Ckian

Oito4a peyosuHa: 03enbTaMiBip;

1 Kamcyna MicTUTBH 03enbTaMiBipy ¢ochaT ekBiBaleHTHO o3ejibTaMiBipy 30 Mr abo 45
Mr, abo 75 Mmr;

OONOMIJCHI peuo8uHU: KpoxMallb IIpexKesaTuHidoBaHuu (Kkpoxmasnb 1500), HaTpio
KpockKapmeno3a, noBimoH K-30, Tanbk, HaTpilo cTeapuiadyMapaT, KalCyau TBEPi
XKeJlaTUHOBL;

000/10HKA Kancyau:

Kancy.au no 30 m2: 3ari3a OKCHU[ T-IepBOHI/II‘;I, 3ajriza OKCHUI XKOBTUH, TUTaHY OIOKCH,

2KeJIaTUH, YOPHHUIIO CUHE,

Kancyau no 45 me: 3asi3a OKCUI YOPHUM, TUTAHY OIOKCHU[, XKeJIJaTUH, YOPHUJIO CUHE;

Kancy/au no 75 mMe: 3aji3a OKCUI YePBOHUM, 3ajIi3a OKCHUJ JKOBTUM, 3ajli3a OKCHU]]

YOPHUU, TUTAHY OIOKCU[, XKeJlaTUH, YOPHUJIO CUHE;
YOPHU/IO CUHE:

IIeJjiak, COUPT 3HEBOOHEHUM, CIUPT i30IIPONiIOBUM, CIUPT Oy TUIOBUH,
MTPOMiNIeHTJIiKOJIb, aMiaKy pPO34YMH KOoHIleHTpoBauuM, 6apBHUK FD & C Blue 2
Aluminium lake.

JIikapcbKa ¢opMma
Karnicynu tBepmi.

OcHOoBHI (pi3uKo-xiMiuHI 81aCcMuBoCMi:

Kancyau no 30 Me2: 3alloBHEHI TopowKoM 6ioro abo Maiixke 6i1oro KOjab0py KarcCyau
po3Mipy “4” 3 KpUILEYKOI XKOBTOT'0 KOJILOPY 3 HanrucoM “30mg” Y4OpHUIIOM CHUHBOTO
KOJIbOPY Ta KOPIIyCOM XKOBTOI'O KOJILOPY 3 HanucoM “NAT” 4OpHUIIOM CHUHBOTO

KOJIbODY;

Kancyau no 45 me: 3anoBHeHi mopomkoM 6ioro abo mMaiike 6i710ro KOJILOPY KalCyIu

po3Mipy “4” 3 KpPUILIEUYKO CipOoro KOJIbOPY 3 HanucoM “45mg” Y4OpHUIIOM CUHBOT'O
KOJIbOPY Ta KOPIIyCOM Ciporo Konbopy 3 HanucoM “NAT” 4OpHUIIOM CUHBOTO KOJIbOPY;

Kancyau no 75 me: 3alloBHEHI TopowmKoM 6istoro abo Maiixke 0i1oro KOjaIb0py KancCyau
po3Mipy “2” 3 KpUILIEYKOI0 XKOBTOT'0 KOJILOPY 3 HAallucoM “75mg” YOPHUJIOM CUHLOTO




KOJILOPY Ta KOPIyCOM CipOro Kojbopy 3 HanucoMm “NAT” 4OpHUJIOM CUHBOTO KOJILOPY.
dapMaKoTepalneBTUYHA Irpyla

[TpoTuBipycHi 3aco0bu [OJigd CUCTEMHOT'O 3aCTOCyBaHHs. [IpoTuUBipyCcHi 3acobu mpsMoi
mii. IaridiTopu Helipaminigasu. O3enbramiBip. Kog ATX JOSA HO2.

®dapMaKoJI0riuHi BJIaCTHBOCTI

dapmakoduHamika.

OsenbTaMiBipy ¢ocdart € ImporpenapaToM aKTUBHOTO MeTa0b0JIiTy (03e1bTaMiBipy
KapOoKcHUmary).

AKTUBHUN MeTabOJIIT € CeJIEKTUBHUM iHTiOiTOpOM hepMeHTy HelpaMiHiga3u BipyciB
TPHUITY, IO ABJIsIE COOOIO TJIIKONPOTEIH Ha ITOBEPXHi BipioHa. AKTUBHICTh BipyCHOTO
(bepmeHTY HelipaMiHiga3u € BaXKJIMBOIO [OJIs IIPOHUKHEHHS BipyCy B HeiH(piKOBaHi
KJIITUHY BHUBIJIbHEHHS HOBOYTBOPEHHUX BipYyCHUX YaCTHMHOK 3 iH(IKOBaHUX KJIITUH Ta
IOJaJIbIIOro MOIIUPEHHS BipyCy B OpraHi3mi.

OzenbTaMmiBipy KapOokcumar iHridoye HelipaMiHifma3y BipyciB rpumny tumiB A ta B in
vitro. O3enbTamiBipy pocdaTt npurHidye persiikalliro BipyCy Ta MOro IaTOTeHHICTh in
vitro. O3esbTaMiBip IIpU IepopajbHOMY 3aCTOCYBaHHI IIPUTHIYY€E pelmIiKallilo BipycCiB
rpulty TUIriB A Ta B Ta 10oT0 ITaTOTeHHICTh Ha MOJIeJIsIX T'PUITO3HOI iHdeKIIil y TBapuH in
ViVO IpU aHTHUBIPYCHIiM €KCMIO3Ullil, III0 AOCATAETHLCSA Y TIOONHU IIPU 3aCTOCYBaHHI Mo3U
75 Mr 2 pa3u Ha mo0y.

AHTHUBIpYCHa aKTUBHICTh 03elIbTaMiBipy Oyia ImigTBepaXKeHa IIo0 BipyCiB rpuiry
TUMIB A Ta B B eKCliepuMeHTalbHUX AOCITiAXKEHHIX V 30POBUX TOOPOBOJIBIIIB.

3HauyeHHSA IC50 0o3eJIbTaMiBipy OJisg pepMeHTy HelpaMiHiga3u KIiHIYHUX i30/I9TiB
BipyciB rpuny A konusanucd Big 0,1 mo 1,3 EMons, a g BipyciB rpuny B ctaHoBumu
2,6 HMorb. B ony6mikoBaHMX JaHUX OOCHIAXKEHb Bil3Ha4YaIuCs BUIIli 3Ha4YEeHHS IC50
O Bipycis rpuny B 3 meniasoro 8,5 HMoJib.

dapmakoKiHemukxa.

BcMOKTYBaHHS

[Ticrnst mepopanbHOr0 IPUUOMY O03eIbTaMiBipy ¢ocdaT 1erkKko0 BCMOKTYETHCA Y
TPaBHOMY TPaKTi Ta 3HAYHOIO MipOIO IIEPETBOPIOETHCS Ha aKTUBHUU MeTaboIIiT
(o3enbTaMiBipy KapOoKcHUaT) ITif Ai€lo mediHKoBUX ecTtepa3. He menie 75 %
MMPUUHSATOI BHYTPIIIHBO 03U MOTPAIJISE Yy CUCTEMHUMN KPOBOOOIT V BUTTIANI aKTUBHOTO
MeTaboIiTy, MeHIe 5 % - y BUTJISIi MOYaTKOBOIO IIpernaparty. [1na3MoBi KOHIIeHTpallii



SIK ITpoTIperiapaTry, Tak i akTUBHOTO MeTaboJIiTy IPOIOPIIiiiHi 10 HO3U, TOMY He
3asiexkaTh Bi OHHOYaCHOI'0 3aCTOCYBaHHA 3 1XKel0.

Pos3nonin

Y miopuHu cepenHii 06’€M PO3IMOAiINY aKTUBHOTO MeTA00JIITy Y piBHOBa2KHOMY CTaHi
CTaHOBUTH MPUOMNU3HO 23 /1, TOOTO BiH €KBiBaJIEHTHUUN 00’€My MO3aKJIiTUHHOI PigUHU
opraxiaMmy. OCKiIbKM aKTUBHICTh HeMpaMiHifa3u € M03aKJIITUHHOI, 03e/IbTaMiBipy
KapOOKCHJIaT IOCsATa€ BCiX OCHOBHUX MiCIlb JIOKasi3allili rpuno3Hoi iHdekirii.

3B’s13yBaHHS aKTUBHOTO MeTaboIIiTy 3 6iTKkaMu IIJ1a3MU KPOBi JIIOOUHY HU3bKE
(mpubnuzno 3 %).

MeTaboJ1i3m

OsenbTraMiBipy ¢pocdaT 3HaYHOIO MipOI0 IEPETBOPIOETHCS Ha 03eIbTaMiBipy
KapOoOKCcHJIaT Iif gi€l0 ecTepas, 110 3HAaXOASAThCS IepeBaXKHO y neuini. Hi
o3enbTaMiBipy ¢ocdaT, Hi akTUBHUYM MeTaboJIIiT He € cybcTpaTaMu abo iHribiTopamu
i3oepMeHTiB cuctemMu nuToxpoMy P450 y mocmigKeHHAX in vitro. 2KogHUX KOH'I0TaTiB
das3u 2 gnsa 060x cronyk He Oy10 BUSIBIIEHO in Vivo.

