IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CEJIbTABIP

(SELTAVIR)

Cknao:
ditoua pe4os8uHa: 03eIbTaMiBip;
1 kamcyna TBepHa MiCTUTh 03e/IbTaMiBipy pocdaTy ekBiBaeHTHO 03enbTaMiBipy 30 MT;

0onomidicHi peyo8uHU: KpOXMallb IpexenaTUHI30BaHUH, TallbK, MOBiIOH, HATPil0 KPOCKAapMeo3a,
HaTpilo cTeapundymapaT, TBepha xkKeaaTuHOBa Kamcyna Ne 4;

ckna0 Kancyau: 3aniza okcup yepBonui (E 172), 3amisza okcup xkoBtuii (E 172), Tutany miokcun (E
171), xkenaTuH, Boga O4YMIIEHA;

1 kamcyna TBepHa MiCTUTh 03e/IbTaMiBipy GocdaTy ekBiBaIeHTHO 03eIbTaMiBipy 45 MT;

0onomidicHI peyo8uHU: KpOXMalh IpexKenaTUHI30BaHUH, TallbK, MOBiIOH, HATPil0 KPOCKAapMeno3a,
HaTpilo cTeapuidymapaT, TBepha KejaaTuHOBa Kamcyna Ne 4;

ckna0 Kancyau: 3anmiza okcup yopHui (E 172), tutany miokcup (E 171), xXenmaTuH, Boga O4YUIIEHA;
1 kamcyna TBepfa MiCTUTh 03e/IbTaMiBipy pocdaTy ekBiBaIeHTHO 03€IbTaMiBipy 75 MT;

0onomidocHI peyo8uHU: KpoXMaJlb IIpexkenaTUHI30BaHUM, TallbK, IOBIOH, HATPi0 KPOCKapMenosa,
HaTpilo cTeapundyMapar, TBepha XelaTHHOBa Kancyna Ne 2;

CKna0 Kancyau: 3ani3a okcup yepBouuu (E 172), 3anisa okcup xkoBtuii (E 172), 3ami3a okcup
yopuuu (E 172), tutany miokcup (E 171), xkenaTuH, Boga o4ullleHa.

JlikapcbKka ¢popmMa. Kamcynu TBepqi.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

30 me: TBep{i XKeMaTUHOBI Kancynu Ne 4 3 KpUIIEYKO0 Ta KOPILYCOM CBITI0-2KOBTOT'0 KOJILOPY, 3
MapKyBaHHSM CUHIM K0nbopoM «30 mg» Ha Kpuleuni Ta «M 53» - Ha KOPIyCi, 110 MiCTATh FpaHysiu
Bim 6inmoro mo Maiixke 0iJIoro Kombopy;

45 me: TBepOi XKenaTUHOBI Kancyiau Ne 4 3 KpUIIEYKOI Ta KOPIIYCOM Ciporo KOJIbOPY, 3 MapKyBaHHSAM
CUHIM KObopoM «45 mg» Ha Kpuieuti Ta «M 54» - Ha KOpIyci, 110 MiCTATh rpanynu Bif 6inoro mo
Maiixke 6i710r0 KOIMbopy;

75 Me: TBeppai XKenaTUHOBI Kancynu Ne 2 3 KPUIIIEUKOO CBIT/IO-2KOBTOTO KOJILOPY Ta KOPIIYCOM Ciporo



KOJIbOPY, 3 MapKyBaHHSAM CHHIM KOJIbOPOM «75 m@» Ha Kpuiueyry ta «M 55» - Ha Kopmyci, 1o
MICTSATH IpaHysu Bif 6ioro [0 Malixke 6iI0T0 KONBHOPY.

®apMakoTepaneBTUYHA Ipyla.

[TpoTuBipycHi 3aco0u [ CUCTEMHOT0 3acTocyBaHHs. [IpoTuBipycHi 3acobu mpsimMoi mil. IuribiTopu
HenpaMminina3u. O3enpramisip. Kog ATX JO5A HO2.

dPapmako.102iuHi 8 1acmueocmi.
®apmakoduHamika.

OsenpTaMiBipy pocdaT € mporpenapaToM akKTUBHOTO MeTabomiTy (03enbTaMiBipy KapOOKCUTIATY),
gkl BuOipKOBO iHTiOye HelipaMiHiga3y BipyciB rpumy — ¢hepMeHT, 1110 KaTasli3ye IPolec
BUBIJIbHEHHSI HOBOYTBOPEHUX BipYCHUX YaCTHHOK 3 iHQIKOBAHUX KJIITHH, IX TPOHUKHEHHS Y
HeiH(piKOBaHi KIIITMHY Ta IO#AJIbIIe MOMIMPEHHS BipyCy B OpraHi3mi.

OsenpTaMiBipy KapOokcunar inribye HelipamiHifa3y Bipycis rpumy tumis A ta B in vitro.
OzenbTaMiBipy docdaT IpUTHiIUYE permsTiKalliiio BipyCcy Ta HOTo MaTOTeHHICTS in vitro. O3embTaMiBip
IIpY [IepOpaIbHOMY 3aCTOCYBaHHI IPUTHIYY€E pelllikaliilo BipyciB rpumy Tumis A ta B Ta 1oro
IIaTOTEHHICTh Ha MOJEeIsX I'PUII03HO] iH(EKIIil y TBapHUH in Vivo IPU aHTUBIPYCHIX eKCII03ullil, 10
mocsrasacs y JTIOOWHU IIPU 3aCTOCYBaHHi o3u 75 MT 2 pa3u Ha #o0y.

AHTHBiIpyCHA aKTMBHICTh 03e/IbTaMiBipy OyJia mifTBepAXKeHa 100 BipyciB rpumy TuimiB A Ta B B
eKCIIepUMEeHTa/IbHUX NOCTIIXKeHHAX ¥ 3M0POBUX L0OPOBOJIBLIIB.

3naueHHs IC50 o3enmbTaMiBipy A pepMeHTy HelpaMiHifa3u KITiHIYHUX 130714 TiB BipycCiB rpumy A
konuBanucs Bifg 0,1 mo 1,3 HMors, a ons Bipycis rpuny B ctaHoBumu 2,6 HMornb. B ony6ikoBaHuX
NaHUX AOCIIIXKEeHb Bif3Havanucs Bullli 3HadeHHsa IC50 g Bipycis rpuny B 3 mepnianowo 8,5 HMob.

dapmMaxoKiHemuxka.

BcMOKTYBaHHSA

[Ticra mepopanbHOTO MPUMOMY 03€eNIbTaMiBipy ocdaT 1erKko BCMOKTYETHCS Y TPABHOMY TPaKTi i
3HAYHOIO MipOI0 NTEePETBOPIOETLCA Ha aKTUBHUYN MeTaboJIiT (03enbTaMiBipy KapOoKcuar) mmif mieto
Ne4iHKOBUX ecTepas. He meHIe 75 % NpUMHATOL BHYTPILIHBO JO3U IOTPAIIS€ V CUCTEMHUN
KPOBOOOIT y BUTJISIAI aKTUBHOTO MeTaboJIiTy, MeHIIe 5 % - y BUTJIAML BUXiHHOTO Impemnapary. [1na3mosi
KOHIIEHTpALlil SIK IIPo-IIpemnapary, Tak i akTUBHOTO MeTa0oIiTy IponopIiliHi 1031, TOMy He 3anexkaTh
Bifl ODHOYaCHOTO 3aCTOCYBaHHS 3 1Kel0.

Po3mopin

Y moguHY cepenHili 00’€M PO3MOAiNTYy aKTUBHOTO MeTabOoJIiTy y PiBHOBaKHOMY CTaHi CTAHOBUTH
npubnau3Ho 23 11 - 06’eM, eKBiBaneHTHUYN 00’'€eMy TT03aKIITUHHOI PiguHu opraHizamy. OcKinbKu
aKTHBHICTh HeMpaMiHila3y € I03aK/IITUHHO0, 03eJIbTaMiBipy KapOOKCHUIAT OOCSITa€e BCiX OCHOBHUX
MiCIlb JIOKaJTi3allil rpuIo3Hoi indexKIril.

