IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

CEJIbTABIP
(SELTAVIR

Cknag:

[litoYa peyoBrHa: 03enbTamiBip;

1 Kancyna TBepAa MICTUTb 03e/ibTamiBipy (hocthaTy ekBiBa/leHTHO 03e/ibTamisipy 30 Mr;

[OMOMI>KHI PEYOBMHU: KPOXMaUlb NMPeXxXenaTnHi3oBaHWi, TaslbK, NOBIJAOH, HATPIt0 KPOCKapMesio3a, HaTpito cTeapuidyMapar, TBepaa XenatuHosa Kancyna Ne 4;
cKnag kancynu: 3anisa okeug vepsorunin (E 172), 3aniza okeng xostuin (E 172), TutaHy giokeung (E 171), )xenaTviH, BOAa OUNLLEH];

1 Kancyna TBepAa MiCTUTb 03e/ibTaMmiBipy (hocthaTy eKBiBa/IleHTHO 03e/IbTamiBipy 45 Mr;

[OMOMI>KHI PEYOBMHU: KPOXMaUlb NPeXenaTnHi3oBaHui, TasbK, NOBIJAOH, HATPIt0 KpOCKapMesosa, HaTpito cTeapuigymapar, TBepaa XenaTtuHosa Kancyna Ne 4;
CKnag, Kancynu: 3anisa okcug YopHuin (E 172), Tutany giokeng (E 171), »kenaTuH, BOLa OUNLLEHE;

1 Kancyna TBepAa MiCTUTb 03e/lbTaMmiBipy (hocthaTy eKBiBa/IleHTHO 03e/IbTaMiBIpY 75 Mr;

[OMOMI>KHI PEYOBMHU: KPOXMalb NPeXenaTnHi3oBaHui, TasbK, NOBIJOH, HATPIt0 KpOCKapMesio3a, HaTpito cTeapuidyMapar, TBepaa XenaTuHosa Kancyna Ne 2;
CKnaf, kancynu: 3anisa okcug YepBoHuid (E 172), 3anisa okeug xoBTuid (E 172), 3anisa okcug YopHuii (E 172), TutaHy giokeung (E 171), xenaTuH, BOAa OUMLLEHA.

JlikapcbKa hopma. Kancynu Teepai.

OCHOBHI (pi3MKO-XiMiYHi BNacTUBOCTI:

30 mr: TBepAi XenatMHoBI Kancyin Ne 4 3 KpULIEUKOK Ta KOpMyCOM CBIT/I0-XXOBTOr0 KO/IbOPY, 3 MapKyBaHHSAM CUHIM KONbOPOM «30 mg» Ha Kpuiueyli t1a «M 53» -
Ha Kopnyci, o MiCTATb rpaHyn Bif 6inoro go maiixe 6in10ro Konbopy;

45 mr: TBepAi >enaTuHoBI Kancynu Ne 4 3 KpULLIEYKOH Ta KOPMYCOM CIpOro KO/bopy, 3 MapKyBaHHSAM CUMHIM KONbOPOM «45 mg» Ha Kpuweyyi Ta «M 54» - Ha
KOpnyci, WO MIiCTATb FpaHyu Big 6in10ro 4o Maike 6i710ro Konbopy,

75 Mr: TBepAi >XenatuHoBi Kancynm Ne 2 3 KpPULLEYKOK CBIT/IO-XXOBTOrO KO/bOPY Ta KOPMYCOM CIiporo Ko/sbopy, 3 MapKyBaHHAM CUHIM KO/IbOPOM «75 mg» Ha
Kprweuyui Ta «M 55» - Ha Kopnyci, Lo MiCTATb FpaHyn Bif 6in10ro Ao Maiike 6i510ro Konbopy.

dapmakoTepaneBTUYHa rpyna.
MpoTUBIPYCHI 3aC06M NS CUCTEMHOrO 3aCTOCyBaHHS. MpoTMBIpYCHI 3acobu npsmMoi Ail. IHri6iTopy HepamiHigasn. O3enbTamisip. Kog ATX JOSA HO2.

dapmMakosoriyHi BnacTmneoCTI.

PapmakonHamika.

O3senbTamiBipy hocat € npornpenapaToM akTUBHOro MeTabonity (03enbTamiBipy Kapbokcunary), skuin BUGIpKOBO iHribye HelpamiHifasy BipyciB rpuny — GepMeHT,
L0 KaTasli3ye Npouec BMBINIbHEHHS HOBOYTBOPEHMX BipYCHMX YaCTUHOK 3 iHPIKOBaHMX KMITUH, TX MPOHUKHEHHS Y HEiH(iIKOBaHI KNITUHM Ta Nofa/blue NOLWNPEHHS
BipyCY B OpraHi3mi.

O3senbTamiBipy kap6okcunaT iHribye HelpamiHigasy Bipycis rpuny tunis A Ta B in vitro. OsenbtamiBipy ocgar npurHivye penikauito Bipycy Ta ioro
NaToreHHicTb in vitro. O3enbTamiBip NpU NepopanbHOMY 3aCTOCYBaHHI MPUrHIYYe pennikauito BipyciB rpuny Tunie A Ta B Ta MOro natoreHHiCTb Ha MoAensax
rPUMNO3HOT IH(EKLIT Y TBAPUH iN ViVO Npy aHTUBIPYCHIN eKCrno3uuit, Wo focsaranacs y 0AVHN NPy 3aCTOCYBaHHI f03K 75 Mr 2 pa3u Ha J06y.



AHTYVBIpYCHa aKTMBHICTb 03e/IbTamiBipy 6yna niATBepAKeHa LWOoA0 BipyCiB rpuny Tunis A Ta B B eKCnepyMeHTaIbHUX LOCNIKEHHAX Y 340POBUX JOOPOBO/ILLLIB.
3HayeHHs IC50 o3enbTamiBipy Ansa hepmMeHTY HelipamiHigasn KAiHIYHKX i30naTiB BipyciB rpuny A konusanucs Big 0,1 ao 1,3 HMonb, a ans Bipycis rpuny B
cTaHoBuAM 2,6 HMonb. B ony6nikoBaHUX faHnX AochifpkKeHb BigzHavanuncs suwi 3HadeHHs 1C50 ans Bipycis rpuny B 3 megiaHoto 8,5 HMonb.

dapmakoKiHe TKa.

BCMOKTYBaHHS

Micng nepopanbHOro npuinoMy o3ebTamiBipy (octaT Nerko BCMOKTYETbCS Y TPaBHOMY TPakTi i 3HaYHOK MIpOK0 MEepeTBOPHOETLCA Ha aKTMBHWIA MeTaboniT
(o3enbTamiBipy kKapbokcmnaT) nig Aieto NeviHKoBMX ecTepas. He mMeHLe 75 % NpuitHATOT BHYTPILLIHBO 403K NOTPanse y CUCTEMHUIA KPOBOOOGIT y BUMNSAI aKTUBHOIO
MeTabonity, MeHLle 5 % — y BUrAaAi BUXigHoro npenapaty. M1a3moBi KOHUEHTpaUiT SK Npo-npenapaTy, Tak i akTMBHOro MeTaboniTy NponopuiriHi A03i, TOMy He
3a/1exkaTb Bif, 04HOYACHOI0 3aCTOCYBaHHSA 3 XKet0.

Po3nogin

Y NoguHK cepefiHiin 06’eM po3noginy akTMBHONo MeTaboniTy y piBHOBaXKHOMY CTaHi CTaHOBUTbL MPUBAM3HO 23 N1 — 06°€M, eKBIBaSIEHTHUIA 06’€MyY NO3aKNi TUHHOT
pigvHN opraHiaMmy. OCKIiNbKN aKTMBHICTb HelipaMiHifas3n € no3akniTMHHOK, 03e/bTaMiBipy KapboKcunaT fOCsirae BCiX OCHOBHWMX MicCUb f0Kanizauii rpunosHoi
IHeKwiT.