BuBepgeHHs

O3enpTaMiBip BUBOOUTHCS I'OJIOBHUM YUHOM (>90 %) LI1719X0M IEPETBOPEHHSA Ha
o3enbTaMiBipy KapOoKcuiaT, SKUH He MimgaeThCs Moganbllii TpaHchopmMaliii Ta
BMBOJUTHLCS 3i ceuero. Y OiIbIIOCTI MaIlieHTiB MaKCHUMaJibHa KOHIIEHTPAIlisd aKTUBHOTO
MeTaboiTy y I1a3Mi KpoBi 3HUKYETHCS 3 IMepiooM HaniBBUBemeHHSA 6-10 romuH.
IToBHIiCTIO aKTUBHUYN MeTabO0JIiT BUBOOUTHCS HUPKaMu. HupkoBui kiipesc (18,8
JI/TOOUHY) IEPEBUILYE MIBUOKICTh KIIyOOUYKOBO1 (inbTpartiii (7,5 m/roguHy), 10 BKa3ye
Ha Te, III0 JOOATKOBO IIpemapaT BUBOOUTHCS IIe U IIJITXOM KaHallbIleBOl ceKpelril. 3
KaJIOM BUBOOUTHCA MeHIe 20 % OpUUHATOr0 BHYTPIMIHEO pPagioaKTUBHO I03HAYEHOI'O
mpernapary.

dapmakoKkiHemuka 8 ocobausux 2pynax.

ITiTu BikoM Bim 1 poky

dapMaKOKiHETUKY O3€eJIbTaMiBipy BUBYasu y OiTeu BikoM Bim 1 o 16 pokiB y
(bapMaKOKiHETUYHOMY OOCIiAXKEHHI 3 OMHOPA30BUM IIPUKXOMOM IIpemnapary.
dapMaKOKiHEeTUKY Ipu 6araTopa3oBOMYy NPUMOMI IIpelrapaTy BUBYAJIM Y HEBEJIUKOI
KiJIbKOCTI AgiTel y KITIHIYHOMY OOCIiAKeHHi e(PeKTUBHOCTI. Y AiTell MOJIOMAIIOro BiKy
BUBEJEHHS IIpOoNpenapaTy Ta aKkTUBHOTO0 MeTaboJIiTy BimOyBasiocs HIBUAIIE, HiXK Y
OOPOCJINX, 110 MPU3BOAMIIO A0 OiNbIl HU3bKO1 €KCIT03UIlil, BUpaXKeHol y MijlirpamMax Ha
Kinorpam npo3u. Ilicns mpuitoMy npemnaparty B 4031 2 MI/KT CIIOCTepirajacs Taka X



€KCIIO3UIlis 03eIbTaMiBipy KapOOKCHUJIIATY, sIKa Aocsrasacs Y JOPOCIIUX ITicis
OIDHOPA30BOTr0 IMpuiioMy 75 MT mpernapary (1110 eKBiBaJlleHTHO NpubIn3Ho 1 MT/KT).
dapMakoOKiHeTHKa O3eJIbTaMiBipy y OiTeu 1 mifmIiTKiB BiKOoM Bif 12 poOKiB Taka X caMa,
SIK 1 y JOPOCJIUX.

IlalieHTH JTITHHOTO BIKY

Y mairieHTiB MiTHBOTO BiKy (65-78 POKiB) €KCITIO3UIIisT aKTUBHOTO MeTaboIIiTy B
piBHOBaxKHOMY CTaHi Ha 25-35 % BHllla, Hi’K Yy MOJIOAIINX MaLi€eHTiB (<65 pOKiB) Ipu
3aCTOCYBaHHI aHAJIOTIYHUX [03 03e/bTaMiBipy. Ilepion HamiBBUBEOEHHS IIpenapaTy B
0Ci0 JIITHBOTO BiKy € MONIOHUM [0 TAaKOTO y MOJIOAIMINX NalieHTiB. Ha ocHOBI
€KCIIO3Ullil IpenapaTy Ta IEPEeHOCUMOCTI HeMa€ HeoOXiIHOCTiI B KOPUTYBaHHi 03U
MalfieHTaM JIITHBOTO BiKy, KPiM MaIliEHTIB 3 MOMipHOIO ab0 TSIKKOI0 HUPKOBOIO
HeOOCTaTHICTIO (KJIipeHC KpeaTUuHiHY <60 MJI/XB).

INammieHTH 3 ypaskeHHsIM HUPOK

[Tpuiiom o3emnbTaMiBipy docdaTty 100 Mr 2 pa3u Ha 0o0Oy IPOTATOM 5 OHIB HalliEHTaMu
3 Pi3HUM CTyIeHeM ypaxKeHHS HUPOK IIPOAEMOHCTPYBaB, 10 €KCIIO3UIlis
o3eJbTaMiBipy KapOoKcunaTy € 00epHEHO ITPOIIOPIIiNHOI0 A0 3HUXKEHHSA (QYHKIII1
HUPOK.

ITammieHTH 3 YpaXKeHHSIM NediHKHU

3a pe3ybTaTaMM [OCIIIXKEHb in Vitro He O4iKyEThCS Hi 3HAYHOTO 30i/IbIIEeHHSA
€KCIIO3U1Iil 03eJIbTaMiBipy, Hi 3HaYHOTI 0 3HUXKEHHS €KCIIO3UIlil aKTUBHOTO MeTaboJIiTy
03eJIbTaMiBipy y IAlli€HTIB 3 MOPYIIeHHSIMU QYHKITII ITe4iHKH.

BaritHi XiHKHI

3BemeHUN MOMYyNALiiHNMN (papMaKOKIHETUYHNM aHalli3 BKa3ye Ha Te, III0 PEXKUM
NO03yBaHHS 03e/IbTaMiBipy, SIKUM ONMCcaHo y po3misni «Crocib 3acTocyBaHHS Ta HO3U»,
MNPU3BOAUTH OO0 HU3bKO1 eKcro3uilil (B cepegHboMy 30 % MPOTSTOM yChOTO Iepiomy
BariTHOCTi) aKTUBHOTO MeTabO0JIiTy V BariTHUX KiHOK ITOPiBHSHO 3 HEBariTHUMHU.
[IpoTe MeHIla nepegbadyBaHa €KCIO3UIlis 3aIUIIaEThCA BUIOI0 Bif iHTiOy0ounx
KOHIIeHTpalli¥ (3HaYeHHSA IC9 5) Ta Olara3oHiB MITaMiB BipyCy IpUIy Ha
TepaneBTUYHOMY pPiBHi. KpiM Toro, mani o6cepBalliiHUX OOCHiIXXeHb BimoOpazkaioTh
KOPHCTH Biffl IOTOYHOTO PEXXUMY OO3yBaHHS OJIS HaHOl KaTeropil maiieHTiB. Takum
YMHOM, HE PEKOMEHI0BAaHO KOPUTYBATH HO3Y [JI BariTHUX XKiHOK MIPH JIiIKyBaHHI abo
npodinakTuli rpuny (OUB. po3Oin «3acTOCyBaHHS Y Ilepiod BariTHOCTI abo rogyBaHHS
TPYOOoIo»).

[MTarieHTH 3 ocnabIeHuM iMyHITETOM




[MonynsaniiiHi (hapMaKOKIiHETHYHI aHaJIi3u MPOAEMOHCTPYBaJIH, III0 3aCTOCYBaHHS
o3enbTaMiBipy mopocnum i miTsM (< 18 pokiB) 3 ocnabneHUM iMyHITETOM (SIK BKa3aHO
B po3mini «Criocib 3acToCyBaHHS Ta O03U») IPU3BOOAUTH [0 30iIbIIIEHHS
ITPOTHO30BaHOl eKcno3util (mpubnu3Ho Ha 5-50 %) akKTUBHOTO MeTabOJIiTy IMOPiBHSIHO
3 [allieHTaM¥ 3 HOpMaJIbHUM IMYHITETOM i3 MOPIBHAHHUM KJIIpEHCOM KpeaTuHIHY. Y
3B’SI3KY 3 IMIMPOKUM [iarma30HOM 0e3IIeKH aKTUBHOT0 MeTaboJIiTy nalieHTaM 3
ocnabreHuM iMyHITETOM KOPUT'YBaAHHS 003U He moTpidHe. OOHaK OJIs MallieHTIiB 3
ocnabreHuM iMyHITETOM Ta MOPYIIeHHSIM QYHKITII HUPOK 03y CIIif BiTKOPUTYBaTHU
3rigHO 3 peKoMeHmalismMu y po3mini «Crocib 3acTocyBaHHS Ta OO3U».