3B’sI3yBaHHS aKTUBHOTO MeTabomiTy 3 GiTKaMu M1a3Mu JTIOOUHY HU3bKe (Mpubnausno 3 %).



Mertabomizm

OsenpTaMiBipy pocdaT 3HaUHOIO MipOI0 IEPETBOPIOETLCS Ha 03€IbTaMiBipy KapOOKCHUIAT Iif Ai€t0
ecTepas, 0 3HaXOATLCSA epeBaxkHo B medinii. Hi o3enbramiBipy docdar, Hi akTUBHUN MeTabOJIIT
He € cyOcTpaTaMu abo inribitopamu i3opepmMeHTiB cucTeMu 1uToxpomy P450y moCmigKeHHSX in
vitro. ZKoguux KoH'toraTiB ¢as3u 2 s 060X CIIONIyK BUSABIEHO in vivo He OyII0.

BuBeneHHs

O3enbTaMibip, 10 BCMOKTaBCS, BUBOIUTLCS TOJIOBHUM YMHOM (> 90 %) HMIITSIXOM IIepeTBOPEHHS Ha
03e/IbTaMiBipy KapOOKCUIIAT, KW He TifaeThCs MOablmii TpaHcopMallii Ta BUBOTUTHCS i3
cedero. Y OilbIIOCTI NAli€HTIB MaKCUMaslbHa KOHIIEHTpAllil akTUBHOT0 MeTaloJIiTy y IIa3Mi
3HUXKYETHCS 3 IepiofoM HamiBBUBemeHHS 6-10 roguH. [T0BHICTIO aKTUBHUYM MeTa0OIIT BUBOOUTHCS
HupKamu. Hupkosui knipesc (18,8 n/roguny) nepesulnye MIBUAKICTL KTy00uKoBOi dinbrpartii (7,5
JI/TONUHY), IO BKA3y€ Ha Te, 10 JOAATKOBO IIpenapaT BUBOOUTHCS 1lle ¥ IIJITXOM KaHallbIeBOl
Cekpellil. 3 KaJloM BUBOOUTHCS MeHIIe 20 % MPUUHATOr0 BHYTPIIIHBO PafiicaKTUBHO II03HAYEHOT0
Ipernapary.

d®apmakoKiHemuka 8 ocobausux spynax.

Hity BikoM Bif 1 poKy

dapMmakoKiHeTHKY 03eIbTaMiBipy BUBYaIU y OiTel BikoM Bif 1 1o 16 pokiB y (hapMaKOKIHETUUHOMY
IOCTiAKEeHH] 3 OMHOPAa30BUM IIpuiioMoM npernapaty. PapMakokiHeTHKa IIpu 6araTtopa3oBoMy
IpUHOMI IIpenapaTy BUBYajach Y HEBEJIMKOI KiIbKOCTI [iiTell y KIiHIYHOMY [OCTiIXKeHH]
eeKTUBHOCTI. Y [iTell MOJIOAIIOTO BiKy BUBE[EHHS IIPO-IIpenapaTy Ta aKkTUBHOTO0 MeTaboiTy
BimOyBasocs MIBUAIIE, HiXK Y JOPOCINX, 110 TPU3BOAUIIO [0 OiIbII HU3BKO1 €KCI03UIlil, BUpaXkeHOol y
MTI/KT po3u. [Ipuiiom npenaparty y 4031 2 MI/KT Ja€ TakKy X €eKCIIO3ULi0 03e/IbTaMiBipy
KapOOKCHUIIATy, sIKa HOCSATAETHCS Y HOPOCIIUX IiC/Is OMHOPA30BOr0 MpUoMy 75 MT Ipenapary (1o
eKkBiBasieHTHO pubnu3Ho 1 Mr Ha 1 Kr Macu Tina). PapMaKoKiHeTHKa 03e/IbTaMiBipy y miTed i
ImigIiTKiB BiKOM Bif 12 pokiB Taka X caMa, fIK i y JOPOCIUX.

XBOpi JIITHBOTO BiKY

Y xBOpuUX NTHBOTO BiKy (65-78 POKiB) €KCII03UIIisT aKTUBHOT'0 MeTab0JIiTy B PiBHOBaXKHOMY CTaHi Ha
25-35 % BuIla, HiXK Y MOIOIIINX MAIiEHTIB (< 65 POKiB) IPH 3aCTOCYBaHHI aHAJIOTiYHUX 03
o3enbTaMiBipy. Ilepion HamiBBUBEOEeHHS MpemnapaTy B 0cib JITHLOTO BiKy CyTTEBO He BiIPi3HSIETHCS
Bifl TAaKOT'0 y MOJIOAIINX TallieHTiB. Ha 0CHOBI eKcIo3ullil IIpernapaTty Ta epeHOCUMOCTi HEMa€e
HeoOXiTHOCTI B KOPUT'YBaHHi 103U MallieHTaM JIiTHOTO BiKYy, KpPiM IalieHTiB 3 TOMipHOI0 a0 TAKKOI0
HUPKOBOIO HENOCTATHICTIO (KJipeHC KpeaTuHiHy < 60 Mii/xB) (guB. po3nin «Cmocib 3acTocyBaHHS Ta
DO3U»).

XBOpi 3 ypaxKeHHIM HUPOK

[Tpuiiom o3enbramiBipy ¢hocdarty 100 Mr 2 pa3u Ha o0y IPOTATOM 5 OHIB MallieHTaMu 3 Pi3HUM
CTYIIeHeM ypaXKeHHS HUPOK IIPOAEMOHCTPYBaB, 1[0 eKCII03Ullis 03e/IbTaMiBipy KapOoKCUIaTy €
00epHEHO MPONOPLiMHOI0 3HUKEHHIO QYHKIII HUPOK. [I/151 0o3yBaHHS OuB. po3fin «Crocio
3aCTOCYBaHHS Ta JO3U».

XBOpi 3 YpaxXeHHIM [eYiHKU

3a pe3ynbTaTaMu in Vitro gOCIigXKeHb, HE OUiKyETHCSA Hi 3HAYHOT0 30i/IbIIIEHHS €KCIIO3HU1Iil
03eJIbTaMiBipy, Hi 3HaUHOTO 3HUKEHHS €KCII03UIlil aKTUBHOTO MeTabO0JIiTy 03eIbTaMiBipy y Iali€eHTiB



i3 mopymeHHAME QYHKII NediHKY (OuB. po3ain «Cnocib 3aCcTOCyBaHHS Ta TO3U»).
BariTHi XiHKM

3BeeHUN NMONyNANiNHNY (papMaKOKIHETUYHUY aHalli3 BKa3ye Ha Te, 1110 PeXKUM [03yBaHHS
npernapary, SKU{ OmucaHo y po3fini «Crocid 3acToCcyBaHHS Ta J03U», IPU3BOAUTH 10 HU3BKOI
ekcro3utlil (B cepegaboMy 30% MPOTSATOM BCiX TPEMECTPiB) aKTUBHOTO MeTab0IiTy ¥ BariTHUX XKiHOK
TIOpiBHAHO 3 HeBariTHuMU. [IpoTe nepenbadyeHa HU3bKa €KCIIO3UIiS 3a/IUIIAETHCS BUILOIO Bifl
inribyrounx KoHIeHTpalil (3HaueHHs1 IC95) Ta miama30HiB mTaMiB Bipycy I'puily Ha TeparneBTUYHOMY
piBHi. Kpim TOTO0, aHi HarIsamoBUX OOCIigXKeHb BifoOpaXKaloTh KOPUCTD Bifl TOTOYHOTO PEKUMY
Mo3yBaHHS [JIS HaHOl KaTeropil maiieHTiB. TakuM 4YMHOM, He PEKOMEHI0BaHO KOPUTYBATH 03y [T
BariTHUX XKiHOK IIpH JIiKyBaHHi a00 mpodinakTulli rpuny (IuUB. po3min «3acTOCyBaHHS y IEPiof
BariTHOCTi ab0 romyBaHHS TPYOOI0»).

KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.
JIikysaHHA 2puny

[Ipenapat mmoKa3aHUU AJ19 OOPOCIIUX Ta LiTeu BIKOM Bif 1 POKy, y AKUX HasABHI CUMIITOMYU TPUILLY, iT
yac nupKysiii Bipycy rpumny. EQekTuBHicTh Oy1a mpomeMOHCTPOBaHa, KoK JIiKyBaHHS 6yI10
PO3I0OYaTo MPOTATOM 2 OHIB MiCIIS MEPIOol MOSIBY CUMIITOMIB.

ITpoginakmuka 2puny

- npodinakTKa TPUIy y JOPOCHIUX Ta [iTeX BiKoM Bifi 1 POKy micyist KOHTAKTy 3 006010 3
KJTiHIYHO AiarHOCTOBaHUM T'PUIIOM IIifi YaCc OUPKYJIALil BipyCy IpHUILY;

- BiIMOBiHE 3aCTOCYBaHHS IpenapaTy 3 MeTO0 MpodinakTuKy rpuny HeobXigHO BU3HAYATH B
KOXKHOMY KOHKPETHOMY BUIIA[KY, BPaX0By0ouM 00CTaBUHM Ta 3BaXKal0uM Ha I'PYITy MAIliE€HTIB, SKi
nOoTPi0eH 3aXUCT. Y BUHATKOBUX CUTYalisX (HapuKiaf, y pa3i po36izKHOCTEe! MiXK LHUPKYITIOI0YAM
BipyCOM I'DUILY Ta BipyCOM TpHUIy, IIPOTH SKOTO IIPOBOAMIIACS BaKI[MHALlis, Ta Iif Yac maHgeMii)
Ce30HHY Npo¢inakTUKy MOKHA IPOBOAUTH B 0Ci0 BikoM Bif 1 poKy.

3acToCyBaHH4 IpenapaTy He 3aMiHIO€ BaKIMHALI IPOTH TPUIY

3acTocyBaHHS IPOTHUBIpyCHUX 3aco0iB [ig NiKyBaHHS Ta npodinakTuKu rpuny Mae 0a3yBaTHUCS Ha
odininHUX peKoMeHpaliax. PillleHHS Ipo 3aCTOCYBaHHS 03€/IbTaMiBipy AJ1s TiKyBaHHS Ta
IpodiNlaKTUKY CITiJ IPUUMaTH 3 YypaxyBaHHSAM XapaKTePUCTUK IIUPKYII0I0YNX BipyCiB rpumy,
mocTymHOi iHdopMariii 1100 Yy TAMBOCTI BipyCiB IpUITy 40 JTiKapChKUX 3aC06iB ¥ KOXKHOMY CE30Hi,
BIIJIBY 3aXBOPIOBAHHS y Pi3HUX reorpadivaux perioHax Ta rpynu Nali€HTiB.

IIpomunoka3aHHA.



[TigBumieHa YyTIUBICTEL N0 03eIbTaMiBipy pocdaTy abo mo Oymb-IKOT0 KOMIOHEHTa IIpenapary.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

dapMakoKiHEeTHYHI BIaCTUBOCTI 03€/IbTaMiBipy, Taki 9K ciabke 3B'13yBaHHS 3 OinKamu Ta
MeTabo51i3M, IKuM He 3amexkuTh Bifg cucteM CYP450 i rmokypoHifa3u (auB. po3min
«DapMaKOKiHeTHKa»), CBiIUaTh, 10 KJIiHIYHO 3HAYYIlA B3A€EMOZIs 3 iHIIMMU JTiKapCbKUMU 3aco0aMu
MaJlOMMOBIpHa.

[Ipobenenun

[Tpu omHOYaCHOMY IIpUitoMi 03eIbTaMiBipy i mpobeHenuay o1s MallieHTiB 3 HOpMaJbHOI QYHKILEO
HUPOK KOPEKIIis mo3u He nmoTpiOHa. OmHOYAaCHE 3aCTOCYBaHHS IIPOOEHEIUAY, SKUH € TIOTYKHUM
inriiTopoM aHiOHHOTO IUISIXY HUPKOBOI KaHAJbIIeBOI CeKpelii, TpHU3BOAUTH 10 30iTbIIeHHS
€KCIT03UIlil aKTUBHOTO MeTa0oJIiTy 03e/bTaMiBipy mpuOIn3HO BOBiYi.

AMOKCHUITHIIIH

OsenbpTaMiBip He BUSBIISE KiHETHYHOI B3aEMOIii 3 aMOKCHUIIUIIIHOM, efliMiHallisg SKOTo BinOyBaeThCs
TUM Ke IIJISX0M, III0 ¥ 03e/IbTaMiBipy, I10 CBiqYUTh PO c/1abKy B3a€MOii0 3 03eIbTaMiBipOM HaHUM
IIJISIXOM.

BuBeneHHSA HUPKaMU

KniniyHo Bax/ivBa B3a€MOis 3 iHIIMMHU JTiIKAPCHKUMHU 3aco0aMH, sKa BKJTI0Ya€ KOHKYPEHIIi0 3a
HUPKOBY KaHaJIbLIEBY CEKpellilo, MaJIo¥MOBipHA V 3B'SI3KY 3 BifOMUMHU MexkaMu 6e3meKu OiNbInocTi 3
X 3aco0iB, XxapaKTepUCTUKaMHU eliMiHallil akTHBHUX MeTabomiTiB (KnyOoukoBa ¢inbTpalis Ta
aHiOHHA KaHallblleBa CEKpellis) i 06’eMOM eKCKpellil 3a OIIOMOT0I0 aHuX MUIsAxiB. OmHaK CIIif
BUSIBIISITA 00€PEXKHICTh IPU TPU3HAYEHHI 03€/TbTaMiBipy MallieHTaM, SKi MIpuiMaloTh JTiKapChKi
3aco0u 3 aHAJIOTIYHUM IIIJISXOM eKCKpeIlil Ta By3bKUM TepPareBTUYHUM [ialla30HOM (HAIPUKIIA[,
XJIOPIIpPOIIaMifi, MeToTpeKcaT, ¢heHin0yTa3oH).

IonaTkoBa iHbopMaIllis

dapMaKkoOKiHEeTHYHI B3a€MOZII MixK 03eIbTaMiBipoM Ta HOT0 aKTUBHUM MeTaboliToOM 1pu
OIHOYaCHOMY IIpM3HAYEeHHI 3 [TapaleTaMoJIoM, alleTUICAIIIUIOBO0 KACIIOTO, IUMETUIUHOM Ta
aHTAIMIHUMHU 3acobaMu (TigpPOKCH[ MarHiio i TiTPOKCHU[ alOMiHiI0, Kasbllito KapboHaT),
puMaHTaguHOM abo BapdaprHOM (y IallieHTiB, sIKi 3HAXOAATHCS Ha cTabinbHUX H03ax BapdapuHy Ta
He XBOPIIOTh Ha I'PUII) He BUSBJIEHI.