3B’A3yBaHHA aKTMBHOIO MeTaboniTy 3 6iikamu niasMmn NAUHN HU3bKe (NpubnmsHo 3 %).

MeTtab6oi3m

OsenbTamiBipy ocar 3Ha4YHOK MiIpOK NEPETBOPHETLCA Ha 03e/bTaMiBipy KapbokcunaT nif Aieo ecTepas, WO 3HAXOAATbCA MEpPeBaXKHO B nediHui. Hi
o3efibTaMiBipy octaT, Hi akTUBHUIA MeTaboniT He € cybcTpatamm abo iHribiTopamy i30hepMeHTIB cucTeMu LuToxpoMy P450 y focnifxeHHsX in vitro. XXogHux
KOH’torartiB (hasu 2 ans 060X CrnonykK BUSBNEHO iN Vivo He 6yno.

BuBegeHHA

O3enbTamiBip, WO BCMOKTaBCS, BUBOAMTLCA FOMIOBHUM YMHOM (> 90 %) LUNAXOM NepeTBOPEHHS Ha 03eNbTaMmiBipy Kapbokcunat, sKUiA He MifAacTbCs NOLasbLUiiA
TpaHcgopmalii Ta BMBOAUTLCS i3 CeYeto. Y OiNbLIOCTI MauieHTiB MakCUMasibHa KOHLEHTpauis akTMBHOIO MeTaboniTy Yy nnasmi 3HMXKYETbCA 3 MepiogoM
HaniBeuBefeHHA 6—10 roguH. MOBHICTIO aKTUBHWUIA MeTaboNiT BMBOAUTLCA HUpPKamu. Hupkosuid KnipeHc (18,8 n/roavHy) nepeBuLLye LWBUAKICTb K1y604KOBOI
GinbTpauii (7,5 n/rogMHy), WO BKasye Ha Te, WO A0AATKOBO MpenapaT BMBOAUTLCS e Vi LUASXOM KaHasbLeBOi cekpelii. 3 Kanom BMBOAWUTLCA MeHwe 20 %
NPUAHATOrO BHYTPILLUHLO PajioakTYBHO NO3HAYEHOro npenapary.

PapmMakoKiHe TMKa B 0CO6IMBUX rpynax.

[iTn BiKOM Bif, 1 poKy

dapMaKkoKiHETUKY 03enbTaMiBipy BMBYaNM y AiTeil BiKOM Bif 1 [0 16 poKiB Yy (hapMakKOKIHETUYHOMY [AOCNI[KEHHI 3 OA4HOpPa3oBMM MPUIAOMOM npenapary.
dapmakoKiHeTVKa Npy 6araTopa3oBoOMy MPUInOMI NpenapaTy BUBYaNach Y HEBEIMKOI KiNbKOCTI fiTel y KNiHIYHOMY AOCNiKeHHI eDeKTUBHOCTI. Y AiTell MOMOALLOro
BiKY BMBE[IEHHA NPO-MpenapaTy Ta akTUBHOro MeTabosiTy Big0yBanocs WBMALLE, HXX Y 4OPOC/INX, L0 NPU3BOAWIIO A0 6iflbLl HU3bKOT EKCNO3WLIT, BUPaXKEHOT Y Mr
/Kr posun. Mpuidom npenapaTy Yy 403i 2 MI/Kr fae TaKy XX eKCNo3uLito 03e/bTamiBipy KapboKcunaTy, ska AocaraeTbeca y AOPOCAUX NiCAs 04HOPa30BOro npuiomy 75
Mr npenaparty (L0 eKBiBaNeHTHO NpM6An3HO 1 Mr Ha 1 Kr macu Tina). ®apmakoKiHeTMKa 03eNlbTaMiBIpy Y AiTei i NiAniTKiB BikoM Bif 12 poKiB Taka X cama, fK iy
[0POC/NX.

XBOPpi NITHLOIO BiKY

Y XBOPWX NMITHLOrO BiKy (65—78 pOKiB) €KCMNo3uLlis akTUBHOIO MeTabosliTy B PiIBHOBaXKHOMY CTaHi Ha 25-35 % BULLA, HIDXX Y MONOALLIMX NalieHTiB (< 65 pokis) npu
3aCTOCyBaHHI aHanoriyHMx Ao3 osefbTamiBipy. MMepiof HaniBBMBEAEHHA npenapaTty B OCi6 NiTHLOro BiKy CYTTEBO He BifPI3HAETLCH Bif Takoro y MOMOALUMX
navieHTiB. Ha 0CHOBI eKcno3uuii npenapary Ta NepeHoCUMOCTI HeMae HeO0OXiLHOCTI B KOPUTyBaHHI 031 naujieHTam NiTHLOro BiKy, KPiM nauieHTIB 3 MOMIpHO abo
TSHPKKOKO HUPKOBOK HelOCTaTHICTHO (KNipeHe KpeaTuHiHy < 60 mn/xB) (amB. po3ain «Cnocib 3acTocyBaHHSA Ta 403U»).

XBOPi 3 YPKEHHSIM HUPOK




Mpwitom o3enbTamiBipy ¢ocdary 100 mMr 2 pasu Ha Jo6y NpoTarom 5 AHIB nauieHTaMy 3 Pi3HUM CTYNeHeM YpPaXKeHHS HUPOK NPOAEMOHCTPYBaB, L0 eKCMo3uLis
03eNbTaMiBipy Kapbokcunaty € 06epHEHO NPONOPLIAHOI 3HVKEHHIO (DYHKLIT HAPOK. [Ns A03yBaHHA AMB. po3Aain «Cnocib 3acToCyBaHHSA Ta [03U».

XBOPI 3 YPKEHHSIM NeYiHKN

3a pesynbTaTtamu in vitro JOCNiIpKeHb, He OYiKYETbCA Hi 3HAYHOTO0 36i/IbLUEHHS eKCMNO3ULLIT 03e/IbTaMiBIpY, Hi 3HAYHOT 0 3HMYXKEHHS eKCNO3ULLIT aKTUBHOIO MeTaboniTy
03eNbTaMiBipy Y NauieHTIB i3 NOPYLUEHHAMKN DYHKLIT NeviHKK (AMB. po3ain «Cnoci6 3acTocyBaHHS Ta [031»).

BariTHi XXiHKK

3BefieHWI nonynAuiinHWA hapMakoKIHETUYHMIA aHani3 BKa3ye Ha Te, L0 PeXMM A03yBaHHS npenapaTy, AKuiA onucaHo y po3gini «Cnoci6é 3acTocyBaHHA Ta 403U,
NPU3BOAMTL [0 HM3bKOT eKcro3uuii (B cepeaHbomy 30% NpPOTAroM BCiX TPUMECTPIB) aKTUBHOrO MeTaboniTy y BariTHUX XXIHOK NOPIBHAHO 3 HeBariTHUMWK. poTe
nepesbayeHa HMU3bKa eKCNO3uLLis 3a/IMLIAETLCS BULLOKO Bif, iHMiBYOUMX KOHLEHTpauil (3HaveHHs 1C95) Ta fiana3oHiB LUTaMiB Bipycy rpuny Ha TepaneBTUYHOMY
piBHI. KpiMm TOro, AgaHi HarnsgoBux AocnifkeHb BifobpaXkatoTb KOPWUCTb Bif MOTOYHOIO PEXMMY A03yBaHHA A1 AaHOI KaTeropii nayieHTiB. Takmum YMHOM, He
PEKOMEHJ0BaHO KOpUryeatu 403y ANA BariTHUX XXIHOK Npu NiKyBaHHI abo npodginaktuui rpuny (AvB. po3ain «3acTocyBaHHA Y nepiof BariTHOCTI abo rofyBaHHS

rPYLAAH0»).

