IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

HAT®J1Y
(NATFLU)
Cxnan:
Oiro4a pedoBUHA: 03eIbTaMiBip;
1 kamcyna MicTUTh 03enbTaMiBipy docdat ekBiBameHTHO 03eabTaMiBipy 30 mMr a6o 45 mr, abo 75 wmr;

IOTIOMiXKHI pe4OBUHHU: KPOXMaJlb IIpexkenaTuHi3oBaHuy (kpoxmasnb 1500), HaTpito KpocKapMernosa,
noBigoH K-30, Tanbk, HaTpito cTeapundymapar, Kancylu TBepHi XKelaTUHOBI;

000/10HKa Kancyau:

kancyau no 30 Me: 3a1i3a OKCUJ, YePBOHUM, 3ali3a OKCUJ KOBTUY, TUTAHY OIOKCU[, KeJIaTuH,
YOPHUJIO CUHE;

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

Kancyau no 75 me: 3aji3a OKCUJ YePBOHUY, 3ajli3a OKCUJ XKOBTUY, 3a/1i3a OKCUL YOPHUU, TUTAHY
[i0OKCUJ, XKeJlaThH, YOPHUIIO CUHE;

YOPHU/IO CUHE:

IIeJIaK, CIUPT 3HEBOMHEHUM, CIIUPT i30MIPOITiIOBUM, CIUPT OYTUIOBUM, MIPOIIiJIEHT IiKOJIb, aMiaKy
po3umH KoHIleHTpoBaHuH, 6apBHUK FD & C Blue 2 Aluminium lake.

JlikapcbKka ¢popmMa. Kamcynu TBepgi.
OcHosHi (i3uko-xiMiuHi 81acmu8ocmi:

kancyau no 30 me: 3aIIOBHEHI MOPOIIKOM 0iioro abo Malizke 0il0ro KOJIbOpY Karcyiu po3Mipy
“4” 3 KPUILIEYKOI KOBTOT'0 KOJILOPY 3 HanucoM “30mg” 4OpPHUIIOM CUHBOTO KOJILOPY Ta
KOPILyCOM KOBTOT'0 KOILOPY 3 HanucoM “NAT” 4OpHUIIOM CUHBOT'O KOJILODY;

Kancyau no 45 me: 3an10BHEHI TOPOIIKOM 6istoro abo MarixKe 0i0ro KOIbOPY KalcCyau Po3Mipy
“4” 3 KpUILIEYKOI CIpOro KOJIbOpPY 3 HAIUCOM “45mg” YOPHUIIOM CHHBOTO KOJILOPY Ta
KOPIIYCOM Ciporo Kojabopy 3 HanucoM “NAT” 4OpHUIIOM CHUHBOTI'O KOJILOPY;

Kancyau no 75 me: 3alI0BHEHI ITOPOIIKOM 6istoro abo Maiixke 06inoro KOnbopy Karcyiau pPo3Mipy
“2” 3 KpUILIEYKOI0 JKOBTOTO KOJIBOPY 3 HAIKUCOM “75m(Q” 4YOPHUIIOM CUHBOTO KOJIOPY Ta
KOPITYCOM Ciporo Koiabopy 3 HanucoM “NAT” 4OpHUJIOM CHHBOI'O KOJIBODY.



®dapMaKoTepaneBTHYHA I'pyla

[TpoTtuBipycHi 3aco0u [ CUCTEMHOT0 3acTocyBaHHs. [IpoTuBipycHi 3acobu nmpsiMoi mil. IuribiTopu
HelpaMiHigasu. O3ensTamisip. Kog ATX JO5A HO2.

dapmako102iuHi 8 1acmueocmi
dapmakoguHaMika
OsenpTaMiBipy pocdaT € mporpenapaToM aKTUBHOTO MeTaboIiTy (03enbTaMiBipy KapOOKCUIaTy).

AKTUBHUM MeTabOJIiT € CeIeKTUBHUM iHTiIOiTOpOM (hepMeHTYy HelipaMiHigasu BipycCiB I'puily, IO SBIISE
c00010 TTiKONPOTEiH Ha IToBepXHi BipioHa. AKTUBHICTE BipyCcHOT0 (hepMeHTY HelpaMiHifa3y €
BaKJIMBOIO [J151 IDOHUKHEHH BipyCy B HeiH(}iKOBaHi KIITUHY BUBITbHEHHS HOBOYTBOPEHUX BipyCHUX
YaCTHHOK 3 iH(iKOBaHUX KJIITUH Ta IMOJAIbIIOrO IMOUIMPEHHS BipyCy B OpraHi3Mi.

OszenbramiBipy Kapbokcunar inribye HelipaMiHifa3y BipyciB rpumy tunis A ta B in vitro.
OzenbTaMiBipy docdaT IpUTHiUYe permstikaliiio BipyCcy Ta H0To MaTOTeHHICTs in vitro. O3embTaMiBip
IIpY [TepOpaIbHOMY 3aCTOCYBaHHI IPUTHIYY€E pellliKallilo BipyciB rpumy TUmis A ta B Ta 1oro
IaTOTEHHICTh Ha MOJeIsX TPUII03HO] iH(EeKIIil y TBapHUH in Vivo IPU aHTUBIPYCHIX eKCII03ullil, 10
IOCATA€EThCS y JIIOOUHY TIPY 3aCTOCYBaHHi 103U 75 Mr 2 pa3u Ha 00y .

AHTHBiIpyCHA aKTMBHICTb 03e/IbTaMiBipy OyJia mifTBepAXKeHa 100 BipyciB rpumy TuiiB A Ta B B
eKCIIepUMEeHTaIbHUX OOCTI/IXKeHHAX V 3I0POBUX L0OPOBOJIBLIIB.

3naudeHHs 1C,, o3enbTamiBipy ang hepMeHTYy HelpaMiHifa3y KIiHIYHUX i30JIATiB BipycCiB rpumy A
kKonuBanucs Big 0,1 mo 1,3 HMoOnb, a Oyis BipyciB rpuny B ctanoBunu 2,6 HMOnb. B onmy6nikoBaHUX
[NAHUX [OCIIIXKeHb Bil3Havaaucs Bullli 3HaueHHs 1C,, s Bipycis rpuny B 3 MeniaHO!0 8,5 HMOJIE.

Pesucmenmuicmb 00 03enbmamisipy

KniHiuHi QocaidsceHHs. PU3MK MOSBYU BipyCiB IPUIY 31 3HUXKEHOIO YYTIIUBICTIO a0 BUPaXKeHOI0
PE3UCTEHTHICTIO [0 03eJIbTaMiBipy BUBYABCA IIiJl YaC KIIIHIYHUX JOCIifAXKeHb. PO3BUTOK
PE3UCTEHTHOCTI 0 03e/IbTaMiBipy y BipyCy IHif Yac JIiKyBaHHS CIIOCTepiraBcs 4YacTilie y
OiTey, HiX y DOPOCIUX, Bapitorouu Big MeHIe 1 % y mopocnux 1o 18 % y HeMOBIIAT BIKOM 10
1 poky. [itu-HoCil BipyCy, pe3UCTEHTHOTO 0O 03e/IbTaMiBipy, 3arajioM BUIIISAIN BipycC
IIPOTSATOM OilbIII TPUBAJIOTO IEPiONY MOPIBHIHO 3 TAKUMHU i3 HEPE3UCTEHTHUM BipyCcoM.
OpHak CIupudYrHeHa JIiIKyBaHHSIM PEe3UCTEHTICTh IO 03e/IbTaMiBipy He BIIMBajla Ha BiAIOBigb
Ha JIiKyBaHHS Ta He [IPU3BOLUIIA [0 [IONOBXKEHHS CUMIITOMIB I'PUILY.

3arasom OilbIlI BUCOKA YacTOTa PE3MCTEHTHOCTI 10 03e/IbTaMiBipy CIlocTepiranacs y JOPOCIUX Ta
mited 3 ocnabieHUM iMyHITETOM, SIKi OTPUMYyBaJU CTAHOAPTHY ab0 MOABINHY 003y 03e/IbTaMiBipy
npotsarom 10 gHiB [14,5 % (10/69) y rpyni crangapTHOl f03u Ta 2,7 % (2/74) y rpymni noABitHOI K03H],
IIOPiBHSHO 3 TaHUMH JOCIIKeHb 3a y4aCTI0 JOPOC/INX Ta HiTei 0e3 iHIINX 3aXBOPIOBaHb, SKi
OTPUMYBAJIX JIIKYBaHHS 03€JIbTaMiBipoM. BibLIiCTE [OPOC/INX ALEHTIB, Y AKUX PO3BUHYJIACS
PE3UCTEHTHICTh, OyNM MalieHTaMu Mmicsg TpaHcIUtaHTalil (8/10 mauieHTiB y rpymi cTaHmapTHOI K031
Ta 2/2 mauieHTiB y IPyIi IOABIMHOL f03u). BiNbIIiCTs TALli€HTIB 3 BipyCOM, PE3UCTEHTHUM [0
o3ebTaMiBipy, Oynu iH(diKOBaHi BipycoM Irpumy TUIY A Ta BUIIIAIM BipyC IPOTSATOM GisbIl
TPUBAJIOTrO IIepiofy.



YacToTa pe3uCTEeHTHOCTI 10 03e/IbTaMiBipy y HAiTel 3 ocnabieHuM iMyHiTeToM (< 12 poKiB), sKi
OTPUMYBaJIX 03eJIbTaMiBip y ABOX HOCHiAXKeHHSX, fopiBHIoBanta 20,7 % (6/29). 13 mectu gitew 3
ocitabieHuM iMyHITETOM, y SIKUX CIIOCTEePiraBCs PO3BUTOK PE3UCTEHTHOCTI 10 03€eJIbTaMiBipy
IIPOTATOM JIiKyBaHHS, 3 IAIliEHTA OTPUMYBaIU CTaHOAPTHY 03y i 3 MallieHTH — BUCOKY (MOABIHY
abo moTpiliny) mo3y. BinblIicTh i3 HUX Maau rocTpuil TiM(oigHMHM TerKo3 i BiK < 5 pOKiB.