Anari3 papMakoOKiHETUYHUX i hapMaKOOAMHaAMIUYHUX JaHUX OBOX OOCIIiIXKEHb 3a
y4acCTIO alieHTiB 3 ocableHUM iMyHITEeTOM IPOAEMOHCTPYBaB BiICYTHICTh 3HAYYII01
OOOAaTKOBOI KOPHUCTI Bil 3aCTOCYBaHHS A03, 110 IIEPEBUIIYIOTh CTAHOAPTHY HO3Y.

ITloka3aHHA

[Ipenapat HaTdny nokazaHu JOPOCINM Ta OiTSIM BiKOM Bifg 1 pOKy, y IKUX HasiBHI
CUMIITOMM, XapaKTepHi O/ TPUILY, i Yac MUPKYJALil Bipycy rpuny. EpekTuBHICTD
OyJla MpogeMOHCTPOBaHa, KOJIU JIIKYBaHHS OyJI0 PO3II0YaTO HPOTSITOM ABOX OHIB Micis
IOSIBU CUMIITOMIB.

ITpoginakmuka 2puny

e [IpodinakTrKa rpuny y JOPOCJIUX Ta OiTeu BiKOM Bif 1 pOKy ITiCjisg KOHTAKTy 3
0c00010 3 KJTIHiYHO AiarHOCTOBAaHUM TI'PUIIOM IIifl YaCc HUPKYJIALIl BipyCcy rpumy.

e BinmosigHe 3acTocyBaHHA npenapaty HaTtdiny 3 MeTo0 npodilakKTUKU TPULY
HeoOXimHO BU3HA4YaTH B KOXKHOMY KOHKPETHOMY BUIIAAKY, BPaXOBYIOYH
o0CTaBUHM Ta 3BaKalO4u Ha I'PyIy IAalliEHTIB, siKik MOTPiOeH 3axucT. Y
BUHSTKOBUX CUTyallisiX (HallpuKIaf, V pa3i po30izKHOCTEeN MiXK ITUPKYJIIOI0YUM
BIpyCOM I'PUIIY Ta BipyCOM I'PUILY, IIPOTU AKOT'0O IIPOBOAMIIACS BaKIUHAIlis, Ta Mif
4Jac naHmeMil) ce30HHY MpodiTakKTUKy MOKHa IIPOBOAUTH Yy 0Ci0O BikoM Bim 1 poky.

3acTtocyBaHHA npenapaty Hatdny He 3aMiHIOE BAKIIMHAII0O IPOTHU T'PUITY

3acToCcyBaHHS IMPOTUBIPYCHUX 3aCc00iB [Is1 TiKyBaHHS Ta MPOQiTakKTUKU TPUTTY Ma€E
0a3yBaTucs Ha odillitHUX peKoMeHallissx. PillleHHs mpo 3aCTOCyBaHHS 03eIbTaMiBipy
OJIs1 JIIKyBaHHS Ta NIPOQiIaKTUKU T'PUILY CIIiJ IPpUUMaTHU 3 ypaxyBaHHSIM
XapaKTEPUCTHUK LUPKYITIOIYUX BipyCiB rpuny, HOCTYITHOI iHpopMaliil 1010 Yy TIMUBOCTI
BipyCiB IrpuIly fo JTiKapChbKHUX 3aC00iB y KOKHOMY Ce30Hi Ta BIJIMBY 3aXBOPIOBAHHS B
pisHUX reorpadiyHMX perioHax Ta rpylax Mali€eHTiB (OUB. PO3Tin
«PapMaKoOuHaAMiKa»).

IIporunnoka3aHHs



[TigBuIeHa YyTIMUBICTh OO 03eJbTaMiBipy docdaTy abo mo Oyab-IKOro KOMIIOHEHTAa
mpernapary.

B3aemonisi 3 iHOIHMH JTiKapChbKHMH 3aco00aMu Ta iHIIIi BUIH B3a€EMOIil

dapmMaKOKiHETUYHI BIaCTUBOCTI 03eIbTaMiBipy, Taki AK ciabKe 3B’sI3yBaHHA 3
OinkaMu Ta MeTaboii3M, IKUM He 3a5mexXuTh Bifg cucteM CYP450 i rioKypoHiga3u
(muB. po3min «®apMaKoOKiHeTHKa»), CBig4aTh, 10 KIIiHIYHO 3HaYyIlla B3aEMOMI 3
IHIMMMU JTiIKapChbKUMHU 3acobaMu MaJIOMMOBipHa.

ITpobeHelu

[Tpu ogHOYaCHOMY IIPUUMOMI 03eJIbTaMiBipy ¥ IpobeHeluay OIS MalliEHTiB 3
HOpPMaJIbHOI0 (QYHKITI€I0 HUPOK KOPEKIIist 403U He moTpibHa. OgHoOYacHe 3aCTOCYBaHHSA
npobeHenuay, AKUM € MOTYKHUM iHTi0iTOPOM aHiIOHHOTO IIJIAXYy HUPKOBOI KaHaJIbleBO1
cekpellii, TpU3BOAUTD A0 30iNbIIIeHHS €KCIIO3UIlil aKTUBHOTO MeTaboIIiTy
o3esbTaMiBipy npubIM3HO BOBiUYi.

AMOKCUIIUIIIH

O3enbTaMiBip He IPOSIBIISIE KiHETUYHOI B3aEMO/il 3 aMOKCHUIIMIIHOM, eJliMiHallisl SKOT0
BimOyBa€EThCSI THUM K€ IIIJIIXOM, III0 ¥ 03e/IbTaMiBipy, 110 CBiIYUTH ITPO CIIabKy
B3a€MOiI0 3 03eJIbTaMiBipOM IaHUM LIJIIXOM.

BuBenmeHHST HUDKaMHU

KrniniuHo BaxXk/iBa B3a€MOJis 3 iHIIMMHU TiKapChbKUMM 3aco0aMu, siKa BKJTIOYAE
KOHKYPEHIIiI0 3a HUPKOBY KaHaJIbIleBY CEKpPeIlilo, MaJIOUMOBIpHA Yy 3B'SI3Ky 3 BiTOMUMU
MexKaMu 0e3reKu OiJIbIIOCTI 3 UX JTiKapChKUX 3ac00iB, XapaKTepUCTHUKaMU eliMiHalil
aKTUBHUX MeTaboIiTiB (Kiry0o4YKoBa (QinbTpallid Ta aHiOHHa KaHablleBa CeKpellisd) Ta
006’eMOM eKCKpeliil 3a JOIIOMOTO0I0 HaHuX HuIaxiB. OgHaK CJIif OTPOSBIATH 00ePeXHICTD
IIpY IIpU3HAaYeHHi 03e/IbTaMiBipy IallieHTaM, siKi IpUuiMaloTh JTiKapChKi 3acobu 3
QHAJIOTIYHUM IIIJITXOM eKCKpellil Ta By3bKMM TePaleBTUYHUM Iialla30HOM
(HampuKIiam, XJopnpolaMmif, MeToTpekcaT, GeHii0yTa3oH).

JomaTkoBa iHdopMallis

dapMaKOKiHETUYHI B3a€EMOZII MiK 03e/IbTaMiBipOM Ta Or0 OCHOBHUM MeTaboIiToM
IIpY OOHOYAaCHOMY IIpU3HAYEeHH] 3 mapaleTaMOoJIOM, alleTUJICAJIIIIUIIOBOI0 KUCIIOTOIO,
IIMMETUONHOM Ta aHTAIUOHUMH 3aco0aMu (TimpoKcug MarHiio i rigpoKCcuUm aroMiHiio,
KaJbllifo KapOoHaT), pyMaHTaguHOM ab0 BapdapuHOM (Y Ialli€HTIiB, SKi IPpUUMalOTh
cTabinbHi Jo3u BapdaprHy Ta He XBOPiIOTh Ha T'PUII) HE BUSABJIEHI.



Y kniriuaux pocnigxkeHHsax 11l ¢pa3m 3acTocyBaHHS 03eIbTaMiBipy OIS JIIKYBaHHS i
npodiTakKTUKU IPUNY IIpelapaT IpU3Hadalld i3 3araJbHOBXKUBAaHUMMU JIIKAPCHKUMU
3acobaMu, TaKUMU SIK iHTiOiTopu AIT® (eHanmanpua, KaoTONPUII), Tia3UOHI MiypeTuKu
(6engpodnya3un), aHTUOIOTUKY (MTeHIIUIIiH, 11edaloCIIOPUH, a3UTPOMIIIHH,
€PUTPOMIITIUH i MOKCUIINKIIIH), 6JI0KaTOpPHU H2-peHeHT0p1B (paHiTUOWH, IUMETUOUH),
OeTa-6710KaTOPHU (ITPOITPAHOIIOI), KCAHTHUHU (TeodismiH), cuMIaToMiMeTHKU
(mceBmoedenpun), omioigu (KogelH), KOPTUKOCTEPOIOH, iHTaIALiiHi
OpoHXOOUIIATAaTOPH, aHAJILTeTUKHU (alleTUICailuIoBa KUCJIO0Ta, ibynpodeH i
napaneTaMor). [Ipu 3acTocyBaHHI 03eIbTaMiBipy pa3oM i3 mepepaxOBaHUMU
npenapaTaMu 3MiHa mpoginio 6e3neKyu Ta YaCTOTU BUHUKHEHHS MOOiYHUX peakIliii He
3apeecTpoBaHa.