KniHiYHI XapaKTepUCTUKN.
NokasaHHs.
JikyBaHHsA rpuny
MpenapaT nokasaHwii Ang AOPOCAUX Ta AiTel BIKOM Bif 1 poKy, Y AKUX HasBHI CUMITOMY rpuny, Nig vyac umpKynauii Bipycy rpuny. EdekTnBHicTb 6yna NpoLeMOHCTPOBaHa, Kou
NiKyBaHHA 6y10 po3MoYaTo NPOTAroM 2 AHiB Nic/s NepLuoi NosBM CUMMNTOMIB.
MpodinakTuka rpuny
- npodinakTuka rpuny y A0pocnux Ta AiTei BiKOM Bif 1 pOKy MiCNs KOHTaKTy 3 0CO600 3 KIHIYHO AiarHOCTOBaHMM rpunoM nif vyac UMpKynsauii Bipycy
rpuny;
- BIAMOBIfHe 3aCTOCYyBaHHA MpenapaTy 3 METOK NPOQiNaKTUKK rpuny HeobXigHO BM3HAYATU B KOXXHOMY KOHKPETHOMY BUMAAKY, BPax0oBYHU/ 06CTaBMHUN Ta
3BaXKaKouM Ha rpyny nawuieHTiB, AKin NOTPiGeH 3aXMCT. Y BUHATKOBUX CUTyauisx (Hanpuknad, y pasi po36i>KHOCTEN MK LMPKY/IOHYMM BipyCOM rpuny Ta
BipyCOM rpuny, NpoTK SIKOro NPOBOAMNACS BaKUMHaLis, Ta Nif Yac naHAemiT) Ce30HHY NpodinakTUKy MOXKHa NPOBOAUTY B OCi6 BiKOM Bif 1 poKy.

3acTocyBaHHA Npenaparty He 3aMiHK€E BaKUMHALIK MPOTY rpuny

3acTocyBaHHsA MNPOTUBIPYCHUX 3ac06iB ANA NiKyBaHHA Ta NPOMinakTMku rpuny mae 6asyBatuca Ha OQiuiiHMX pekomeHAauisxX. PilleHHS Npo 3acToCyBaHHS
o3e/lbTaMiBipy A4n1s NiKyBaHHA Ta NPO(iNaKTUKK CAif NpuiMaT 3 ypaxyBaHHAM XapaKTepUCTUK LMPKYIKOKYMX BipyciB rpuny, LOCTYMHOI iHopmMauii Lwozfo
4yTANBOCTI BIPYCIB rpmny A0 NiKapCbKUX 3aC06iB Y KOXXHOMY CE30Hi, BN/IMBY 3aXBOPIOBAHHSA Y Pi3HUX reorpadiiyHmnx perioHax Ta rpynu nawieHTiB.

lMpoTnnoKasaHHA.
MigsuLLEHa YYTAMBICTb [0 03eNbTaMiBipy ocgaTy abo Ao 6yAb-AKOroKOMMOHEHTa npenapary.

B3aemogisi 3 iHLLIMMW NiKapCbKUMM 3ac06aMun Ta iHLI BUAW B3aEMOAINA.
PapMaKOoKiHETUYHI BIaCTMBOCTI 03e/IbTaMmiBipy, Taki fK cflabke 3B’A3yBaHHA 3 Oifikamy Ta MeTaboni3m, AKuin He 3anexuTb Bif cuctem CYPA50 i ritoKypoHigasm
(ovB. po3gin «dapMakoKiHeTUKa»), CBig4aTh, L0 KiHIYHO 3HaYYLLa B3aEMOZiS 3 iHLUMMU NiKapCbKUMKM 3ac06aMn MaioiMoBipHa.

MpobeHeuma



Mpw ofHoYacHOMY NpuiioMi 03e/bTaMiBIpy i NpobeHeLnay 415 NALIEHTIB 3 HOPMa/IbHOK (DYHKLIED HUPOK KOPeKLis A03n He NoTpibHa. OfHOYacHe 3aCTOCYBaHHS
npobeHeuMAay, KM € NOTYXXHUM IHFiGITOPOM aHIOHHOrO LUNAXY HUPKOBOI KaHa/bLEBOI CEeKpeLil, MPu3BoAMTb 40 30iNbLUEHHA eKCNo3uLiT akTMBHOro MeTabonity
03e/bTamiBipy NprbaM3HO BABIM.

AMOKCHUWNIH

O3senbTaMiBip He BUAB/SE KIHETUYHOT B3aEMO/IT 3 aMOKCULIMNIHOM, eniMiHaLis SKOro BifibyBaETbCA TUM XKe LUMISXOM, WO 1 03e/bTaMiBipy, WO CBiAYNTbL MPO CnabKy
B3aEMOZI0 3 03e/1bTaMiBIPOM JaHWUM LLINIAXOM.

BviBeieHHA HUpKamu

KniHiYHO Bak/iMBa B3aeEMOAIA 3 HLWIMMW JliKAPCbKMMK 3acobamuy, fKa BK/IHOYaE KOHKYPEHLiH0 3a HUPKOBY KaHasbLEBY CeKpeLito, MasioMOBIipHa Y 3B’A3KY 3
BIJOMUMU MeXaMun 6e3mekn BINbLIOCTI 3 LMX 3ac00iB, XapaKTepucTUKamu efliMiHauii akTMBHUX MeTaboniTiB (kny6oykoBa (inbTpauis Ta aHiOHHA KaHasiblesa
cekpeList) i 06’eMOM eKCKpeLiT 3a JOMOMOrol AaHux wnsxis. OfHaK cnif BUABNATM 06epeXHICTb MpU Npu3HayYeHHi 03e/bTamiBipy NauieHTam, SAKi NpuiiMaroTb
NiKapcbKi 3aC061 3 aHANOTIYHMM LLMSXOM eKCKpeLiT Ta By3bKUM TepaneBTUYHMM fiana3oHoM (Hanpuknag, Xaopnponamif, MeToTpekcar, (heHinbyTasoH).

JopaTtkosa iHhopmalLLis

dapmakoKiHETUYHI B3aeEMOAIT MiXK 03e/1bTaMiBIpOM Ta MOro akTMBHUM METaboniTOM MpU OAHOYACHOMY MPWU3HAYeHHI 3 MapaueTamonoM, aueTuncaniynioBoo
KUCNOTOK, LUMMETUAMHOM Ta aHTauuiHuMu 3acobamu (rigpOKCWA MarHito i rigpoKcui antoMiHilo, Kanblito KapboHaTt), pumaHTaguMHOM abo BapdapuHoM (Y
nawieHTIB, AKi 3HAX0AATLCA Ha CTabiflbHUX A03ax BapgapyHy Ta He XBOPItOTb Ha FPuM) He BUAB/IEHI.