Y kniniynux pocnigxeHHaX 11 ¢pa3u 3acTocyBaHHS 03€1bTaMiBipy O JIiKyBaHHS i MPOQiTakKTUKI
TPUITy IIpenapaT Ipu3Hayvajy i3 3arajlbHOBXKHMBAaHUMU JIIKAPChKUMU 3ac00aMi, TAaKUMHU SIK iHTi0iTOpH
ATI® (eHamampwul, KaTONPHUI), Tia3uaHi miypeTuku (0eHgpodyasun), aHTuOIOTHKY (MeHiluIIiH,

11edasoCIIOpHH, a3UTPOMIIIMH, EPUTPOMIIMH 1 [JOKCHUIMKIIiH), Onokatopu H,-pememTopis
(paniTuguH, MUMeTUOUH), 6eTa-6710KATOPHU (IIPOIPAHOIION), KCAaHTUHU (Teo(diniH), cMMIIaTOMIMETUKHI
(mceBmoedenpuH), omioigu (KomeiH), KOPTUKOCTEPOINH, iHTaIsALiiHI OPOHXOOMISATATOPH, aHANITeTUKY
(aueTuncaninunoBa KucoTa, ibynpoden i mapaneramorn). Ilpu 3actocyBanHi CenbTaBipy pa3oMm i3
IIepepaxoBaHUMU IIpelapaTaMu 3MiHK MPodino 6e3meKy Ta YaCTOTH BUHUKHEHHS MOO0IYHUX pPeakIii
He 3apeecTPoBaHi.

MexaHi3M B3a€eMOfil 3 TepopaIbHUMHI KOHTPalLleNITUBaMH BifICYTHIM.



Oco6 1ueocmi 3acmocyeaHHsi.

OsenpTaMiBip e(peKTUBHUM TiIbKM IPOTU 3aXBOPIOBaHb, CIPUUNHEHUX BipycaMu rpumny. [JaHuX I0[0
e(eKTUBHOCTI 03ebTaMiBipy mpu Oyab-IKUX 3aXBOPIOBAHHSX, CIPUYMHEHUX iHIIMMYU 30yIHUKAMHY,
KpiM BIpyCiB rpuiny, HeMae.

3acToCyBaHHA IpernapaTy He 3aMiHIO€ BaKLWHAIIi0 IPOTU I'PUIY. 3aCTOCYBaHHS IIpernaparTy He
TIOBUHHO BIIMBATU Ha 00CTeXKEHHS 0cib 1100 U[OpivyHOI BaKIIMHAIII TPOTH T'PUILY. 3aXUCT IIPOTH

TPUIly TPUBAE JIMILE T 9ac npuroMy npenapaty. CenbTaBip CJIifi 3aCTOCOBYBATH OIS JTiIKyBaHHS Ta
npodilakKTUKY TPUIY JINIIE IPYU HAaIBHOCTI HaOiHUX eifleMioIoTiuHNX faHUX, IKi CBiIYaTh IIPO
LUPKYJIALio Bipycy. [IpofgeMoHCTPOBaHO, 1110 YYT/IUBICTh UUPKYIOIYUX IITaMiB BipyCy IPUIY [0
IpenapaTty Ma€ BUCOKY BapiaGebHICTh, TOMY JliKap MOBMHEH BPaXxOByBaTH HalcBiximy indopmariio
IIJOJI0 YYTJIMBOCTI 10 03€/IbTaMiBipy LIMPKYJIIOIYKUX Ha JaHUU Yac BipycCiB Iepen NPUUHATTAM
pillleHHs IPO 3aCTOCYBaHHA IIpenapary.

TsKKi MKipHIi peakliii Ta peakilil HiIBUINEHOI YYTINUBOCTI

[Tig yac mOCTMapKETUHTOBOTO 3aCTOCYBaHHS IIpenapaTy NOBiIOMIIANIOCS IPO BUNIafKY aHadinakcii Ta
TSAKKHUX MKIPHUX Peaklliy, BKIYalyd TOKCUYHUY ellifjepMalbHul HeKpoii3, cuHapoM CTiBeHCa-
[IKoHCOHa Ta MylIbTUPOPMHY epuTeMy. Ciif BigMiHuTH CenbTaBip i IPU3HAYUTH BiATIOBiAHE
JIiKyBaHHS, SIKIIO CIIOCTEPIraloThCs Taki peakilii abo € mimo3pa mogo ix BUHUKHEHHS.

THAXKKI CYIIYTHI CTaHU

Hewmae indopwmariii mopmo 6e3neky Ta eheKTUBHOCTI 3aCTOCYBaHHS 03€e/IbTaMiBipy IMallieHTaMm i3
TSAKKIMHU a00 HeCTabiTbHUMU 3aXBOPIOBAHHSIMHU 3 HEMUHYYUM PU3UKOM T'OCIIiTaJTi3allii.

[NauieHTH 3 OcIabneHUM iMyHiTETOM

Besnexka Ta eeKTUBHICTH 03€IbTaMiBipy AJIS JTiKyBaHHS Ta IPO(ITaKTUKY IPUIY y IALI€HTIB 3
ocitabeHuM iMyHITETOM He BCTaHOBJIEH.

3aXBOQIOBaHHH CGQHH[EHX&J’IBHOi CUCTEMHU

EdekTuBHiCTb 03ebTaMiBipy [ JIiKyBaHHS 0Ci0 i3 XpOHIYHUMU 3aXBOPIOBaHHSIMU Ceplis Ta/abo
3aXBOPIOBAaHHSIMH JUXaJIbHOI CUCTEMH He BCTaHOBJIEHA. Y TAKUX IAIli€HTIB Pi3HUIA ¥ YaCTOTi
YCKJIafiHeHb MiX I'pyraMu JiKyBaHHS Ta Iialebo He crocTepiranacs.

TsKKa HUPKOBa HEIOCTATHICTh

Kopekiiisg no3u npenapaTy IIpu 3aCTOCYBaHHI O MiKyBaHHS Ta IPOQiNakKTUKK PEKOMEHIYETHCS
gopocnuM Ta mimmitkaMm (=13 - <18 pokiB) 3 TSIKKO0I0 HUPKOBOIO HeMOCTaTHICTI0. HemocTaTHRO
K/TIHIYHUX JaHUX OO0 3aCTOCYBaHHA IIpernaparTy OiTAM BiKOM Bifi 1 pOKYy 3 HUPKOBOX HEJOCTATHICTIO
[JIs1 peKOMeHpallid i3 no3yBaHHS (IuB. po3pinu «dapmakokiHeTnka», «Crocib 3acTocyBaHHS Ta
DO3U»).

Heliponcuxiyni po3magu

Y xBOpUX Ha I'pul (MepeBaXXHO Yy OiTel Ta MifAJiTKiB) IpuU 3aCTOCyBaHHi Impemnapary 0ynu 3adikcoBaHi
BUIIQ[IKV HEUPOIICUXiYHUX Po37afiB. Taki po3naau Takox Oyiu 3apeeCTpoBaHi y XBOpPUX Ha I'PUI, SKi
He 3aCTOCOBYBaJIU Ileil IpemnapaTt. 3a CTaHOM IallieHTiB CJIif PeTelbHO CIIOCTePiraT Ay BUSBIECHHS



3MiH y ITOBE[IiHIli, @ KOPUCTD Ta PU3UK IIPONOBKEHHS JIiKYBaHHS CIIifT OI[iHIOBAaTH 3 00€PeXKHICTIO AJIs
KOXKHOTO TaIfieHTa (ouB. po3min «[To6iuHi peakmii»).

Ymuanisauyis HesuKopucmaHo20 npenapamy ma npenapamy i3 npoCmMpoYeHuUM mepmiHOM
npudamuocmi. HagxomXeHHs JTiKapChKOTo 3aco0y y 30BHIIITHE cepeoBuIlle HeoOXiTHO 3BECTH [0
Mminimymy. JIikapcekuit 3aci0 He CyIif BUKUOATH Y CTiuHI Bomu i moOyToBi Bimxomu. [s yTumizarii
HeoOXiTHO BUKOPHCTOBYBATH TaK 3BaHy CHUCTeMY 300py BimxofiB (IIpu HasBHOCTI TaKOI).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaritHicTb

Y 3B’A3Ky 3 TUM, 110 KOHTPOJILOBAHI KIIIHIYHI AOCIIAXKEHHS 3 BUBUEHHS 3aCTOCYBaHHSA 03€JIbTaMiBipy
BariTHUM He IIPOBOJUIIUCS, JaHi OO 3aCTOCYBaHHS IIperaparTy y mepiof BariTHOCTI 6yu oTpuMaHi
y HicasgpeecTpaliifHoMy Mepiofii Ta B MPOLieCi HaTrIsg0BUX CIIOCTEPEXEHD (HaHi 00 €KCIIO3UIIil ¥
BariTHUX XKiHOK [UB. Yy po3fini «PapMaKOKiHETHKa»).

