <18 pokis) 3
Macoto Tina 6inbmie 40 kr. ITpuiioMm npernaparTy Cilif pO3MIOYMHATH He ITi3Hillle HiX y
nepiri 2 gHi miciasa KOHTaKTYy.

ITpodinakTHKa IIil Yac Ce30HHOI emifemii rpuny. PekoMeHgoBaHa go3a [JIs

npodinakKTUKY Ml Yac CE30HHOI emigeMil rpumy - mo 75 Mr 1 pa3 Ha o0y IpoTsarom 6
TUXKHIB.

Himu sikom = 1 - <13 pokis.

PekoMeHpoBaHa Ao03a s MpodinakTUKM IIig Yac Ce30HHOI enifeMil rpumy - mo 75 mMr
1 pa3 Ha moOy IPOTATOM 6 THUIKHIB.

JIixyBaHHs. PeKOMeHoBaHi 03U 03eJIbTaMiBipy 3ajIeKHO Bifl MacCHU Tijla HaBEeOeHO Y
TaOIUIIi:

Maca tita ([PekoMeHOOBaHa A03a IPOTAroM 5 OHIB
10 xr go 15 kr 30 Mr 2 pa3u Ha mo0y
> 15 Kr go 23 KT 45 Mr 2 pa3u Ha moOy
> 23 Kr mo 40 xr 60 Mr 2 pa3u Ha [o0y
> 40 Kr 75 Mr 2 pa3u Ha [o0y

JIikyBaHHS MOTPiOHO PO3MOYMHATHY SIKOMOTa MIBU/IIE, V ITepHIui abo Ha Apyruil HeHb
MIOSIBU CUMIITOMIB I'PHUILY.

[MpodinakTuKa Imiciasi KOHTaKTy. PeKoMeHIOBaHa [103a 03eJIbTaMiBipy A

MpPodiTaKTUKH MicJIT KOHTAKTy 3 XBOPHMM Ha I'PUII 3aJIe2KHO Bifl MacH Tijla HaBegeHo B
TaOJInIIi:

Maca tita (PekoMmeHOoBaHa ao3a nporsarom 10 oHiB

10 kr go 15 kr 30 mr 1 pa3 Ha o0y
> 15 Kr mo 23 KT 45 mr 1 pa3 Ha o0y
> 23 KT mo 40 xr 60 mr 1 pa3 Ha o0y

> 40 KT 75 mr 1 pa3 Ha o0y




[TpodinakTuKa Iig 9ac Ce30HHOI enifgemil rpuny. [IpodinakTrKa mig 9ac ce30HHOL

elnigemil rpuIy y AiTeu BikoM A0 12 poKiB He gociigzKyBasacs.

[To3yBaHHS B 0COOJIMBUX BUIAOKAX

ITauienmu 3 nopyweHHAM pYHKUIl neviHKu

Hemae HeoOXigHOCTI KOPUTYBaTHU OO3Y AJIA JIiKyBaHHSA ab0 mpodilaKTUKY IMalliEHTaM i3
MOpYyIIeHHAM (QYHKIII] IediHku. be3neky i ¢papMaKoKiHETUKY 03€eJIbTaMiBipy y OiTelu i3
MOPYIIEeHHAM (QYHKIIIl IeYiHKA He BUBYAJIN.

ITauieHmu 3 nopyweHHAM (PYHKUIl HUPOK

JIikyBauHs rpuny. Kopekiiist ;o3u o3enbTaMiBipy, HeoOXigHa JOPOCIUM Ta IIigliTKaM

(= 13 - < 18 pokiB) 3 moMipHOI0 a00 TSIKKOI0 HUPKOBOIO HEJOCTATHICTIO, HaBedeHa B

TaOIUuIl HUXKYe:

KrnipeHC KpeaTuHiHY

PekoMeHOOBaHa J03a OJIsA
npodirTakKTUKH

> 60 Mmi/xB

75 Mr 2 pa3u Ha [o0y

Big > 30 mo 60 mi/xB

30 Mr 2 pa3u Ha Oo0y

Big > 10 mo 30 mi/xB

30 Mr yepes OeHb

=< 10 Mmn/xB

He PEeKOMEHOYEThCS (OaHi BiACYTHI)