YacToTa pO3BUTKY PE3UCTEHTHOCTI 10 03€JIbTaMiBipy B KJIIHIYHUX AOCHIIAKEHHAX

[Tomynsilig malieHTiB [TalfieHTH 3 MyTali MU PE3UCTEHTHOCTI (%)

denoTUNyBaHHS*

['eHO- Ta peHOTUNYBaHHST*

Ilopocri Ta mitu

0,88 % (21/2382)

1,13 % (27/2396)

[itu (1-12 poxkiB)

4,11 % (71/1726)

4,52 % (78/1727)

HemoBnsita (< 1 poky)

18,31 % (13/71)

18,31 % (13/71)

* [IoBHEe TeHOTUIIYBaHHS B YCiX OOCIIAXEHHIX He IIPOBOAUIIOCS.

ITpoginakmuka 2puny

HeMmae migTBepOKeHHS BAHUKHEHHS PE3UCTEHTHOCTI [0 JIiIKapChKOT0 3ac00y, acolifoBaHoi i3
3aCTOCYBaHHSIM 03eJIbTaMiBipy, y IPOBeIeHUX Ha ChOTONHI KITIHIYHUX JOCTiAKEHHIX MTPo(iTaKTUKA
TPHUIY IicJis KOHTaKTY (7 OHIB), 4leHaM ciM'l micnsa KoHTakKTy (10 gHiB) Ta ce30HHOI POodiTakKTUKU
rpuny (42 pgHi) y nanieHTiB 3 ocnabneHuM iMmyHiTeToM. ITim yac 12-TUKHEBOTO [OCTiIXKEHHS
npo¢inaKTUKY y NalieHTiB 3 ocableHuM iMyHiTeTOM BUHUKHEHHS PE3UCTEHTHOCTI He
CIIOCTepiranocs.

KainiyHi 0ani ma OaHi cnocmepediceHb. Y Bipycax rpully Tuiy A Ta B, BUiJIeHUX y HAI[l€HTIB
0e3 ekcno3ullii 03ebTaMiBipoM, in vitro Oynu BUSBJIEHI IPUPOMAHI MyTallil, acolifioBaHi 3i
3HUKEHOI0 YyTIUBICTIO N0 03eIbTaMiBipy. Pe3ucteHTHi mTamu, BigibpaHi mig yac nmikyBaHHS
o3ebTaMiBipoM, OyIu BUMIiTIeH] ¥ MAIliEHTiB 3 HOPMaJbHUM Ta 0CliablieHuM iMyHiTeTOM. Y
NallieHTiB 3 0ciableHuM iMyHITETOM Ta HiTel MOJIOZIIOrO BiKy PU3UK PO3BUTKY
PE3UCTEHTHOCTI 0 03e/IbTaMiBipy IIifl Yac NiKyBaHHS BipyCy GibIll BUCOKUHM.

Byno BusgBIEHO, 110 PE3UCTEHTHI 0 03€JIbTaMiBipy BipyCH, BULi/IEH] Y MALli€HTIB, K1 OTPUMYBaJu
JiKyBaHHS 03€JIbTaMiBipOoM, Ta Pe3UCTEHTHI 0 03eIbTaMiBipy TabopaTOpPHi MITaMu BipyCiB rpumy
MiCTATh MyTallil B HelipamiHifgazax N1 ta N2. MyTatii pe3aucTeHTHOCTi Malu TeHAEeHIi0 OyTH
crnenudigyauMEU 10 BipycHoro migtumy. 3 2007 poKy CliopaguyHO BUSBISAIACS PE3UCTEHTHICTS, 110
BUHUKAaJa IPUPONHUM IIISIXOM Ta Oyjia acolitfioBana 3 myTarieio H275Y, y ce3onnux mramax HIN1.
YyTnusBiCTh KO 03eIbTaMiBipy Ta NOMIKPEHICTh TAKUX BiPYCiB 3MIHIOETHCSA CE30HHO Ta reorpadivyso. Y
2008 poui H275Y Gyna BusineHa y > 99 % nupkymotouux i3oaTiB rpuny HIN1 B €spormi. ¥ 2009
poti Bipyc rpuny HIN1 («cBuHSYUM rpumn») 6yB Maiike OGHOPIAHO YyTIUBUM [0 03eJIbTaMiBipy, Ipu
IIbOMY HaOXOOWIN CIIOPafWyYHi IOBIAOMJIEHHS NIPO PE3UCTEHTHICTh IIPX 3aCTOCYBaHHI JTIIKapChKOT0
3aco0y 3 MeTOI0 JIiKyBaHHS Ta IPO(DITaKTUKH.

®apMakoKiHeTHKa

BcMoKTYBaHHA

[Ticna mepopanbHOTO MPUNOMY 03eNIbTaMiBipy ocdart (mpompenaparT) T1eTKO BCMOKTYETHCS Y
TPaBHOMY TPaKTi Ta 3HAYHOIO MipOI0 IIEPETBOPIOETLCS HAa aKTUBHUYN MeTa0oJIiT (03e/bTaMiBipy
KapOoOKcunar) mif fgieio med4iHKoBUX ecTepas. He meHie 75 % NpuiHATOL BHYTPIIHBO T03U



MIOTPAIISIE ¥ CUCTEMHUY KPOBOOOIT Y BUTTISII aKTUBHOT'O MeTaboiTy, MeHIe 5 % - y BUTTISA1
IIOYATKOBOTO Mpenaparty. [171a3MoBi KOHIIEHTPAIlil SIK MPOoIpenaparTy, Tak i akTUBHOTO MeTabomiTy
IIPOTOPIIiMHI A0 03K, TOMY He 3ajexXaTh Bifl 0HOYACHOTO 3aCTOCYBaHHSA 3 1K€IO.

Po3mopin

Y mioguHY cepenHilt 00’€M PO3MOAiNTYy aKTUBHOTO MeTabOoJIiTy y piBHOBaKHOMY CTaHi CTAHOBUTH
npubnau3Ho 23 1, TOOTO BiH eKBiBajeHTHUN 00’eMy MO3aKIITUHHOI PiguHu opraHizmy. OCKinbku
aKTHBHICTh HeMpaMiHila3y € I03aK/IITUHHO0, 03eJIbTaMiBipy KapOOKCHUIAT HOCSITAa€E BCiX OCHOBHUX
MiCITb JTOKaJli3allil TPUII03HO01 iH(EeKITil.

3B’13yBaHHS aKTUBHOT0 MeTaboiTy 3 OinKkaMu Iy1a3My KPOBi TIOOUHY HU3bKe (Tpubiau3Ho 3 %).
MetaGomizm

OsenpTaMiBipy pocdaT 3HAaYHO MipOIO TEPETBOPIOETLCS HA 03€TbTaMiBipy KapOOKCHUIAT IIif Hi€r0
ecTepas, 10 3HAXOMAThLCS NepeBaxkHo y neuinii. Hi o3ensramiBipy docdar, Hi akTuBHUE MeTa0OIIT
He € cybcTpaTamu abo inribiTopamu i3ohepMeHTiB cucTeMu 1uToxXpoMy P450y mocmigKeHHSX in
vitro. 2Koguux KoH'toraTiB ¢a3u II ams 060X cronyk He 0y710 BUSIBIIEHO in Vivo.

BuBeneHHdA

O3senbTaMiBip BUBOOUTHCS TOJIOBHUM YHHOM (> 90 %) MIIAX0OM IepeTBOPEHHS Ha 03e/IbTaMiBipy
KapOOKCUIaT, KW He MiIgaeTbCs MomanbliIii TpancpopMallii Ta BUBOOUTHCS 3i ceuero. Y GinmbIIoCTi
MAIliEHTiB MaKCHMaJlbHa KOHIIEHTPALlis aKTHBHOT'0 MeTa0OoJIiTy y IIa3Mi KPOBi 3HUXKYETHCS 3
nepiomoM HamiBBuBemeHHs 6-10 roguH. IT0BHICTIO aKTUBHUN MeTa0OJIiT BUBOOUTHCS HUPKAMHU.
Hupxkosuii kipesc (18,8 n/rom) nepepullye mMBUAKICTL KITy604K0OBOI ¢inbTpariii (7,5 n/rom), 1mo
BKa3ye Ha Te, 1[0 J0laTKOBO IIpenapaT BUBOAUTHCS Iife ¥ IMIISTXOM KaHalIbIeBOl CEeKpellil. 3 KarioM
BUBOOUTHCS MeHIIe 20 % NPUUHATOr0 BHYTPIIIHBO Pafi0aKTUBHO ITI03HAYEHOI0 IIpenapary.

dapmakokiHemuka 8 ocob.ausux 2pynax

Iitu BiKoM Bif 1 poKy

dapMaKOKiHETHUKY 03eJIbTaMiBipy BUBYAJIHU y AiTeX BiKOM Bifl 1 0o 16 pokiB y papMaKOKiHETUUHOMY
IOCTiAXKeHH] 3 OMHOPa30BUM IIpuitoMoM npemnapaty. PapMaKoKiHETUKY IIPU 6araTopa3oBoMy
IPUHOMI IIpenapaTy BUBYAJIM Y HEBEJIMKOI KiJTbKOCTI HiTel y KITiHIYHOMY JOCHTigKeHHi e(eKTUBHOCTI.
Y miTel MOJIOAIIOTO BiKy BUBEeHHS IIPOIIpenapary Ta akTUBHOTO MeTaboliTy BinOyBanocs MIBUALIE,
HiXK y ITOPOCIIHX, 110 MIPHU3BOAMIIO [0 OiNbI HU3BKOI €KCITO3UIil, BUPAXKEHO1 V MilirpamMax Ha Kijorpam
(mr/kr) go3u. Ilicna mpuiioMy mpenaparty B H03i 2 MI/KT CIIOCTepiranacs Taka X eKCIO3UIIisg
03e/IbTaMiBipy KapOOKCHUIIATY, SKa HOCIrasacs y MOPOCIIUX IiCIsi OMHOPa30BOT0 IpuiioMy 75 Mr
npernapary (Io eKBiBaJleHTHO IPUOIU3HO 1 mr/kr). ®apMakKoKiHeTHKa 03e/IbTaMiBipy y AiTen
TaKa X caMa, AK 1 y JOPOCIIUX.

