IHCTPYKIIA

IJIsI METHYIHOT 0 3aCTOCYBAaHHSA JTIKapChKOro 3aco0y

BICEIITOJI 480
(BISEPTOL 480)
Cknao:
Oitoui pevosuHu: sulfamethoxazolum, trimethoprimum;
1 M7 KOHIIEHTpaTy MICTUTH CylbhameTokca3ony 80 Mr, TpuMeTonpuMy 16 Mr;

0OnoMIdCHI pe408UHU: TIPOIiIEHTIiK0Ib, eTaHo 96 %, eTaHONIaMiH, HATPIi0 TiAPOKCHUA, HATPi0
rigpokcumy 10 % po3uus (O perymaoBaHHA pH), Boga mist iH'ekii;

1 ammyna (5 M KOHIIEHTpPATy) MiCTUTh: Cylb(aMeTokca3omny 400 mr i TpumeTonpumy 80 Mr.

JIikapcbKa ¢popMa. KoHIeHTpaT s IPUTOTYBAHHS PO3YUHY I iHDY3ii.

OcHogHi (pi3uko-ximiuHi 81racmusocmi: 6e30apBHa a00 CBiTI0-KO0OBTa PigrHA.

dapMakoTepaneBTHYHA rpyna. [IpoTuMikpo6Hi 3aco0u 11 CHCTEMHOTO 3aCTOCYBaHHS.
KowmbiHarii cynbdaHinamifiB Ta TPEMETOIPUMY, BKITIOYaI04YH HOT0 MOXigHi.

Kox ATX JO1E EO1.

Papmako102iuHi 8 1acmueocmi.
d®apmakoOuHamika.

BicenTton 480 - anHTHOAKTEpiaIbHUY JTiIKaPChbKKUH 3aci0, SKUH MiCTUTh OBi aKTHUBHUX
PEeYOBHHM - CyIh(HaMeTOKCa30JI Ta TPUMETOIIPUM.

MexaHi3M mil.

AKTHUBHICTB in vitro: cynbpameToKca3or iHridye cuHTe3 (OIi€EBOI KUCIOTH IIJITXOM
KOHKYPEHTHOT0 aHTaroHi3aMy 3 mapaamMiHO0eH30MHOI0 KHCI0TOM0. Lle € 6aKkTepiocTaTuYHOI0
mieto. TpuMeTonpuM € iHribiTopoM GakTepianbHOI AUTIOPOQOIaTPENyKTa3H i 3a7IeKHO Bif
YMOB BUsBJIsg€ OakTepuiuaHy abo 6akTepiocTaTu4Hy fit0. TaKUM YMHOM, TPUMETOIIPUM i
cynbhaMeToKca3011 0710KYIOTh OBi IIOCTigOBHI cTagil 6i0CMHTE3y IypPHUHIB, a MOTIiM
HYKJIeIHOBUX KUCJIOT, HeOOXimHUX A1 6araTthox 6akTepil, M0 NPU3BOOUTE A0 3HAYHOTO
B3aEMHOT0 NOTEHIIiI0BaHHS aKTUBHOCTI in vitro 060X KOMIIOHEHTIB.



P03BUTOK PE3UCTEHTHOCTI, TIepexpecHa Pe3uCTEHTHICTE.

Pe3ucTeHTHICTH 0 KOTPUMOKCA30JIy ITif Yac JIiKyBaHHS PO3BUBAETHCA JIULIE Y PIAKICHUX BUIIAAKAX.
Mix yciMa cynbdaHinaMigaMu iCHye epexpecHa Pe3uCTeHTHICTh; lepexXpecHa Pe3UCTEHTHICTh [0
XiMiYHO HeclopifHeHUX aHTUOIOTUKIB ¥ pe3ysbTaTi HaOyTTS Pe3UCTEHTHOCTI A0 KOTPUMOKCA30Jy He
PO3BUBAETHCA.

MexaHi3M pe3uCTEeHTOCTi.

