IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BIPAKCA

Cknao:
ditoua pevosuHa: famciclovir;
1 Tabnetka MicTuTh pamMuukioBipy 125 mr abo 250 mr, ab6o 500 Mmr;

0ONoMIdCHI peyo8UHU: KpOXMaJlb IIpeXKelaTUHI30BaHUM, HAaTPilo Jaypuicynbdat, [essio3a
MiKpOKpPUCTaJidyHa, HaTpilo KPOCKapMeno3a, KpeMHii0 JiOKCU[ KOJIOIIHUM 0e3BOOHUM, KICI0Ta
cteapuHoBa, Omagpai Oinuit OY-S-28924 (rimpomeno3sa (5 cP), Tutany miokcupn (E 171), rimpomernosa
(15 cP), makporon 4000, maxkporoin 6000).

Jlikapcbka popma. TabneTky, BKPUTI IIiBKOBOIO 000JIOHKOIO.
OcHosHI (i3uko-xiMiuHi 81aCMUBOCMI:

mabsaemku no 125 me: 6imoro Konb0py, BKPHUTI IIJIiBKOBOIO 000JIOHKOI0, KPYTJIi, BOOIYKITi, 3i
CKOIIIEHUMHY KPasMHU;

mabsaemxu no 250 me2: 6ioro Konbopy, BKPHUTI IIJIiBKOBOIO 000JIOHKOI0, KPYTJIi, ABOOIYKJIi, 3 PUCKOI0
3 omHOTO OOKY, 3i CKOIIIEHUMU KPasiMu;

mabsaemku no 500 me2: 6ioro KOnIbopy, BKPHUTI IIJIiBKOBOIO 000JIOHKOI0, OBaJIbHi, IBOOMYKIIi, 3 PUCKOIO
3 060X CTOpIH.

®dapMakKoTepaneBTHUYHA rpyna.

[TpoTtuBipycHi 3aco6u nmpsimoi mii. Hykneo3ugu Ta HyKI€OTUAY, 3a BUHATKOM iHTi6iTOPiB 3BOPOTHHOI
TpaHckpunrasu. ®amiukiosip. Kog ATX JOSA B09.

Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

[Tpu nepopanbHOMY 3aCTOCYyBaHHI (paMIIMKIIOBIp MIBUAKO IIEPETBOPIOETHCS B MIEHIMKIIOBID, AKUAU
aKTUBHUMU 100 BipyciB Herpes simplex 1 i II tuny ta Varicella zoster, a Takox Bipycy EnmreiiHa-
Bapp i nqutomeranosipycy.

[TeHIIMKIOBIP HOTpaIJsie B iHpiKoBaHi BipyCOM KIIiTUHH, e Iif Ai€l0 BipyCHOl TUMiAUHKIHA3Y IIBUAKO



IIepPeTBOPIOETHCS Ha MOHOGDOCGhAT, IKUM, Y CBOIO Yepry, 3 y4acTiO KIIITUHHUAX (PEPMEHTIB IEPEXOOUTh
y Tpudocdar. [leHuuknoBipy Tpudocdat 3HaX0OUTHCS B iH(PIKOBAHUX BipycaMu KJliTHHaX moHan 12
TOJWH, MPUTHiYyoun B HUX cuHTe3 BipycHOl [JHK (me3okcupuOOHyKII€IHOBOI KMCIIOTH) 1 pertiKkairiio
BipyciB. [Iepiog HaniBBUBeeHHS NTEeHLUUKIIOBIPY TpudochaTy B KIIiITHHAX, YpPaKeHUX BipycaMu
Varicella zoster, Herpes simplex 1 i 1l Tuny, cranoButs 9, 10 i 20 roguH BignosigHo. KoHIleHTpamisa
NeHIUKIIOBipy Tpudocdaty B HeiHiKOBaHUX KIIiTHHAX He IIePEeBUIye MiHiMalbHy 3yMOBIIEHY, TOMY B
TepaneBTUYHNX KOHIEHTPAIligX IeHIUKJIOBUD He BIIJIUBAE Ha HeiHGiKoBaHi KTiTUHU. IMOBIpHICTE
J10T0 TOKCHYHOI [il HafATO HU3bKA, i 4151 HeiH(iKoBaHUX K/IITHH MaJIOMMOBIPHI YIIKOIXKEHHS
TepalleBTUYHUMU KOHLIEHTPAliIMU [IeHIIUKIIOBIPY.

[TeHUMKIIOBIP aKTUBHUY BiJTHOCHO HEJaBHO BUABJIEHUX CTIMKHUX [0 allMKIIOBIPY WITaMiB Bipycy Herpes
simplex 3i 3mineHow [JHK-monimMepa3oro.

YacToTa BUHUKHEHHST PE3UCTEHTHOCTI 10 haMUUKIIOBIpY (eHUIKKIIOBIpYy) He nepeBuinye 0,3 % y
IallleHTiB 3 HOPMaJbHUM IMYHITETOM, a Y Malli€HTIB 3 MopyleHuM imyHiTeToM - 0,19 %.
PesucTeHTHICTh BUSBIIANACA TiIILKY Ha M0YATKY JIIKyBaHHS 1 He PO3BUBAJIacA Yy IIPOLEC TiIKyBaHHSA
abo micrns 3aBeplieHHs Teparii.

Y mauieHTiB 3 onepi3yBaJibHUM I'epriecoM iCTOTHO 3HUKYETHCSI BUPAKEHICTh 1 TPUBAIICTh
IIOCTTEPIEeTUYHOI HeBPaJITil.

Y nari€eHTiB 3 NOPYIIEHUM IMYHITETOM BHACIOK iH(DiKyBaHHA BipycoM iMmyHOOedinuTy mopguau (BIJT)
dammukioBip y mo3i 500 Mr 2 pa3u Ha [Ho0y 3MeHIIye KinbKiCTh JHIB BUMiNeHHS Bipycy Herpes
simplex (K i3 KIiHIYHUMYU TTPOSIBAMHU, Tak i 63 HUX).

dapmakoKiHemuxka.