Y KniHiYHMX gocnigpkeHHax 11 dasm 3acTocyBaHHS 03enbTaMiBipy 4719 NiKyBaHHA 1 NPOGiNakTUKMA rpuny npenapaTr npusHadann i3 3aralibHOBXMBaHUMU
NiKapCbKMMM 3acobamm, Takumn AK iHri6iTopy AMN® (eHananpwn, Kantonpwn), TiasngHi giypetrkn (beHapodnyasng), aHTMBIoTUKM (NeHILUMNIH,  LedasocrnopuH,
asnTPOMILMH, EepUTPOMIUMH | [OKCUMUMKNIH), 6nokatopy Ho-peuentopis (paHiTUAVH, UMMeTUANH), 6eTa-6n10KkaTopy (NPoNpaHosion), KCaHTUHKW (TeodiniH),

cuMnaTomiMeTVKy (nceeaoedeapurH), onioian (KoAeiH), KOPTUKOCTEPOIAW, IHFanaUiliHi 6POHXOANNATATOPU, aHANTeTUKK (aleTuncaniuunoBa KncnoTa, ibynpogeH i
napauetamon). Mpu 3acTocyBaHHi CenbTaBipy pa3oM i3 nepepaxoBaHUMK rpenapaTaMmu 3MiHW NPOQIN0 6e3Mekn Ta YaCcTOTU BUHUKHEHHSI MOBIYHMX peakLUil He
3apeECTPOoBaHi.

MexaHi3m B3aeMO/iT 3 NepopabHUMN KOHTpaLEenTBaMy BiAACY THIiA.

Oco6MBOCTI 3aCTOCYBAHHSA.

O3senbTamiBip e(heKTUBHWIA TiIbKM NPOTK 3aXBOPHOBaHb, CIPUYMHEHMX BipycaMu rpuny. JaHux woao eyeKTUBHOCTI 03enbTamiBipy npu 6yab-aKnX 3aXBOPHOBaHHSX,
CMPUYMHEHUX THLLIMMM 30YAHMKAMU, KPiM BIpYCIB rpuny, Hemae.

3acTocyBaHHA npenapary He 3aMiHIKE BaKUMHALLIKD NPOTW rpuny. 3acTOCyBaHHA npenapary He NMOBMHHO BMIMBATM Ha 0O6CTEXEHHSA OCI6 LL0A0 LWOPIYHOT BakUMHaLIT
NPOTW rpuny. 3axmMcT NPOTK rpuny TpMBaEe NuLLe Nif vac npuioMy npenapaty. CenbTasip CNif 3aCTOCOBYBATU AJ1 /liKyBaHHA Ta NPOQINaKTUKKA rpuny nuve npu
HaABHOCTI HafiHUX enigeMionoriyHnx faHux, AKi ceifyatb NPo LMPKYNsALito Bipycy. MpoaeMOHCTPOBaHO, L0 Yy T/IMBICTb LIMPKYHOKOUMX LWTaMIB BipyCy rpuny 4o
npenapaTy Mae B1COKY BapiabenbHiCTb, TOMY fliKap MOBUHEH BPax0oBYBaTW HaCBIxXILWY iHhOpMaLito WOAO YYTANBOCTI A0 03eNbTaMiBipy LMPKYMHOKUMX Ha AaHWiA
yac BipyciB nepes NPUAHATTAM PiLLIEHHSA NPO 3aCTOCYBaHHSA Npenapary.

TSOKKI LUKIPHI peakLii Ta peakuii nigBULLLEHOT YYTAUBOCTI

Mig yac MOCTMApKETMHIOBOro 3aCTOCYBaHHA NpenapaTty MOBIAOMAANOCA MNP0 BUMAAKW aHainakcii 1a THKKUX LIKIPHUX peakLiid, BKIHOYaUM TOKCUYHUIA
enigepManbHUA Hekponis, cuHapom CriBeHca-[)KOHCOHa Ta My/NbTUPOPMHY epuTemMy. Cnif BigmiHWT CenbTaBip i NpPU3HAYMTK BIAMOBIAHE NiKYBaHHSA, SKLLO
CrnocTepiratoTbCs Taki peakuii abo € nifgo3pa LWoAo X BUHUKHEHHS.

TKKI CYNYTHI CTaHu

Hemae iHopmauii wono 6e3nekn Ta eqieKTMBHOCTI 3aCTOCYBaHHA 03eNbTaMiBipy nauieHTam i3 TSKKMMU ab0 HecTabiflbHUMU 3aXBOPHOBAHHAMU 3 HEMUHYYUM
PU3MKOM rocnitanisauil.




MawieHTn 3 ocnabneHuM iMyHITETOM

besneka Ta e()eKTUBHICTb 03e/lbTamiBIpY A4/151 NiKyBaHHA Ta NPOMiNakTUKN rpuny y nayieHTiB 3 0cnabneHuM iMyHITETOM He BCTAHOBJIEHI.

3axBOPHOBaHHA cepus/amnxanbHOT CUCTEMU

E(eKTMBHICTb 03e/ibTamiBipy A5 NiKyBaHHA OCI6 i3 XPOHIYHMMM 3aXBOPIOBaHHAMU cepus Ta/abo 3aXBOPIOBaHHAMM AMXaibHOT CUCTEMMW He BCTAHOBJEHA. Y TaKuX
NavuieHTIB PI3HMLA Y YaCTOTi YCKNaAHeHb MDX rpynamMu NikyBaHHSA Ta niauebo He cnocTepiranacs.

TsKKa HUPKOBA HEJOCTATHICTb

Kopekuia 1o3n npenapaty npwv 3acTOCyBaHHI ANa NiKyBaHHA Ta NPOQiNakTUKM peKOMeHAYETLCA JOPOCANM Ta NigniTkam (=13 — <18 pokKiB) 3 TAKKOK HUPKOBOIO
HefOoCTaTHICTHO. HeaocTaTHbO KAIHIYHMX AaHMX LOAO 3aCTOCYBaHHA npenapaTy AiTAM BiKOM Bif 1 pPOKY 3 HUPKOBOK HeLOCTATHICTHO ANs pekoMeHaauin i3
[03yBaHHS (AMB. po3ainn «PapMakoKiHeTKa», «Cnocib 3acToCyBaHHS Ta [03U»).

HelponcuxiyHi po3nagu

Y XBOpUWX Ha rpun (nepeBaxkHO y AiTei Ta NigNiTKIB) Npy 3aCcTOCyBaHHI npenapaty Oynun 3adikcoBaHi BUNaaKN HeMponcuxiyHux posnagie. Taki po3nagn Takox
Oynn 3apeecTpoBaHi Yy XBOPUX Ha rpum, sKi He 3acTOCOBYyBasM Lei npenapaT. 3a CTaHOM MNauieHTIiB CAif peTenbHO CNOCTepiratv ANs BUSIBMEHHS 3MiH Y
noBefiHLi, a KOPUCTb Ta PU3UK NPOLOBXKEHHS NiKYBaHHA CNif, OLiHKOBATI 3 06EPEXHICTIO AN151 KOXKHOI 0 NauieHTa (AyB. po3ain «MobiyHi peakuii»).

YTunisalia HeBUKOPUCTAaHOro npenapaTy Ta npenapaTy i3 NPOCTPOYEHUM TepMIHOM NPUAATHOCTI. HagXxomKeHHs NiKapCbKOro 3acoby Yy 30BHILLHE CepefoBuLLe
HeobXigHO 3BeCTU A0 MiHiMyMy. JlikapCbKWiA 3acib He cnif BUKMAATU Y CTiYHI BoAW i NO6YTOBI Bigxoaun. Ansa yTunizauii HeobXigHO BUKOPMUCTOBYBATW TaK 3BaHYy
cuctemy 36opy BiaxofiB (Npy HasiBHOCTI TakoT).

3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHsA rpyaato.

BariTHicTb

Y 3B’A3KYy 3 TWM, L0 KOHTPO/IbOBaHi K/IHIYHI AOCMIIKEHHA 3 BMBYEHHS 3aCTOCYBaHHSA 03e/bTaMiBipy BariTHUM He MNPOBOAUMCSA, AaHi WOA0 3aCTOCYBaHHA
npenapaty y nepiog BariTHOCTI 6ynn oTpUMaHi y nicnspeecTpayinHoMy nepiodi Ta B NPOLECi HarnsAoBMX CNOCTEPEXeHb (AaHi LLOA0 eKCno3unuiTy BariTHUX XIiHOK
AMB. Y po3aini «PapMaKoKiHETHKEY).