OtpumaHi faHi Ta pe3yabTaTH OOCIIIXKEHb Ha TBAPHHAX CBidYaTh MPO BiICYTHICTb MPSIMOTO abo
0TI0CEePeKOBAHOIO IIKIJIUBOTO BIIJIUBY Ha Iepebir BariTHOCTI, pO3BUTOK eMOpioHa/nioma Ta
IIOCTHATaIbHUM PO3BUTOK. BariTHi KiHKM MOXKYTh 3aCTOCOBYBATHU IIpenapaT 3 ypaxyBaHHSAM HasBHOI
iHbopMaltil 3 0e3meKy, IaTOTeHHOCTI UPKYJIIIIY0ro MTaMy BipyCy IPUILY Ta CTaHy BariTHOI XKiHKU
IiC/IS OL[iHKY CIiBBIIHOIIEHHS KOPUCTh/PU3UK.

[Iepion rogyBaHH4A TPYOOI0

Y nakTyo4ux LUIypiB 03eIbTaMiBip Ta aKTUBHUM MeTa00IIiT MPOHUKAIOTh y TPy[IHEe MOJIOKO. ICHy€E
oOMexeHa iH(popMallis 1010 TOAYBaHHS TPYANI0 KiHKaMHU, SIKi IPUIMal0Th 03€/IbTaMiBip, Ta 00
eKCKpellil 03eIbTaMiBipy y TpymHe MOJIOKO monuHu. OOMexkeHi faHi IeMOHCTPYIOTh, III0 03eIbTaMiBip
Ta MOT0 aKTUBHUIM MeTaboIiT OyIu BUSIBIIEHI y TPYAHOMY MOJIOI, OfHAK IX PiBHI Oy/IM HU3LKUMH, 110
MO2Ke IIPU3BECTH 10 OTPUMaHHs Cy0TepaleBTUYHOI 03U HEMOBIISIM. BpaxoByiouu Iii laHi, a TaKoXK
IIaTOTeHHICTh LUPKYJII0I0YOro IITaMy BipyCy TPUIY Ta CTaH XKiHKHY, gKa TOy€e IPYyALi0, Moxe OyTu
PO3CJISHYTO MUTAHHA [IPO IPU3HAYEHHS 03€/IbTaMiBIpy IICJISA OLIHKY CIIIBBIIHOLIEHHS
KOPUCTH/PU3HK.

DepTUNLHICTD

Ha ocHOBI [OKJTiHIYHUX aHUX AOKA3HU NP0 BIUIMB IIpenapary Ha GepTUIbHICTL YOJIOBiKiB ab0 KiHOK
BIICYTHI.

30amHicmb 8niueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He BnuBae.

Cnocib 3acmocyeaHHsi ma do3u.

Cnocib 3acTocyBaHHS



s IIepOpPaJIbHOT'O 3aCTOCYBaHHA.

Llo3yBaHHSA

[Ipemapat y [mo3i 75 M MOXKHa 3aCTOCOBYBaTH fK:

- 1 karncyna o 75 mr a6o

- 1 kancyna no 30 Mr Ta IIJIFOC OfHA Kalcyia 1mo 45 mr.

[Topocai ma nidaimku sikoM 8i0 13 pokis

JIikyBaHHSI. PEKOMEHIOBaHU PEeXUM N03yBaHHS IIpemnaparty - 1o 1 Kamcymni 75 Mr 2 pa3u Ha [o0y

IIepopajbHO MIPOTATOM 5 OHIB MOPOCIUM Ta mmimmiTkaMm (=13 - <18 pokiB) 3 Macoro Tina Oinbuie 40
KT.

JIikyBaHHS MOTPiOHO PO3MOYMHATH Y NepIInii abo Ha APYTuil [eHb [TOSBU CUMIITOMIB TPUIY.

[TpodinakTrKa micasg KOHTAKTy. PeKoMeHOBaHa 403a Ipenaparty s NpoGinakTUKY TPUIY Mics
KOHTAKTY 3 XBOPUM Ha I'pull - o 75 Mr 1 pa3 Ha o6y nepopanbHo npoTtarom 10 gHiB gopocniuM Ta
mimgmiTkam (=13 - <18 pokiB) 3 Macoro Tina Oinbire 40 kr. [IpuitoM Ipenapary CIif PO3MOYNHATH He
Ii3Hillle HiX y Iepili 2 OHi Mic/Is KOHTaKTY.

[IpodinakTrka mig Yac Ce30HHOI emigemil rpuny. PeKoMeHoBaHa [03a A7 NpodiaKTUKY Iif Yac

Ce30HHOI emifgeMii rpuny - mo 75 Mr 1 pa3 Ha go0y IPOTATOM 6 THKHIB.
[limu sikom =1 - <13 poxkis.

JIikyBaHHS. PEKOMEHIOBaHUY PEXUM [03yBaHHS IIpernapaTy 3 KOPUT'YBaHHAM Macu Tijla s
JIiIKyBaHHSI HEMOBJIAT i giTel BiKoM Bif 1 poky

Maca Tina PexoMeHo0BaHa J03a Ha 5 MHIB
Big 10 xr go 15 kr 30 Mr 2 pa3u Ha 00y
> 15 kr 0o 23 KT 45 Mr 2 pa3u Ha fo0y
> 23 Kr fo 40 xr 60 Mr 2 pa3u Ha m00y
> 40 Kr 75 Mr 2 pa3u Ha J00y

JIikyBaHHS TOTPiOHO PO3MOYMHATY SKOMOTa MIBUAIIE, Y Nepinuil abo Ha IPYTUY NeHb I0SIBU
CHUMIITOMIB I'PHUILY.

[IpodinakTrka micis KOHTAKTY. PEKOMEHIOBaHUY peXUM AO3YBaHHA IIpernapaTry

Maca Tina PexoMmeHpmoBaHa f03a Ha 10 mHiB
Big 10 xr go 15 kr 30 mr 1 pa3 Ha f00y
> 15 kr o 23 KT 45 mr 1 pa3s Ha o6y
> 23 Kr fo 40 kr 60 mr 1 pa3 Ha {00y
> 40 KT 75 mr 1 pa3 Ha m00y

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

miTeii BikoM 0 12 pokiB He fOCHiAXKyBajacs.



ﬂO3yBaHHH B 0COOIMBHUX BHUIIaOKaX

ITauienmu i3 nopyweHHAMU QYyHKUII neyiHKu

HeMmae HeoOXiIHOCTI KOPUTYBaTH A0O3Y [ JTiKyBaHHS a00 MpodinakTUKY NalienTaM i3
nopylieHHAMY QYyHKIII medinku. besneka i apMakKokiHeTHKa 03e/1bTaMiBipy y fiTel i3
MOPYIIEHHAMHU (DYHKIIII TeYiHKY He BUBYAJIHCS.

ITauienmu i3 nopyweHHAMU QYyHKUIl HUPOK

JlikyeaHHA epuny. Kopekiiisi qo3u npenapaTty HeoOXifHa mopocnuM Ta mimmitkam (=13 - <18 pokis) 3
ITOMipHOI0 ab0 TSKKOI0 HUPKOBOIO HEIOCTATHICTIO (muB. Tabm. 1).