[Tpu nepopalbHOMY 3aCTOCYyBaHHI (paMIIMKIIOBip IMIBUAKO Ta e(peKTUBHO aOCcOpOyeThCS Ta
IIePETBOPIOETLCS HA aKTUBHY aHTUBIPYCHY CIIONYKY IEeHIIUKIIOBIP.

BiogocTynHicTh MeHIMKIIOBIPY - 77 %. ITifBullleHHS KOHIIEHTpallil TeHINKIIOBIPY Y Mia3Mi KpOBi
BimOyBa€eThCS MapasebHO 3i 30iIblIeHHAM 0OQHOPa30B0l A03U (HaMIMKIIOBIPY B Ogiana3oHi

125-1000 mr. MakcumanbHa KoHneHTpauia (C,,,,) IeHIUKIO0Bipy Mic/is NPpUOMY BHYTPIIIHBO

125 mr, 250 Mr a6o 500 Mr paMIMKIOBIpY JOCATAETLCS B CEPeIHbOMY Uepe3 45 XBUJINH i CTAHOBUTD
0,8 mxr/mn, 1,6 mxr/mn i 3,3 MKr/mMi BignoBigHo. B iHmux gocnigxeHHaxX C, ., TeHIUKIIOBIPY MiCs
npuiiomy BHYTpimHEb0 250 Mr, 500 Mr a6o 1000 mr ¢paMuuknoBipy ctaHoBunaa 1,5 MKr/mi, 3,2 MKT/MIT
i 5,8 MKr/Mi BifIIoBigHO.

Cucrtemna O6iogocTymHiCTh [17101IIa i KPUBOIO «KOHIIEHTpallis — yac» (AUC)] meHIUKIIOBIpY He
3aJ1eXkUTh Bif yacy npuiiomy ixi. AUC NeHIMKIIOBIipYy IpXU OMHOPA30BOMY IIpuioMi ¢haMIMKIIOBIpY i
Ipu nofisi o60BoI J03u paMUKKIIOBIpY Ha 2 abo 3 mpuiiomMu mofidHi MikK c06010, 1110 CBITUUTH IIPO
BiICYTHICTh KyMyJISIlil IEHIIMKIIOBIPY NIPY MOBTOPHUX 3aCTOCYBaHHAX (DaMIIUKIIOBIpY.

3B’si3yBaHHA 3 OiIKaMu I1a3MHU KPOBi MEHIIMKIIOBIPY Ta MOT0 6-1e30KCU-TI0NepefHUKa CTAHOBUTD
mente 20 %.

®aMIUKIOBip BUBOAUTLCS B OCHOBHOMY y (POpMi ITEHITMKJIIOBIPY Ta OT0 6-Oe30KCHU-TIOTepefHUKa, SIKi
€KCKPEeTYIThCA 3 Cevero B He3MiHeHOMY BUTTIAAL. PaMIMKIIOBIp y cedl He BUABIAETHCA. [lepion
HalliBBUBEIEeHHS NIEHIIUKIIOBIPY 3 IJIa3MU KPOBI B KiHIIEBiX (ha3i micis 0gHOPa30BOTo i
6araTopa3oBoOro MpuioMy m103u GaMIUKIIOBIPY CTAHOBUTH OJIM3BKO 2 TOOMH.

dapmakoKiHemuka 8 ocobausux sunaokax



Y natieHTiB 3 iH}eKIi€0, cnpu4YnHEeHoI0 BipycoM Varicella zoster, He BUSIBIAETLCA 3HAUYHUX 3MiH
(bapMaKOKiHeTUUHNX ITapaMeTpiB NeHIUKII0BIpy. [Iepion HamiBBUBENeHHS EHIMKIIOBIPY B KiHIEBiN
¢a3i micnst omHOPa30BoOro i 6araTopa3oBOro MpUoMy 0o3u (paMIIUKIOBIpY CTAaHOBUTS 2,8 i

2,7 TOOUHYU BINIIOBiOHO.

ITauieHmu 3 HUPKOBOI HedocmamHicmio

Y marnieHTiB i3 HUPKOBOIO HEIOCTATHICTIO ITiC/Is OMHOPA30BOTO0 i 6araTopa3oBoro MpUMoOMy J03H
(baMIIMKIIOBIPY Bii3HAYAETHCS JTiHIMHA 3aJIE2KHICTh MiXK 3HUKEHHSIM I1JTa3MOBOT0 KIIipEHCY,
HUPKOBUM KJIip€HCOM, LIBUMKICTIO BUBEEHHS IIEHIMKJIIOBIPY 3 I1JIa3MU KPOBI 1 CTynleHeM TSAXKKOCTI
HUPKOBOI HegocTaTHOCTI. ®apMaKoKiHeTHYHi 0COOMMBOCTI 3aCTOCYBaHHS PaMIKKIIOBIpYy V IAlli€HTIB
3 TAKKUMU (IeKOMIIEHCOBAaHMMHU) OPYIIEeHHAMY (YHKIIil HUPOK He BUBYAJIU.

ITauieHmu 3 neyiHK080K HEOOCMamHicmo

Y natieHTiB 3 mopyieHHIM QYHKIII TeYiHKY JIeTKOro Ta cepegHboro ctynels AUC He 3MiHIOETHCS.
dapMaKOKiHETHKY NTeHIUKIIOBIPY y MallieHTiB 3 TAKKUMHU NIOPYIIEHHAMHU (YHKINI TeYiHKY He
BMBYaNU. He MOXXHa BUK/TIOUUTH MOXKJIUBICTh IOPYIIEHHS IPOLIECY IEPETBOPEHHS (haMIIUKIIOBIpY B
AKTHUBHMY MeTabO0IiT MeHIUKIOBIp Y JaHOI IPYIIH Malli€HTiB, 10 MOXKe CYIPOBOAXKYBATUCS
3HMKEHHSIM KOHIIeHTpallil MeHIKUKIIOBIPY y IIJla3Mi KPOBi i, IK HaCJigoK, 3HUKEHHSAM e(DeKTUBHOCTI
(baMIIUKIIOBIPY.