TalieHTH, sKi mepeOyBaloTh Ha
remMoniamisi

30 Mr micis KOXHOI'O OPyroro ceaHcy
remMopianizy

TalieHTH, sKi mepeOyBaloTh Ha
IepuUTOHeaIbHOMY Hiasizi*

30 Mr omgHOPaA30BO

* IlaHi, oTpUMaHi B pe3yJbTaTi OOCIiAXKEeHb Y XBOPHUX, K1 3HaXOOATHCA Ha IIOCTIMHOMY

amMOynaTopHOMY nepuToHeanbHOMY Aianizi (ITATII); KimipeHC 03enbTaMiBipy

KapOoKcusiary, K 04iKyeThbcsi, Oyme BUIIIUM ITPU BUKOPUCTAHHI aBTOMaTU30BaHOTO

MMOCTIMHOTO IUKIIIYHOT O IMepuTOoHeanbHOro giamidy (ITLIII). Pexxum nikyBaHHS MOXKe

samiHoBaTucs 3 ITIIII #a ITAII]I, skuio Hedposior BU3HAE I1e 3a HeoOXximHe.

ITpoginakmuka epuny. Kopekiiiss ;o3u 03eibTaMiBipy HeoOXimHa TOPOCIUM Ta

nimmiTkaM (=13 - <18 pokiB) 3 moOMipHOIO 200 TSIKKOI0 HUPKOBOIO HEOOCTATHICTIO

HaBe[eHa B TaOmuIIi:

KiipeHC KpeaTuHiHy

PekoMeHOOBaHa J03a OJIsA
npodiTakKTUKH

> 60 Mmi/xB

75 mr 1 pa3 Ha o0y

Big > 30 mo 60 mi/xB

30 mr 1 pa3 Ha Oo0y

Big > 10 mo 30 mi/xB

30 Mr yepe3 OeHb




< 10 mn/xB He PEeKOMEHOYEThCS (OaHi BiACYTHI)

MalieHTH, Ki mepeOyBaloTh Ha 30 Mr micist KO2KHOTO APYTrOoro CeaHCy
remMopianisi remMopianizy

TalieHTH, Ki mepeOyBaioTh Ha

N 30 mr 1 pa3 Ha TUXKOEHb
IMepUTOHEATbHOMY Hdialrizi*

* IlaHi, oTpUMaHi B pe3yJbTaTi OOCIiAXKEeHb Y XBOPHUX, K1 3HaXOOATHCSA Ha IIOCTIMHOMY
amMOynaTopHOMY nepuToHeanbHOMY Aianizi (ITAIII); KimipeHC 03enbTaMiBipy
KapOOKCHUJIIaTy, SIK OUiKy€E€ThCsI, Oyme BUIIUM ITPU BUKOPHUCTAHHI aBTOMAaTHU30BaHOTO
MMOCTINHOTO UKIIIYHOTO MepuTOoHeanbHOro giamidy (ITLIII). Pexxum nikKyBaHHS MOXKe
aMmiHtoBaTucs 3 ITHIII #a ITATI]II, skuio Hedposior BU3HAE I1e 3a HeoOXximHe.

HepocTtaTHbO JaHUX A7 HagaHHS PeKOMeHAallid 3 JO3yBaHHSA OiTSM BikoM o 12
POKiB i3 MOpyIIeHHSAM (HYHKII1 HUPOK.

ITauieHmu AiMHBLO20 BIKY

HeMmae moTpebu KopuryBaTu m03y, 3a BUHATKOM HasIBHOCTI MOpPYyIIeHHs QYyHKIIiI HUPOK
MOMipHOTO ab0 TSAKKOTO CTYIIEHS.

ITauieHmu 3 ocaabieHum iMmyHimemom

PekomeHOyeThCs ce30HHA NpodilaKTUKa IPUILYy IPOTATroM 12 THXKHIB y IaIiEHTIB 3
ocnabmeHuM iMyHiTeTOM (OUB. po3finu «OcobIMBOCTI 3acToCcyBaHHS», «I100iuHi
peaxiii»).

itk

3acTocoByBaTH OiTSIM BiKoM Bifm 1 poky 3 Macoio Tina Oinbine 10 Kr, sgKi 3maTHI
IIPOKOBTHYTH KaIlCyIly.