[IalieHTy JIITHLOIO BIKY

Y natieHTiB NiTHHOTO BiKY (65-78 POKiB) eKCIIO3u1lis aKTHBHOT'0 MeTaboJIiTy B PiBHOBa2KHOMY CTaHi
Ha 25-35 % Bullla, HiXK y MOJIOAIINX NallieHTiB (< 65 pOKiB) Ipy 3aCTOCyBaHHI aHANIOTIYHUX 103
o3enbTaMiBipy. [lepion HamiBBUBeOeHHS IIpenaparty B 0Cib JiTHROTO BiKy € IOAIOHUM 10 TAKOI'O Y
MOJIOIIIUX TallieHTiB. Ha 0CHOBI eKCIo3ullii mpenapaTy Ta MepeH0CUMOCTi HeMa€E HeoOXigqHOCTi B
KOPHUTYBaHHi 103U MallieHTaM JIITHbOTO BiKy, KPiM MallieHTiB 3 MOMipHOI0 ab0 TSIKKO0I0 HUPKOBOIO
HeIOCTATHICTIO (KJIipeHC KpeaTUuHiHy < 60 mn/xB) (ouB. po3min «Cmocib 3acTocyBaHHS Ta
DO3MU»).



INarieHTH 3 ypaxkKeHHIM HIPOK

[Tputiom o3enbraMiBipy dhocdaty 100 Mr 2 pa3u Ha moOy IPOTIroM 5 OHIB NallieHTaMH 3 Pi3HUM
CTyTIeHEM ypaxKeHHS HAPOK IIPOEeMOHCTPYBaB, 1110 €KCII03UIIis 03eIbTaMiBipy KapOoKCHUIaTy €
00epHEeHO MPOMIOPLIAHOIO 10 3HUKEeHHS QYHKIII HUPOK. [I11s mo3yBaHHS OUB. Po3min «Cmocid
3aCTOCYBaHHA Ta NO3U».

[TallieHTH 3 ypaKeHHIM MeYiHKU

3a pe3ynbTaTaMu OOCIIIXKEHb in Vitro He 0YiKyEeThCS Hi 3HAYHOTO 30iNTbIIeHHS €KCIIO3UIIil
03eJIbTaMiBipy, Hi 3HAYHOT0 3HUXKEHHS eKCIIO3UIlii aKTUBHOTO MeTaboJIiTy 03€e/IbTaMiBipy y MallieHTiB
3 MOPYLIEHHAMHU (DYHKIIil TeYiHKH.

BariTtHi XiHKHU

3BefieHUY IONYNAIiNHUY (DapMaKOKiHETUYHUY aHaJli3 BKa3ye Ha Te, 110 PeXUM J03yBaHHS
03eJIbTaMiBipy, IKUU OMHUCAHO Y po3fini «Croci0 3aCTOCyBaHHS Ta J03U», MPU3BOAUTH J0 HU3BKO1
ekcro3utril (B cepegabomy 30 % IPOTSATOM YChOTO IEPiofy BariTHOCTI) aKTUBHOTO MeTabO0MiTy y
BariTHUX XKiHOK ITOPiBHAHO 3 HeBariTHUMHU. [IpoTe MeHIla nepef0aydyBaHa €KCIO3UIIis 3a/IUIIAETHCS
BUIIOIO Bif] iHTi0Oytounx KOHIeHTpallil (3HaueHHs [Cy;) Ta miama3oHiB MITaMiB BipyCy rpumy Ha
TepaneBTUYHOMY PiBHi. KpiMm Toro, naHi o6cepBauiiHuX JOCHiIXKEeHb BiqoOpaxkaloTh KOPUCTh Bifl
IIOTOYHOTO PEXKUMY J03YBaHHS I faHOl KaTeropii namieHTiB. TakuM 4YuHOM, HE PEKOMEHOBAHO
KOPUTYBaTH [03Y /I BariTHUX XKiHOK IIPH JIiKyBaHHI a60 mpodiakTulli rpumny (OuB. po3min
«3acTocyBaHHS y epiof] BariTHOCTI abo TOmyBaHHS TPYAOIO»).

[NarieHTH 3 ocnabIeHuM iIMYHITETOM

[TonynsauivHi (apMaKOKiHETUYHI aHaJi3u IPOAEMOHCTPYBAJIH, 110 3aCTOCYBaHHS 03€/IbTaMiBipy
mopocnuM i mitsam (< 18 pokiB) 3 ociabieHuM iMyHiTeTOM (SIK BKa3aHO B po3pisni «Crocio
3aCTOCYBaAHHS Ta MO3U») IPU3BOOUTD OO 30iIbINEHHS ITPOTHO30BAHOI €KCII03uIlil (TpubImn3Ho
Ha 5-50 %) akTHUBHOT0 MeTabOoMiTy MOPIBHSAHO 3 MalliEeHTaM¥ 3 HOPMaJIbHUM iMyHITETOM i3
TIOPiBHSHHUM KJIipEHCOM KpeaTuHiHy. Y 3B’A3Ky 3 IIMPOKUM [fiara30HOM 0e3MeKu aKTUBHOTO
MeTabomiTy malieHTaM 3 ocnabieHuM iMyHITETOM KOPUTYBaHHS 03U He MoTpibHe. OgHak s
nalieHTiB 3 ocnabieHuM iIMyHITETOM Ta MOPYIIEHHSIM GYHKINI HUPOK 03y CIIif BiIKOPUTYBaTH 3TigHO
3 peKoMeHpalisMu y po3mini «Crocid 3aCToCyBaHHS Ta JO3U».

AHamni3 (hapMakOKiHeTUYHUX i hapMaKOAMHaAMIYHUX AaHUX ABOX AOCIIIXKEHb 3a y4aCTIO alli€HTiB 3
ocnabieHuM iMyHITETOM NMPOEMOHCTPYBAB BiICYTHICTh 3HAYYIIOI TOIATKOBOI KOPHUCTI Bif
3aCTOCYBaHHS {103, III0 TIEPEBUIIYIOTh CTAHIAPTHY [03Y.

KniniuHi XapakKTepHCTHKH

Iloka3annsa

JIikygaHHA 2puny

Jlikapcekuit 3aci6 HaTdiy mokasaHui JOPOCIUM Ta OiTSAM BiKOM Bif 1 poKy, y SKUX HasgBHi
CHMIITOMH, XapaKTEepHi OIS TPUIY, Iif Yac UUPKYIIil Bipycy rpumny. EQekTuBHicTh Oya

IIPOJIEMOHCTPOBAaHAa, KOJIY JIiKyBaHHS 0yJI0 pO3M0YaTO MPOTATOM OBOX [IHIB IiCJIS MEPIIOol TOSBU
CHUMIITOMIB.



ITpogpinakmuxka 2puny

- [TpodinakTuKa rpuly y JOpOCIHX Ta HiTei BiKOM Bif 1 pOKy micisi KOHTAKTy 3 0c00010 3
KJTIHiYHO AiaTHOCTOBaHMM I'PHUIIOM IIifi Yac MUPKYJIALil Bipycy Tpuy.

- BigmoBigHe 3acTocyBaHHS JlikapchKoro 3acoby HaTdiy 3 MeToio npodinakTUKY IT'PUILY
HeoOXiIHO BM3HAUYaTH B KOXKHOMY KOHKPETHOMY BUIIAJKY, BpaxOByI04YM 00CTaBUHY Ta 3BaXKal04u Ha
I'PYIy NaLi€eHTiB, SKii MOTpibeH 3aXUCT. Y BUHATKOBUX CUTYalidX (HalpuKiIaf, y pa3i po30ixkHocTeH
MiX LUPKYJIIOI0YUM BipyCOM I'PUIYy Ta BipyCOM I'PUIly, IIPOTU SIKOTO IIPOBOAMIIACS BaKIMHALIi, Ta IIif
yac MmaHAeMii) ce30HHY npodinakTUKy MOXKHAa IIPOBOAUTH Y 0cib BikoM Bif 1 poKy.

3acTocyBaHHS JTiKapchbKoro 3aco0y Hatduy He 3aMiHIOe BaKIIMHAIIIO0 IPOTH IPUIY

3acTocyBaHHS IPOTHUBIpyCHUX 3aco0iB [iig MiKyBaHHS Ta NpodinakTuKu rpumny Mae 0a3yBaTHUCS Ha
odiinHUX peKoMeHpaliax. PillleHHsS Ipo 3aCTOCYBaHHS 03€/IbTaMiBipy AJ1s TiIKyBaHHS Ta
IpodilaKTUKY TPUIY CIIifl IpUKMMaTH 3 ypaXyBaHHIM XapaKTEPUCTUK IIUPKYII0I04YNX BipyCiB rpuiy,
mocTymHol iHdopMatiii Iogo YyTAUBOCTI BipycCiB Irpumy mo aikapchKuX 3aco0iB Y KOXKHOMY CE30Hi Ta
BIIJIBY 3aXBOPIOBAHHS B Pi3HUX reorpaiyHUX perioHax Ta rpynax HalieHTiB.

IIpomunoka3anHus

[TigBuIleHa YYTIUBICTE 10 03ebTaMiBipy docdaTy abo mo 6yap-g1KOT0 KOMIIOHEHTA JiKapChKOT0
3aco0y.

B3aemodis 3 inwumu aikapcbkumu 3acobamu ma inwi eudu e3aemo0itl

dapMaKoKiHEeTHYHI BIaCTUBOCTI 03e/IbTaMiBipy, Taki 9K cnabke 3B's13yBaHHS 3 OinKamu Ta
MeTaboImi3M, SKUl He 3anexuTh Bifg cucteM CYP450 i rmokypoHifma3u (OuB. po3min
«®apMaKOKiHETHKa»), CBiIUaTh, 10 KJIiHIYHO 3HAYYIA B3A€EMOZIs 3 iHIIMMU TiKapCbKUMU 3aco0aMu
MaJIOMMOBIpHa.

[TpoGeHerun

[Tpu omHOYACHOMY IIPUtOMi 03eIbTaMiBipy ¥ TpobeHeIuay A1 MallieHTiB 3 HOpMaJIbHOI QYHKITEIO
HUPOK KOPEKIis 03U He noTpiObHa. OgHOYacHe 3aCTOCYBAaHHS MPOOeHeIUNy, IKUH € TIOTYXKHUM
inri6iTopoM aHiOHHOTO IUISIXY HUPKOBOI KaHAJbIIEBOI CeKpelii, TPpHU3BOAUTH 0 30iTbIIeHHS
€KCIT03UIlil aKTUBHOTO MeTa0oJIiTy 03e/bTaMiBipy mpuOIn3HO BOBiYi.