ITauieHmu aimHb020 BiKYy (Bif 65 POKiB)

Y namienTiB BikoM 65—-70 pokiB criocTepiramocs nigBuilieHHs cepenHbol AUC MeHUUKIIoBipy
npubnu3Ho Ha 40 % i 3HUKEHHST HUPKOBOTO KJTipEHCY MeHIUKITOBipy mpubnu3no Ha 20 % MOpiBHSIHO
3 mallieHTaMH BiKOM [I0 65 pOKiB, IIJ0 YaCTKOBO M0OXke OyTH 3yMOBJIEHO BiKOBUMU 3MiHaMu QYHKIIil
HUPOK Y TallieHTiB BiKOM Biff 65 POKiB.

CraTp maljieHTa He BIIJIMBa€ Ha (h)apMaKOKiHETHYHI mapaMeTpH (HaMIUKIIOBIPY (He3Ha4yHi BiTMiHHOCTI
KJIIpEHCY MIEeHIUKIIOBIPY y YOJIOBIKIB i XIiHOK).

[Tpu 3acTocyBaHHi (haMIMKIIOBipy (ogHOpPa30Buil abo Oararopa3oButi mpuiioM mo3u 500 mr 1, 2 abo 3
pasu Ha 1o0y) y 3M0poBUX HOOPOBOJIBLIIB HETPOIAHOI PacH i MallieHTiB HETPOIHOI PacH 3 MOPYIIEHHIM

GbyHKIii HUpoK abo meyinku He 6yIJI0 BUSBIEHO BiIMiHHOCTEH (hapMaKOKiHETUYHUX ITOKA3HUKIB
TIOPiBHSHO 3 3aCTOCYBAHHAM (GaMIIMKIIOBIpY B aHAJIOTiYHUX I'PyTaX Nalli€HTiB EBPOMEOIIHOI pacH.

KniniyHi xapaKTepHCTHKH.
IToka3auns.
Iudexiii, cipuunHeHi Bipycamu Varicella Zoster (VZV), - onepi3yBaIbHUN JTUIIAN:

— Ollepi3yBaJIbHUY JIALIAK, BKIOYA4yU Ollepi3yBaJbHUN JIUIIAU 3 OYHOIO JI0KaIi3ali€lo y
IMyYHOKOMITIETEHTHUX [JOPOCJIUX Malli€HTIB;

— Oolepi3yBasibHUM NTUIIAN ¥ JOPOCHIUX MAIiEHTIB 3 0cIabieHuM iMyHITETOM.
Indexkiii, cnpuuuneHi Bipycamu Herpes Simplex (HSV), - reHiTanbHUNR repiec:

— NiKyBaHHS IEePUINX IIPOSIBiB Ta PEUXUOUBIB iH)EKIiIMHOT0 TeHITaIbHOTO TePIECY Y



iIMyHOKOMITIETEHTHUX [IOPOCIINX TMalli€HTiB;
— NiKyBaHHS PELMOUBIB FeHITaIbHOTO TePIEeCy ¥ AOPOCINX MallieHTiB 3 ociablIeHuM iMyHITETOM;

— CYIIpECis pelUauByY0ro reHiTaJIbHOr0 Ireprecy y iMyHOKOMIIETEHTHUX AOPOC/IUX MTAlli€HTIB Ta y
IOPOCIIUX TIAIliEHTIB 3 0cnabieHuM iMyHIiTETOM.

IIpomunoka3aHHs.

Bigoma rimepuyTnuBicTh 10 GaMIUKIIOBipy ab0 [0 iHIIMX KOMIIOHEHTIB IIpenapaTy, a TakoX
TinepuyTIUBICTh OO IEHLIUKIIOBIPY.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.
Bnaus iHwux aikapcvkux 3acobis Ha pamuux.a08ip

[Tpo6Genenyy Ta iHmm TikapchKi 3acobu, 1110 BIIMBAIOTh Ha (Pi3ioyiorito HUPOK, MOXYTh 3MiHIOBATH
piBeHb NMEHIIUKIOBIPY (AKTUBHUHN MeTaboIiT GaMIUKIIOBIPY) V IIa3Mi KPOBi.

Tomy marienTis, siKi oTpuMytoTh Bipakca y no3i 500 mr Tpuui Ha o6y pa3oM i3 npobeHenngoM
TIOCTiTOBHUMH OHSIMU, CJIifl KOHTPOJIIOBATH, 30KpPEMa, L0JI0 TOKCUYHOCTI, i MozKe OyTH PO3TIISTHYTO
3HUXKEHHS 003U Bipakca [ TaKuX IIalli€HTIB.

He Bif3Ha4eHO XXKOOHUX KJTIHIYHO 3HAUYIIUX 3MiH ¥ (papMaKOKiHETHUIi TeHIXUKIIOBIPY Micis
3aCTOCyBaHHS OlHOPa30Boi 7o3u 500 Mr ¢haMIMKIIOBIPY IiC/Is MONePeqHbOro JTiKyBaHHS
OGaraTopa30BUMU [A03aMH aJIONyPUHOIY, TUMETUAUHY, Teo]iNliHy, 3UTOBYAUHY UM ITPOMeTa3ruHy abo
iCMIs IpUMOMY HEeBAOB3i MiCIg 3aCTOCYBaHHSA aHTAIUIIB (TiAPOKCUAY MarHiio Ta TifPOKCUIY
asmoMiHi0), a0o Ipy OMHOYACHOMY 3aCTOCYBaHHI 3 eMTpunuTabinoM. He crocTepiranocs xXKomHOT0
KJIIHiYHO 3HAUYIIOTO BIJIUBY Ha apMaKOKiHETHUKY IEeHIUKIIOBIpY micyis 6araTopa3oBoro (3 pa3u Ha
no0y) 3acTocyBaHHs ¢aMuukioBipy (500 mr) 3 6araTopa3oBUMHU 003aMU AUTOKCUHY.