Tab6muig 1

KripeHC KpeaTHHIHY

PekoMeHgOBaHa H03a OIS NiKyBaHHST

> 60 MJ1/XB

75 Mr 2 pa3u Ha 100y

Big > 30 mo 60 mi/xB

30 Mr 2 pa3u Ha 100y

Bim > 10 mo 30 mn/xB

30 mr 1 pa3 Ha moOy

< 10 mn/xB

He PEeKOMEHAYEThCA (faHi BifCyTHI)

nalieHTy, sKi nepedyBaioTh Ha
reMopiaisi

30 Mr micns KOKHOTO CeaHCY reMofiani3y

nalieHTH, SKi nepedyBaoTh Ha
[IepUTOHeaIbHOMY Aianisi*

30 Mr 0MHOPa30BO

* IlaHi, oTpuMaHi B pe3yJbTaTi JOCIiIXKEeHb Y XBOPUX, SKi 3HAXOOATHCA Ha [TOCTIMHOMY
amOynaTopHOMY IepuToHeanbHOMY miamisi (TTATII); kinipeHc o3embTaMiBipy KapOoKCcunary, sik
O4iKy€eThCs, Oyae BUILIMM IIPYM BUKOPUCTAHHI aBTOMATU30BAHOT'0 MOCTIHHOTO IIUKIIYHOTO
nepuToHeanbHOro giamisy (ITLIIM). Pexxum nikyBanHs Moxe 3MmiHIoBaTucs 3 [TLIII ga TTATI]], gkimio

Hedposor BU3HAE Iie 3a HeoOXifHe.

ITpogpinakmuxka 2puny. Kopekiis 103y npenapaTy HeoOXigHa JopociauM Ta miginiTkaM (=13 - <18
POKiB) 3 MOMipHOI0 a00 TSIXKKOI0 HUPKOBOIO HENOCTATHICTIO (OUB. TabI. 2).

Tabmuig 2

KripeHC KpeaTuHiHy

PexkoMeH[0BaHa [03a A1 NpoQinaKTUKN

> 60 mi/XB

75 mr 1 pa3 Ha mo0y

Big > 30 mo 60 Mi/xB

30 mr 1 pa3 Ha f06y

Bim > 10 mo 30 min/xB

30 Mr yepe3 meHb

< 10 mmn/xB

He PEeKOMEHAYEThCS (HaHi BiICyTHI)

nalieHTH, sKi mepebyBaoTh Ha
reMopiamnisi

30 Mr micis KOXKHOTO APYroro ceaHcy reMopiani3y

MalieHTH, sKi mepebyBaioTh Ha
[IepUTOHEaTbHOMY Hiami3i*

30 Mr 1 pa3 Ha TUXK[EHb

* IlaHi, oTpuMaHi B pe3yJbTaTi JOCIIIXKEeHb Y XBOPUX, AKi 3HaxomaThca Ha [IATI]l; knipeHc
03e/IbTaMiBipy KapOOKCHUIIATY, K 04iKyeTbCs, Oyme BUIIUM IIPY BUKOPUCTAHHI aBTOMATH30BaHOIO
[TLIIO. Pexum nikyBaHHS Moxe 3MiHtoBaTucs 3 [TLI1] Ha [TAII]l, ko Heppoior BU3HAE e 3a



HeoOXigHe.

HepocTaTHBO maHUX OJ15 HaflaHHS PEKOMeHAAllil 3 03yBaHHS AiTSAM 3 NMOPYIIeHHIM QYHKI HUPOK
BiKOM 710 12 pOKiB.

ITayieHmu AiMHbO20 BIKY

HeMmae nmoTpebu KOpUryBaT# 103y, 3a BUHSTKOM HasIBHOCTI ITOPYIIeHHS GYHKIIiI HUPOK ITOMipHOTO
ab0 TAKKOIO CTYIIEeHS.

ITayieHmu 3 ocaabaeHuM iMyHimemom

JlikysaHHA. PeKoMeH0BaHa IepopaibHa f03a CTaHOBUTD 75 MT 03eIbTaMiBipy 2 pa3u Ha f00y
npotaroMm 10 gHiB Ang gopocnux. JIiKyBaHHS CJIif TOYMHATH SKOMOTa IIBUAIIE IPOTATOM MEPIINX
OBOX OHIB ITiCJIS MOSBU CUMIITOMIB TPUITY.

Ce3oHHa npogisakmuka. PeKOMEHOY€ETLCS Ce30HHA NPOQiTaKTUKa IPUIy IPOTATOM 12 TUXKHIB y
MalleHTiB 3 ocnabneHuM iMmyHiTeTOM (OUB. po3minu «OcoONMMBOCTI 3acTOCyBaHH», «[106iuHi
peaxtii»).

Himu.

3acTocoByBaTH [iTIM BikoM Bif 1 poKy 3 Macoto Tina Oinbie 10 KT, sKi 3[aTHi TPOKOBTHYTH KaICyIIy.

Ilepedo3yeanHns.

[ToBimoMIeHHS PO Nepeno3yBaHHS MpenapaTy Oyiau ogepKaHi mif Yac KIiHIYHUX OOCTioXKeHb Ta
IIPOTSITOM IIOCTMApPKETHHTOBOTO 3aCTOCYBaHHA IIpemaparty. Y 6inbInocTi 3adgikcoBaHMX BUMIAKIB
nepeno3yBaHHS PO M0GiYHI peakilil He IOBIIOMISAIOCS.

[ToOiyHi peakii, mpo SIKi IOBIHOMIISANIOCS TIPU Tepefo3yBaHHi, Oy/id 3a XapaKTepoM Ta BUAAMHU
NOfNiOHMMU [0 TUX, IO CIIOCTepiraaucs nNpu 3aCTOCyBaHHI TepaleBTUYHMUX 03 IIpenapary (Ous.
po3min «ITo6iuHi peakIrii»).

CroenuiyHOT0 aHTUAOTY He iCHYE.
Himu

Yacrile MOBiZOMIISIOCS IPO Nepefo3yBaHHA ¥ OiTeH, HiXK y AOPOCUX Ta MifAmiTKiB. Clifg BUABIATH
00epexkHiCTh IPX 3aCTOCYBaHHI IpenaparTy JiTAM.

ITo6iuni peakuii.

Y uinomy npodins 6e3neku npenapaty 0a3yeThCd Ha HaHUX JTiKyBaHHSA rpuny y 6049
mOpOoCIUX/mimmiTKiB Ta 1473 miTed, siKi oTpuMyBanu mpemnapat abo mnmare6o, Ta Ha JaHUX
npodinakTuky rpuny y 3990 mopocnux/miguiTKiB Ta 253 miTel, siki oTpuMyBanu mpemnapat abo
nnanebo y KiniHiYHuX mociimkeHHsx. Kpim Toro, 475 matiieHTiB 3 ocitabneHuM iMyHiTETOM
(Bkmmouatouu 18 mite#t, 10 - y rpymi npenapaty, 8 - y rpymi naie6o) orpumyBanu CenbTasip abo



n1ane6o Ay mpoQilakKTUKY TPUITY.

Y mopocnux/migIiTKiB Ipu NpUXOMi IpenaparTy AJid JIiKyBaHHS IPUIY HaldacTiuMy HeOakaHUMU
SIBUIaMHU Oyu HyfoTa i 6/1i0BaHHS, [J19 TPO(iTaKTUKY TPUIY - Hy[oTa. BOHU Many TPaH3UTOPHUU
XapakTep i1 BUHUKAJY 3a3BUYail y MepIIui-Apyruil JeHb JiKyBaHHSA Ta 3HUKaIu dyepe3 1-2 gHi. Y
miTey HaWdacTimmM HeGaxxaHUM siBuieM Oyo O6moBaHHs. Y OinbiIocTi BUnagkiB mobiuHi peakiiii He
IIPU3BOAUIIY [0 BiIMiHU IIpenapary.