Y mocnigxeHHSX in vitro 6ymo moka3aHo, 110 0aKTepiaabHa PE3UCTEHTHICTh PO3BUBAETHCS
TIOBiJIbHiIlIEe TTPY 3aCTOCYBaHHI KoMOiHallii cynbhaMeToKCca3ony Ta TPUMETOIIPUMY, HiXK IPH
3aCTOCYBaHHI IX OKpeMo.

Pe3ucTeHTHICTE [0 CynbhaMeTOKCa30/ly MOXKe PO3BUBATUCS Pi3HUMU MexaHi3MaMu. bakTepianbHi
MYyTallil CHPpUYUHSIOTE 30iNTbINeHHS KOHIIeHTpallil mapaaMin6en3oiHo01 KucnoTtu (ITABK) i TuM camum
BUTICHSIIOTH Cy/baMeTOKCa30JI ¥ pe3yiabTaTi CKOpOYeHHS iHTiOyio4uoro edhekTy Ha pepMeHT
OUTifiponeTpoaT-CUHTeTa3y. [HIMMi MexaHi3M pe3uCTEeHTHOCTI - IJIa3Mif0II0CepPeNKOBaHUY,
IIOB’SI3aHUY i3 CHHTE30M 3MiHEHOTO ()epMEHTY OUTiAPONTepoaT-CUHTETa3!, 31 3MEHIIIEHOI0
CIIOPimHEHICTIO i3 cynb(haMeTOKCa30/I0M IOPIBHSHO 3 HEMyTOBAaHUMU (pepMEHTaMU.

Pe3uCTeHTHICTh [0 TPUMETOIIPUMY BUHUKAE Yepes IJIa3MifjonoCcepefKoBaHy MyTallito, 110
IIPU3BOOUTH 0O IPONYKYBaHHSA 3MIHEHOTO (hepMeHTy OUrinpodoiaTpenyKTa3u 3i 3HUKEHOI0
CIIOPiAHEHICTIO 3 TPUMETOIIPMMOM IIOPIiBHSIHO 3 HEMYTOBaHUM (PEPMEHTOM.

CnopigHenicts TpuMeTonpuMy DHFR (gurinpodonaTtpenykra3u) ccasiiB npubau3ao y 50000
pasiB MeHIIIa IIOPiBHSHO 3i CTIOPiAHEHICTIO TpUMeTONpUMy 3 6akTepiaTbHUM HepMEHTOM.

Benuka KinbKicTh 0aKTepPid YyTIuUBI in Vitro 0o 3Ha4YHO MEHINUX KOHIIeHTPallii
TPUMETOIIPUMY i Cy/ibpaMeTOKCa30/Iy MOPIiBHSAHO 3 KOHI[EHTPaLisIMU ITpeapaTiB ¥ KPOBi,
TKaHWHAaX, PiAVHAX 1 cedl micisg 3aCTOCYBaHHA PEKOMEHI0BAHUX [03.

His in vitro He 000B’SI3KOBO CBiIYUTHL PO KIiHIYHY ePeKTUBHICTb ITpemnaparty, TOMY CIIif
BpaxOBYBATH, 1110 3a[I0BUIbHI TECTU Ha YYTJIMBICTh MOXKXHA OTPUMATHU TIJIBKU ITiCIIA
3acToCyBaHHS CcyOcTpaty 6e3 pe4oBUH, 110 iHTi0YyI0Th, 0COONIUBO TUMIOUHY i TUMIHY.

YyTnuBicTh 38 JaHUMM EBPONENCEKOT0 KOMITETY TeCTYBAHHS YYTIMBOCTI aHTHOAKTepialbHUX
nikapchkux 3aco6iB (EUCAST).

Enterobacteriaceae: S < 2 R> 4
S. maltophilia: S<4 R >4
Acinetobacter: S< 2R >4
Staphylococcus: S <2 R > 4
Enterococcus: S < 0.032R>1
Streptococcus ABCG: S< 1R> 2

Streptococcus pneumoniae: S <1 R > 2



Hemophilus influenza: S< 0,5 R> 1

Moraxella catarrhalis: S < 0,5 R>1

Psuedomonas aeruginosa and other non-enterobacteriaceae: S < 2* R > 4*
S = yyTnusi, R = pe3ucrenTHi.