AMOKCHITIITIH

OsenbpTaMiBip He IPOSBIISE KIHETUYHOI B3a€EMOZI1 3 aMOKCHULIMITIHOM, eJliMiHalis SKoro BimOyBaeThCS
TUM Ke IIJISX0M, 10 ¥ 03e/IbTaMiBipy, II0 CBITYUTD PO c1abKy B3a€MOIii0 3 03eIbTaMiBipOM HaHUM
IIISTXOM.

BuBeneHHS HUDKaMU

KniniyHo Bax/vBa B3a€MOis 3 iHIIMMHU JTiIKAPCHKUMHU 3aco0aMH, sIKa BKJTIOYA€ KOHKYPEHIIio 3a



HUPKOBY KaHaJIbLIeBY CEKpellilo, MaJo¥MOBipHA y 3B'I3Ky 3 BifOMUMU MexkaMu Oe3meKu OiNbInocTi 3
IIUX JTIKapChKUX 3ac00iB, XapaKTepUCTUKaMHU eJliMiHallii aKTUBHUX MeTaboJIiTiB (KI1y6ouKoBa
GbinpTpalis Ta aHiOHHA KaHasblieBa CeKpellisi) Ta 06’'eMoM eKCKpellii 3a OIIOMOT 00 JaHUX IIIAXiB.
OpmHax crif mTposBIATH 00epexkHiCTh IIPHU MTpHU3HaYeHHI 03eIbTaMiBipy nalieHTaM, SKi MpuiitMaioTh
JiKapchKi 3ac00M 3 aHAJIOTiYHUM IIJITXOM eKCKpellil Ta By3bKHM TepaleBTUYHUM Iialla30HOM
(HampuKIaf, XJIOpIpoIiaMifi, MeToTpekcaT, heHin0yTa30H).

[TomaTKoOBa iHpopMaIrisg

dapMaKOKiHETUYHI B3aEMOi] MiXK 03e/IbTaMiBipoM Ta HOT0 OCHOBHUM MeTabO0IiTOM mpu
OIHOYACHOMY IIpU3HAYEHH] 3 ITapaleTaMoJIOM, alle TUJICAIIIUIIOBOI0 KUCIIOTO, IUMETULUHOM Ta
aHTAUUOHUMHU 3acobaMu (TigpPOKCHU[ MarHiio i TigPOKCHU aTlOMiHii0, KaJbllito KapOoHaT),
puMaHTaguHOM ab0 BapdapuHoM (y HallieHTiB, sIKi mpuitMaioTh cTabinbHi 003U BapdapuHy Ta He
XBOpIIOTh Ha I'PUII) He BUSBIIEHI.

Y kninivHUX gocnipxkeHHaX (a3u 11l 3acTocyBaHHS 03e1bTaMiBipy O JTIKyBaHHS 1 TPODiNTakKTUKA
TpUIy npenapaT Mpu3HavaIy i3 3arajJbHOBXKUBAHUMHU JTiIKAPCHKUMHU 3ac00aMM, TAKUMU K iHTiOiTOpH
aHTi0TeH3UHIIEPEeTBOPIOBaIbHOTO (pepMeHTy (ATI®) (eHananpui, KanTONPHUII), Tia3uAHI AlypeTUKU
(6engpodnyas3un), aHTuOIOTHKY (MEHILUIiH, 11edanoCIOpyH, a3UTPOMIIIMH, EPUTPOMIIINH i
OOKCUITMKITiH), 6110KaTopu H,-perenTopiB (paHiTuguH, muMeTunuH), 6eTa-6710KaTOpH (IIPOIPAHOIION),
KCaHTHHH (TeodiniH), cuMnaToMiMeTHKu (1iceBmoedenpuH), omioigu (KomeiH), KOPTUKOCTEPOIaH,
iHTangIiiiHi 6pOHXOOUIATAaTOPU, aHANITETUKY (alleTUICAIIIMI0Ba KUCII0Ta, i0ynpodeH i
napateTamor). [Ipu 3acTocyBaHHI 03eIbTaMiBipy pa3oM i3 mepepaxoBaHUMHU IIpernapaTaMyu 3MiHa
mpodimio Oe3rmeKy Ta YaCTOTH BUHUKHEHHS MOOIYHMX peakIliii He 3apeecTpoBaHa.

MexaHi3M B3a€MO[Iii 3 TepopaJbHUMU KOHTPALeITUBAMU BiICYTHIl.

Oco06.1ueocmi 3acmocyeaHHs

O3enbTaMiBip eeKTUBHUM TiIbKYU IIPOTU 3aXBOPIOBaHb, CIPUYMHEHUX BipycaMu rpuny. [JaHux 1U[0m0
e(peKTUBHOCTI 03e/1bTaMiBipy IIpu OyOb-IKUX 3aXBOPIOBAHHSX, CIPUUYNHEHUX IHITUMY 30yOHUKAMU,
KpiM BipyCiB Ipuily, HeMae.

3acToCyBaHHS 03eIbTaMiBipy He 3aMiHIO€ BaKIIMHALI0 IPOTHA TPUIY

3acTocyBaHHS 03€e/IbTaMiBipy He IIOBUHHO BIIJIMBATH Ha BU3HAUEHHS 0Ci0 II0MI0 IOPiyHOl BaKIMHAIIil
IIPOTHU TPUIY. 3aXUCT IPOTH TPUILY TPUBAE JINILIE IIif Yac IPUIOMYy 03eIbTaMiBipy. Jlikapcbkuii 3aci0
CJIi[I 3aCTOCOBYBATHU [ JTIKyBaHHS Ta NPOGiTakKTUKU IPUIY JIUINE IPY HasBHOCTI HafiMHUX
emifeMioNIOTiYHUX AaHuX, SKi CBiqYaTh PO LUPKYIIALI Bipycy. I[IpogeMOHCTPOBaHO, 110 Yy T/IUBICTh
IIUPKYII0I0YMX IITaMiB BipyCy I'PUILY IO 03eIbTaMiBipy Ma€ BUCOKY BapiaOenbHICTh, TOMY JiKap
IIOBMHEH BpaxXOByBaTH HaMCBiXilly iH(OpMaIlito 000 YYTIUBOCTI IO 03€/IbTaMiBipy LUPKYIIOIYUX
Ha [aHWU 4Yac BIPYCiB nepeq NIPUUHATTSAM PIlIEHHS IPO 3aCTOCYBaHHS 03eJIbTaMiBipy.

TsaxKi MKipHi peakiii Ta peakilil TinepYyTIXBOCTi

[Tig yac mOCTMAapKETUHTOBOTO 3aCTOCYBaHHS 03eJIbTaMiBipy MOBIMOMIISITIM PO BUIIAAKM aHadinakcil
Ta TSIXKKUX MKIPHUX pPeakiliid, BKIYaloYu TOKCUYHUY elligepManbHui HeKpomi3, cuaapoM CTiBeHca -
[I2KoHCOHa Ta MyJIbTU(GOPMHY epuTeMy. CIlif BiIMiHATH 03€/IbTaMiBip i MPU3HAUYUTHU
BiTIOBimHE JTiKyBaHHS, SIKIIO CIIOCTEPIrafoThCS Taki peakiii abo € migo3pa 1010 ix
BUHUKHEHHS.



TsXKKi CYNyTHI CTaHU

Hewmae indopwmariil mopo 6e3neku Ta eeKTUBHOCTI 3aCTOCYBaHHS 03€/IbTaMiBipy mallieHTaM 3
TSXKKUMU ab0 HecTabiTbHUMU 3aXBOPIOBAHHSIMU 3 HEMUHYYUM PU3UKOM TOCITiTasi3airil.

[NamieHTH 3 ocnabIeHuM iIMYHITETOM

Besneka Ta e(peKTUBHICTh 03eIbTaMiBipy [AJd JIIKyBaHHSA Ta NPOMiTaKTUKYU IPUILY Y MAIliEHTIB 3
ocrabeHuM iMyHITETOM He BCTaHOBJIEHi.

3&XBOQIOB8.HHH cepud / ﬂI/IXB.HbHOi CUuCTeMu

EdekTuBHICTh 03€NbTaMiBipy s JTiKyBaHHS Malli€HTiB 3 XPOHIYHUMHU 3aXBOPIOBaHHSIMH Cepls Ta/abo
3aXBOPIOBAHHSAMY [AUXaAJIbHOI CUCTEMU HEe BCTaHOBJIEHA. Y TaKUX IAIli€HTiB Pi3HUIA Y YaCTOTi
yCKJIaflHEeHb MiX I'pyllaMu JIiKyBaHHS Ta Iale0o0 He crocTepiranacs.

TsKKa HUPKOBa HEIOCTATHICTh

Kopekiiig no3u o3enbTaMiBipy Ipyu 3aCTOCYBaHHI A7 JIiIKyBaHHS Ta MPO(DiTaKTUKUA PEKOMEHOYEThCS
popocnuM Ta mitam (13-17 pokiB) 3 TIKKOI0 HUPKOBOIO HeIOCTaTHICTI0. HegocTaTHRO KITIHIYHUX
JaHuX 1000 3aCTOCYBaHHS IpemnapaTy JiTAM 3 HUPKOBOI HEJOCTATHICTIO BiKOM Bifl 1 poky ans
PEeKOMeHfalii g0 mo3yBaHHs (OuB. po3minu «®apMakokiHeTHKa» Ta «Crmocib 3acTOCyBaHHS Ta
LO3U»).

HeviponcuxiyHi po3nagn

Y xBOpUX Ha Ipul (MepeBaXHO y AiTel) IPHU 3aCTOCYyBaHHI 03eIbTaMiBipy Oynu 3adikcoBaHi BUIaiKU
HeyporncuxiyHux posnapiB. Taki po3nagu Takoxk OyIM 3ape€eCcTpoBaHi y XBOPUX Ha I'PUII, SKi He
3aCTOCOBYBaJIU Liey IIpemnapart. 3a CTaHOM IalLli€HTIB CJIif PeTeIbHO CIIOCTepiraT Ajis BUSBIEHHS
3MiH y MTOBe[IiHIli, @ KOPUCTh Ta PU3UK IIPONOBKEHHS JIiIKYBaHHS CIIi[I OIiHIOBAaTH 3 00€PEeXHICTIO [JIs
KOXKHOTO TallieHTa (ouB. po3min «[1o6iuni peakirii»).