[lig 4ac mOCTMapKEeTUHIOBOTO 3aCTOCYBaHHS 03€JIbTaMiBipy PifiKO MOBIIOMIISIM IIPO HACTYIHI
cepiio3ui nobiyHi peakuii: aHadinakTryHi Ta aHadinakToIfHI peakilil, mopyuIeHHsS 3 00Ky eYiHKH
(6nmMcKaBUYHUM TeNaTUT, IOPYILIEHHS QYHKIIII TeYiHKY Ta JKOBTSIHHUIIA), aHTI0HEeBPOTUYHUM HaOPSK,
cuHgpoM CriBeHca-[[?KOHCOHA Ta TOKCUYHUH ellifepMabHII HEKPOJIi3, IIJTyHKOBO-KUIIKOBA
KPOBOTEYA Ta HEMPOIICUXiuHi po3iagu (1100 HEMPOIICUXIYHUX PO3IadiB AUB. po3min «OcobIUBOCTI
3aCTOCYBaHHS»).

Ins ommcy 4acToTu MOGIYHUX peaklliii BUKOPHCTOBYBAJIM HACTYIIHI KaTeropii: ayKe momupeHi (=
1/10), mommpeni (= 1/100, < 1/10), Hemommupeni (= 1/1000, < 1/100), pigko moIupeHi (=
1/10000, < 1/1000), oyxe pigko nomumpeHi (< 1/10000), yactora HeBinoMa. [To6iuHi peaxkiril
BigHECEHO MO0 MEeBHOI KaTeropii 3rimHo 3 aHamizoM 00’ eqHAHUX JaHUX KITiHIYHUX OOCITiIXEHb.

JlixyeaHHA ma npogisakmuka epuny y 0opocaux ma nidaimkis

Haituacrimmi mo6iuni peaxkirii, siki OyIu 3apeecTpoBaHi y HOCTiAXKEeHHSIX 3aCTOCYBaHHS IIperaparTy s
JIIKyBaHHS Ta NPO(MITaKTUKYU IPUIY Y JOPOCINX Ta IiATITKIB Ta B HiCIIpeECTpaliiHOMYy Iepiofi mpu
3aCTOCyBaHHI peKOMeHI0BaHol 03U (75 Mr 2 pa3u Ha [00y MpOTIroM 5 OHIB g JTiKyBaHHS Ta 75 MT
1 pa3 Ha mo6y IpOTAroM [0 6 TUXKHIB AJIS TPOPINTaKTUKN), HaBOOATLCA HUKUE.

[Tpodinb Ge3meKy, 10 CIIOCTepiraBcs y MallieHTiB, SIKi OTpUMYyBau Ipenapart ajig npodinaktuku (75
Mr 1 pa3 Ha goOy IpOTATroM [0 6 THUXKHIB), OyB IOAIOHMM [0 TAKOTO, II0 CIIOCTEPIraBcs y
MOCTiIXKEeHHSX JIIKyBaHHS, He3BaxKalouy Ha GinbIly TPUBAJICTh HOCTIOXKEHb 3 METOI0 MPOQiTakKTUKY:

iHpexuii ma iHeasii: mouMpeHi - OPOHXIT, TPOCTUM repuec, iHekil BepxHiX AUXanbHUX LIIAXIB,
Ha30(apuHTIT, CHHYCHUT;

3 60Ky cucmemu Kpoei ma aim¢pamuyHoi cucmemu: PigKo MOUIMPEHi - TPOMOOIUTONEHS;

3 60Ky iMYHHOI cucmeMu: HETIOUIUPEHi - PEAKIis MigBUIIEHO] Yy TIMBOCTI; PiAKO MOMIMPEH] -
aHa(inakTU4Hi Ta aHa(iTaKTOIgHI peakxiiii;

3 60Ky ncuxiku: PimKo MOLIMPEHi - aKUTAllisl, IaTONOTiYHa IMOBEIiHKa, TPUBOXKHICTH, CITyTaHICTh
CBimOMOCTI, MapeHHs, Jelipil, ramouunHalii, HiuHi )XaXu, CaMOTPaBMYBaHHS;

3 60Ky Hepeosoi cucmemu: OyxKe MOIMIKUPEH] - TOIOBHUH 0iflb; MOMIKUPEHi - 0€3COHHS; HETOIIUPEHi -
IIOPYLIEHHS CBIOMOCTI, CyZOMU;

3 60Ky Op2aHie 30py: PiAKO MOIIKUPEHI - MOPYIIEHHS 30DY;
3 60Ky cepuesoi cucmemu: HETIOMIKUPEH] - CEPIeBi apuTMii;

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

3 60Ky mpasHo20 mpakmy: nyxe MOIIUPEHi - Hy0Ta; IOIUPEeHi - 61i0BaHHs, 0ib y XKUBOTI (B TOMY



YUCII y BePXHIX Bigginax), AUCIENCis; PigKo MOIIKPEH] - MITyHKOBO-KUIIIKOBa KPOBOTEYa,
reMoparigyHui KOJiT;

3 60Ky 2enamobiniapHoi cucmemu: HETIOIIKUPEH] - MiBUIEHHS PiBHS MEYiHKOBUX (EPMEHTIB; PifKO
TIOMNPeH] - 6JTMCKaBUYHUY TeNaTUT, IeYiHKOBa HEIOCTaTHICTh, TeTaTHUT;

3 60Ky wKipu i niOwWKipHOi KAIMKOBUHU: HETIOMIUPEH] - JEPMATUT, BUCUIIAHHS, eK3eMa, KPOIIUB'THKA;
pifKo momupeHi - aHTiIOHEBPOTUYHUY HAOPSK, MyIbTU(GOPMHA epUTEMA, CUHIPOM
CriBeHca-[I;KOHCOHA, TOKCUYHUY eIlilepMaIbHAN HEKPOJIi3; YaCTOTa HeBifoMa - ajieprisi, HabpsK
00IuyYs;

3a2anvHi po3aadu ma peakuyii y micyi ese0eHHA: MOMIMPEH] - 3allaMOpPOYeHHS (BK/II0Yal04u BEPTUTO),
cnabkicTs, Oinb, rineprepMis, 6inb y KiHIliBKaXx.

JlikygaHHA ma npogisakmuka epuny y dimeu

3aranmom 1473 puTuHM (BKIIIOYa04M 3T0POBUX HiTel BikoM 1-12 pokiB Ta HiTel 3 aCTMOI0 BikoM 6- 12
POKiB) B351/IM y4acCTh y KJIIHIYHUX JOCIIIXKEHHSIX 03eIbTaMiBipy A7 JiKyBaHHS rpumy. Cepeqn Hux 851
OUTHHA OTPUMYyBasa JIiKyBaHHS CYCIIeH3i€l0 03ebTaMiBipy. 3aranoM 158 mitelr oTpumyBanu
pPeKoOMeHJ0BaHy 03y Ipemnaparty 1 pa3 Ha #o0y y OOCHigKeHHIX TPo]ilaKTUKHY MiCIIs €KCIIO3UIIil
mpenapary y JOMallHiX yMoBax (n=99), y 6-TuXKHEBUX [OCTiIXXEHHSIX Ce30HHOI MpodinakTuku (n=49)
Ta y 12-TUKHEBUX OOCTIIXKEHHAX CE30HHOI MPOdilakKTUKY cepen miTed 3 ocableHuM iMyHiTeTOM
(n=10).