*3a maHuMHU [HCTUTYTY KiiHiYHUX Ta mabopatopHux ctaHmapTiB (IKJIC) — mani EUCAST monmo
YyTJIMBOCTI LIUX MIKPDOOPTaHi3MiB Hapa3i He[OCTYIIHI.

Tpumetonpum i cynbdpameTracason y criBBigHouenHi 1 : 19.

'panuyHi 3Ha4YeHHS BU3HAa4€H] 3a KOHI[EHTPALi€l0 TPUMETOIPUMY

AHTHOGaKTEpiaTbHUM CIEKTD

[Tpu 3actocyBanHi bicentony 480 Ha eMmipu4Hili 0OCHOBi HeOOXiTHO 3BaXKaTu Ha MiCIIEBY
IOIIMPEHICTh PE3UCTEHTHOCTI [0 KOTPUMAaKC030JTy cepel 6akTepili, 0 CIPUYMHSIOTE iH(peKIIiio, 3
IIPUBOAY SIKOI TPOBOAUTHCS JiKyBaHHS, 0COONIMBO IIPU JIIKYBaHHI TAXKKUX iHDEKIIN.

[Tpu iHdeKLiAX, CIPUYNHEHUX TOMIPHO YYTIUBUME 30yOHUKAMHU, CIIif IPOBECTH TECTH HA YyTIIUBICTh
171 BUKJTIOYEHHS PE3UCTEHTHOCTI.

YyTnuBiCTh TPEMETONPUMY/CYyIbhaMeTOKCa301y 00 MiKpOOpraHi3MiB Moka3aHa B
HUX4YeHaBeneHid Tabmuli:

3a3BHYal YYyT/IHBi 30yTHHUKH
['paMIIO3UTHBHI aepobu:
Staphylococcus aureus Staphylococcus saprophyticus Streptococcus pyogenes
['paMHeraTHBHI aepoOu:
[Fnterobacter cloacae
[Haemophilus influenzae
Klebsiella oxytoca

[Moraxella catarrhalis
Salmonella spp.
Stenotrophomonas maltophilia
Yersinia spp.

JacTKOBO 4yT/IMBI
['paMIIO3UTHBHI aepodu:
[Fnterococcus faecalis
[Fnterococcus faecium

Nocardia spp.

Staphylococcus epidermidis
Streptococcus pneumoniae




['pamMHeraTHBHI aepobu:
Citrobacter spp.
[Enterobacter aerogenes
E'scherichia coli
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris
Providencia spp.

Serratia marcesans
3BHYAaHHO Pe3HCTEeHTHI MiKpoopraHi3Mu
['paMHeraTHBHI aepobu:
[Pseudomonas aeruginosa
Shigella spp.

Vibrio cholera

dapmakoKiHemuka.

MakcuManbHa KOHILIEHTpallis cyabdaMeTOKCa30/y i TPHMETOIPUMY IIiCIis
BHYTPIIIHbOBEHHOI'O BBEIEHH, BU3HAaYeHa Yyepe3 1 roguHy, € BUILIOK i JOCATAETHCA
IIBUIIIE, HiXK IiCIIS 3aCTOCYBaHHSA BCEpeuHy. 3HAaYHOl Pi3HUIl KOHIIeHTpaIlil
KOTPUMOKCA30J1y y TJIa3Mi KpOBi, Ilepiofgy HalliBBUBEEHHS Ta eJliMiHallil micis
[IePOPaIbHOTrO i BHYTPIIIHEOBEHHOI'0 BBEJIEHHS HE BCTAHOBJIEHO.

Po3nodin.