Ymuanisauisa HesukopucmaHo20 npenapamy ma npenapamy i3 npocmpoyeHuUM mepMiHOM
npudamHocmi

HapgxomkeHHS JTikapCchKOTro 3aco0y y 30BHIIIIHE cepenoBullle He0OXimHO 3BECTH N0 MiHIMyMY.
Jlikapcekui 3aci0 He CIIif BUKUOATH ¥ CTi4Hi Boau i moOyToBi Bigxomu. M5 yTumilalii HeoO6ximHO
BUKOPHUCTOBYBATH TaK 3BaHy CUCTeMY 300Dy BiIXOmiB IIPpX HasIBHOCTI TAKOl.

JonomixcHI peyosuHu

Hampit. Le# nikapcbkuii 3acib MicTuTh MeHine 1 MMoinb (23 Mr)/mo3y HaTpiio, TOOTO
IIPaKTUYHO BiIILHUY Bifl HATPit0.

3acmocyeanns y nepiod eazimnocmi abo 200yeanuHsi 2pydoio
BariTHicTb

['pum acoIritoeThCst 3i MKigIUBUM BIIJIMBOM Ha Mepebir BariTHOCTI Ta PO3BUTOK IJIONA, a TaKOXK i3
PO3BUTKOM 3HAQYHUX BPOAXKEHUX Baf PO3BUTKY, Y TOMY YMCJIi BpOAXKEHUX Baf cepusd. Benuka
KIIBKIiCTh JA@HUX 00 3aCTOCYBaHHS 03€JIbTaMiBipy IIif Yac BariTHOCTI, OTPUMaHUX Y



mic/sIpeecTpalliiHoMy 1epiofi Ta B mpotieci o6cepBalliiHux mociigxens (0inbine Hik 1000 Hacmigkis
€KCIIO3uIlil mif 4ac | TpuMecTpy BariTHOCTI), CBig49aTh PO BiICYTHICTH y 03€NIbTaMiBipy
MasibpopMmaTuBHOL ab0 deTanbHOi / HeOHATaNIbHOI TOKCHUYHOCTI. OgHAK B OmHOMY oOcepBaliitHOMY
OOCIIiAKEeHH] Ha TJIi BiICYTHOCTI MiABUILEHHS CYKYIIHOTO PO3BUTKY BPOAKEHUX Bal PO3BUTKY
pe3ynbTaTy 100 3HaYHUX BPOMXKEHUX Bafl CEPLs, JiarHOCTOBAHUX IIPOTATOM 12 MicALiB micis
HapOMXKeHHS, He Oy/id MePeKOHIMBUMU. Y IbOMY OOCTiIKeHHI YacTOTa BUHMKHEHHS 3HaUHUX
BPOMIKEHUX BaJ] CePIIs IiCsa eKCIOo3Ullil 03enbTaMiBipy Mmif yac I TpEMeCTpy BariTHOCTI CTaHOBHUIIA
1,76 % (7 nemoBnst i3 397 BaritHOCTeM) mopiBHSHO 3 1,01 % myist BariTHOCTeH 663 eKCIo3uIlii
03eJIbTaMiBipy y 3arasibHOl MOMysALil (BifHOIIEeHHS pu3uKiB 1,75, 95 % moBipuunii inTepsan (1)
0,51-5,98). KniniyHe 3Ha4eHHS WX AAaHUX HE3PO3yMiJie, OCKINIbKY JaHe JOCIiAKeHHS MaJjo
oOMexeHu# po3Mip Bubipku. TakoX Iie JocHigKeHHs 6yI0 HeJOCTaTHHO MacIITabHUM IS
OOCTOBIPHOI OIIIHKY OKPEMMX THUIIiB 3HAYHUX BPOMXKEeHUX Baf. OKpiM Toro, 0yI0 HEMOKIIUBO
TIOPiBHATH Y TIOBHOMY 00C$13i XKiHOK 3 €KCIIO3UIlE€I0 03eIbTaMiBipy Ta 6e3 Hel, 30KpeMa BU3HAYUTH,
YM XBOPiJIM BOHYU Ha TPHII.

HocnigXeHHS Ha TBapUHAaX He CBiYaTh PO PENPORYKTUBHY TOKCUYHICTb.

Y pa3i HeoOXiMHOCTI 3aCTOCYyBaHHS 03€IbTaMiBipy IIifl Yac BariTHOCTI MOXkKe PO3TISIOAaTUCS 3
ypaxyBaHHSM HasBHOI iHdopMarii 3 6e3meku Ta KOPUCTI, a TaKOXK MAaTOT€HHOCTI IUPKYJIIOI0Y0T0
IITaMy BipyCy I'pHUILY.

l'ogyBaHHS TPYIIIO

V nakTyo4ux UIypiB 03eabTaMiBip Ta aKTUBHUM MeTab0IIiT MPOHUKAIOTh Y TPYIHE MOJIOKO. ICHy€E
nyxke oOMexkKeHa iH(popMallis o0 giTed, MaTepi SKUX OTPUMYBAJIX 03eTbTaMiBip y mepiof maKTaitii,
Ta LI0J0 eKCKpellii 03enbTaMiBipy y rpyaHe Mojoko mogunau. O6MexkeHi faHi 1eMOHCTPYIOTE, 10
03eJIbTaMiBip Ta HOT0 aKTUBHUY MeTa0oJIiT Oy BUSBJIEHI y TPYIHOMY MOJIOL, OOHAK iX piBeHb OYB
HU3BKUM, II0 MOXKe IIPHU3BECTH 00 OTPUMAaHHS Cy0TepaleBTUYHOI 103U HEMOBIATaMU. BpaxoByooun
IIi JaHi, a TaKOXK MaTOreHHICTh HUPKYIII0I0YOro IITaMy BipyCy TPUIly Ta CTaH XiHKH, siKa TOy€
TPyOOio, Moxke OYTH POITJISHYTO MUTAHHS PO MPU3HAYEHHS 03e/IbTaMiBipy 3a YMOBU OYEeBHUOHOI
IIOTEHIIINHO]I KOPUCTI [AJIS XKiHKHU, SKa TOAY€E TPyAo.

QepTUILHICTD

Ha oCHOBi JOKTIHIYHKX MaHUX MOKA3M IIPO BIJIUB 03e/1bTaMiBipy Ha GepTUNIbHICTL YONOBIiKiB a0
KIHOK BIfICYTHI.

30amnuicmb enaueamu Ha weudkKicmov peakuii npu KepyeaHHi asmompanHcnopmom a6o
iHwumu mexaHizmamu

OsenbTaMiBip He BIJIMBA€E Ha IIBUAKICTh peakllii py KepyBaHHI aBTOTPaHCIIOPTOM ab0 iHIIKUMM
MexaHi3MaMu.

Cnocibd 3acmocyeaHHsi ma do3u

Cnocib 3aCcToCyBaHHS



s IIepOpPaJIbHOT'O 3aCTOCYBaHHA.

ﬂO3yBaHHH

IIo3u 1mo 75 Mr MOXKHa IIPUKMMAaTH TakK:

1 karncymna o 75 mr a6o

1 kancyna no 30 mr moc 1 kamncysna mno 45 wmr.
[Topocai ma dimu gikom 8i0 13 pokis

JIiKyBaHHSI

PekxoMeHOBaHUM PeXUM O03yBaHHA IpemnapaTy Hatdmy - mo 1 Kamncyni 75 Mr 2 pa3u Ha
no0y rmepopaabHO IPOTATOM 5 OHIB mopocnuM Ta miTsaM (13-17 pokiB) 3 Macoro Tina Ginmblie
40 xT.

Inst martieHTiB 3 ocnabnenuM iMmyHiTeToM (mopoci Ta mitu (13-17 pokiB) 3 Macoro Tina
6inmpIrre 40 KT') peKOMEHI0BaHUM pexXUM J03YBaHHS JTiKapcbkoro 3acoby HaTtdmy - mo 1
Karcymi 75 Mr 2 pa3u Ha goOy nepopasnbHo mpoTaroMm 10 gHiB (OuB. migpo3nin «[lo3yBaHHS B
oco0nuBUX Bullafkax. [TarieHTu 3 ocnabieHuM iMyHITETOM»).

JIikyBaHHS MOTPiOHO PO3MOYMHATH SKOMOTa PaHille, IPOTITOM MEPIIUX [BOX OHIB IOSIBY CUMIITOMIB
Tpuimy.

[IpodinakTrka mic/isi KOHTAKTY

PekxoMmeHpoBaHa fo03a npenapaty HaTtdiny ans npodinakTUKKU TPUITY IiCNISA TICHOTO KOHTaKTY
3 inikoBaHO0 0c060I0 - 10 75 Mr 1 pa3 Ha {00y mepopanbHO mpoTsaroM 10 mHIB mopocnum Ta
mitsaM (13-17 pokiB) 3 Macoio Tina Ginbine 40 KT, y TOMY YHKCIIi TallieHTaM 3 ociablieHuM iMyHITeTOM
(mopocmi Ta mitu (13-17 pokiB) 3 Macoto Tina Oinbiie 40 kr). JIiKyBaHHS CITiJ PO3MOYUHATH SKOMOTa
IIBU[ILIIE TPOTSATOM [BOX OHIB ITiCJIT KOHTAKTY 3 iH(piKOBaHO0 0c00010.

[TpodinakTHKa Iig Yac ce30HHOI emifneMil Ipumy

PexomeHfoBaHa [i03a 015 NpodinakTUKY IIif 4ac cliajaxy Ce30HHOI emifemil rpumy - o 75 mMr 1 pas
Ha 700y mpoTsaroM 6 TuxkHiB (a60 {0 12 THXKHIB [JIs MaIlieHTiB 3 0c/TabIeHUM iMyHITETOM, TUB.
po3ginu «Ocob6nauBoCTi 3acTocyBaHHI» Ta «[100iuHi peakii»).

[limu sikom 8id 1 do 12 pokis

3aCcTOCOBYIOTH AiTSIM BiKOM Biff 1 poky 3 Macoio Tina Ginbie 10 Kr y BigmoBigHi# TikapchKiit ¢popMi Ta
y BigmoBigHOMY m03yBaHHi. JKINIO MMAllieHTA MalOTh TPYAHOILL 3 KOBTAHHSIM KallCyJl,
PEKOMEHAYEThCS 3aCTOCOBYBATH 03€IbTaMiBip y BUTJISAMI TOPOIIKY JIT OPabHOI CyCIEeH3il.