MexaHi3M B3a€eMOil 3 IepopaJbHUMU KOHTPAlleITUBAMU BiICYTHI.
Oco006/1MBOCTi 11100 3aCTOCYBaHHSI

O3enbTaMiBip e(peKTUBHUY TiIBKU IIPOTHU 3aXBOPIOBaHb, CIIPUYNHEHUX BipycaMu
rpuny. [laHux 111000 e(peKTUBHOCTI 03eIbTaMiBipy npu OyAb-IKHUX 3aXBOPIOBAHHSAX,
CIPUYMHEHUX iHIIUMU 30yIHUKaMM, KpiM BipyciB rpuity, HeMae.

3acToCyBaHHS 03eJIbTaMiBipy He 3aMiHIOE€ BaKIIMHAIIIIO IPOTH I'PUIY

3acTocyBaHHS 03e/IbTaMiBipy He MOBUHHO BIJIMBATH Ha BU3HAYEHHS 0Ci0 111000
IIIOPiYHOI BaKIIMHALIl ITPOTHU TPUNY. 3aXUCT IPOTHU T'PUITY TPUBAE JIUIIE ITiT Yac
npuromy o3enbTaMiBipy. [IpenmapaT 3acTOCOByBaTH [Jid JIIKyBaHHS Ta NPOQiTaKTUKU
TpUNy juille NpY HassBHOCTI HAOIWHUX eMifeMiOJIOTiYHUX JaHUuX, sKi CBig4YaTh IIPO
LUPKYJIALio Bipycy. [IpogeMOHCTpPOBaHO, 110 Yy TJIUBICTh HUPKYJIIOIYUX ITaMiB
BipycCy rpuily mo o3ebTaMiBipy Ma€ BUCOKY BapiaOeNlbHICTh, TOMY JIiKap MOBUHEH
BpaxOByBaTH HaMCBiXKiNIy iH(popMallito moa0 4yTINBOCTI 0O 03eIbTaMiBipy
LIMPKYJIIOI0YUX Ha OaHUK 4Yac BipyCiB mepen IPUUHATTSAM PillleHHS IIPO 3aCTOCYBaHHS
0O3eJIbTaMiBIipy.

TsIKKi INKipHI peakIlil Ta peakiil rinep4YyyTInBOCTI

ITig yac moCTMapKEeTHHIOBOTO 3aCTOCYBaHHS 03€/IbTaMiBipy MOBIIOMIISAIN PO
BUIAAKU aHaiakCil Ta TIXKKUX IIKIPHUX Peakllii, BKIII0Yal0Yu TOKCUYHUMN
enigepManbHUX HEKPOJIi3, cuHAPOM CTiBeHCa-[I>KOHCOHa Ta MyJIbTU(POPMHY €PUTEMY.
Crmig BiAMIHKWTH O3e/IbTaMiBip i IPU3HaYUTH BiANOBiOHE JIIKyBaHHS, SKIIIO
CIIOCTEepirarThCs TaKi peakiiil abo € migo3pa 1040 1IX BUHUKHEHHS.

TsKKi CYITyTHI CTaHHU

HeMmae indopmatiii momo 6e3neku Ta e(eKTUBHOCTI 3aCTOCYBaHHS 03€JIbTaMiBipy
nalieHTaM 3 TAXKKUMU a00 HecTabiTbHUMY 3aXBOPIOBAHHSAMU 3 HEMUHYYUM PU3UKOM



rocriTasi3aril.

INamierTH 3 ocnabieHuM iMyHITETOM

Be3neka Ta e(eKTUBHICTh 03€/IbTaMiBipy AJiA JIiKyBaHHSA Ta NPOQMITaKTUKUA TPUNY Y
MalieHTiB 3 ocimabeHuM iMyHITETOM He BCTaHOBJIEHI.

3aXBOPIOBAHHS CEePIst/OUXalbHOl CHCTEMHU

EdekTHUBHICTE 03eIbTaMiBipy AJId TiKyBaHHS IAIli€EHTIB 3 XPOHIYHUMU
3aXBOPIOBAaHHSAMU Cceplid Ta/abo 3aXBOPIOBAHHSIMHU AMXaJIbHOI CUCTEMHU HE
BCTAQHOBJIEHA. Y TaKUX Nalll€HTiB PI3HUIIA Y YaCTOTi yCKJIagHEHb MiX IpyrnaMu
JIiIKyBaHHSA Ta IIalleb0 He cliocTepiranacs.

Ts12KKa HUPKOBA HEJOCTATHICTh

Kopexk1isi mo3u o3enbTaMiBipy IIpM 3aCTOCYBaHHI 715 JTIKyBaHHS Ta IPOQiTaKTUKU
PEKOMEHOY€EThCS mopocauM Ta migimiTkaMm (13-17 pokiB) 3 TAKKOI HUPKOBOIO
HepocTaTHICTIO. HemocTaTHRO KITIHIYHUX JaHUX IIOLO0 3aCTOCYBaHHSA IIpernapaTry OiTaM
3 HUPKOBOIO HEIOCTATHICTIO BiKOM Bif 1 pOKYy AJi1 peKOMeHAalliil O 0O3yBaHHS (OUB.
po3min «®apMaKOKiHETHKA»).

HeuponcuxiuHi po3aagu

Y xBopux Ha rpull (IepeBaxXHO y OiTeu Ta MiIJIiTKiB) IPpY 3aCTOCYBaHHI 03eIbTaMiBipy
Oynu 3adikcoBaHi BUMTagKM HEUPOIICUXiYHUX po3nafiB. Taki po3nanu TakKoxK Oyiu
3apeeCcTpoOBaHi y XBOPUX Ha I'PUII, sIKi HEe 3aCTOCOBYBAJIU 1€ IperapaT. 3a CTAHOM
Malli€HTIB CJIi PETEJIbHO CIIOCTepiraTu AJid BUSABIIEHHS 3MiH YV IIOBEdiHIl, a KOPUCTh Ta
PU3UK ITPOAOBXKEHHS JIIKYyBaHHS CJIif OIiHIOBATH 3 00€PEeKHICTIO /I KOXKHOTO
naiiedTa (ouB. po3min «ITobiuHi peakirii»).

Ymuuaisauina HesukopucmaHo2o npenapamy ma npenapamy i3 npocmpo4eHum
mepmiHOM npudamHocmi

Hamxom»kKeHHS JIIKapChbKOT0 3ac00y y 30BHIIIIHE cepeioBuUIlle HEOOXiTHO 3BECTHU [0
MiHiMyMy. JIikapchKuii 3acib He ciif BUKUAATHU y CTiYHi Boau i moOyToBi Bigxonu. s
yTUIIi3allil HeoOXigHO BUKOPHCTOBYBaTH TaK 3BaHY CUCTeMy 300py BiiXOmiB IIpu
HasIBHOCTI Takol.

3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaritHicTb

['pun acoilitoeThCs 3i MIKiOJIMBUM BIIJIMBOM Ha Iepebir BariTHOCTI Ta PO3BUTOK IIJI0OfA,
a TaKOX i3 PO3BUTKOM 3HAYHUX BPOMAXKEHHUX BaJ PO3BUTKY, Y TOMY YHCIIi BPOOKEHUX



BaJ ceplid. Benvka KifbKiCTh JaHUX LI0O0 3aCTOCYBAHHS 03€JIbTaMiBipy IIif 4ac
BariTHOCTI, OTPUMAHUX Y ITiCIIpeecTpalliiHoMy mepioni Ta B mpolleci o6cepBalliiHUX
mociinkeHb (6inbirte Hizk 1000 HacmigkiB ekcrio3utiii mig vac [ TpuMecTpy BariTHOCTI),
CBig4aTh IIPO BiACYTHICTH Y 03eJibTaMiBipy ManbopMaTuBHOI ab0
(deTanbHOI/HEOHATAIBHOI TOKCUYHOCTi. OfHaK B OODHOMY 00CepBalliiHOMY
OOCIIIOKEeHHI Ha TJIi BiACYTHOCTI MifgBUILlEHHSI CYKYIIHOI'O PO3BUTKY BPOMXKEHUX Ba
PO3BUTKY Pe3yJIbTaTU MI0O0 3HAaYHUX BPOMAXKEHUX Baf Ceplis, JlarHOCTOBAHUX
npoTsaroM 12 micsIliB micjsi HapoaXKeHHs, He OyIu NepeKOHIUBUMU. Y IIbOMY
OOCITiIKeHHi YacTOoTa BUHUKHEHHS 3HAaYHUX BPOMXKEHUX BaJl CEPIIS ITiCIIA eKCIIO3UIIil
o3ebTaMiBipy mmig 4ac I TpuMecTpy BariTHOCTI ctaHoBuia 1,76 % (7 HemoBiaT i3 397
BariTHOCTel) nopiBHAHO 3 1,01 % myis BariTHOCTeU 0e3 eKCIIO3ullil 03eIbTaMiBipy y
3aranbHOI nonynanil (BimHOomeHHS pu3ukiB 1,75, 95 % mosipuuit inTepsan (1) Big
0,51 mo 5,98). KiiniuHe 3Ha4YeHHSA [IUX JAaHUX HE3PO3yMijie, OCKiJIbKU IaHe
OOCITim»KeHHsI MaJjio 0OMeXXeHUM po3Mip BuOipku. Takoxk 11e mociaigKeHHs O0y0
HeIOCTAaTHHO MACIITAaOHUM [JIsI JOCTOBIPHOI OIIIHKK OKPEMUX TUIIB 3HAUHUX
BpoaKeHuXx Bag. OKpiM Toro, 0yJ10 HEMOKJIMBO ITOPIiBHATU Y ITOBHOMY 00Cs3i XKiHOK 3
eKCITO3UIIi€I0 03eNIbTaMiBipy Ta 6e3 Hel, 30KpeMa BU3HAYUTH, YU XBOPIiTM BOHU Ha
TPUII.