TpumeTtonpum € cnabkuMm nyrom (pKa = 7,3) 3 ninodinbHuMU BnacTUBOCTIMHU. KOHIIEHTpaIlis
TPUMETOIPUMY B TKaHMHAX BUINla 3a KOHIIEHTPALil0 B IIJla3Mi, 0CO0IMBO BUCOKA BOHA B
JIereHsX 1 HUpKaX. bifibllla KOHI[EHTpaLis TPUMETOIIPUMY IIOPIBHAHO 3 I1JIa3MOI0
CIIOCTepPiraeThCs B 2KOBYi, PiguHi i TKaHWHAX ITePeaMixypoBol 3a71031, MOKPOTI, BariHaTbHUX
BUMineHHsX. KoHIleHTpallii TPUMETOPUMY V¥ TPYAHOMY MOJIOL, IlepeOpocIiHambHil piguHi,
CEeKpeTi CepeqHbOr0 ByXa, CUHOBIANIbHIN PigUHI, BHYTPIIIHbOKIIITUHHIN PiAUHI
(iHTepcTHUliambHiN) BiAIIOBiga0Th KOHIIEHTPAIlisIM, HEOOXiTHUM 11 aHTHOAKTepianbHOI [il.
TpuMeTOnpUM IPOHUKAE YV HABKOJIOIUIIAHI BOOY 1| TKAHUHY I1JI00a, [OCATAal4YU TaM
KOHIIeHTpallil, 6JTM3bK01 A0 KOHIIEHTPallil, IIJ0 CIIOCTEPITaETLCI Y CUPOBATIL MaTepi.

[Tpubmu3uo 50 % TpuMeTOnpPUMY 3B’sI3y€eThCs 3 Oinkamu nna3Mu. [Iepion HamiBBUBENEHHS B
oci6 3 HopManbHOIO (QYHKIII€EI0 HUPOK CTAHOBUTS Bif 8,6 mo 17 roguu. He Bin3HaueHo
3HAQYYLIUX BiIMiHHOCTEM B 0Ci0 JIITHHOT'O BiKY ITOPIBHSIHO 3 MOJIOOUMH TalliEHTaMHU.

BuseodeHHs.

TpuMeTOnpruM BUBOOUTLCS B OCHOBHOMY HUPKaMu, Tpubnu3Ho 50 % BUBOOUTHCS Y
HEe3MiHEHOMY BUTJISAI IPOTATOM 24 TOOWH i3 cedero. Y cedi ifeHTU(]IKOBaHO AeKilbKa
MeTaboniTiB TpuMeTonpuMy. CynbhaMeToKca301 € cnabkoi KucnoToio 3 pKa = 6,0.
KoHIleHTpallig aKkTUBHOI (GOpMHU CyJIb(paMeTOKCa30/Ty V HaBKOJIOITiIAHIN PiguHi, K0OBUi,
11epeOpocIiHanbHil PifiKHI, CEKpeTi cepeHbOTO0 ByXa, MOKPOTi, CUHOBia/IbHiM PimuHi,
BHYTPIIIHBOKITITUHHIN piguHi cTaHOBUTH Bif 20 % 1o 50 % cynbdpameToKcasomy, 1o
3HaXOOUTHCA Y IJ1a3Mi KPOBI.



[Tpubnu3Ho 66 % cynbhameToKca3oiy 3B’13yeThcsd 3 Oilkamu Iyta3Mu KpoBi. [Tepion
HamiBBUBEIOEHHS B 0Ci0 3 HOpMaIbHOIO (QYHKIIi€I0 HUPOK CTaHOBUTH Bif 9 mo 11 rogus. B oci6
3 IOPYyILIEeHHSAM (QYHKII1 HUPOK 3MiHa [1epiofly HalliBBUBEAEHHS aKTUBHOIL (popMu
Cynb(aMeTOKCa30jy He BCTAHOBJIeHA, ajle CIIOCTEPITAETLCS MOOBXKEHHS TIEPioAy
HalliBBUBEJEHHS I'OJIOBHOTO alleTUIh0BAaHOT0 MeTa00IiTy ¥ BUMIafIKY, SIKIIO KITipEeHC
KpeaTUHIHY CTAHOBUTH MEHIIIe 25 MJI/XB.