JIiIKyBaHHSA

PexoMeHoBaHNY peXUM [03yBaHHS IIpenapaTy 3 KOPUT'YBaHHSIM MacH Tijla AJid JIIKyBaHHS OiTen
BiKOM Bif 1 poky:



Maca Tina

PekoMeHOoBaHa mo3a
Ha b mHiB

Bim 10 mo 15 kr

30 Mr 2 pa3u Ha m00y

30 Mr 2 pa3u Ha f00y

> 15 Kr go 23 KT

45 Mr 2 pa3u Ha 00y

A5 Mr 2 pa3u Ha go0y

> 23 kr go 40 kr

60 Mr 2 pa3u Ha [00y

60 Mr 2 pa3u Ha 00y

> 40 kT

75 Mr 2 pa3u Ha 00y

75 Mr 2 pa3u Ha 100y

PekoMeHOoBaHa mo3a npoTtaroM 10 gHiB*
[NalieHTH 3 ocnabneHuM iMyHITETOM

*PeKOMEH0BaHa TPUBAJIICTH JIiIKyBaHHS AiTel 3 ocnabmeHuM iMyHiTeTOM (= 1 poKy) cTaHOBUTH 10
OHIB.

JIikyBaHHS MOTPiOHO PO3MOYMHATY SKOMOTA IIBUAIIE TPOTSTOM MEPIIUX ABOX AHIB Bifl MOsIBU
CUMIITOMIB I'PUILY.

[IpodinaKTHKa micasg KOHTAKTY

PexomMeH0oBaHUI pekUM O03yBaHHS JIiKapchkoro 3acoby Hatdiy ama npodinakTuky micnis
KOHTAaKTY:

Maca Tina PekoMeHO0BaHa mo3a

Ha 10 gHIB

PekoMmeHOoBaHa 103a mpoTaroMm 10 gHiB
[TaiieHTH 3 ocmabneHuM iMyHiTETOM

Bim 10 mo 15 kr

30 mr 1 pa3 Ha {06y

30 mr 1 pa3 Ha mo0y

> 15 kr go 23 Kr

45 mr 1 pa3 Ha mo0y

45 mr 1 pa3 Ha Ho0y

> 23 kr go 40 kr

60 mr 1 pa3 Ha 06y

60 mr 1 pa3 Ha 06y

> 40 kT

75 mr 1 pa3 Ha 06y

75 mr 1 pa3 Ha go0y

[IpodinakTyKa mig Yac Ce30HHOI enmigeMii rpuny

[TpodinakTuKa mif Yac ce30HHOI emifgeMii rpumy y miTei BikoM mo 12 pokiB He HoCTigKyBasacs.

ﬂOByBaHHH B 0COOJIMBUX BHIIaKaX

ITauieHmu 3 nopyweHHAM (PYHKUil neyiHKu

HeMmae HeoOxigHOCTI KOpUTYBATH 003y IJIs NiKyBaHHSA ab0 MpodilaKTUKY HallieHTaM i3 IopYIIeHHAM
¢dbyHKi1il nevinku. besneka i papMaKoKiHETHKa 03eJIbTaMiBipy y miTel i3 mopyueHHAM (QyHKII1
IIeYiHKY He BUBYAIIUCH.

ITauieHmu 3 nopyweHHAM PYHKUiIl HUPOK

JlikysaHHs epuny. Kopekiiist mo3u o3enbTaMiBipy, HeoOxifgHa gopocnuM Ta giTsam (13-17 pokis) 3
TIOMipHOI0 a0 TSIKKO0I0 HUPKOBOIO HEJOCTATHICTIO, HaBedeHa B TaOIUIl HUKYe:

KiipeHC KpeaTuHIHy
> 60 M1/xB
Big > 30 mo 60 M/xB
Big > 10 mo 30 mm/xB
< 10 my/xB

PekoMeH[I0BaHa [03a OJ1d JIIKyBaHHS
75 Mr 2 pa3u Ha 06y

30 mr 2 pa3u Ha 1oy

30 mr 1 pa3 Ha {00y

He PeKOMEHYEThCS (HaHi BiACyTHI)




MalieHTH, sKi mepebyBaioTh Ha 30 MT micisa KOXKHOTO CeaHCy reMofianiy
reMopiamisi
malieHTH, siKi mepebyBalTh Ha 30 M 0THOPAa30BO
[IePUTOHEaJIbHOMY Hiamisi*

* [laHi, oTpuMaHi B pe3ynbTaTi JOCTIAXKEHb Y MaIli€HTIB, IKi 3HaXOOIThCA Ha ITOCTIMHOMY
aMm0OynaTopHOMY epuToHeanbHOMY miamisi (ITATIIT); knipeHc 03enbTaMiBipy KapOoOKCcHUIaTy, K
O4iKy€eThCs, Oyae BUIIMM ITPY BUKOPUCTAHHI aBTOMATU30BAHOT'0 MMOCTIHHOTO IIUKIIYHOTO
nepuToHeanbHOro miamisy (ITLIIM). Pexxum nikyBanHs Moxe 3MmiHtoBaTucs 3 [TLIII ga TTATL]], gkmio
HedpPOJIOT BU3HAE IIe 3a HeoOXxigHe.

ITpogpinakmuxka 2puny. Kopekiiis 103U o3enbTaMiBipy, HeoOxifmHa mopocnum Ta AiTsam (13-17 pokis) 3
TOMipHOI0 a00 TSKKO0I0 HUPKOBOIO HEJIOCTATHICTIO, HABeOeHa B TaOIuIli:

KJjlipeHC KpeaTUHIHY PekomMeHO0BaHa [103a Oy NPodinakTUKU

> 60 mi1/xB 75 mr 1 pa3 Ha m00y

Big > 30 mo 60 M/xB 30 mr 1 pa3 Ha o0y

Big > 10 mo 30 mMi/xB 30 MT yepe3 IeHb

< 10 m/xB He PEKOMEHAYEThCS (JaHi BiACyTHI)

MalieHTH, sKi mepeOyBaOTh Ha 30 Mr micag KOKHOTO OPYTOro CeaHCy reMofiai3y
reMomianmisi

MalliEHTH, SIKi TepeOyBaloTh Ha 30 Mr 1 pa3 Ha TUXKEHb

[IepUTOHEeaJIbHOMY Hiamisi*

* [laHi, oTpuMaHi B pe3yibTaTi JOCIIIAXKEHD Y XBOPHUX, K1 3HAXOOATHCSA Ha IIOCTIHHOMY
amOynaTopHOMY nepuToHeanpHOMy Aianisi (ITAIII); knipeHc o3enbTaMiBipy KapOOKCUIaTy, K
O4iKy€eThCs, Oyae BUILKMM IIPYM BUKOPUCTAHHI aBTOMATU30BaHOT0 MOCTIMHOTO IUKIIYHOTO
nepuToHeanbHOro miamisy (ITLTIIT). Pexum nmikyBaHHS Moxke 3MiHtoBatucs 3 ITLII Ha [TATII, sKimo
Hedposor BU3HAE Iie 3a HeoOXigHe.

HepocTaTHbO KITiHIYHUX OaHUX OIS HaJlaHHSA PEKOMeEH[allii 3 J03yBaHHA AiTIM BikoM 0 12 pokiB i3
NOpPYIIeHHAMY (YHKIil HUPOK.

ITauyieHmu AiMHb0O20 BiKY

Hemae moTpe6u KOPUTYBATH 03y, 3@ BUHATKOM HASBHOCTI ITOPYIIeHHS QYHKIIil HUPOK IIOMipHOTO
ab0 TSAKKOTO CTYIIEHS.

ITayieHmu 3 ocaabaeHuM iMyHimemom

JlikysaHHA. PeKoMeH0BaHa TPUBAJIICTH JIIKyBaHHS I'PUIY y TAI[i€HTIB 3 ocnabieHuM iMyHITETOM
ctanoBuTh 10 gHiB (OuB. po3minu «OcoOMMBOCTI 3acTOCyBaHH» Ta «I100iuHi peakiii»). Kopekiris
mo3u He 1moTpiOHa. JIiIKyBaHHS CJTiff PO3MOYMHATH TKOMOTA LIBUAIIE IIPOTSITOM MEePIIUX JBOX IHIB
MIOSIBM CUMIITOMIB T'PHUILY.

Ce3oHHa npoginakmuka. Y nauieHTiB 3 ocabieHUM iMyHITETOM BHBYaacs OOBIIA TPUBAIICTh (1o 12
TUXKHIB) Ce30HHOI mpodinmakTuku (OuB. po3ninu «Ocob6IuBOCTi 3acTOCyBaHHS» Ta «I106iuHi peakIrii»).

Himu



3aCcTOCOBYIOTH AiTSIM BiKOM Biff 1 poky 3 Macoio Tina Ginbie 10 Kr y BiAmoBigHil TikapchKiit ¢popMi Ta
y BimmoBimHOMY m03yBaHHi. Binbin meTanbHa iHpopMallis npepcTraBaeHa y po3mini «Cmocio
3aCTOCYBaHHSA Ta OO3U».

Ilepedo3yeanus

[ToBimoMneHHs PO epPeno3yBaHHs 03e/1bTaMiBipoM Oyu ofepaKaHi mif yac KITiHIYHUX IOCTigXKeHb
Ta MPOTSATOM ITOCTMapPKETHHTOBOTO 3aCTOCYBaHHS Ipenapaty. Y OilbIIoCcTi BUMagKiB mepemo3yBaHHs
He 3a¢ikCOBaHO.

[ToGiyHi peaxiiii, mpo sIKi MOBiMOMIISTIOCS TIPU TTepeno3yBaHHi, OyIK 3a XapakKTepoM Ta PO3IOfiIoM
NOfiOHMMU [0 THX, IO CIIOCTepiraaucs Mpu 3aCTOCYyBaHHI TepaleBTUYHUX 03 03eIbTaMiBipy (OuB.
po3min «ITo6iuni peakirii»).