IocrigKeHHs Ha TBapUHaX He CBig4aTh PO PENPONYKTUBHY TOKCUYHICTD.

Y pa3si HeoOXigHOCTI 3aCTOCYBaHHS 03€/IbTaMiBipy ITiZl Yac BariTHOCTI MOTPiOHO
BpaxoOBYBaTH HasIBHY iH(popMallito 11040 6e3meku Ta e(peKTUBHOCTI 3aCTOCYBaHHS
npemnapary, a TaKOX IIaTOT€HHICTh UPKYJIIOIYOro IITaMy Bipycy rpumy.

Ilepion romyBaHHS I'PYOLOIO

Y nmakTyo4ux IIypiB 03e1bTaMiBip Ta aKTUBHUYM MeTabOJIiT IPOHUKAIOTh Y TPYAHE
MOJIOKO. ICHy€e nmy»ke oOMexkeHa iHpopMallis H0a0 miTel, siKi 3HaXOOUINCS Ha
rPyOHOMY BUTOIOBYBaHHi Ta OTPUMYBAJIM 03eJIbTaMiBip, Ta IIOA0 eKCKpellil
03eJbTaMiBipy Y rpyaHe MOJIOKO nmoanHu. OOMekeHi JaHi JEMOHCTPYIOTh, IO
03e/IbTaMiBip Ta MOT0 aKTUBHUY MeTalOoJIiT OyJiy BUSBIIEHI y TPYAHOMY MOJIOL, OOHAK
ix piBHi Oy HU3BKKUMH, III0 MOKe ITPU3BECTH OO0 OTPUMAaHHS cyOTepaneBTUYHOI J03U
HeMOBJIATaMU. BpaxoBylO4H 1Ii IaHi, & TAKOXK IIaTOT€HHICTh HUPKYJIIIYOT0 ITaMy
BipyCy I'puIly Ta CTaH XKIiHKH, siKa TOAyE€ IPyAOI0, MoKe OyTH PO3TJISHYTO MUTaHHS PO
MMpU3Ha4YeHHs 03eIbTaMiBipy 3a YMOBUM OUY€BUOHOI ITOTEHIIIMHOI KOPUCTI OJIs XKiHKH,
sIKa TOAY€E IPYLOto.

OepPTUIBHICTD

Ha ocHOBIi fOKITiHIYHKX aHUX JOKa3U PO BIIJIMB 03€IbTaMiBipy Ha (epPTUIIBHICTD
40JI0BiKiB a00 XKiHOK BifiCyTHIi.



30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuMu mMexaHiamamu.

[IpemapaT He BIIIMBA€E Ha MIBUOKICTh peakilil Ipu KepyBaHHi aBTOTPaHCIIOPTOM abo
IHIIMMY MeXaHi3MaMH.

Cnocid 3acTocyBaHHs Ta J03H

Cniocib 3acTOCyBaHHS

II71s1 mepopasbHOro 3aCTOCYBaHHS.

[To3yBaHHSA

[o3u mo 75 MI MOXKHa IpuKMaTH TakK:

1 karicyna o 75 Mr a6o

1 kanicyna no 30 mr mwitoc 1 Karicysa mo 45 mr.

Iopocai ma nidaimku gikom 8i0 13 pokis

JIikyBaHHS

PekomeHnpoBaHul pexXuM O03yBaHHA npenapaty Hatdny - mo 1 Karcymni 75 Mr 2 pa3u
Ha mo0y mepopasbHO IIPOTATOM 5 OHIB mopociauM Ta migimiTkam (13-17 pokiB) 3 Macoio
Tina Ginbire 40 Kr.

JIikyBaHHS IMOTPiOHO PO3MOYMHATHU IKOMOTA paHillle, IPOTATOM IIEPIINX OBOX OHIB
[IOSIBU CUMIITOMIB I'DUILY.

IInsa maiienTiB 3 ocnabieHUM iMyHiTeTOM (mopoci Ta migmiTku (13-17 pokiB) 3 Macoi
Tina Ginbire 40 KIr) peKOMeHOOBaHUM peXkXUM H03yBaHHS JIiKapCchKoro 3acodby HaTtdmy
- no 1 kancymni 75 Mr 2 pa3u Ha o0y nepopasnbHo npoTtsarom 10 gHiB (QuB. migpo3min
«Jlo3yBaHHs B 0COOIMBUX Bunankax. [lalieHTu 3 ocinabieHUuM iMyHITETOM»).

JIikyBaHHS MOTPiOHO PO3MOYMHATHU IKOMOTA paHillle, IPOTATOM IEPILINX OBOX OHIiB
[IOSIBU CUMIITOMIB I'PUILY.

I[TpodiakTHKa OicIsg KOHTAKTY 3 XBOPUM Ha I'PUl

PekomeHpoBaHa fo3a npemnapaty Hatdmny ansa npodilakTUKYU TPUITY TIiCIS TICHOTO
KOHTAKTYy 3 iH(¢piKOBaHOI0 0c00010 - 10 75 Mr 1 pa3 Ha go0y mmepopanbHo TpoTsaroM 10
OHiB mopocnuM Ta mimmiTkaM (13-17 pokiB) 3 macoro Tina Ginbine 40 kr. JIikyBaHHS
CJIi PO3MOYMHATHU IKOMOTa MIBUALIE IIPOTATOM ABOX OHIB ITIC/ISA KOHTAKTY 3
iHgikoBaHOI0 0C00010.



IMpodinakTHKa IIi YaCc Ce30HHOI emmifgeMil rpuny

PekomenpoBaHa go3a o1 NpodilaKTUKM IIif Yac ciajaxy Ce30HHOI emieMil Tpumy -
o 75 mr 1 pa3 Ha goOy IpOTAroM 6 TUXKHIB.

Jimu sikom 8i0 1 0o 12 pokis

JIikyBaHHSA

PekoMeHOoBaHUM pPexXXUM OO03yBaHHS IIpenapaTry 3 KOPUT'YBaHHSM MacH Tila Ojis
JIIKyBaHHS OiTeu BiKOM Bif 1 poky:

Maca tinna |PekoMeHOoBaHa Oo3a Ha D OHIB

Bim 10 mo 15 kr 30 Mr 2 pa3u Ha mo0y

>15 kr 0o 23 Kr 45 Mmr 2 pa3u Ha moby

>23 kr 0o 40 Kr 60 mr 2 pa3u Ha go0y

>40 Kr 75 Mr 2 pa3u Ha mo0y

JIikyBaHHS MOTPiOHO PO3MOYMHATH SKOMOTa UIBUIIE ITPOTSATOM IIEPIITUX IBOX OHIB Bif
MIOSIBU CUMIITOMIiB I'PHUILY.

IMpodinakTuKa miciass KOHTAKTY

PekomeHpoBaHUM pexXuM mo3yBaHHA Hatdmy mns npodinakTUKY Miciist KOHTAKTY:

Maca Tina |PekoMmeHpgoBaHa mo3a Ha 10 gHIB
Bim 10 mo 15 kr 30 mr 1 pa3 Ha goby
>15 Kr 0o 23 Kr 45 mr 1 pa3 Ha mo0y
>23 Kr 0o 40 kr 60 mr 1 pa3 Ha goby
>40 KT 75 mr 1 pa3 Ha mo0y

[TpodinakTHKa ITif 9aCc Ce30HHOI elmifgeMil rpuny

[TpodinakTuKa mim yac Ce30HHO] enifeMil rpumny y giteit BikoM A0 12 pokiB He
OocCJiaXKyBaacs.

Ilo3yBaHHS B 0COOMMBUX BUIIAAKaX

INauieHmu 3 nopyweHHAMU PYHKUII nediHKu

HeMae HeoOXigHOCTI KOpUTyBaTU OO3Y OJis NiKyBaHHS ab0 MpodimakKTUKM HallieHTaM i3
nopyumieHHSAMH QYyHKIIil mediHKu. be3neka i ¢apMaKoKiHeTHKa 03elbTaMiBipy y AiTen
i3 mopymeHHsAMY QYyHKIIil Ie4YiHKY He BUBYAJIUCS.