Ilepemo3yBaHHA

[ToBimoMiieHHS PO Mepeno3yBaHHs mpemnapaty ®inykan Oynu ogepzkKaHi i dac
KJIIHIYHUX JOCJIOXKEeHb Ta NPOTITOM MIOCTMapKEeTHHIOBOI'O 3aCTOCYBaHHS IIpemnapary.
Y GinbIIOCTi BUNAAKIiB Ilepeo3yBaHH PO MO0iYHiI peakiiil He ITOBiTOMIISAIOCS.

[To6iuHi peaxiiil, Ipo sIKi MOBIMOMIISIIY ITPY epefo3yBaHHi, OyIu 3a XapakKTepoM Ta
BUAMU IOAIOHUMU A0 TUX, IO CIIOCTEPITraaucs IPU 3aCTOCYBaHHI TepalleBTUYHUX 03
npenapaty ®nykan (guB. po3min «I[1o6iuHi peakirii»).

CrienudigyHOTO aHTULOOTY HE ICHYE.

Himu



YacrTiille IOBigOMIISANIN PO IIepefo3yBaHHA y OiTeH, HiXK y HOPOCIuX Ta OigmiTkis. Crifg
MIPOSIBISITU 00epekKHiCTh IPU 3aCTOCYBaHHI npemnapaty ®nykamn OiTsaM.

IToOiunHi peakmii

Y mopocnux/mifiiTKiB IpyU OIPUKUOMIi 03€IbTaMiBipy OJIA JIiIKyBaHHSA I'PUILY
HanyvacTimmMu HebaXKaHUMHU SIBUILIAMU OyIU Hy#oTa i 67110BaHHsA, A1 TPodinakTUKU
rpuny - Hygorta. BoHU Manu TpaH3UTOPHUU XapaKTep 1 BUHUKAaIU, sIK IIPaBuiio, y
epUInN-IPyTrUl OeHb JIIKyBaHHSA Ta 3HUKaIU 4yepe3 1-2 gHi. Y giTed HauyacTilIuM
HeOaXXaHUM sIBUIIlEM OyJsio O/roBaHHSA. Y OifIbIIOCTI BUITAOKiB MOOiUHi peakilil He
IIPU3BOOUIIUA OO BIOMIHU IIpenapary.

ITim yac mOCTMaApPKETUHIOBOI'O 3aCTOCYBAHHS 03€JIbTaMiBipy PIAKO MOBIOOMIJISIJINA IIPO
HaCTYIIHi cepio3Hi MobiyHi peakilii: aHadinakTuyHi Ta aHadinakToOImHI peakxiiii,
MMOPYIIIeHHS 3 00Ky mediHnku (0JIMCKaBUYHUYM T'elaTUT, IOPYIIeHHs QYHKIII ITeviHky Ta
KOBTSIHUIISI), @aHTiOHEBPOTUYHUM HaOpsAK, cuHapoM CTiBeHca-l[KOHCOHA Ta
TOKCUYHUU ellifepMalbHUN HEKPOJIi3, IIYHKOBO-KUIIIKOBAa KPOBOTEYa Ta
HEeUPOICUXiuHi po3jaau (CTOCOBHO HEMPOIICUXIYHUX PO3JIadiB AUB. PO3Oia
«OCcOoOIUBOCTi 3aCTOCYBAHHST»).

II71s1 onucy 4acToTu MOOIiYHUX peakllii BUKOPUCTOBYBAJIM HACTYIIHI KaTeropii: myxe
nommpeHi (= 1/10), momupesHi (= 1/100, < 1/10), HenomupeHi (= 1/1000, < 1/100),
pimko momupeHi (= 1/10000, < 1/1000), oyxke pigko nomupeHi (< 1/10000). IToGiuHi
peaxiiili BimHeceHO [0 IIeBHOI KaTeropil 3rimHo 3 aHasizoM 00’egHaHUX OJaHUX
KJIIHIYHUX OOCIIiOXKEHb.