TpaHchopMyBaHHS HEAKTUBHOT'O0 META0O0IIiTy 6-1e30KCUIIEHITMKIIOBIPY N0 MEHIUKIIOBIPY
KaTaJli3yeThCS albAerifoKcuaa300. [IoTeHLiMHO MOXKe MaTH MicIle B3aEMOfid 3 iIHIIUMHU
JiKapChKUMU 3aco0aMu, 110 MeTaboJIi3y0ThCsl Ta/ab0 MPUTHIUYIOTECA UM depMeHTOM. KitiHiuHi
IOCTiIKeHHS B3aEMOil (HaMIIMKIIOBIPY 3 IUMETUANHOM Ta IIPOMETa3nHOM, iHTibiTopaMu
anblerifoKcuaasy, in vitro He moka3aiy 3HAYyIIOro BIJIUBY Ha YTBOPEHHS NEHUUKIIOBIpy. OgHaK
pasnokcudeH, MOTYXKHimuit iHTi0iTOp anbaeriqoKCcUaa3u, MOXe BITUBATH Ha YTBOPEHHS
[IEHLIUKIIOBIPY.

Bnaue ¢pamuyuxaosipy Ha iHwi aikapcvki 3acobu

dapMaKoOKiHeTHKa OUTOKCUHY He 3MiHIOBalacs IPU OOHOYACHOMY 3aCTOCYBaHHiI 0OOQHOPa30Boi abo
OaraTopa3oBux (3 pa3u Ha fo0y) mo3 ¢pamuukioBipy (500 mr). He crocTepiranocs ;K0mHOTO KITiHIYHO
3HAUYIIOr0 BIJIUBY Ha (papMaKOKiHETUKY 3UOOBYAUHY, HOTO MeTabO0MiTIB (3U0BYAUHT TIOKYPOHIAY
abo emTpuiuTabiny) micasa 3acTOCyBaHHS OOHOPa30BOi mepopabHoi 7031 500 MT GhaMIUKIIOBIPY
OOHOYACHO i3 3UJOBYIMHOM UM eMTPULUTAOIiHOM.

Xouya (paMIMKIIOBIp € nuile c1abKuM iHTi6iTOpOM anmbaerimoKcumasu in vitro, B3aeEMois 3
JMiKapChKUMHU 3acobaMu, 1110 MeTabO0ITi3yI0ThCS anbAeTiqOKCUAa3010, TOTEHIIINHO MOXKe MaTu Micle. Y



XO[Ii OOCIigKeHb He BUSIBIIEHO MOXKJIMBOCTI iHAyKIil nuToxpomy P450 Ta mpurnivenns CYP3A4.

Oco06.1ueocmi 3acmocy8aHHs1.
ITauienmu 3 HUPK0OBOIO HedoCMamHicmio

Oco6nuBy yBary HeoOXilHO 3BepHYTH Ha IAI[i€HTIB i3 MOPYIIEHO0 PYHKIIIEI0 HUPOK, SKUM HeoOXigHa
KOPEKIIist mo3yBaHHs (quB. po3ninu «Crocib 3acTocyBaHHS Ta M03u» Ta «Ilepemo3yBaHHs»).

l'ocTpa HUPKOBa HEOCTATHICT CIIOCTEPIraEThCA Y MALIEHTIB i3 HUPKOBOX HENOCTATHICTIO MiCIIA
3aCTOCyBaHHS [03, IKi € BUCOKHAMH I10 BifHOIIEHHIO OO CTYIEHS MOTipliieHHs QPYHKII1 HUPOK.

ITauieHmu 3 neyiHK080K HEOOCMAamHicmo

[TalieHTH 3 JIETKMM Ta CEPefHIM CTyIeHeM ITe4iHKOBOI HEIOCTAaTHOCTI He MOTPeOyIOTh KOPEKIIil I03H.
Lle TakKOXK CTOCY€ETHCS MALiEHTIB JIITHHOTO BiKY, IKi He MalOTh HUPKOBOI HEIOCTATHOCTI. Y Talli€HTiB i3
TSI2KKOIO ITeYiHKOBOIO HEJIOCTATHICTIO [Iit0 paMIMKIIOBipy He BuB4Yanu. [lepeTBopeHHS HaMIUIUKIIOBIpYy
Ha WOro aKTUBHUN MeTa0OoJIiT IeHIUKIIOBIP V TAKUX MAIlieHTiB MOXke OyTH MOPYIIEeHe, 110 MOXKe
IIPHU3BECTH [0 3HUKEHHS KOHIIeHTPallil TeHIKUKJIIOBIPY y IIJIa3Mi KPOBi, i, IK HaCJIigoK, MOXe
crocTepiraTtucst 3MeHIIeHHs e(peKTUBHOCTI il haMIMKIIOBIpY.

3acmocysaHHA Npu AiKYy8aAHHI 0nepi3ysanbHO20 2epnecy

Heo0xifmHO peTenbHO CTEXKUTH 3a KIIiHIYHOIO BifIOBigAI0, 0COOIUBO V MAlliEeHTiB 3 0cabieHuM
imyHiTeToM. HeoOXigHO PO3TNISHYTH MOZKJIMBICTH 3aCTOCYBaHHS BHYTPIIIHbOBEHHOI IIPOTUBIPYCHOI
Teparil y BUMIafIKy, KOJIU BifITIOBib Ha IlepopajibHy Tepallilo BBaXKaEThCSI HEJOCTAaTHHOIO.

[TamienTaM 3 yCKjIafHEHUM OIlepi3yBalbHUM IepliecoM, HallpUKIag 3 YpaxKeHHIM BHYTPILIHIX
OpraHiB, JUCEMiIHOBaHUM OIEePi3yBaJIbHUM IeplecoM, MOTOPHOIO HelpomnarTielo, eHuedaaiTom Ta
11epe0pPOBaCKyIIPHUMH YCKIIafHEHHIMH OTPiOHO 3aCTOCOBYBATH BHYTPIITHEOBEHHY NIPOTUBIPYCHY
Tepalli.

Taxox marieHTaM 3 ocjIabeHNM iMyHITETOM 3 04YHOI0 (POPMOIO OIIepi3yBalbHOTO reprecy abo
nalieHTaM 3 BUCOKMM PU3UKOM IIOIMIKUPEHHS XBOPOOU Ta ypaXKeHHSIM BHYTPIIIHIX opraHiB HE0OXimHO
3aCTOCOBYBaTU BHYTPIIIHbOBEHHY IIPOTUBIPYCHY Teparlito.