ITauienmu 3 nopyweHHAMU PYHKUII HUPOK



JIikyeaHHs 2puny. Kopekiiiss ;o3u 03eJIibTaMiBipy, HeoOXimHa JOPOCIUM Ta HifIiTKaM

(13-17 pokiB) 3 moMipHO0 ab0 TSIKKOI0 HUPKOBOIO HEJOCTATHICTIO, HaBeIeHa B

TaOJINII HUXKYe:

KripeHc KpeaTuHiHY

PekomeHoBaHa go3a [Jid JIiKyBa

>60 MJI/XB

75 Mr 2 pa3u Ha [o0y

Big >30 go 60 mMmi/xB

30 Mr 2 pa3u Ha [o0y

Bim >10 mo 30 mi/xB 30 mr 1 pa3 Ha o0y
<10 mn/xB He PEeKOMEHAYEThCS (maHi BiACy?
nalieHTH, sKi mepeOyBaloTh Ha reMofiaisi 30 Mr miciast KOXKHOTO CeaHCYy TeMOf
nalieHTH, sKi mepeOyBaioTh Ha 30 Mr 0omHOPA30BO

IepUTOHEeaJIbHOMY Hiasmizi*

*IlaHi, oTpUMaHi B pe3yabTaTi OOCIIIAXKEHDb Y XBOPUX, SIKi 3HAXOOUJIUCA Ha IIOCTIMHOMY
aMOyaTOpHOMY IlepuTOHeanbHOMY mianisi (ITAIIM); KiipeHC o3elbTaMiBipy
KapOoKcumiary, K 04iKyeThbCsi, Oyae BUIIUM IIPU BUKOPUCTAHHI aBTOMaTU30BaHOTO
MOCTIMHOTO UKJIIYHOT O NepuTOoHeanbHOro giamidy (ITLII). Pexxum nikyBaHHS MOXKe
aMmiHtoBaTucs 3 ITLIII #a ITATI]II, skuio Hedpoior BU3HAE 11e 3a HeoOXximHe.

ITpoginakmuka 2puny. Kopekiiist ;o3u o3enbTaMiBipy, HeoOXigHa JOPOCIUM Ta
mimmiTkaM (13-17 pokiB) 3 moMipHOIO ab0 TSIKKOI0 HUPKOBOIO HEAOCTATHICTIO,
HaBe[eHa B TaOIULIi:

KrnipeHc KpeaTuHiHy PekoMmeHOoBaHa mo3a s npodinak
>60 mi/xB 75 mr 1 pa3 Ha o0y
Bim >30 mo 60 mi/xB 30 mr 1 pa3 Ha o0y
Big >10 go 30 m/xB 30 Mr yepes OeHb
<10 m/xB He PEeKOMEHAYEThCS (maHi BiACyTI
MalieHTH, siKi mepedyBaloTh Ha reMofianisi 30 Mr micis KOXHOI'O OPyroro ceaHcy re
MalieHTH, sKi mepeOyBaioTh Ha 30 Mmr 1 pa3 Ha TUXKOEHD
IepUuTOHeaIbHOMY Hiasizi*

* IlaHi, oTpUMaHi B pe3yJbTaTi HOCIiAXKEeHb V¥ XBOPUX, AKi 3HaxogaThcAa Ha [TATI]I;
KJIipeHC o3eJibTaMiBipy KapOOKCHUIaTy, SIK O4iKyeThCsI, Oyme BUILIMM IPU BUKOPUCTAHHI
aBToMaTtu3loBaHoro [ILIIIM. Pexxum nikyBaHHs MoxKe 3MiHioBatucs 3 ITLITII Ha ITAIII,
SIKI10 He¢poJIor BU3HAE IIe 3a HeoOximHe.

HepmocTaTHbO JaHUX A7 HagaHHS PeKOMeHAallil 3 JO3yBaHHSA OiTSM BiKoM o 12
POKiB i3 MOpyIIeHHAMU QYHKII1 HUPOK.

ITauieHmu AiMHBLO20 BIKY



HeMmae moTpebu KopuryBaTu m03y, 3a BUHATKOM HasIBHOCTI IMOPYyIIeHH QYHKIIiI HUPOK
MMOMipHOTO ab0 TSAXKKOTO CTYIIEHS.

ITauieHmu 3 ocaabieHum iMmyHimemom

JIikysaHHA. PeKOMeH0OBaHa [03a 03eJIbTaMiBipy [Jid IIepopajIbHOI0 3aCTOCYBaHHSA
CTaHOBUTH 75 MTI' 2 pa3u Ha o0y npoTtsaroMm 10 gHiB s mopociaux (OUB. po3dinu
«OcobmuBOCTi 3acTocyBaHHs», «[100iuHi peakirii»). JIikyBaHHS CJIii pO3MOYHUHATHU
sIKOMOT'a IBUAIIE IIPOTATOM IIePIINX ABOX OHIB IOSABU CUMIITOMIB I'PDUILY.

Ce30HHa npogirakmuka. Y malieHTiB 3 ocinableHUM iMyHiTETOM BUBYAaIacs MOBIIA
TPpUBAIICTE (H0 12 THXKHIB) ce30HHOI npodinakTuku (muB. po3minu «OcobIuBOCTI
3acTocyBaHHs», «[100iuHi peakirii»).

Himu.

3acTocoByBaTH AiTSAM BikKOoM Bif 1 poky 3 Macoio Tina 6inbine 10 Kr, Ki 3maTHI
IIPOKOBTHYTH KaIICYJLy.

Ilepego3yBaHHA

[ToBimoMiieHHS PO Mepeno3yBaHHS 03eJIbTaMiBipoM Oysiu ogepzKaHi mifg Jac
KJIIHIYHUX OOCJIAXKEeHb Ta IPOTIATOM IOCTMapKEeTUHIOBOI'0 3aCTOCYBaHHS IIpernapary.
Y GinbiiocTi BUNagKiB mepeno3yBaHHsa He 3adikcoBaHO.

[ToGiuHi peaxki1iii, mpo SIKi ITOBimOMIISIIIOCS IPYU IIepeno3yBaHHi, Oy 3a XapakKTepoM Ta
PO3TOAinIoM MOAiOHMMM [0 TUX, II[0 CIIOCTEPIiraaucs IIpu 3aCTOCyBaHHI TepalneBTUYHUX
mo3 o3enbTaMiBipy (ouB. po3min «I[1o06iuHi peakirii»).

Crnenndigyaui aHTUOOT HEBIIOMUM.
Iimu

YacrTiiie moBigoMIIsAIY PO IIepefo3yBaHHs y OiTeH, HiXK y HOPOCIuX Ta OigmiTkis. Crifg
MTPOSIBIIATA 00€PEKHICTh IIPU 3aCTOCYBaHHI 03eJIbTaMiBipy OiTsIM.

IToGiuni epexkTn

Y uinomy npodine 6e3neku 03enbTaMiBipy 6a3yeThCs Ha JaHUX JIIKYBaHHS T'PUILY Y
6049 mopocnux/mimmiTkiB Ta 1473 miTeH, siKi oTpuMyBaiu 03ejibTaMiBip abo mnaiebo,
Ta Ha JaHuX npodimaktuku rpuny y 3990 mpopocnux/migiiTKiB Ta 253 miTeu, sKi
OTpPUMYBaJIU 03eJIbTaMiBip abo mnanebo y KiiHidHuX mociaigxkeHHsax. Kpim Toro, 199
OOPOCJIMX TallieHTiB 3 ocnablleHUM iMyHIiTETOM OTPUMYBaIu 03€IbTaMiBip OIS
JIiIKyBaHHS rpuny ta 475 nailieHTiB 3 ocnabieHuM iMyHiTeTOM (BKII0oYaiouu 18 miTeii:



10 - y rpymi o3enbTaMmiBipy, 8 - y rpymni mame60) oTpuMyBalii 03e/IbTaMiBip abo
m1aie6o aiast mpodinakTUKY TPUILY.

Y mopocnux/mifiiTKiB IpyU OPUUOMI 03eIbTaMiBipy Y OOCHIOXKEeHHIX 3aCTOCYBaHHA I
JIIKYBaHHS TPUITy HaldacTilmuMy HebaXXaHUMU siBUIIaMU OynIu HyHdoOTa i 67110BaHHS, ¥
OOCITiIKEeHHSIX 3aCTOCYBaHHSA [OJIs1 NPOQiTaKTUKYU TPUILY - HyAoTa. I1po OinbuIicTs i3
1IUX MOOIYHUX peakiliii MOBimOMIISIIIOCS B MOOAMHOKUX BUITaAKaX, BOHU Mallu
TPAH3UTOPHUN XapaKTep 1 BUHUKAJIU 3a3BU4Yall y NeplLIni-Opyruil HeHb JIIKyBaHHS Ta
CaMOCTIiMHO 3HUKanu yepe3 1-2 mHi. ¥ miTelt HadacTimum HebaxkaHUM sIBUIIEM OYII0
OsmoBaHHsA. Y OinbIIOCTi BUIIaAKiB MOOiIYHI peakilil He TPU3BOOUIM [0 BiAMiHU
03eJIbTaMiBipy.