JIiKkyeaHHs ma npodisakmuka 2puny y 0opocaux ma nioaimkis

Hattyacrimi no6iuHi peaxiiii, siKi 0y7iu 3apeeCcTpOBaHi y HOCHiOXKEeHHAX 3aCTOCYBaHHS
03eJIbTaMiBipy AJis JIIKyBaHHS Ta NIPOQiTIaKTUKU TPHUILY ¥ OJOPOCINX Ta HiAJIiTKIB Ta y
ImicJsgipeecTpaliiHOMY Iepiofi Ipu 3aCTOCYBaHHiI peKoMeHO0BaHol o3u (75 Mr 2 pa3u
Ha [o0y ImpoTsaroMm 5 OHIiB O JIiKyBaHHS Ta 75 Mr 1 pa3 Ha mo0y mpoTsrom o 6
TUZKHIB /151 TPO(QiTaKTUKM), HaBOOSATHCSI HUKYE.

[Tpodinb 6e3meKy, ITOBiAOMJIEHUM y NAIi€EHTIB, IKi OTPUMYyBaIU 03eIbTaMiBip OIS
npodinakTuku (75 mr 1 pa3 Ha goOy IPOTAroM mo 6 TUXKHIB), OyB IMOAIOHUM 10 TAKOTO,
III0 CIIOCTePIraBcs y OOCIiAXKEHHSX JIiIKyBaHHS, He3BaXKalo4u Ha OiIbIIy TPUBAiCTh
OOCIiIKeHb 3 MEeTOI0 IPOdiTaKTUKM:

iH@eKuii ma iHea3ii: momupeHi - OPOHXIT, IIPOCTUH reprec, iHPeKIlil BepxHix
OUXalIbHUX MIJISIXiB, HA30(phapuHaim, CuHycum;

3 60Ky cucmemu Kposi ma aimgpamuyHoi cucmemu: PigKo MOoUIupeHi -
TPOMOOIIMTOIIEHI;



3 60Ky iIMYHHOI cucmemu: HEIOIINPEH] - peakllis TinepyYyTINUBOCTI; PiAKO IOIIUPEH] -
aHadimakTU4Hi Ta aHadiTaKTOIAHI peakiiil;

ncuxiuHi po3aadu: PigKo MOUIMPEH] - a’KUTAallisl, ITaTOJIOTiYHa ITOBEOiHKa,
TPUBOXKHICTh, CIJTyTaHIiCTh CBiOMOCTi, MapeHHs, OeJlipili, raaionuHalii, HiuHi
KOIlIIMapu, CaMOTpPaBMyBaHHSI;

3 60Ky Hepsosoi cucmemu: oyxKe MOIIUPeHi - TOJIOBHUM 0ilb; mOIIUpPeHi - 683COHHS;
HENOIIUPEHi - IIOPYILIeHHs CBIIOMOCTL, CyoOMU;

3 OOKY OpaaHie 30py: PigKO MOUIUPEH] - TOPYIIeHHS 30DPY;
3 OOKy cepusi: HETIOIUPEHi - CepIeBi apuTMii;

3 60Ky Ouxa/sbHOI cucmemu, op2aHie 2pyOHOI KAIMmKU ma cepedoCmiHHS: TTOIINPEH] -
Kalllelb, puHopes, Oinb y ropiii;

3 60Ky W/IYHKOBO-KUWKOB020 MpaKmy: OyxKe IOIINPeHi - HyooTa; MOIIUPEHi -
O6mtoBaHHS, O6i7b y KMBOTI (B TOMY YHCIIi ¥ BEPXHIX Biffinax), OUCIIEINCis; pioKo
MOIIMPEH] - IIIJTIYHKOBO-KUIIIKOBa KPOBOTEYa, reMOpariyHuu KOJIiT;

3 60Ky 2enamo0bisiapHoOi cucmemu: HEIOINPEeHi - MiTBUINEHHS PiBHS IT€YiHKOBUX
(bepmeHTIB; pigKOo MOIINPEHi - OIMCKAaBUYHUM I'ellaTUT, MeYiHKOBa HEOOCTATHICTh,
rernaTurT;

3 60Ky WKipu i niOwWKIipHOi KAIMKOBUHU: HETIOIINPEHi - IepMaTUT, BUCUIIAHHS,
eK3eMa, KPONUB’ STHKA; PilKOo MOIIUPEHi - aHTiIOHEBPOTUYHUYM HAOPSK, MyIbTU(MOPMHA
eputeMa, cuHapoM CTiBeHca-l[?>KOHCOHa, TOKCUYHUU ellijepMaJIbHUN HEKPOJIi3;
YyacToTa HeBifoMa - ajieprisi, HaOpsaK o0Iuy4s;

3ae2anvHi po3anadu ma peakuyii y micui 6Be0eHHA: TIOMINPEHI - 3allaMOPOYEeHHS
(BKJIIOYalo4Yu BEPTUTO), cl1abKicTh, Oinb, rineprepMis, 6inb y KiHIliBKax.