CynbdamMeToKCca30Jl BUBOOUTHLCS IIEePIl 3a BCe HUPKaMH, Bif 15 % mo 30 % BBemeHOl 1o3u
BUSIBIISIETHCS B Cedi B aKTUBHIN (opMmi. YV malieHTiB JTITHHOTO BiKY CIIOCTEPIraeThCS 3HUKEHHS
HUPKOBOTO KJIipEHCY CyIb(paMeToKCa30Jy.

ity Ta OigmiTKu

dapmakokiHeTKa 060X KOMIIOHEHTIB Jlikapchkoro 3acoby bicemron 480 y miTe Ta miamiTKiB 3
HOPMAaJIbHOK (PYHKIIi€I0 HUPOK 3aJIeXKUTh Bif BiKy. Bing3Havanu 3HUKEHHS MIBUAKOCTiI BUBEIEHHS
TPUMETOIPUMY i CynbhaMeTOKCa30Iy y miTel MepIIuX ABOX MICSIIiB XKUTTS, MPOTe IMOTIM IIBUOKICTD
BUBENEHHS i 3arajbHUM KITipeHC SK TPHMETOIPUMY, TakK i CyIbdaMeTOKCa30y MiABUIIYIOThCS, a
nepiofl HaliBBUBEIeHHS 3HUKYIOThCS. Taki 3MiHU (hapMaKOKiHeTHKY HaUOiIbIl BUpaXkKeHi y miTen
BiKOM Bif > 1,7 0o 24 MicsLiB XXUTTA Ta 3MEHIIYIOTHCA 3 BIKOM, SIKIIO IIOPIBHIOBATU AiTE€W MOJIOAIIOTO
BiKy (Big 1 poky mo 3,6 poky), miTeu BiKoM Bif 7,5 mo 10 pokiB Ta JOPOCIHX MAIiEHTIB.

KitiHiyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

Bicenton 480 moxa3aHuii Ay HiTel BiKOM Bif 6 TMXKHIB Ta TOPOCTUX IS JIiIKyBaHHS iH(QEKIIIH,
BUKJIMKaHUMM YYTJIUBUMU OO KOTPUMOKCA30JIy MiKpoOpraHi3aMaM# (AUB. PO3MOin
«QapmakoguHaMika»):

- [O7ns miKyBaHHS TSIKKUX HEYCKIagHeHUX iHQEKIIid CeYOBUBIIHUX IUISAXIB (IIPU ITOYATKOBUX
SBUIIaX HEYCKJafleHUX iH(QEeKIiil CeYOBUBIAHUX LIIIXiB PEKOMEHAY€EThCS HaflaBaTU IlepeBary
3aCTOCYyBaHHIO e()eKTHBHOT'0 MOHOIIPENapary, OPiBHAHO 3 KOMOiHOBAHUM JIiKyBaHHSIM);

- Ons nmikyBaHHA i mpodinakTUKY MHEBMOHII, cipuunHeHol Pneumocystis jiroveci (pa#iie P.carinii)
(mHeBMOIIMCTHA THeBMOHIisa — ITLIIT);

- 04 7iKyBaHHSA 1 TPO(iTakKTUKU TOKCOIJIa3MO3y.

[Toxa3aHHS A1 3aCTOCYBaHHS KOTPUMOKCA30Jly y GOpMi KOHLIEHTPATY A7 IPUTOTyBAHHS PO3YUHY
1 iHQYy3il Taki XK, K i OJ1g IepopalbHUuX (GOopM.

Cnipm goTpuMyBaTucs oQilliiHUX peKOMeH allill 010 Hajle2KHOTO 3aCTOCYBaHHS aHTUOIOTHUKIB,

0Cco0/IMBO PeKOMEHAlliX 00 3aCTOCYBaHHSA 3 METOIO IoNlepeAkKeHHs 30iIbIlIeHHS pPe3UCTEeHTHOCTI
0O aHTUOIOTHKIB.