ITepedayva 2eHimasnvHO20 2epnecy

leHiTanbHUY repiec - XxBopo0a, gKa IepefaeThcs CTaTEBUM LINAXOM. PU3UK mepenadi 30iIbLUIyeThCS
y rocTpi#t ¢dasi 3axBopioBaHHs. [lanieHTaM HeoOXigHO PEKOMEHYBaTH YHUKATU CTaTEBUX aKTiB IIPU
HasIBHOCTI CHMIITOMIB, HaBiTh SIKII0 aHTUBIPYCHA Tepalis B&Ke po3nodaTa. Y Ipoleci CyIpecuBHOL
Teparil aHTUBipyCHUMH 3aco0aMu YaCTOTa BUMIINIEHHS BipyCy CYTTEBO 3HUXKYEThCS. OHAK PU3UK
nepenayi 3aJUIIAaETHCS, TOMY ITallieHTaM CJIiff 3aCTOCYBaTH BigNOBiHI 3aCc00M KOHTpAIeImIlil.

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

ExcnepuMeHTasbHi HOCTiAKEHHS He BUSIBUIN eMOPIOTOKCUYHOI i TepaTOTeHHO1 fil (aMIUKIIOBIpY i
MIEeHLIUKIIOBIPY.



Y xopmi mocmigXKeHb BHYTPIIITHBOTO 3aCTOCYBaHHS (aMIIMKIIOBIPY Bil3HAYan0Csl MPOHUKHEHHS
MIeHLUKIIOBIPY Y TPyAHEe MOI0KO. HeBimoMo, Ui MpOHUKAE MEeHLUKIOBUD Y TPyAHE MOJIOKO. be3mneka
3aCTOCYBaHHS (paMIIMKIIOBipY BariTHUM i XKiHKaM, Ki TOAYIOTh TPYAMI0, HE BCTAHOBIIEHA.
[Tpu3HaueHHs IpemnapaTy y Iepiof BariTHOCTI abo rogyBaHHS T'PYAII0 MOXKIIUBE TiJIbKYU Y pasi, SKIIo
KOPHCTD Bif] Teparil [7ig MaTepi nepeBulllye MOTeHIIINHNN PU3UK [7g I1oga abo IUTUHM.

[Iepion rogyBaHHSA TPYOAI0

HesigoMo, v npoHuKae paMUIMKIIOBIp y TPyAHE MOJIOKO. [IOCHiIKeHH Ha TBapUHax II0Ka3aH, 1110
TIEHIUKJIOBIP MIPOHUKAE V TPYIHE MOJIOKO. fAKIIO cTaH XKiHKU MOoTpebye mpu3HadueHHs (GaMIMKIIOBIpY,
IOTPiOHO PO3TNISTHYTH NUTAHHS 1IOM0 IPUINHEHHS TOfyBaHHS IPYIAIO.

®epTUNLHICTD

BnnuB paMIuKIOBipy Ha 40J0OBiuy (GepPTUIBHICTE IICIIS HOBTOCTPOKOBOTO II€POPAIbHOTO IPUNOMY
npemnapary y mo3i 250 Mr 2 pa3u Ha [00y He BUSBIIEHUH.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

IaHi Tpo mopyIIeHHs 3MaTHOCTI MalliEHTiB KepyBaTh aBTOTPAaHCIIOPTOM abo iHIMMMM MexXaHi3MaMu
i BIIJIMBOM IIpemnapaTty Bipakca BincyTHI. OgHak malieHTH, Y SKUX CIOCTePIirarThCsa
3allaMOPOY€EHHS, COHJIUBICTD, CILTyTaHICTh CBiOMOCTI 4 iHII po3naau 3 60Ky LeHTpaibHOI HEPBOBOI
CHCTEeMHU IIif] YaC 3aCTOCYBaHH4 IIpemnapaTy Bipakca, HOBMHHI yTPUMYBATUCS Bii KEPYBaHHS
aBTOTPAHCIOPTOM a00 poOOTH 3 iHIIMMHU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

OckinbKu cucTeMHa 0i0g0CTYIHICTh MTEHIIMKIIOBIPY He 3MiHIOBasacs, KO paMUKKIIOBIp IpAiiManu
pas3oM 3 1xero, paMIKKIOBIp MOXKHa 3aCTOCOBYBaTH He3a/IeKHO Biff IPUIOMY 1XKi.

OnepisyganbHull auwau y iMyHOKOMNemeHmMHux nayieHmis

[To 500 mr 3 pa3u Ha foOy mpoTsAroM 7 [AHiB. 7151 TiKyBaHHS OIlePi3yBaJIbHOTO JIUIIAI0 3 OUHUMH
ycknapHeHHIME - 500 Mr 3 pa3u Ha goOy npoTAroM 7 gHiB. JIiKyBaHHSA [a€ Kpallli pe3yabTaTH, SKIIO0
BOHO pO3I0YaTe OApa3y IiCisd ITOSIBU BUCHIIIB.

OnepizysaavHull auwatl y nayieHmis 3 ociabieHUM iMyHimemom

I[To 500 mr 3 pa3u Ha goOy npotsaroM 10 nuiB. [TounHaTH NiKyBaHHS PEKOMEHIYETHCS OOpa3y micis
II0SIBU BUCHIIIB.

I'enimaavHUl 2epnec y iMyHOKOMNemMeHmMHux nauieHmis
ITepwuti npoAg 2eHiMaavbHO20 2epnecy

[To 250 mr 3 pa3u Ha 0oOy mpoTsAroM 5 [AHiB. [IoynHATH NTiKyBaHHS PEKOMEHOYETHCS Ofpa3y Iiciis
IIPOSIBY F€HITAIbHOTO TePIIECy.

Peuudus 2eHimanvH020 2epnecy



[To 125 Mr 2 pa3u Ha goOy nmpoTsroM 5 oHiB. [IoyMHATH JTIKyBaHHS PEKOMEHIYETHCS Y
TPOApPOMasIbHOMY Tepiofi (BiguyTTs IOIIMIyBaHHS, cBepOix, meuinHs, 6inb) YU ogpasy micis mposiBY
TeHIiTaJIbHOT O TepIecy.