CrneuudiyHuid aHTUOOT HEBITOMMUIA.
Himu

YacrTile moBimoMIIsITIOCs TIPO IIepeio3yBaHHs y OiTel, HixK y mopocnux. Ciifg mTposBIsSTH 00epexkHiCTh
IIpU 3aCTOCYBaHHI 03€JIbTaMiBipy AiTAM.

ITo6iuni peakuii

Y ninomy npodink 6e3neku o3enbTaMiBipy 6a3yeThCa Ha JaHUX JTiKyBaHHS rpuny y 6049 mopocnux /
miter ta 1473 miTel, SIKi 0OTpUMYyBaM 03e/ibTaMiBip abo miarnebo, Ta Ha faHUX MIPOQiTaKTUKY TPUTLY Y
3990 mopocnux / miTe#t Ta 253 miTel, sIKi OTpUMyBaiu 03ebTaMiBip abo manebo y KIiHidYHIX
mocmimxkeHHsx. Kpim Toro, 245 mailieHTiB 3 ocinabneHuM iMyHITETOM (BKITIOYarouu 7 mitei i 39 miteit)
OTPUMYBAJIX 03€JIbTaMiBip Mg TiKyBaHHS rpumy Ta 475 malieHTiB 3 ocinabneHuM iMyHiTETOM
(Bkmrouatouu 18 mitewt: 10 - y rpymi o3enbraMiBipy, 8 - y rpymni naue6o) oOTpEMYyBaIu 03e/IbTaMiBip
abo marne6o A mpodinakKTUKY TPHUILY.

Y popocnux / giTeu mpu IpuoMi 03eIbTaMiBipy V AOCTIAXKEHHIX 3aCTOCYBaHHS [JId JIIKyBaHHSA T'PUITY
HadvacTimmmu HebaKaHUMU SBUIIaMU Oyiu Hy#oTa i 6/1t0BaHHS, Y DOCTIIXKEHHSX 3aCTOCyBaHHS [
npodilakTuKY rpumny - HypoTa. [Ipo OinbmicTs i3 1[uxX MOGIYHUX peakiliii MOBiIOMIIANIOCT B
IIOOJVWHOKUX BUIIaIKaX, BOHU MaJld TPAH3UTOPHUM XapaKTep 1 BUHUKAJIU 3a3BAYal y IepIIUi-Ipyruu
IeHb JIIKyBaHHS Ta CaMOCTiHO 3HMKanu yepe3 1-2 gui. YV mitedt HaltyacTimuM HebaKaHUM SBUILEM
Oyno O6moBanHs. YV OinbiIocTi BumaakiB mobiuHi peakilii He TPU3BOIUIIN OO0 BigMiHU 03eIbTaMiBipy.

[1ig yac 1OCTMapKEeTUHTOBOI'0 3aCTOCYBaHHS 03€JIbTaMiBipy PiAKO ITOBIHOMIISIM IIPO TaKi CEpUO3Hi
nobiyHi peaknii: aHadinakTuyHi Ta aHadimaKTOINHI peakilii, mopyieHHsS 3 O0KY MeYiHKH
(6nmucKaBUYHUM TeNATUT, IOPYILIEHHS QYHKIII TeYiHKY Ta JKOBTSIHHUIIA), aHTI0HEBPOTUYHUM HaOPSK,
cuapapoM CriBeHca - [[:KOHCOHaA Ta TOKCUYHUY eIllifilepMaIbHAN HEKPOJIi3, IIIYHKOBO-KUIIKOBA
KPOBOTEYa Ta HEMPOIICUXiYHi po3nagy (1040 HEUPOIICUXIYHUX PO3JIadiB AUB. po3min «OcobIuBOCTI
3aCTOCYBaHHS»).

g onucy yacToTu MOOIYHUX peakllii BUKOPUCTOBYBAIM TaKi KaTeropii: gyxe dacto (= 1/10), gacto
(= 1/100, < 1/10), Heyacrto (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), myxe pigko (<
1/10000), gactoTa HeBinoMa (He MoxKe OyTH BU3HaY€Ha HA OCHOBI HasBHUX JaHMX). [106iuHi peakirii
BiJHECEHO MO0 MEeBHOI KaTeropii 3rimHo 3 aHami3oM 00’ eqHAHUX JaHUX KITiHIYHUX OOCITiIXKEHb.



JlikysaHHA ma npodisakmuka 2puny y 0opocaux ma dimeu

Hartuacrimi no6iuHi peakiiii, ki Oyau 3apeecTpoBaHi y JOCiAKEHHIX 3aCTOCYBAHHS 03€/IbTaMiBipy
[JIs TiKyBaHHS Ta TPO(iTaKTUKY TPUIY ¥ JOPOCIIUX Ta AiTeH, a TaKOXK y MiCIASpeeCTpaliiHoMy
mepiofii Mpu 3aCTOCYBaHHI peKOMeHI0BaHOi no3u (75 MT 2 pa3u Ha K00y IPOTSATroM 5 OHIB s
nikyBaHHS Ta 75 MTr 1 pas3 Ha moOy ITPOTIroM [0 6 TUXKHIB IS MPOQiNaKTUKK), HaBOASITLCS HUKYE.

[Tpodins 6e3neky, 3a3HaYEHU y MAlli€HTiB, SKi OTPUMYBaIK 03€IbTaMiBip Y PEKOMEHIOBAHUX J03aX
miist mpodinakTuky (75 Mr 1 pa3 Ha o0y IPOTSATOM [0 6 THXKHIB), 6yB MOOiOHUM 10 TAKOTO, 110
CIIoCTepiraBcs y JOCHIXKeHHSIX JIiIKyBaHHS, He3BaXKatouu Ha OiNbLIy TPHUBAIICTh HOCHTIIXKEHb 3 METOI0
poinakTUKuU:

iHekuii ma iHeasii: 4aCcTO - OPOHXIT, MPOCTUM reprec, iHdeKIlil BepxHiX AuXaabHUX LIIXiB,
Ha30(apUHTIT, CHHYCHT;

nopyweHHs 3 60Ky cucmemu Kposi ma aimpamuyHoi cucmemu: PigKo - TPOMOOIIUTOIIEHIS;

nopyweHHs 3 60Ky iMyHHOI cucmemu: HEYaCTO - PeakLis rinepuyyTIuBOCTL; PIAKO -
a"adinakTU4Hi Ta aHa(iTaKTOIOHI peakiiil;

ncuxiuHi po3aadu: PiOKO - aXKUTallis, IaTOJIOTIYHA [I0BeiHKa, TPUBOXKHICTh, CILUIYTAHICTh
CBiIOMOCTIi, MapeHHs, Oeipil, rajioyHalil, HidHi KaXyd, caMOTpaBMyBaHHS;

nopyweHHs 3 60Ky Hepeosoi cucmemu: qTyxKe 4acCTO - TOJIOBHUM 0ifib; 4acTO - 0€3COHHS;
HEYacCTo - IIOPYIIEHHS CBIOMOCTI, CYZOMU;

nopyweHHs 3 60Ky opaaHie 30py: PiIKO - IOPYILIEHHS 30DY;
nopyweHHs 3 60Ky cepuesoi cucmemu: HE4aCTO - CEPILIEBI apUTMii;

nopyweHHs 3 60Ky 0uxa/avbHOi cucmemu, op2aHie epy0HOI KaimKu ma cepedocmiHHA: 4acTo -
Kallleb, puHopesi, 6iflb y TOpIi;

nopyweHHs 3 60Ky WAYHKOBO-KUWKOB8020 MpAKmy: OyKe 4acTo - Hy[I0Ta; 4acTo - 6JItoBaHH, Oilb y
JKMBOTI (B TOMY YMCJIi Y BEPXHIX Bifiiifiax), AUCIEICisd; PigKO - IUIyHKOBO-KUIIIKOBa KPOBOTEYa,
reMoparigyHuil KOJiT;

nopyweHHs 3 60Ky 2enamobiniapHoi cucmemu: HEYaCTO - MigBUILEHHS PIBHA II€YiHKOBUX
dhepMeHTIB; pigKo - 6TMCKAaBUYHUY IelaTUT, IeYiHKOBa HeIOCTATHICTh, TeIaTHUT;

nopyweHHs 3 60Ky wkKipu i niowkipHoi KAimKkoguHu: HeYaCTO - HePMaTUT, BUCUIIaHHSA, €K3eMa,
KPOIUB’THKA; PidKO - aHTi0HEeBPOTHYHUM HAOPSIK, MyJTbTH()OPMHA epUTEMa, CUHAPOM
CriBeHca - [I’)KOHCOHA, TOKCUYHUY eIlliflepMaibHUM HEKPOJIi3; YaCTOTa HeBiloMa - aJieprisd,
HaOpSK 00IHuYYs;

3a2avHi po3aadu ma peakuii y micui eeedeHHs: 9aCTO - 3alaMOPOYEHHS (BKITI0Yal04u BEPTUTO),
cnabkicTp, Oinb, rineprepMis, 6inb v KiHIiBKaXx.

JlikyeaHHA ma npodisakmuka 2puny y dimeu

3aramom 1473 nuTvHY (BK/IIOYAOYH 300POBUX HOiTel BikoMm 1-12 POKiB Ta miTel 3 aCTMOIO BiKOM



6-12 pOKiB) B351/IM y4acCTh y KJIIHIYHUX JOCTIIXKEHHIX 03eIbTaMiBipy [/ JIiIKyBaHHS TPUILY.
Cepep HEX 851 guTHHA OTpUMYyBaJa JIIKyBaHHS CYCII€H3i€10 03eIbTaMiBipy. 3araioM 158
miTel OTPUMYBaIM PEKOMEHIOBaHY 03y 03e/bTaMiBipy 1 pa3 Ha 0o0y V MOCIimXKEeHHSIX
podinakTUKHU MiCsA eKCIO3KUIIil TpenapaTy y JoMallHix yMoBax (n = 99), y 6-THXHeBUX
OOCHiAKEeHHSAX Ce30HHO] TpodinakTuku (n = 49) Ta y 12-TuKHEBUX JOCTIIXKEHHIX CE30HHOL
npodinakTuku cepep mited 3 ocnabneHuM iMmyHiTeToM (n 10).