OTpumaHi daHi Ta pe3ynbTaTh AOCMIMKEHb HA TBapMHaxX CBig4aTb MPO BIACYTHICTb NPAMOro abo onocepeaKoBaHOro LUKIANMBOIrO BNMBY Ha nepebir BariTHOCTI,
PO3BUTOK eMb6pioHa/nnoga Ta MOCTHATa/IbHUIA PO3BUTOK. BariTHi XKiHKM MOXYTb 3aCTOCOBYBAaTM MperapaTr 3 ypaxyBaHHAM HasBHOI iHgopmauil 3 6e3neku,
MaToreHHOCTI LUMPKY/OHYOro WTamMy BipyCy rpuny Ta CTaHy BariTHOT XIHKW NIiC/s OLiHKW CMiBBILHOLLIEHHA KOPUCTbL/PU3KK.

[Mepiof rogyBaHHA rpyaato

Y nakTylumux LypiB 03e/lbTaMiBip Ta aKTUBHWUIA MeTaboniT NPOHUKaOTL Y rpyAHe MOMOKO. ICHye 0OMeXxeHa iH(hopmaLis WoAo rogyBaHHSA rpyAAto XXiHKaMu, [Ki
npuiMaloTb 03e/bTaMiBip, Ta LLOLO eKCKpeLil o3enbTaMiBipy Yy rpygHe MOIOKO MtoanHU. OBMeXeHi AaHi [eMOHCTPYHTb, L0 03e/1bTamiBip Ta MOro akTUBHWIA
mMeTaboniT 6ynv BUAB/EHI Y FPYAHOMY MOJIOLI, OAHAK TX PiBHI BY/I1 HU3bKUMU, L0 MOXe NPU3BECTU L0 OTPUMaHHSA cy6TepaneBTUYHOT 03U HEMOB/ISM. BpaxoBytoun
Ui AaHi, a TaKoX NaToreHHICTb LMPKY/HOHYOro LWTaMy BipyCy rpuny Ta CTaH XXIHKW, fKa roAye rpyanto, MoXxe 6yTu po3rnsiHyTo NMUTaHHA Mpo MpU3HayYeHHs
03e/bTaMmiBipy NicNs OLiHKM CMiBBIAHOLWEHHA KOPUCTL/PU3NK.

PepTUILHICTL
Ha 0CHOBI JOKMIHIYHUX JaHUX LOKa3u MPO BMNJIMB MpenapaTy Ha PepTU/IbHICTL YO0BIKiB ab0 XIHOK BIACYTHI.

3paTHICTb BNMBATW Ha LUBUAKICTb pPeakLii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLMMU MexaHi3MaMu.
He Bn/ivBae.

Cniocib 3acTocyBaHHA Ta [03W.



Cnocib 3acTocyBaHHS

[ns nepopasibHOro 3aCTOCYBaHHS.

Jo3yBaHHs

Mpenapat y A03i 75 Mr MOXHa 3aCTOCOBYBaTH AK:

— 1 kancynano 75 mr a6o

— 1 kancynano 30 Mr Ta NAOC 0fHa Kancynano 45 Mmr.

fopocni Ta nigniTku BikoM Bif, 13 poKiB

JlikyBaHHSl. PeKOMEHA0BaHNIA peXXuM A03yBaHHS npenapaty — no 1 kancyni 75 Mr 2 pasun Ha o6y nepopasbHO NPoTAroM 5 AHiB gopocnnm Ta nignitkam (=13 — <18
POKiB) 3 Macoto Tina 6inbwe 40 Kr.

JlikyBaHHSA NOTPIGHO PO3NOYNHATL Y NMepLUNiA abo Ha APYTUiA AeHb MOSBX CUMMITOMIB Fpuny.

MpodinakT1ka Nicns KOHTakTy. PekoMeHAOBaHa f03a npenapaTy 418 NPoMinakTUKM rpuny nicis KOHTakTy 3 XBOPMM Ha rpun — no 75 mr 1 pas Ha fo6y nepopasibHO
npotarom 10 gHiB gopocnum Ta nigniTkam (=13 — <18 pokiB) 3 Macoto Tina Ginbwe 40 Kr. MpuiioMm npenapaTy Cif PO3NOYMHATI He Mi3Hile HK Yy nepLi 2 gHi
NiCNA KOHTaKTY.

MpodifakT1Ka Mif Yac Ce30HHOI enigemii rpuny. PekomeHgoBaHa f03a 418 NPoiNakTUKL Nif vac Ce30HHOT enigemii rpuny — no 75 mr 1 pa3 Ha foby npoTarom 6
TUXKHIB.

[iTn Bikom >1 — <13 poOKiB.

JTikyBaHHA. PeKOMeHJ0BaHWIA PeXXUM J03YBaHHSA NpenapaTy 3 KOpUryBaHHAM Macu Tifa 419 NiKyBaHHS HEMOBNAT i AiTeid BikOM Big 1 poky

Maca Tina PekomeH/oBaHa f103a Ha 5 AHIB
Big 10 kr go 15 kr 30 mr 2 pasu Ha o6y
> 15 Kr fo 23 Kr 45 vr 2 pasun Ha [o6y
> 23 Kr fo 40 kr 60 Mr 2 pa3v Ha Joby
> 40 kr 75 Mr 2 pa3vi Ha foby

NikyBaHHsA NOTPIGHO PO3NOYMHATM AKOMOra LWBMALLE, Y NepLUniA abo Ha APYTUiA AieHb MOSBY CUMNTOMIB rpuny.
MpodinakT1Ka Nicns KOHTaKTy. PeKOMeHA0BaHNIA PeXXMM [03yBaHHSA npenapaTy

Maca Tina PekomeHfoBaHa f03a Ha 10 gHiB
Big 10 kr go 15 kr 30 mr 1 pa3 Ha o6y
> 15 Kr fo 23 Kr 45 Mr 1 pa3 Ha o6y
> 23 Kr fo 40 kr 60 mr 1 pa3 Ha foby
> 40 Kr 75 mr 1 pas Ha foby

MpoinakTu1Ka Nifg Yac Ce30HHOT enifgemii rpuny. MpodinakTvuka nif Yac Ce30HHOI enigemMii rpuny y Aiter Bikom A0 12 pokKiB He JocnifKyBanacs.

J103yBaHHSA B 0COOGNMBUX BUNAAKaX

MauieHTW i3 NopyLLUEHHAMY DYHKLIT NeYiHKK

Hemae HeobOXiAHOCTI KopuryBaTu 03y AN NiKyBaHHSA ab0 NPogiNakTMKM NalieHTam i3 nopyLleHHAMM GYHKLIT NediHKn. be3neka i (hapmakoKiHeTUKa 03e/lbTamiBipy
y AiTel i3 NopyLEHHAMY QYHKLIT NEYiHKN He BUBYAINCS.

MauieHTW i3 nopyLLeHHAMY DYHKLIT HUPOK

NikysaHHs rpuny. Kopekuis 4o3u npenapaty HeobxifjHa gopocamm Ta nignitkam (=13 — <18 pokKiB) 3 NOMipPHOK ab0 TAXKKOK HUPKOBOK HEAOCTaTHICTHO (4MB. Tabn.
1).