Haituacrimmi mo6iuni peakirii, siki Oyau 3apeecTpoBaHi y HOCITiAKEeHHSIX 3aCTOCYBaHHS IIperaparTy s
JIIKyBaHHS Ta IPOQITaKTUKY I'PUMY Y AiTel (IPH 3aCTOCYBaHHI O3yBaHHS Ha OCHOBI BiKy - Bif 30 mo
75 mr 1 pa3 Ha go0y):

iHexuii ma iHeasii: moUIMPEH] - CepefiHill OTUT; YacTOTa HeBimoMa - OPOHXIT, THEBMOHiSI, CHHYCHT;
3 60Ky Hepeosoi cucmemu: TIOMIMPEHi - TOIOBHUM Gifb;
3 60Ky cucmemu Kpoei ma AiMpamuyHoi cucmeMu: 4acToTa HeBimoMa - JtiMpaneHomaTis;

nopyuweHHs 3 60Ky op2aHie 30py: MOMIUPEHi - KOH IOHKTHUBIT (BKJTIOYAI0YH IIOUYEPBOHIHHS 04ei,
BUMiNIeHHS 3 ouel Ta 0inb);

3 60Ky opeaaHis cayxy ma secmuby1apHO20 anapamy: TOMUPEHi - 6ilb y ByXax; HeTOIIHUPEHi -
nopyiieHHs 3 60Ky 6apabaHHOI TePEeTUHKY;

3 60Ky Ouxa/nvHOi cucmemMu, opa2aHie 2pyoHoi KAimKu ma cepedoCmiHHA: Oyxe MOIIHUPEeHi - KallleJb,
3aKJIafeHiCTh HOCA; IOUIMPEHi - PUHOPesT; YaCTOTa HeBioMa - acTMa (BKJII0Yal04Yu 3arOCTPEHHS),
HOCOBi KPOBOTEYi;

3 60Ky mpasHo20 mpakmy: oyxe MOIIUPeHi - O/10BaHHS; MOIKUPEeHi - HymoTa, 6i/1b y XKUBOTI (B TOMY
YHUCIIi y BEePXHiX Bifiislax), AUCIENCisA; YacToTa HEBigoMa - fiapes;

3 60Ky WKipu i niOWKipHOi KAIMKOBUHU: HETIOMIKUPEH] - JepPMATUT (BKJIIOYAlOYH ajlepriuHuii Ta
aTOMIYHUYN TePMaTHUT).

Omnuc oKpeMux MobiYHNX peakilin

ITcuxiyHi ma Hespo.102iuHi Po31adu



['pumn Moxe OyTH IOB’I3aHUY i3 ICUXOHEBPOJIOTIYHUMY MTOPYLUIEHHSIMH, 1IT0 TTPOSIBIISITTACS
rajoLUdHaLSAMY, JeflipieM Ta HeafleKBaTHOK ITOBEAiHKOI0, B eIKUX BUIMAgKaX - 3 JIeTaIbHUMU
HaciaigkaMu. BKa3aHi SBUIlla MOXYTb CIIOCTEPIraTUCH SIK MPOSAB eHIledariTy 4u eHiedasnonarii, ame
MOXKYTh BUHMKATH 0€3 0UeBHUOHOTO TSXKKOT'0 3aXBOPIOBAHHS.

Y xBOpUX Ha I'PUI IIPU 3aCTOCYBaHHI ITpemnapaTy Takox Oynu 3adikcoBaHi BUIagKu CYOOM i Aesipito
(BKJIOYaOUM 3MiHYy PiBHS CBiIOMOCTI, CILTyTaHICTh CBIAOMOCTIi, HeaileKBaTHY MOBELIHKY, MapeHHs,
raJolrHallii, aXkKuTalliio, TPUBOTY, HiUHi XKaxu), AKi y TOOAUHOKUX BUTIafIKaX IPU3BOAUIIHN 1O
BUIIaIKOBOT'O CaMOIIOLIKOKeHHs abo neTabHOr0 HACIiAKy. Bka3aHi sBuina Oynu 3adikcoBaHi B
OCHOBHOMY y IiTeH Ta MiAJIiTKiB i 4aCTO Malu palTOBUM IIOYATOK Ta LIBUAKE 3aBeplleHHI. HeBimomo,
YU I10B’s13aHi ICUXOHEBPOJIOTIYHI TOPYILIEHHS i3 3aCTOCYBaHHAM IIpenapaTy, OCKiJIbKI
IICUXOHEBPOJIOTiYHI po3nmagu Takoxk OynIM 3apeecTpoBaHi y XBOPUX Ha T'PUI, SKi He
3aCTOCOBYBaJU Liel mpemnapar.

I'enamobiaiapHi nopyweHHs

Y narienTiB i3 rpunonogiOHMM 3aXBOPIOBAHHSM CIIOCTEPiraaucs po3jaau remaTobimiapHol cucTemy,
BKJTIOYAl0OYX BUNA[KY relaTUTY Ta MiIBUIIEHHS PiBHS MMeYiHKOBUX ¢hepMeHTiB. Bka3aHi Bumagku
BKJIIOUAJIM JIeTa/lbHUM (QyIbMiHaHTHUY IeNaTUT/IIeYiHKOBY HEOCTATHICTS.

[TomaTkoBa iH(opMallig IPo OKpeMi Ipynu NallieHTiB

ITauieHmu AiMHbL020 BiKY Ma NAUIEHMU 3 XPOHIYHUMU 3AXB0PHBAHHAMU Cepusa ma OuxaabHoi
cucmemu

IlocmigKyBaHa IOMYJIALisA AJd JIIKYBaHHSA TPUIMY BKJII0Yasa 3T0POBUX HOPOCTUX/MIiAIITKIB i Hal[i€eHTiB
i3 (hakTOpaMu pU3MKY (MAI[iEHTH 3 MiABUIIEHUM PU3UKOM PO3BUTKY YCKIIaAHEHD, IIOB I3aHUX i3
TPUIIOM, HAIIPUKJIAM MalliEHTH JIITHBOTO BiKYy Ta MAlliEHTH 3 XPOHIYHMMU 3aXBOPIOBAHHSIMHU cepIist abo
OUXabHOI CUCTEeMHM). 3arasioM npodinb 6e3meku y MiAiTKIB Ta JOPOCIUX i3 XPOHIUYHUMU
3axXBOPIOBAHHSAMMU ceplid Ta/abo 3aXBOPIOBAaHHSAMU [UXabHOI cCUCTEMHU OYB SIKICHO IOPIiBHSIHHUM 3
TaKHM y 3[0POBUX JOOPOBOJIBIIIB.

ITayieHmu 3 ocaabaeHuM iMyHimemom

YV 12-TuxHeBOMY [OCHifXKeHHI npodinakTuku y 475 ocib i3 ocnabneHuM iMyHITETOM, B TOMY YUCIIi ¥
18 pmiteit BikoM 1-12 pokiB, npodins 6e3meku y 238 mallieHTiB, SKi OTpUMYyBaIu 03eJibTaMiBip, 6yB
IOPiIBHSHHUM 3 TaKUM, ITI0 CIIOCTEPIraBCs y KJIiHIYHUX JOCHIXKEHHSIX 3aCTOCYBaHHS IpenapaTy il
IPO(iTaKTUKH.

Ilimu 3 6poHXianbHOW ACMMO0

3arasnom npodink no0iYHUX peakilill y AiTel 3 OpoHXialbHOI aCTMOI0 OYB SKiCHO ITOPiBHAHHUM 3
TaK{M y 3[I0POBUX BiTHOCHO iHIIIMX 3aXBOPIOBaHb AiTEMN.

Tepmin npudamHocmi.



O POKiB.

YMoBu 30epiranHsi.

36epiratu npu TeMiepaTypi He Buille 25 °C B opUTiHaNbHiM yIIAKOBII.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

VnaxoBka.

ITo 10 kamcyn y 6mictepi. I[To 1 6icTepy B KapTOHHIN YIAaKOBIIi.

Kareropis Bigmycky.

3a pelLemnToM.

BupoOHHK.

Maxkneonc ®apMmacreoTUKanc Jlimites.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micusi MpoBaIXKeHHs HOro Tis/IbHOCTI.

Binemx Txepa, I10 Jlogximaripa, Texcin bagmi, [icTpikT ComaH, Ximauan I[Tpagem, 174101, [umis.

HaTa OCTaHHLOT O mneperiasagy.