Peuudue 2eHimasnvHo20 2epnecy y nauieHmis 3 ocaabieHum iMyHimemom

[To 500 mr 2 pa3u Ha goOy mpoTAroM 7 OHiB. [IouynHAaTH NiKyBaHHS PEKOMEHOYETHCH Y
IIPOAPOMaIbHOMY Iepiofi (BiguyTTs momunyBaHHs, cBepbix, medinHs, 0ilb) Y¥ ofpa3sy Micis nosiBU
BUCHIIIB.

Cynpecis peuuduBH020 2eHiMa/abHO20 2epnecy 8 IMyHOKOMNemeHmMHuUX NayieHmis

I[To 250 mr 2 pa3u Ha goOy. TpuBamicTh JIiKyBaHHS 3a7€KUTh Bifl TIKKOCTI Iepebiry 3aXxBOpioBaHHS,
ase JIiKyBaHHS IIOBUHHO OyTH NPHUIMHEHO micsa 12 micsuiB 6e3nepepBHOi Teparii, A7 Toro o6
IIEPEOIiHUTH TAXKKICTh PELUOUBIB Ta 1X 4acTOTy. MiHiMaNbHUY [IePiofl TePeOlliHKY TIOBUHEH
OXOIIJTIIOBaTH [iBa peuuauBu. [Jo3a 500 Mr 2 pa3u Ha go0y BUsiBUNIach e(eKTUBHOIO [IJIs MMAlli€HTiB 3
ocnabieHuM iMyHITETOM.

Cynpecis peyudusHo20 2eHimasbHO20 2epnecy y nauieHmia 3 ocaabieHuM iMyHimemom
[To 500 mr 2 pa3u Ha #o0y.
Ilo3yeaHHs1 015 nauienmie i3 nopyweHow GyHKuieo HUpPOK

OcCkinbKy 3HUKEHHS KIIipeHCY MeHIMKIIOBIPY OB A3aHe 3 MOPYILIeHHSIM (yHKII1 HUPOK, BiAMOBIAHO
[0 3MiHU KJIipeHCYy KpeaTHHiHY, 0COONMUBY yBary HeoOXiqHO 3BEPHYTH Ha J03yBaHHS [JIsd MAIli€HTIB i3
IOPYIIEHO0 (PYHKITIEI0 HUPOK.

PeKOMeHJIy'GTBCH TaKa CXeMa JO3YBaHHI:

Onepisy8aabHull Auwat y nayieHmie 3 HOpMAa/abHO (PYHKUIOHYHOUOH IMYHHOW CUCMEeMOH0

ma nayieHmia 3 NOpyweHow IMyHHOW CUCMEeMOt0

Tabauuys 1

KiipeHC KpeaTuHiHYy [l03yBaHHSA
(mit/xB/1,73 M%)
® 60 500 mr 3 pa3u Ha o6y npotsiroM 7 abo 10 guiB*
Bixg 40 mo 59 500 Mr 2 pa3u Ha fo0Oy npotsrom 7 abo 10 gHip*
Bimg 20 mo 39 500 mr 1 pa3 Ha goOy npotsarom 7 abo 10 pHiB*
<20 250 mr 1 pa3 Ha fo6y nportsgrom 7 a6o 10 guiB*
[TamienTu, ki nepebyBaloTh Ha fmianmisi [250 Mr micns KoXHOTO miamisy npotsarom 7 a6o 10

mHiB*

*7 OHIB - OJd MAal[ieHTiB 3 HOpMaJibHUM iMyHiTeTOoM, 10 [HIB - [JIg IAIi€HTIB 3 MOPYIIEHOK iIMyHHOIO
GbyHKIIETO.

ITepwuti npoas 2eHiManvbHO20 2epnecy



Tabauus 2

KilipeHC KpeaTUHIHY
(mri/xB/1,73 M%)

[l03yBaHHS

240 250 Mr 3 pa3u Ha o0y mpoTIroMm 5 OHIB
Big 20 mo 39 250 Mr 2 pa3u Ha f0o0y mpoTSaroMm 5 OHIiB
<20 250 mr 1 pa3 Ha 06y MPOTSAToM 5 OHIB

[TamienTn, sKi mepeGyBaloTh Ha Hiasmisi

250 Mr micig KOXKHOTO [iai3y IpoTarom

5 mHIB

Peuudus 2eHimaabHO20 2epnecy y nayieHmis 3 HOPMA/aAbHO PYHKUIOHYHOUOI IMYHHOW CUCMEeMOH0

Tabauuys 3

KripeHC KpeaTuHIHY
(mit/xB/1,73 M%)

[l03yBaHHSA

220

125 mr 2 pasu Ha go0y IpoTIroM 5 gHIiB

<20

125 mr 1 pa3s Ha go6y npoTtsrom 5 gHiB

[NamieHTH, sKi mepeOyBalOTh Ha miasmisi

125 Mr micnsg KoXKHOIO fiasi3y IpoTAroM

5 nHiB

Peuudus 2eHimaavHO20 2epnecy y nayieHmis 3 NOpyweHoK iMYyHHOK CUCMEMO0

Tabauus 4

KnipeHC KpeaTuHiHY
(mn/x8/1,73 M*)

[l03yBaHHS

540 500 Mr 2 pa3u Ha go0y NpPOTATroM 7 [HIB
Big 20 mo 39 500 mr 1 pa3u Ha go0y NpoTATroM 7 [HIB
<20 250 mr 1 pa3 Ha fo6y npoTsarom 7 OHIB

[MamienTy, ski mepeOyBalOTh Ha Hianmisi

250 Mr micig KOXKHOTO [iai3y IpoTarom
7 mHiB

Cynpecis peuudugyuo20 2eHiMaabHO20 2epnecy y nauieHmis

3 HOPMA/NLHO PYHKUIOHYHOUOI0 IMYHHOIO CUCMEeMOH

Tabauus 5

KilipeHC KpeaTUHIHY
(mr/xB/1,73 M%)

[l03yBaHHS

40 250 Mr 2 pa3u Ha f00y
Bim 20 mo 39 125 Mr 2 pa3u Ha o6y
<20 125 mr 1 pas Ha o0y