Tabnuus 1

KnipeHc KpeaTuHiHy PekomeH0BaHa [03a 4/ iKyBaHHSA
> 60 mn/xB 75 Mr 2 pasu Ha foby
Big > 30 fo 60 mn/xB 30 Mr 2 pasu Ha foby
Big > 10 go 30 mn/xB 30 mr 1 pa3 Ha o6y
< 10 mn/xB He peKOMeHAY€ETbCA (AaHi BiACYTHI)
nawuieHTn, aKi nepebyBat0Tb Ha remogianisi 30 Mr nicna KOXKHOro ceaHCy remogianisy
nayieHTn, siKi nepebyBaroTb Ha 30 Mr ogHOpa3oBo
NepuTOHeanbHOMY Aiasisi*

* [aHi, oTpyMaHi B pe3ynbTaTi AOCNIMKEHb Y XBOPUX, SKI 3HaxXoAsTbCA Ha MOCTIMHOMY amOynaTOpHOMY nepuToHeanbHoMy Aianisi (MAMMA); KnipeHc o3enbTamiBipy
Kapbokcunaty, K O4ikyeTbCsl, Gye BULLMM MpW BUKOPUCTaHHI aBTOMATU30BaHOrO MOCTIMHOrO UMKAIYHOrO nepuToHeanbHoro gianisy (MUMA). Pexxum nikyBaHHA MOXe

3MiHtoBaTuca 3 MUMA Ha MAMA, SKwo Hethponor BU3HaE Lie 3a HeobxifgHe.

MpodinakTuka rpuny. Kopekuis o3 npenapaty HeobxigHa gopocimm Ta nigiitkam (=13 — <18 pokiB) 3 MOMipHOK ab0 TAXXKOK HMPKOBOK HeAOoCTaTHICTHO (AMB.
Tabn. 2).

Tabnuud 2
KnipeHc KpeaTuHiHy PekomeH0BaHa f103a A4/14 NPodiNaKkTuKu
> 60 mn/xs 75 mr 1 pa3 Ha goby
Big > 30 fo 60 mn/xB 30 mr 1 pa3 Ha foby
Big > 10 go 30 mn/xB 30 Mr yepes feHb
< 10 mn/xB He PeKOMeHAYeTbCS (faHi BiCYTHI)
nawuieHTn, aKi nepebyBatoTb Ha remogianisi 30 Mr nicns KOXKHOro Apyroro ceaHcy remogianisy
nawyieHTn, aKi nepebyBatoTb Ha 30 Mr 1 pa3 Ha TUX/eHb
nepuTOHeanbHOMY Aianisi*

*  [aHi, oTpumaHi B pe3y/bTaTi AOCNIMKeHb Y XBOPUX, AKI 3HaxXof4aTbcA Ha MMATM; KiipeHC 03enbTaMiBipy KapbokcuiaTy, AK O4YiKyeTbCs, Byae BULLUM Npu
BMKOPUCTaHHI aBToMaTn3oBaHoro MLMA. Pexxkum nikyBaHHsA Moxe 3miHtoBaTuca 3 MLUIMA Ha MAML, SKWwo Hegponor BU3HaE Lie 3a HeoOXiaHe.
HefocTaTHbO AaHNX /18 HaflaHHS PeKOMeHZaLlil 3 L03yBaHHSA AiTAM 3 NOPYLUEHHAM QYHKLiT HUPOK BiKOM 0 12 poKiB.

MauieHTW NiTHLOrO BiKy
Hemae noTpebu Kopurysatm 403y, 3a BUHATKOM HassBHOCTI NMOPYLUEHHS PYHKLIT HUPOK NMOMIPHOT0 ab0 TSXKKOr0 CTYNeHS.

MauieHTwn 3 ocnabneHm iMyHiTeTOM
NikyBaHHsA. PekoMeHI0BaHa nepopasibHa [03a CTaHOBUTbL 75 Mr 03eNibTamiBipy 2 pasu Ha fo6y npoTtarom 10 AHiB Ans gopocnux. JTikyBaHHA cnif NoYnHATU AKOMOra

LUBMALLE NPOTArOM NepLUMX ABOX AHIB NICNS NMOSBM CUMNTOMIB Fpuny.
Ce30HHa npoghinakTmka. PEKOMeHAYETHCA CE30HHA NPOMiNaKTUKa rpuny NPOTArom 12 TMXKHIB Yy MaLieHTIB 3 0CNab/ieHnM iMyHITeTOM (aUB. po3ainn «OcobnneocCTi

3aCTOCYyBaHHS», «I106IYHI peakuii»).



aiTn.
3acTocoByBaTu AiTAM BIKOM Bif, 1 poKy 3 Macoto Tina 6inbwe 10 Kr, fKi 34aTHI NPOKOBTHYTYM Kancyny.

Nepepno3yBaHHSA.

MoBiLOMMEHHA NPO Nepefo3yBaHHA MpenapaTy 6ynu oAepXkaHi nif vac KNiHIYHMX AOCAiMKeHb Ta NPOTArOM MOCTMApPKETUHIOBOrO 3aCTOCYBaHHS npenapaty. Y
BinbLUOCTI 3aikcoBaHMX BUMAAKIB Nepeso3yBaHHA NMPo nobiyHi peakwuii He NMoBiLOMAAIOCS.

MoGiyHI peakuil, NpPo AKi NOBIAOMAANOCA NPV Nepefo3yBaHHI, 6y 3a XapakTepoMm Ta BuAaMu MOAIGHUMW [0 TWX, L0 CroCcTepirainca npu 3acToCyBaHHI
TepaneBTUYHNX 403 Npenapaty (AvB. po3ain «Mob6iuHi peakuii»).

CneumgiyHOro aHTULOTY He iCHYE.

aiTn

YacTiwwe nosigomMnsnoca npo nepefosyBaHHaA y AiTei, HXK y Aopocnnx Ta NigniTkie. Cnif BUABNATA 06epeXXHICTb NPK 3aCTOCYBaHHI Npenapary 4iTaw.

Mo6iuHi peakuil.

Y yinomy npodinb 6e3nekun npenapaTy 6a3yeTbCst Ha AaHWUX NliKyBaHHA rpuny y 6049 gopocamnx/nigniTkie Ta 1473 fiTeid, AKi oTpuMyBain npenapat abo nnayebo, Ta
Ha AaHuX npodinakTukm rpuny y 3990 gopocnux/nignitkie Ta 253 fiTeid, SKi oTpuMyBann npenapaT abo nnauebo y KNiHiYHKMX gocnifpkeHHax. Kpim Toro, 475
nawuieHTiB 3 ocnabneHnM imyHiTeTom (BKtovaroum 18 gitein, 10 — y rpyni npenapaty, 8 — y rpyni naue6o) otpumysanm CenbTasip abo nnaue6o ang npodinakTnkm
rpuny.

Y popocnux/nigniTkie npu npuitomMi npenapary Ans NikyBaHHSA rpuny HanyacTiluMmmn HebaxkaHUMK aBuLamm 6ynn HygoTa i 61toBaHHSA, AN NPOMINaKTUKK rpuny —
HyfoTa. BOHM Manv TpaH3UTOPHWIA XapakTep i BUHMUKaIN 3a3BUYail y NepLuniA-aApyruin feHb NiKyBaHHSA Ta 3HUKanu vepes 1-2 gHi. Y fiTeld HalyacTilumm HebaxxaHUm
ABULLEM 6Y10 6/10BaHHA. Y BiNbLIOCTI BUNALKIB NO6IYHI peakLii He NPU3BOAUIN A0 BiAMIHV npenapary.