ITig yac mOCTMapKETUHIOBOI'O 3aCTOCYBaHHSA 03€JIbTaMiBipy PiOgKO MOBIOOMIIAINA IIPO
TakKi cepio3Hi nobiuHi peakiril: aHadinakTUyHi Ta aHadimaKTOIOHI peakiiil, TOPyIIEeHHS
3 60Ky neudiHkM (OIMCKaBUYHUM T'ellaTUT, IOPYIIeHHS GYHKINI TeYiHKY Ta
KOBTSIHUIISI), @aHTiOHEBPOTUYHUYM HAaOpsAK, cuHapoM CTiBeHca-IIKOHCOHA Ta
TOKCUYHUU ellifjepMalIbHUN HEKPOJIi3, IIIYHKOBO-KHUIIIKOBAa KPOBOTEYa Ta
HeNpOICUXiuHi po3naau (11010 HEUPOIICUXIYHUX PO3JIaliB AuUB. po31ain «OcobmuBOCTI
3aCTOCYBaHHS»).

I onucy YacToTu MOOIYHUX peakllii BUKOPUCTOBYBAJIM TaKi KaTeropii: myxke
nommpeHi (=1/10), mommupeHi (=1/100, <1/10), HenomupeHi (=1/1000, <1/100), pioko
nomupeHi (=1/10000, <1/1000), oyxe pigko nomupeHi (<1/10000), yacTtoTa
HeBigoMa (He MoxkKe OyTH BU3HaYeHa Ha OCHOBI HasgsBHUX maHuX). [[00iuHi peakiril
BiTHEeCeHO Mo MeBHOI KaTeropil 3rigfHo 3 aHalizoM 00’€IHAHUX OHaHUX KITiHIYHUX
OOCIIIAXKEHbD.

JIiKkyeaHHs ma npodisakmuka 2puny y 0opocaux ma nioaimkis

HatwtuacrTimri mo6iuHi peaxkiii, siki 0yJii 3apeeCcTpoBaHi y MOCTiAKEeHHIX 3aCTOCYBaHH S
03eJIbTaMiBipy AJis JIIKyBaHHS Ta NPOQiTaKTUKU T'PUILY ¥ AOPOCINX Ta MiAJIiTKiB, a
TaKOZK y ITIOCTPEECTPalliiHOMY IIepiofi IIpu 3aCTOCyBaHHiI peKoMeHOoBaHol mo3u (75
MT 2 pa3u Ha [o0y IpoTSaroMm 5 OHiB s JTiKyBaHHS Ta 75 Mr 1 pa3 Ha o0y nIpoTarom
00 6 TUXKHIB O NPoQiTaKTUKNU), HABOASATHCS HUXKUE.

[Tpodinb 6e3meKy, 3a3HaUYEHUN Y NAlli€HTiB, IKi OTPUMYyBaJIu 03eIbTaMiBip y
peKoMeHO0BaHUX mo3ax Ay npodinaktuku (75 Mr 1 pa3 Ha moOy OIpOTATOM 10 6
TUKHiB), OyB MOOiOHMUM 10 TAKOTO, III0 CIIOCTEPIraBCs Y AOCIiIXKEeHHSIX TiKyBaHHS,
He3BakKalo4u Ha OiNbITy TPHUBaJIiCTh OOCHIAXKEHb 3 METOI0 POQiTaKTUKU:

iH¢pexuil ma iHBasil: MOIKUpPEeHi - OPOHXIT, IPOCTUM reprec, iHPeKIlil BepxHix
OUXaJIbHUX MIIAXiB, Ha30(hapuHTIT, CUHYCHUT;



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

3 OOKY iMYHHOI cucmeMmu: HEIIOIIUPEHi - peaxllis TimepYyTINBOCTI; PiAKO IIOIIUPEHi -
aHadinmakTuyHi Ta aHadiTaKTOIOHI peakiiii;

ncuxiuHi po3snadu: PigKo MOIIHUPEHi - aXKUTAallisA, ITaTOJIOTiYHa ITOBEIiHKa,
TPUBOKHICTB, CIJIYTAHICTh CBiIOMOCTi, MapeHHsI, OeJlipii, radonuHallil, HidHi xKaxu,
caMOTpaBMYyBaHHS;

3 O0OKY Hepeosoi cucmemu: oyxKe MOUIUPEeHi - TOJIOBHUM 0iflb; MOIUpPEeHi - 6€3COHHS;
HEMOIINPEH] - ITIOPYILIeHHs CBIIOMOCTL, CYIOMU;

3 60Ky OopeaaHie 30py: PiOKO IOIIUPEH] - TOPYIIeHHS 30PY;
3 60Ky cepuesoi cucmemu: HETIOUINPEHi - CEPIIEBi apUTMil;

3 60Ky OuxasnvHOI cucmemu, opaaHie 2pyo0HOi KAimKu ma cepedoCmiHHA: TIOMINPEeHi -
Kalllesb, puHopes, 0inb y Topi;

3 O0KY W/YHKOBO-KUWKOB020 MpakKmy: OyxKe MOUIUPEeHi - HyI0Ta; IOIINPEHi -
6smoBaHHs, OifTb ¥ KMBOTI (B TOMY YMCIIi Yy BEPXHiX Bifgfinax), UCIEINCis; pigKo
MOLIKUPEH] - IUIYHKOBO-KUIIIKOBa KPOBOTEYa, FeMOpariyHui KOJIiT;

3 60Ky 2enamo0biniapHoi cucmemu: HEIMOIINPEH] - MiIBUIIEHHS PiBHS IT€YiHKOBUX
bepMeHTiB; pimKo mommpeHi - 6JITMCKaBUYHUM I'elaTUT, Ie4YiHKOBa HEIOCTATHICTh,
reraTur;

3 60Ky WKipu i niOWKIPHOI KAIMKOBUHU: HEIIOIUPEHi - IepMaTUT, BUCUIIAaHHSI,
eK3eMa, KPpONUB’ SITHKA; PilKO MOIIUPEHi - aHTiIOHEBPOTUYHUYM HAOPSIK, MyIbTU(MOPMHA
eputeMa, cuHapoM CriBeHca-l[?)KOHCOHa, TOKCUYHUU ellifepMalbHUN HEKPOJIi3;
YacToTa HeBigoMa - aneprisi, HabpsaK 006Iuyus;

3dz2aivHi po3a1adu ma peaxkuii y micui e8e0eHH: TIOIIUPEH] - 3alaMOPOYEeHHSA
(BKJTIIOYAIO4YU BEPTUTO), clabKicTh, Oinb, rimeprepmis, 6innb y KiHIliBKax.

JIikysaHHs ma npodisakmuka 2puny y dimeu

3aranom 1473 oputuHM (BKIIOUYaO4YX 3J0POBUX OiTeu BikoM 1-12 pokiB Ta miteu 3
aCTMOIO0 BIKOM 6-12 pOKiB) B357I¥ y4acCTh Yy KJIIHIYHUX OOCIIIAXKEHHSAX 03eJIbTaMiBipy
U1 JIiKkyBaHHA rpuny. Cepen Hux 851 muTuHaA OTpUMyBasla JIiKyBaHHS CYCIIE€H31€0
o3esbTaMiBipy. 3arasioM 158 giTeu oTpuMyBaid PeKOMEeHIOBaHy O03y 03eJibTaMiBipy 1
pa3 Ha moly y mociimXeHHSIX TpodiTaKTUKHU ITicJIg eKCIIO3UIIil ITperapaTy y JoMalllHixX
yMoBax (n = 99), y 6-TuKHEeBUX OOCIiIXKEeHHIX ce30HHOI mpodinakTuku (n = 49) tay
12-TUKHEBUX OOCIIOXKEHHSIX Ce30HHOI NpodilakKTUKU cepeq OiTeu 3 ociablieHuM



imyHiTeToM (n = 10).