JIikyeaHHs ma npodirakmuka 2puny y odimeu

HatwtuacrTimri mo6iuHi peaxkiii, siki 0yJin 3apeeCcTpoBaHi y MOCTiAXKEeHHIX 3aCTOCYBaHH S
03eJIbTaMiBipy AJIis JIIKyBaHHS Ta NPOQiIaKTUKU T'PUILY YV AiTel (IpU 3aCTOCYBaHHI
mo3yBaHHS Ha OCHOBI Biky - Bim 30 Mr mo 75 mMr 1 pa3 Ha mo0y):

iH¢pexuil ma iHBa3sii: MOUIUPEHI - CEpeOHill OTUT; YaCTOTa HeBijoMa - OPOHXIT,
ITHEBMOHIiSI, CHHYCHT;

3 O0OKY Hepsosoi cucmemu: TIONINPEHi - TOJTOBHUM 0ifb;

3 O0Ky cucmemu Kposi ma aimgpamuyHoi cucmemu: 4aCcToTa HeBimoMa -
nmiMmdaneHonaris;



3 OOKY OpeaaHie 30py: TIOIIUPEH] - KOH IOHKTHUBIT (BK/II0Yal04Yy ITOYEPBOHIHHS O4YeH,
BUOIJIEHHS 3 o4uel Ta Oifb);

3 OOKY opaaHis cayxy ma eecmubyasipHO20 anapamy: IOIIUPeHi - 0iTb y Byxax;
HEeIOIINPEHi - mopylleHHs 3 00Ky OapabaHHOI TepEeTUHKY;

3 60Ky Ouxa/nbHOI cucmemu, op2aHie 2pyOHOI KAIMKU ma cepedoCmiHHA: OykKe
TOIIMPEH] - KallleJib, 3aK/JIadeHiCTh HOCa; MOIIUPEH] - pUHOpPes; YacToTa HeBigoma -
acTMa (BKIIIO4Yalo4M 3aroOCTPEHHS), HOCOBI KpOBOTEUi;

3 O0KY W/YHKOBO-KUWKOB020 MpaKmy: OyxKe IOIUpPeHi - OJ1I0BaHHS; OMIUPEH] -
HynoTa, Oilb y 2KUBOTi (y TOMYy YHCJIi Y BEPXHiX Biffinax), QUCIIEINCis; YacToTa
HeBigoMa - miapes;

3 60Ky WKipu i niOWKIPHOI KAIMKOBUHU: HEIIOIINPEH] - IepMaTUT (BKITIOYA0YU
ajlepriyHuy Ta aTOIIIYHUM OepMaTurT).

Onwmc okpeMux moOivYHMX peakKIii

ITcuxiuHi ma He8pPo102iuHI Po31adu

['pun Moxke OyTH OB SI3aHUM i3 IICUXOHEBPOJIOTIYHUMHU MOPYIIEHHSIMH, IO
IIPOSABIISAJINCS TaJIIOLUHALIIIMU, OeJlipieM Ta HeafeKBaTHOI IIOBEOIHKO, Y OesIKUX
BUIIaJKax - 3 JIeTaJIbHUMHU HacjligkamMu. BKa3aHi sBUIlla MOXKYThb CIIOCTEPIraTUCh K
IposiB eHIledanity abo eHmedanonarii, age MOXYTh BUHUKATH 0€3 OYEBUIHOTO
TSI2KKOTO 3aXBOPIOBaHHS.