IMig Yac NOCTMAPKETMHIOBOr0 3aCTOCYBaHHA 03e/bTaMiBipy PigKo NOBiLOMASANM NPO HACTYMHI Cepiro3Hi NOGIYHI peakUii: aHadiNnakTUYHI Ta aHagiNnakTolaHI peakuii,
MOPYLUEHHS 3 6OKY MeYviHKK (6IMCKaBUYHWIA renatuT, NOPYLUEHHS (YHKLIT MNeYiHKN Ta XXOBTAHWLSA), aHTIOHEBPOTUYHMI HabpsK, cuHapom CTiBeHca-[p)KOHCOHa Ta
TOKCUYHWIA enifiepManbHUA HEKPONI3, LINYHKOBO-KMLLIKOBA KPOBOTEYa Ta HeMporncuxiyvHi posnagn (LWOAO HEMpOncUXivYHMX po3nafis AuB. po3gin «OcobamMBOCTi
3aCTOCYBaHHA»).

[na onucy 4yactoTu NOBGIYHUX peakLiii BUKOPUCTOBYBaIM HACTYMHI KaTeropii: gyxe nowmpeHi (= 1/10), nowwupeHi (= 1/100, < 1/10), HenowwmpeHi (= 1/1000,
< 1/100), pigko nowwmpeHi (= 1/10000, < 1/1000), ay>ke pigko nowmpeHi (< 1/10000), yactoTa HeBigoma. INo6iyHi peakLil BigHECEHO [0 NeBHOI KaTeropii 3rigHo
3 aHa/1i30M 06’ eIHAHNX JaHUX KNIHIYHUX SOCMIIKEHb.

JlikyBaHHS Ta npodpifakTuKa rpuny y 4opocamx Ta nigniTkiB

HaliyacTiwi no6iyHi peakLil, ki 6ynun 3apeecTpoBaHi Y AOCNIAXKEHHSAX 3aCTOCYBaHHS nNpenapaTty Ans NikyBaHHS Ta NPOgiNakTUKKA rpuny y Aopocnux Ta Nignitkie Ta
B nicnapeecTpaLiiHoMy nepiofi Npu 3acToCcyBaHHI PeKOMEHA0BaHOT 03K (75 Mr 2 pasun Ha f06y NpoTsarom 5 AHiB AN NikyBaHHA Ta 75 Mr 1 pa3 Ha fo6y NpoTArom
[0 6 TMXKHIB /19 NPOQINaKTUKM), HaBOAATLCA HKYE.

Mpodinb 6e3neku, Lo CrocTepiraBcs y NawuieHTiB, SKi OTPMMYBanun npenapat Ans npodinaktmky (75 mr 1 pas Ha go6y npoTarom Ao 6 TWXKHIB), 6yB Nofi6HUM a0
TaKoro, Lo crocTepirascs y JOCNILKEHHAX NTiKyBaHHSA, He3BaXKaroum Ha 6i/ibLly TPUBAIICThb LOC/IIKEHb 3 METOH MPOMINaKTUKN:

iH(DeKLiT Ta iHBa3il: NoLWKNPEHi — BPOHXIT, NPOCTMIA repnec, iIHPeKLiT BEPXHIX AUXanbHUX WAXIB, HA30(apUHTIT, CUHYCWUT;

3 60Ky cMCTeMM KPOBi Ta NiMPaTUYHOT CUCTEMU: PiLKO MOLIMPEHI — TPOMOOLMTONEHIS;

3 6OKY IMYHHOT CUCTEMM: HEeNOLIMPeHI — peakLis MiABULLEHOT YyTANBOCTI; PiAKO MOLIMPeHi — aHatiNakTUYHI Ta aHagiNakToigHI peakuil;

3 OOKy MCUXiKW: PiAKO MOLUMPEHi — aXuTauis, naTonoriyHa noBefiHKa, TPUBOXHICTb, CNIYTaHICTb CBIAOMOCTI, MapeHHs, Aenipii, raatoumHauii, HiYHi Xaxu,
camoTpaBMyBaHHS;




3 6OKY HepBOBOI CUCTEMU: AY>KE NOLUMPEHI — rONOBHUI 6iflb; NOLIMPEHI — 6E3COHHS; HEMOLUMPEHI — MOPYLLEHHSA CBIZOMOCTI, Cy0MU;

3 60Ky opraHis 30py: PifKO NOLWNPEHI — NOPYLLEHHS 30pY;

3 BOKYy CepLieBOT CUCTEMU: HeMoLUMPeHi — CcepLeBi apuTMil;

3 60Ky AMXaNnbHOI CUCTEMM, OPraHiB rpyAHOT KNiTKM Ta cepefoCTIHHA: MOLMPEHI — Kallenb, pUHopes, 6i/b y ropi;

3 60Ky TPaBHOro TPakKTYy: AyXe MNOLIMpPeHi — HyaoTa; NoWnpeHi — 6/110BaHHSA, 6inb Y XKUBOTI (B TOMY YMCai Y BepXHixX Bigginax), gucrencia; pigko nowmpeHi —
LLTYHKOBO-KMLLKOBA KPOBOTeYa, reMopariyHuii Konir;

3 60Ky renaTob6iniapHOT cUCTEMU: HeNOLWMPEHI — NiABULLEHHS PiBHS NEYiHKOBMX PEPMEHTIB; PiAKO MOLWNPeHi — 6NMCKaBUYHWIA renaTuT, Ne4iHKOBa HeOCTATHICTb,
renaTur;

3 60Ky LIKipK i NiALWKIPHOT KNI TKOBUHU: HEMOLWUMPEHi — AepMaTuT, BUCUNaHHS, eK3eMa, KPOMWB’aHKa; PigKo NOLUMPEHI — aHTiOHEBPOTUYHWIA HAOPSAK, MyNbTU(OPMHA
eputema, cuHapom CTiBeHca—)XOHCOHa, TOKCMYHWIA enigepMasibHNIA HEKPOi3; YacToTa HeBifioMa — anepris, Habpak 06/1M4yys;

3arasibHi po3nagn Ta peakuil y Micli BBeAEHHS: NOLIMPEHI — 3anaMOpPOYeHHs (BK/HOUatoUM BEPTUIO), C1abKicTb, 6inb, rineptepMis, 6inb y KiHLiBKax.

JlikyBaHHSA Ta npodinakTvka rpuny v aireil

3aranom 1473 auTuHW (BKIKOYaKUM 3[0pOBUX AiTel BIKOM 1-12 pokiB Ta fiTeil 3 aCTMOK BiKOM 6— 12 pOKiB) B3s/M y4aCTb Y KAIHIYHUX [LOCNIIKEHHAX
o3enbTamiBipy Ans nikyBaHHa rpuny. Cepeg HUX 851 AUTUHA OTpUMyBaa NiKyBaHHS CycneHsieto 03enbTamiBipy. 3aranom 158 giteil oTpyMyBann peKoOMeHL0BaHyY
[o3y npenapaty 1 pa3 Ha Ao6y Y AOCNiKEHHSAX NPOgiNakTUKM Nicns eKcnosuuii npenapaty y AomalluHix ymosax (n=99), y 6-TMXKHEBMX AOCNIIKEHHSAX CE30HHOT
npoinakTnku (N=49) Ta 'y 12-TMXXHEBMX AOCNIIKEHHSX CE30HHOT NPOdiNakTUKM cepep AiTei 3 ocnabneHnum imyHitetom (n=10).