HatmtuacrTimri mo6iuHi peaxirii, siki 0y/Ii 3apeeCcTpoBaHi y HOCTiAXKEeHHIX 3aCTOCYBaHH S
03eJIbTaMiBipy AJIs JIIKyBaHHS Ta NPOQiIaKTUKU T'PUILY YV AiTel (IpU 3aCTOCYBaHHI
mo3yBaHHS Ha OCHOBI Biky - Bim 30 Mr mo 75 mMr 1 pa3 Ha mo0y):

iH@eKuii ma iHea3ii: MoUIUPEeHi - cepedHill OTUT; YaCTOTa HEBimoMa - OPOHXIT,
ITHEeBMOHISI, CHHYCHUT;

3 60Ky Hepsosoi cucmemu: TIOMINPEHi - TOJTOBHUM 0ifb;

3 60Ky cucmemu Kposi ma aimgpamuyHoi cucmemu: 4acToTa HeBimoMa -
nmiMmdaneHonaris;

3 OOKyY Ope2aHie 30py: MOIINPEHi - KOH IOHKTHUBIT (BKJTI0OYal0UX ITOYEPBOHIHHS O4eH,
BUOiTIeHHS 3 o4yel Ta 0inb);

3 60Ky opeaaHis cayxy ma secmuby1ApHO20 anapamy: IOMupeHi - Oinb y ByXax;
HETIOIINPEHI - MOpyIIeHH 3 00Ky OapabaHHOI IEPETUHKY;

3 60Ky Ouxa/nvHOI cucmemu, opa2aHie 2pyo0HOoi KAImKU ma cepedoCmiHHA: OyXKe
MIOIIUPEH] - KallleJib, 3aKJIaJeHICTh HOCAa; MOLINPEH] - pUHOpEes; 4YacToTa HeBigoMa -
acTMa (BKIIOYal04M 3arOCTPEHHS), HOCOBiI KPOBOTEUi;

3 60Ky W/AYHKOBO-KUWKOB020 MpaKmy: OyKe IOIIUPEeHi - OJII0BaHHS; IIOIIUPEH] -
HynoTa, Oinb y 2KUBOTI (B TOMY YHMCIIi Y BEPXHIiX Bimfinax), OUCIIEINCis; YacToTa
HeBigoMa - miapes;

3 60Ky WKipu i niOWKIPHOI KAIMKOBUHU: HEIIOIIUPEeHi - IepMaTUT (BKITIOYA04n
aJllepriyHuy Ta aTOIIIYHUYN OepPMaTuT).

Omnuc oKpeMux Ho0iYHUX peaKIii

ITcuxiyHi ma He8po102iuHi po31adu

['pun Mozxke OyTHU OB’ sI3aHUM i3 PIBHOMAaHITHUMU HEBPOJIOTIYHUMU Ta ITOBEIiHKOBUMU
CHMIITOMAaMH, III0 MOXKYTh BKJIIOYATH rajIlolMHalIlll, Helipii Ta HeaJgeKBaTHY
IIOBEiHKY, B JesAKWX BUIlaJKax - 3 JIeTaJIbHUM HacJligKkoM. BKa3aHi ABUIlla MOXKYTh
CIIOCTEpIraTUCh SIK MPOSB eHlledasiTy 41 eHlledasonarii, ajie MOXYyTh BUHUKATHU 0e3
OYEeBHUOHOIO TAXKKOT0O 3aXBOPIOBaHHS.

Y XxBOpUX Ha I'PUI IIPU 3aCTOCYBaHHI 03e/IbTaMiBipy y HiciasipeecTpaliiHoMy Iepioni
TaKO0XK Oynu 3adikcoBaHi BUIIAAKU CyAdOM i geJtipiio (BK/I0Yal04YM TaKi CUMITOMU SK
3MiHa pPiBHSA CBIIOMOCTI, CIIJIyTaHICTh CBIOMOCTI, HealleKBaTHY IIOBEOiHKY, MapeHH4,
rajolrHalil, axkuTallilo, TPUBOXKHICTh, HiUHI Kaxu), sIKi ¥ ITOOAMHOKUX BUITaOKaX



MMPU3BOONIIN 10 BUIIAAKOBOI'O CAMOMOMIKOOXKEeHH abo JT1eTalbHOT0 HacigKy. Bka3aHi
siBuila Oynu 3a¢ikcoBaHi B OCHOBHOMY V [OiTe¥ Ta MigJIiTKiB i 4acTo Maiu parnToBUM
II04YaTOK Ta LWIBUOKe 3aBeplleHHsda. HeBimoMo, YU 11OB’d3aHi IICUXOHEBPOJIOTIYHI
IIOPYIIEHHS 13 3aCTOCYBaHHIM 03€eJIbTaMiBipy, OCKIJILKU IICUXOHEBPOJIOTIYHI po3jianu
TaKozK Oy/IM 3ape€ecTpoBaHi y XBOPUX Ha I'PHUII, sIKi He 3aCTOCOBYBaJIU 1ied Iperapar.

I'enamobiaiapHi nopyweHHA

Y nailieHTiB i3 rpunonogi6HMM 3aXBOPIOBAHHSIM CIIOCTEpiraaucs po3janu
remaTto0iriapHoi cuCcTeMHU, BKII0YAal04YU BUIMIAOKU TellaTUTy Ta ITigBUIEHHS PiBHS
NeYiHKOBUX (pepMeHTiB. BKa3aHi BUIIagKu BKIIIOYAJIHM JIeTaJIbHUMN QPyIbMiHaHTHUMN
rernaTUT/II€eYiHKOBY HEOOCTATHICTE.

JomaTkoBa iHMOopMallisi Ipo OKpeMi Ipyny HallieHTiB

ITauieHmu niMHb020 8iKy Mma nayieHmMu 3 XPOHIYHUMU 3aXB0PHBAHHAMU Cepu,s
ma/abo duxasnvHOI cucmemu

HocrigxKyBaHa MONYIALA OJi JIIKyBaHHS I'PUILY BKJIl04Yasia 3[0POBUX
OOPOCIUX/IIIAIITKIB 1 Malli€eHTiB 3 (paKTOpaMHU PU3UKY (MALlIEHTHA 3 MiOBUIIEHUM
PU3UKOM PO3BUTKY YCKJIQAHEHD, IIOB’ A3aHUX 13 I'PUIIOM, HATIPUKJIA[ Halli€EHTU
JIITHBOT'O BiKY Ta IMAIiEHTH 3 XPOHIYHUMU 3aXBOPIOBAHHSIMHU Cceplls abo AuxabHOi
cucteMu). 3arajaom npodine 6e3neKu y HiflIiTKiB Ta JOPOCINX 3 XPOHIYHUMU
3aXBOPIOBAHHSIMU CePIs Ta/ab0 3aXBOPIOBAaHHSIMU OUXAJIbLHOI cucTeMu OyB sIKiCHO
MMOPiBHIHHUM 3 TaKUM y 3TOPOBUX TOOPOBOJIBIIIB.

ITauieHmu 3 ocaabaeHum iMmyHimemom

JIikyBaHHS TpPUITYy V IaIli€eHTIB 3 ocnableHUM iMyHITETOM OI[iHIOBAJIOCS B [JBOX
OOCIiAXKEHHSIX i3 3aCTOCYyBaHHSIM CTaHOAapPTHOI a00 BUCOKOI (ITOABIMHOI UM IMOTPiHHOI)
mo3u o3enbTaMiBipy. [Tpodinb 6e3mneku o3enbTaMiBipy, 10 CIOCTEpPiraBcs B UX
OOCIIIIKEeHHAX, BIANOBiAaB TaKOMY, 110 CIIOCTepPIiraBCs B IOIEePEeOHIX KITIHIYHUX
OOCIHIIOXKEeHHX, B AIKUX O03eJIbTaMiBip 3aCTOCOBYBaJIU [JIs JIIKYBAHHS I'PUILY Y MALlIEHTIB
6e3 iMmyHOOediIUTy BCiX BiKOBUX I'pyI (HallieHTiB 0e3 iHIINX 3aXBOpPIOBaHb abo
Mali€eHTiB i3 ¢akKTOPAaMM PU3UKY [CYIIyTHI 3aXBOPIOBaHHS cepilsd Ta/abo OuxaiabHOl
cuctemu]). HattuacTimoio mo6iuHOI0 peakiiiero y miTe 3 ocinabieHuM iMmyHiTETOM OYJI10
OmoBaHHA (28 %).

Y 12-TukHeBOMY AOCHimXKeHHi mpodimakTuku y 475 ocib i3 ocnabieHuM iMyHITETOM, B
ToMy 4uciiy 18 giteint Bikom 1—12 pokis, mpodins 6e3neku y 238 mallieHTiB, sgKi
OTPUMYBa/IX 03€eJIbTaMiBip, OyB MOPIBHAHHUM 3 TaKHUM, 110 CIIOCTEPIraBCs y KIIiHIUYHUX
OOCITiIKEeHHSIX 3aCTOCyBaHHS IIpenapaTry 03eJIbTaMiBipy AJisd IpodilaKTUKH.

Himu 3 6poHXiasnbHO0 acmmoro



3arasoM mpodinb mobiyHUX peakirlii y miTel 3 OpoHXialbHOI acTMOI0 OYB SIKiCHO
IOPIBHSHHUM 3 TaKUM Y 30O0POBUX BIIHOCHO iHIIIKX 3aXBOPIOBAHb OiTEMU.

TepMiH NpHIAaTHOCTI

3 POKH.

He 3acTocoByBaTu miciis 3aKiHYeHHS TEPMiHY IPUOATHOCTI.
VYMoBHM 30epiranus

30epiratu nipu Temnepatypi He Buile 30 °C.

30epiraty y HeIOCTYIIHOMY OJIS OiTE€U MicCIIi.

YnakoBka

ITo 10 kancyn y 6micTtepi. [To 1 6iicTepy B KapTOHHiM KOPOOIIi.
Karteropis Bignycky

3a penemnTomMm.

BupooHuK

Hatko ®apwma JlimiTen.