[TamienTn, siKi mepe6GyBaloTh Ha Hiasmisi

125 Mr micnst KOXKHOTO fianisy




Cynpecis peyudugy4020 2eHimaabHO20 2epnecy y nayieHmie 3 nopyweHow iMyHHOK CUCMeMO0

Tabauus 6
KitipeHC KpeaTUHIHY [l03yBaHHS
(mn/xB/1,73 M*)
540 500 Mr 2 pa3u Ha f00y
Bim 20 mo 39 500 Mr 2 pa3u Ha J00y
<20 250 mr 1 pa3 Ha {06y
[lamieHTH, 9Ki nepeOyBalOTh Ha giasisi 250 Mr micsg KOXKHOTO Jiamisy

ITauieHmu 3 nopyweHo (QyHKUie0 HUPOK, siKi nepebysaromb Ha 2emo0dianisi

4-rOomUHHWM TeMOfiali3 MPU3BOAUTE N0 3HUKEHHS KOHIIEHTPallil MeHIUKIIOBIPY V IJTa3Mi KpoBi
npubnu3Ho Ha 75 % — m03y GhaMIMKIIOBIPY CIil 3aCTOCOBYyBaTH O€3MMOCEePeNHbO Mmics miamisy. Pexum
MOo3yBaHHS IJIS MAlli€eHTiB, sKi mepeOyBaioTh Ha Aiamisi, BKIIIOUeHUH 10 TaOIuIlh BUIlle, BiATIOBIZHO [0
KOXKHOT'0 3 BUIIQAKiB.

OcCKinbKM 3HUXKEHUY KIiPeHC IEeHIMKIIOBIPY OB’ 93aHUY 3 MOPYIIEHHSIM (QYHKIIi HUPOK, L0
BHM3HAYa€EThCS 3a KIIipEeHCOM KpeaTHHiHY, oco0nuBa 06epexkHiCcTs HeoOXigHa 11010 MallieHTiB 3
IOPYIIeHHAM (QYHKIIiN HUPOK.

ITauieHmu 3 nopyweHow PYHKUIE NeyiHKu

I nalieHTiB i3 MeYiHKOBUMU IOPYIIEHHSIMY 3MiHa N03yBaHHS He MoTpiOHa. [laHi II0A0 malieHTiB i3
TSI2KKOI0 [TIEYIHKOBOI HEeOCTaTHICTIO BiICYTHI.

ITauieHmu aimHb020 BIiKY (= 65 pokKie)
Kopexk1iist mo3yBaHHS He MOTPiOHA, SKIO0 HEMAE MOPYLIeHb QPYHKINI HUPOK.
MakcumanvHo nepeHocuma 0ob6osa 003a ma mpugasnicme AiKy8aHHs

HopmarnbHa uyTnuBicTh Gyia Big3HaueHa y HalliEHTIB 3 0nepi3yBaJibHUM JIUIIAEM, SKi MpuiMaTu

750 Mr 3 pa3u Ha o0y mpoTsaroM 7 OHIB. AHanoriyHa YyTIUBICTh OyJia Bif3HauyeHa y Malli€eHTiB 3
reHiTaJIbHUM repliecoM, sKi 3acTocoByBanu g0 750 Mr 3 pa3u Ha goOy mpoTsAroM 5 AHiB Ta mo 500 Mr
3 pa3u Ha goOy npoTsaroM 10 gHiB. HopMasnbHa epeHOCHMICTh CIIOCTepiranacs y X0ofi JOCTigKeHb, B
SIKUX TalliEHTH 3 TeHiTaJIbHUM reprecoM npuiimManu go3y 250 mMr 3 pa3u Ha [o0y.

AnarnoriyHa peakiiisi Oyja Bif3HadyeHa y Ialli€EHTIB 3 OIepi3yBaJbHUM JIUIIIAEM 3 IOPYIIEHOI0
iMyHHOIO crucTeMo1o, sKi mpuiiMmanu 7o 500 mr 3 pa3u Ha goOy npoTsaroM 10 gHIB Ta y malieHTiB i3
IIPOCTUM T'ePIIECOM 3 MOPYIIEHHSIM iMyHHOI QyHKIII, sKi mpuiiManu go 500 Mr 2 pa3u Ha go0y
IIPOTATOM

7 ouiB Ta 500 Mr 2 pa3u Ha go0y MPOTATOM 8 THKHIB.

Himu.

EdekTuBHiCTh Ta 6€31€Ky 3acTOCYyBaHHS (paMUIKKIIOBIpYy AiTSIM Ta mifsiTkaM (BikoM no 18 pokiB) He
BMBYa/IM. TOMy TallieHTaM Ili€l BikOBOI KaTeropii Ipemapar He CJIifi 3aCTOCOBYBATH.



Ilepedo3yeaHHsi.

HaHni mpo mepeno3yBaHHS GhaMUIUKIOBIpy oOMexeHi. [ToBigoMIeHHS PO BUTIAAKOBI TOCTPi
nepeno3yBanHs (10,5 r) oOmexeni. Tpusasne 3actocyBanHs (10 r Ha mo6y NPOTSATOM 2 POKiB)
GbaMIMKITOBIPY He CIIPUYMHSIIO YCKIagHeHb. Y pasi mepeno3yBaHHS HeoOXiTHO 3aCTOCOBYBATH
nigTpuMylouy Teparito. OnucaHo MOOOUHOKI BUMTaAKK TOCTPOi HUPKOBOI HEJOCTATHOCTI y MAIli€HTIB i3
3axXBOPIOBaHHSAMM HUPOK B aHaMHe3i, 71 SKUX [03a Ipenapary Bipakca He Oyia BifmoOBigHO
3HMXKeHa. KoHIleHTpallis npenapaTy 3HUKYEThCS MTPUONMU3HO Ha 75 % MPOTITroM

4-rOOUHHOTO TeMOofiami3y.

ITo6iuni peakuii.

[ToBimoMIANK TIPO BUIAAKU T'OJIOBHOTO 00JII0, HYMIOTH, Aiapei Ta COHJIMBOCTI I Yac KIiHIYHUX
mociigkeHb. BoHu B 1ioMy Oy7nu cabko abo mOMipHO BUMpaxXKeHi i y MallieHTiB, gKi 3aCTOCOBYBau
m1aeoo.