HaiuacTiwi no6iuHi peakuii, Aki 6y 3apeecTpoBaHi y AOCNIKEHHAX 3aCTOCYBaHHSA Npenapaty A41a NiKyBaHHS Ta NPOgiNakTuky rpuny y AiTei (Npw 3aCTOCyBaHHI
[103yBaHHA Ha OCHOBI BiKy — Big 30 o 75 mr 1 pa3 Ha Jo6y):

iHbeKUiT Ta iHBa3il: NOLIMPEHi — CepefiHii OTUT; YacToTa HeBiOMa — OPOHXIT, MHEBMOHIS, CUHYCUT;

3 60Ky HEPBOBOI CUCTEMMU: MOLUMPEHI — FOIOBHMIA GiNb;

3 60Ky cMCTeMM KPoBi Ta NimgaTUYHOT CUCTEMU: YacToTa HeBifgoma — nimdageHonaTis;

NOpYLLEHHS 3 60Ky OpraHis 30py: NOLUMPEHI — KOH’FOHKTUBIT (BK/HOYaKOU/ NOYEPBOHIHHA 0Yeld, BUAINEHHS 3 04eid Ta Biflb);

3 60Ky opraHis cnyxy Ta BeCTUOYNAPHOro anapaTy: NowmpeHi — 6ilb y ByXax; HenoLupeHi — NopyLUeHHs 3 60Ky 6apabaHHOT MePETUHKM;

3 BOKY AuxanbHOI CUCTEMW, OpPraHiB rpyAHOT KNiTKW Ta cepefOCTIHHA: Ay>Xe NOLMPeHi — Kalle/b, 3aKNafeHiCTb HOCa; MOLNPeHi — pUHOpes; YacToTa HeBigoma —
acTtma (BK/1H0Yarum 3aroCTPeHHS), HOCOBI KPOBOTeI;

3 60Ky TPaBHOIo TPaKTYy: Ay>Ke NowwunpeHi — 610BaHHA; NOLWMPEHI — HYA0Ta, Biflb Y XKMBOTI (B TOMY YMC/i Y BEPXHIX Bigginax), AvMcnencis; Yactota HeBigoMa —
Liapes;

3 60Ky LUKIpW i NiAWKIPHOT KNiTKOBMHW: HENOLWIMPEHI — epMaTUT (BK/IOUatoum anepridyHnii Ta aTonivyHuiA 4epMaTuT).

Onuc oKpeMux NoBIYHUX peaKLiiii

McuxiyvHi Ta HeBPONOriyHI po3naau

pun mMoxke 6yTU NOB’A3aHWIA i3 MCUXOHEBPONOTIYHUMW MOPYLUEHHAMMW, WO NPOABASNNCA FatoUMHaUigMKU, AenipieMm Ta HeafeKBaTHOK MOBELIHKOM, B AeAKMX
BUMagKax — 3 NIeTa/IbHUMKN Hacnigkamu. BkasaHi fBuMLLA MOXYTb CNOCTepiraTuch AK NPosiB eHuedaniTy um eHuedanonarii, ane MOXYTb BUHUKATK 6e3 04YeBUAHOTO
TSXKKOI0 3aXBOPHOBAHHS.

Y XBOpWX Ha rpun npwv 3acTocyBaHHI Npenapary TakoxX Oy/n 3agikcoBaHi BUNaLKW CYAoM i Jenipito (BKNHOYaruM 3MiHY piBHA CBIAOMOCTI, CNAYyTaHICTb CBILOMOCTI,
HeafleKBaTHY MOBEAIHKY, MapeHHs, raltoLMHaLlii, aXuTaLito, TPUBOTY, HIYHI Xaxu), AKi Yy NMOOANHOKUX BUMaAKax NPU3BOLUIN L0 BUMaAKOBOIO CaMOMOLLKOKEHHS
abo neTtanbHOro Hacniaky. BkasaHi siBuLLa 6ynu 3adikcoBaHi B OCHOBHOMY Y AiTel Ta NiANITKIB i YaCcTO Ma/n panTOBMIA MOYATOK Ta LUBU/KE 3aBepLUEHHS. HeBigomo,
Yn MOB’A3aHI MCUXOHEBPOJOTIYHI MOPYLUEHHS i3 3aCTOCYBaHHAM npenaparty, OCKI/IbKWU NCUXOHEBPO/OriYHI  Po3naan TakoX Oynn 3apeecTpoBaHi Y XBOPUX Ha
rpun, SKi He 3aCTOCOBYBaIM Lieil Npenapar.




"enaTob6iniapHi NOPYyLLEHHS

Y nauieHTiB i3 rpuvnonogibHNUM 3aXBOPHOBAHHAM CMOCTEPIrainca po3nafy renatobiniapHoOi CUCTEMW, BKIKOYAKOUM BUMNALKW renatuty Ta MigBULLEHHS PiBHA
neviHKOBUX (hepMeHTIB. BKasaHi BUNaaKu BKIOUaNN NeTanbHWUA yIbMiHaHTHWUIA renaTUT/NeYviHKOBY HeAOCTaTHICTb.

JoaaTkoBa iHhopMaLLisi NPO OKPEMI rpynu NaLieHTIB

MayieH TV NiTHLOTO BiKY Ta nauieH TN 3 XPOHIYHMMI 3aXBOPIOBAHHAMM CepLA Ta AnXalbHOi CUCTEMU

[ocnifpkyBaHa nonynsauis Ans nikyBaHHS rpuny BKAOYana 340p0OBUX AOPOCAUX/NIANITKIB | NauieHTIB i3 akTopamu pusmKy (NauieHTy 3 nigBULLEHUM PU3UKOM
PO3BUTKY YCKNafHeHb, MOB’A3aHUX i3 rPUNOM, HaMPUKIaL NalieHTX NITHLOrO BiKY Ta NAaUiEHTV 3 XPOHIYHMMM 3aXBOPHOBAHHAMMW Cepusa abo AMXasbHOI CUCTEMU).
3arasiom npodinb 6e3nekn y NigniTkie 1a 4OPOCANX i3 XPOHIYHUMM 3aXBOPHOBAHHSAMU CepLs Ta/abo 3axXBOPHOBAHHAMU AMXa/IbHOT CUCTEMU BYB AKICHO MOPIBHAHHUM
3 TaKM Y 340pOBUX JO06POBOSIbLIB.

MauieHTwn 3 ocnabneHm iMyHiTeToM

Y 12-TvkHeBOMY LOCAiIKeHHI NpodinakTukn y 475 ocib i3 ocnabneHnmM iMmyHiTeToM, B TOMy Ynchi y 18 aiteit Bikom 1-12 pokis, npodinb 6e3nekn y 238 nauieHTis,
AKi OTpUMyBanu o03enibTamiBip, 6yB NOPIBHAHHMM 3 TaK1M, LLLO CMOCTEPIraBcs y KNIHIYHMX AOCNIIKEHHSX 3aCTOCYBaHHA npenapary Ans npodinakTnku.

[iTu 3 6poHXia/IbHOK acTMOH

3arasiom npodgisib NO6GIYHMX peakLii y AiTeil 3 6pOHXiaNIbHO aCTMOKO 6YB SIKICHO NOPIBHAHHMM 3 TaKUM Y 3[40P0OBMX BIAHOCHO IHLLMX 3aXBOPOBaHb [iTeN.

TepMiH NpUAaTHOCTI.
5 pokisB.

YM0BM 36epiraHHs.
36epirat npu TemnepaTypi He BuLle 25 °C B OpuriHa/bHIin yNakoBLi.
36epiraTv y HelOCTYMHOMY A1 AiTeN MicCLi.

YnakoBKa.
Mo 10 kancyn y 6nictepi. Mo 1 6nicTepy B KAPTOHHIN YNaKoBLi.

KaTeropis Bignycky.
3a peuenTom.

BupobHuK.
Makneogc dapmacboTukac Jlimites.

Micue3HaxomMkeHHSA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS NOro 4isNIbHOCTI.
Binemx Txena, MO Moaximaripa, Texcin bagai, Aictpikt ConaH, Ximayan Mpageww, 174101, IHAis.