Haituacrimmi no6iuni peaxkirii, siki 6yau 3apeecTpoBaHi ¥ HOCTigKeHHAX 3aCTOCYBaHHS 03e/IbTaMiBipy
[J1S JTIKyBaHHSA Ta NPOMPiIaKTUKY T'PUIY y OiTel (IpX 3aCTOCyBaHHI AO03yBaHHS Ha OCHOBI BiKYy - Bif 30
Mr o 75 mr 1 pa3 Ha f06y):

iHexuyii ma iHeasii: 4aCTO - CePeIHill OTUT; YaCTOTa HeBigoMa - OPOHXIT, THEBMOHIS,
CUHYCHT;

nopyweHHst 3 60Ky Hep8os8oi cucmemu: 4aCTO - TOJIOBHUM OiJlb;

nopyuweHHs 3 60Ky cucmemu Kposi ma AimpamuyHoi cucmemu: 4aCTOTa HeBijoMa -
niMdbangeHonaris;

nopyweHHs 3 60Ky opaaHie 30py: 4aCTO - KOH IOHKTUBIT (BK/IIOYaK4YU II0YEPBOHIHHSA 04el,
BUMIJIEHHS 3 04Yel Ta Oifb);

nopyweHHs 3 60Ky opeatie cyxy ma secmubyaspHo20 anapamy: 9acTo - 6iJib y Byxax; He4acTo -
nopyIeHHs 3 60Ky 6apabaHHOI IEPETHHKY;

nopyweHHs 3 60Ky 0uxa/avHOi cucmemu, Op2aHie epyoOHOI KAimKu ma cepedoCcmiHHA: TyXe 4acTo -
KallleJlb, 3aK/IafIeHiCTh HOCa; YaCcTO - PUHOpEs; YaCcTOTa HEBioMa - acTMa (BKJTI0Yal04Yu
3aroCTPeHHs), HOCOBI KPOBOTEYi;

nopyweHHs 3 60Ky WAYHKOBO-KUWKOB020 MpakKmy: myXe 4acTo - OJTI0BaHHS; YacTo - HyHOTa, Oilb y
JKMBOTI (B TOMY YMCIIi ¥ BEPXHIX Bififiiflax), AUCIIEICis; YaCcTOTa HEBilOMa - fiapes;

nopyweHHs 3 60Ky wkipu i niowWkKipHoi KAiMKoBUHU: HEYaCTO - IePMaTHUT (BKII0YaAI04n
anepriyHuy Ta aTOMIYHUN IePMaTHUT).

Omnwuc oKpeMux MoOiYHNX peakilin

ITcuxiyHi ma He8po.102i4HI po3aadu

['pun Mmoxe OyTU MOB’I3aHUM i3 PiI3HOMAHITHUMY HEBPOJIOTIYHUMHM Ta MOBEOIiHKOBUMY CUMIITOMAaMH,
10 MOXKYTh BKJIIOUATH TaJIIOLKHALIl, Aeflipid Ta HeaJeKBaTHY IIOBEMiHKY, B JesKUX BUIIaAKax - 3
JleTaJlbHUM HacCJIigKoM. BKa3aHi siBUIlla MOXYTh CIIOCTEPITaTUCh K IPOSAB eHIledamiTy 4u
eHIledarsonarii, ayie MOXyTb BUHUKaTH 6€3 0YeBUAHOTO TSKKOT0 3aXBOPIOBaHHS.

Y XxBOpUX Ha I'PUI IIPU 3aCTOCYBaHHI 03eJIbTaMiBipy y MicsgpeecTpaliiHoMy Iepiofii Takoxk Oyu
3a(dikcoBaHi BUTIAgKM CYOOM i geftipito (BKJI0Yarun TaKi CUMIITOMY SK 3MiHa PiBHS CBiIOMOCTI,
CIIJTyTaHICTb CBiIOMOCTi, HeafieKBaTHY MOBEAiHKY, MapeHHs, TalolMHallil, a’XkKUTallil0, TPUBOKHICTB,
HiyHi )Xaxu), SKi Y TOOOUHOKMUX BUIIAAKaX MPU3BOOUIM 10 BUMIAJKOBOI0 CAMOIIOUIKOIKEeHHS a00
JeTalbHOTO HacCiaKy. Bka3aHi sButa 6yiu 3adikcoBaHi B OCHOBHOMY Y HiTeH i 4acTo Mau
panToBUY IIOYATOK Ta LIBAAKE 3aBepIlleHHs. HeBiqomo, 4u 0B’ A3aHi ICUXOHEBPOJIOTiYHI MOPYIIEeHHS
i3 3acTOCyBaHHSM 03€JIbTaMiBipy, OCKiJIbKM IICHXOHEBPOJIOTiUHI po3aAy Takoxk Oynu



3apeecTpPoOBaHi y XBOPUX Ha T'PHUI, SKi He 3aCTOCOBYBaIHU liei mpemapar.
I'enamobiaiapHi nopyweHHs

Y mairieHTiB i3 rpunononi6HUM 3aXBOPIOBaHHSIM CIIOCTEPITanucs po3jafgy remnartodiniapHol cucTeMy,
BKJIIOYAl0YY BUNA[KHU relaTUTY Ta MiBUIIEHHS PiBHS MMe4YiHKOBUX ¢hepMeHTiB. Bka3aHi BUumagku
BKJIIOYaI JIeTaJbHUM QyIbMiHAHTHUAN TelaTUT / I€YiHKOBY HEIOCTATHICTh.

HonaTkKoBa iHGOpMalisi PO OKPEMi TPYIY MaIliEHTIB

ITauieHmu AiMHb020 B8IKY Ma NAUIEHMU 3 XPOHIYHUMU 3AXB0PHBAHHAMU cepysi ma/abo
ouxaivHoi cucmemu

HocnipKyBaHa MOMyJISLis OJId JIIKyBaHHS TPUITY BKJ04asia 3T0POBUX AOPOCHUX / [iTel i mallieHTiB 3
(dbakTOpaMu pU3MKY (MAIIEHTH 3 MiABUIIEHUM PU3UKOM PO3BUTKY YCKIIafHEHD, OB’ I3aHUX i3 TPUIIOM,
HAIIPUKJIa[ MallieHTH JTiTHHOTO BiKy Ta MallieHTH 3 XPOHIYHUMU 3aXBOPIOBAHHSIMU cepIlsi abo
IUXabHOI CUCTEeMHU). 3arajsioM npodinb Oe3meku y [iTel Ta JOPOCINX 3 XPOHIUHUMU
3axXBOPIOBAHHSAMMU ceplid Ta/ab0 3aXBOPIOBAaHHSIMU AUXaIbHOI CUCTEMHU OYB SIKICHO IMOPIBHIHHUM 3
TAKHUM y 3[0POBUX JTOOPOBOJIBIIIB.

ITauienmu 3 ocaabaeHum iMmyHimemom

JIikyBaHHS TPUILY Yy MAlLli€HTiB 3 0ca0lieHNM iMyHITETOM OILiHIOBAJIOCS B ABOX HOCTI/IXKEHHX i3
3aCTOCYBaHHSIM CTaHIapTHOI ab0 BMCOKOI (MOABifHOI UM MOTPiltHOI) M03u 03enbTaMiBipy. ITpodinb
0e3meKu 03enbTaMiBipy, 1110 CIIOCTEPIraBCs B IUX JOCITIAXKEHHSX, BiIIIOBiIaB TAKOMY, III0
CIOCTepiraBcs B IONEPefHiX KIIIHIYHUX OOCIIIKEHHAX, B IKUX 03eIbTaMiBip 3aCTOCOBYBaIH
[7Is1 JIiKyBaHHS TPUILY y MaIieHTiB 6e3 iMmyHomedirmTy BCix BikoBux rpym (MallieHTiB 6e3 iHmmx
3axBOPIOBaHb a00 MallieHTIB i3 (haKTOpaMu PU3UKY [CYIyTHI 3aXBOPIOBaHHS cepIisl Ta/abo
nuxanbHol cuctemu]). HatuacTimmnoo mobigyHoI0 peakili€lo y miTed 3 ocnabneHuM iMyHiTETOM
Oymno GoBaHHS (28 %).

Y 12-TuxHeBOMY [OCHifXKeHHI mpodinakTuku y 475 ocib i3 ocnabneHuM iMyHITETOM, B TOMY YHUCJIi ¥
18 pmitet BikoM 1-12 pokiB, npodins 6e3neku y 238 mallieHTiB, SKi OTpEMyBasu 03eIbTaMiBip, OyB
IOPiBHSHHUM 3 TaKUM, ITI0 CIIOCTEpPIiraBcs y KIIiHIYHUX JOCHIAXKEHHSIX 3aCTOCYBaHHS IIpenaparTy
03eJIbTaMiBipy A7 IPOQiTakKTUKH.

Ilimu 3 6poHXiasbHO0 ACMMOW0

3aranom mpodine noGiYHUX peakilil y miTel 3 OpoHXialbHOIO aCTMOI0 OYB SKiCHO MTOPiBHSHHUM 3
TaKUM Y 3[0POBHUX II0J0 IHIIKUX 3aXBOPIOBaHb IiTEH.

ITosidomaeHHs npo nido3pro8aHi nobiuHi peakuyii

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Ile nae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH / PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKOro 3aco0y. MeouyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAaM, a TaK0OX IallieHTaMm abo IxHiM
3aKOHHUM IIPeCTaBHUKAM CJIi[] IOBiTOMJISITH IIPO YCi BUMTAAKHK MiI03PI0BAaHUX MOOIYHUX Peakiliid Ta
BiicyTHOCTI e(heKTHUBHOCTI JIiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iH(popMaliiiHy cucteMy 3
dbapMaKOHATISy 3a MocuilaHHAM: https://aisf.dec.gov.ua.



https://aisf.dec.gov.ua/

TepMmin npugaTHOCTI
3 POKH.

He 3acTocoByBaTu micng 3aKiH4YeHHS TEPMIHY IPATATHOCTI.

YMoBu 30epiranus
36epiratu nmpu Temiepartypi He Buine 30 °C.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

VnaxoBka

ITo 10 xancyn y 6mictepi. [To 1 6micTepy B KapTOHHIM KopoO1i.

Kareropis Bignycky

3a penenToM.

Bupo06HuK

Hatko ®apma JlimiTen.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micis MpoBaIXKeHHs HOTr0 Tis/TbHOCTi

®apwma [liBixkH, Kotxyp, Panrapenni, Tenaunrana 509228, [anis.