Y xBOopuX Ha I'PUII ITPU 3aCTOCYBaHHi 03enbTaMiBipy Takoxk Oynu 3adikcoBaHi BUIaOKU
CYZOM i mernipito (BKJII0YaO4YU 3MiHYy PiBHS CBIJOMOCTI, CIIJIyTaHIiCTh CBiIOMOCTI,
HeaJeKBaTHY MOBEiHKY, MapeHHs, raJlolHallil, axuTallilo, TPUBOXKHICTh, HiUHi
KOIIIMapH), sKi y IOOOMHOKUX BUIIaKaX IIPU3BOOUIIN OO BUMIaOdKOBOI'O
CaMOTIOIIKOM>KeHH abo JeTajslbHOT O Hacigky. Bka3aHi sgBuia Oynu 3adikcoBaHi B
OCHOBHOMY Y [iTeH Ta IiOJIiTKiB 1 4aCTO MaJlu pallTOBHUU II0YaTOK Ta IIBUOKE
3aBepuIeHHs. HeBigoMo, 4yu OB’s13aHl ICUXOHEBPOJIOTiUHI MOPYILIEHHA i3
3aCTOCYBaHHSIM 03eJIbTaMiBipy, OCKiIbKY IICUXOHEBPOJIOTiYHI po3jIagu TaKoXK Oy
3apeecTpOBaHi y XBOPUX Ha I'PUII, SKi He 3aCTOCOBYBaJlu Liey mpemnapar.

I'enamobiaiapHi nopyweHHA

Y mailieHTiB i3 rpunononi6HMM 3aXBOPIOBAHHSIM CIIOCTEpiraaucs po3janu
remaTto0iliapHoi cuCcTeMHU, BKIIOYAal04YU BUIMMAOKU TellaTUTy Ta IIigBUILEHHS PiBHS
e4YiHKOBUX (pepMeHTiB. BKa3aHi BUIIagKu BKIIIOYaJIM JieTaJlbHUMN QPyIbMiHaHTHUN
rernaTuT/II€eYiHKOBY HEOOCTATHICTE.

Jlooamkoea iHopmauiss npo oKkpeMi 2pynu nauieHmis




ITauieHmu AiMHBLO20 BIKY Ma NauieHMu 3 XPOHIYHUMU 3AXB0PHOBAHHAMU cepu: i
ouxanvHOi cucmemu

HocrigxKyBaHa MONYIALA OJi JIIKyBaHHS I'PUITY BKJIl04Yasia 3[0POBUX
OOPOCHIUX/IIIAITKIB 1 Malli€eHTiB 3 (paKTOpaMHU PU3UKY (MALliEHTHA 3 MiOBUIIEHUM
PHU3UKOM PO3BUTKY YCKJIaJHEHb, IIOB sI3aHUX 3 T'PUIIOM, HAIIPUKJIa[, Halli€eHTH
JIITHBOTO BiKYy Ta MAIliEHTH 3 XPOHIYHMMU 3aXBOPIOBAHHSIMU ceplis a00 muxaabHOI
cucteMu). 3arajom npodink 6e3neKHu y MiOIiTKIB Ta JOPOCIUX i3 XPOHIYHUMU
3aXBOPIOBAHHSIMU CePIs Ta/ab0 3aXBOPIOBAaHHSIMHU OUXAJIbLHOI cucTeMu OyB sIKiCHO
MMOPiBHIHHUM i3 TaKUM Y 3[IOPOBUX JOOPOBOJIBIIIB.

Iimu 3 6pOHXianbHOW ACMMO0

3aranoM nmpodink MoOiYHUX peakiliil y OiTel 3 OpOoHXialbHOI acTMOI0 OyB SIKiCHO
IOPIBHAHHUM 3 TAKUM y 3IOPOBUX BiJHOCHO IHIIINX 3aXBOPIOBAHb OiTEU.

TepMiH NpUIATHOCTI
3 POKHU.
YMmoBHu 30epiranus

30epiraTty B opuriHajabHill YIIaKOBIIi IIPpU TeMIlepaTypi He Buile 25 2C y HeOCTYIIHOMY
IJIs1 OiTeU MicCIi.

YnakoBka

ITo 10 kancyn y 6micTtepi. ITo 1 6iicTepy B KapTOHHiIM KOPOOIIi.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

T'etepo JIa63 JlimiTen/Hetero Labs Limited.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaaKeHHSI
IisITBHOCTI

FOmwiT III, ®opmynetma I[Tnot Ne 22 - 110 ITA, Ixunimetna, Xaupmepaban, 500 055
Tenanrana, [agis/Unit 111, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad,
500 055 Telangana, India.



[Ixepeso iHCTPYKIIil

[HCTPYKIIito MiKapCchKOro 3aco0y B35ATO 3 odiIlifHOro gxkepena — J1epKaBHOIO PEECTPY

JTiKapchKuX 3aco0iB YKpaiHu.
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