Huxxde HaBemeHO i KiacugikoBaHO 3a 4aCTOTOM0 1M06iuHi eeKTH, IKi CocTepiranuce y KiIiHigHUX
OOCIIKEeHHSX Ta ITOCTMapPKEeTUHTOBUM nepiof: dyxce nowupeHi (= 1/10); nowupeHi (= 1/100,

< 1/10); HenowupeHi (= 1/1000, < 1/100); pioko nowupeHi (= 1/10000, < 1/1000); dyace pidko
nowupeti (< 1/10000), BKI04a04y MOOOUHOKI BUITAOKH.

3 60Ky Kpo8oHOCHOI ma AimpamuyHoi cucmem: pifKo MOIUpPeHi - TPOMOOIIUTOIIEHS.

3 60Ky ncuxiku: HeTOIIPeHi - CIIYTaHICTh CBiMOMOCTI (MepeBakHO Y MallieHTiB TITHLOTO BiKY); pigKo
MOIIUPEH] - raTourHalil.

3 60Ky ueHmpasavHoi Hepeosoi cucmemu (LIHC): myXe MOIMIKUPEHi - TOJIOBHUHN 0iNlh; MOIIHPeHi -
3anaMOpOY€eHHs; HeIOUPEH] - COHIUBICTD (IepeBaXHO y MAallieHTiB JITHHOTO BiKY); PiIKO MOIIUPEH]
- cymoMu*,

3 60Ky cepus: pigKo MOIIKUPEeH] - TocuneHe cepreduTTs.

3 60Ky WYHKOB0-KUWKO0B020 Mpakmy: MOUINPeHi - HynoTa, 61t0BaHHS, Oilb y XKUBOTI, fiapesd;
IIOOOVHOKI BANIAKY - [ITAaHKPEeaTUuT*.

I'enamobiniapHi nopyweHHA: IOMUPEHi - 3MiHEHI TOKa3HUKU (YHKIIIOHATBHOTO CTaHy NEeYiHKY;
PIOKO IOIIMpPEHi - X0JIeCTaTU4YHa XKOBTSIHUILA.

3 6oky iMyHHOI cucmemu: PigKo MOIMKpPEH] - aHadinaKTUYHUH OK*, aHabimaKTUYHI peakxiil*.

3 6oky wkipu ma niOwKipHUX MKAHUH: TIOIIUPEH] - BUCUTIaHHS, CBepOixK; HEMOUINPEH] -
aHTiOHEeBPOTUYHUM HaOpsK, HAOPsK 00nuyys, MOBIK, mepiopbiTambHuil HaOpsK, HabPSK ropTaHi,
KPOIIMB THKA; PiIKO IMOMHUPEHi - TAXKKi MIKipHI peakiil* (Hanpukiap nojaiMopdHa epuTeMa, CHHIPOM
CriBeHca-[]2)KOHCOHA, TOKCUYHUY elifilepManbHAN HEKPOi3 (cuHapoM Jlalienna), HEKPOTU3YIOYUU
BaCKYJIT*).

3 60Ky HUPOK ma ce4osuBiOHUX W.15Xi8: TOCTPAa HUPKOBA HEIOCTATHICTL CIIOCTEPIraeThCs PidKo y
TIIAllieHTIB i3 3aXBOPIOBAHHSIMU HUPOK, IKUM [03a He Oysa MpaBuiIbHO migibpaHa.



®aMIMKIIOBip TaKOXK J00pe MEPEHOCUTHCS MalliEHTAMU 3 MTOPYIIEHOI0 iIMyHHOIO CHCTEMOIO.

3aranoMm HeOaXkaHi peakliii, Ipo SKi IOBIMOMIISANY i Yac MPOBeeHHS KITIiHIYHUX JOCITigKeHb Y
Malli€HTIB 3 octabneHuM iMyHiTETOM, OyNK MOMiOHI MO TaKuX, PO SIKi IOBIMOMIISINIK V MAIliEHTIB i3
HEeTIOPYIIEeHOI0 iMyHHOIO cCuCcTeMo0. YacTilne moBimOMIISAIM PO TaKi SBUINA SK HyI0Ta, OTI0BaHHS Ta
3MiHa IMOKa3HUKIB (PYHKITIOHAIBHOTO CTaHY MeYiHKM, 0COOIMBO IIPYU IPUHOMI OilbIll BUCOKUX [O3.

* Tlo6iyHi peakilii, Bu3HAaYeHi Ha MifiCTaBi CIOHTaHHUX TOCTPEECTPALIMHUX MTOBiIOMIIEHb Ta
ny6iKalii momo 3aCToCyBaHHS JTiKapchKOTro 3aco0y, siKi He OyIu 3apeecTpoBaHi B X0[i KITiHIYHUX
mociimkeHb. [ToBimoMIeHHs PO Taki moOiuHi peakilii HagxomuIu Ha JOOPOBiTbHIM OCHOBI Bif
TIOTIY ALl HeBU3HaYEHOl YMCEIbHOCTI.

Tepmin npudamHocmi.

2 POKH.

YmMmoBH 30epiranns.
30epiraTu B OpUTiHANbHIN yIIaKoBIi mpu TeMepatypi He Buie 30 °C.

30epiraTv y HeIOCTYITHOMY [JIST OiTeM MicCIii.

Ynakoska.
Insa mo3yBauus 125 mr: o 10 TabneTox y GmicTepi; o 1 GicTepy y KapTOHHIM Iaylii.
Ins mo3yBauHs 250 Mr: o 7 TabneTok y GmicTepi; mo 3 GiicTepy y KapTOHHIM MayIli.

Insa mo3yBauug 500 Mr: o 7 TabneToxk y GiicTepi; mo 2 abo 3 6iicTepu y KapTOHHIM Haylli.

Kareropis Bigmycky.

3a peLemnToM.

BupoOHHUK.

dapwmallac C.A.

Micue3HaxoIKeHHsI BUPOOHHKA Ta aipeca Micls MpoBaIXKeHHs HOro Tis/IbHOCTI.

28 OkroBpiy 1, Aria Bapsapa, 123 51, I'penis