IIpomunoka3aHHs.

- TinepuyTtnuBicTh g0 mitouux pevyoBuH, [0 cynbdaHinaminis abo TpumeTonpumy abo g0 6yab-sKoi 3



OOTIOMiKHHX PEYOBHH.
- Bupaxene mapeHXiMaTO3HE 3aXBOPIOBaHHS ITEYiHKH.

- Taxxke nopyueHHS QyHKINI HUPOK (KIipeHC KpeaTuHiHy < 15 MJI/XB), K110 HEMaE MOXKIUBOCTL
IIepiogUYHO BU3HAYATHU KOHILIEHTPAI[il0 TPUMETOIPUMY i CyIbpaMeTOKCa30i1y y I1a3Mi KpPOBi.

Merano6nacTHa aHeMist, 3ymoBiieHa gedinutom dhonaTis.

- ImyHHa TPOMOOLMTOIEHIs, CIpUUYNHEHA 3aCTOCYBaHHIM TPUMETOIIPUMY Ta/abo cynbhoHaMifiB.
- T'emarosoriusi nopyIeHHs.

- Kowmbinaris 3 godpetumigom.

- edimut rmoko30-6-hochaTmerimporeHasmu.

KoTpuMakco30/1 IpOTUIOKAa3aHUM OiTSIM BiKOM 0O 6 TUXKHIB.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

[ligBulleHHS PIBHS OUTOKCUHY Y KPOBI MOXKe PO3BUBATUCS IIPU OOHOYACHOMY JIiKyBaHHI
KOTPHMAaKCa30JI0M, 0COOJIMBO Yy MAIiEHTIB JIITHHOTO BiKY.

KoTpuMokca3on Moxke MpUTrHiuyBaTH MeviHKoBUM MeTabomiaM deHiToiny. ITicns 3acTocyBaHHS
KOTPUMOKCA30J1y y 3BUYalHUX KJIiHIYHUX [03aX CIIOCTepiranocs 30ibIIeHHs epiony
HarmiBBUBeeHHS QeHiTOIHY Ha 39 % Ta 3MeHIIeHHs IBUAKOCTI MeTabomiyHoro KiipeHcy Ha 27 %.
[Tpu ogHOYACHOMY IpHiioMi 000X IIpemapaTiB CJIifl 3BaKaTH Ha iMOBipHiCTh HeGaxKaHOT0 ITOCUJIEHHS
edekTy deniToiny. HeoOxinHUM peTenbHUM HATJIAL 3a TaKUMH IallieHTaMU, CJTiJ KOHTPOTIOBAaTH
piBeHb (PEeHiTOIHY Yy MIa3Mi KPOBi.

CynbdaninaMigy, y TOMy 4YHUCIIi CyIb(paMeTOKCa30J, MOXYTh BUTICHATH METOTPEKCAT 3 TOYOK
3B’3yBaHH4A 3 OiTKaMU IIJla3MU KPOBI i MOTipIIyBaTy HUPKOBUYU TPAHCIIOPT METOTPEKCaTy,
MiABUIIYIOYY TaKUM YMHOM KOHILIEHTpPAIl0 BiTLHOI'O0 METOTPEKCaTy, i OCUJIIOITh HOT0 Aito.

[ToBimoMIsiNIOCS IPO BUIIaKHY MTaHIUTOIEHI] ¥ MaIli€HTiB, SKi IpuiiMand KOMOiHAIlil0 TPUMETOIPUMY
Ta MEeTOTpeKcaTy (uB. po3ain «Oco6nMMBOCTI 3aCTOCYBaHHS»). TpUMeTONPUMY IPUTaMaHHa HU3bKa
adinHicTh Mo MIOACHKOI mUTiApodONIaTPeayKTa3y, IIPK IIbOMY BiH 3TaTHUY MOTEHIIiIOBAaTH MO0IYHY Mit0
METOTPEeKCaTy, II0 IPU3BOAUTH 0 HeOakaHOI reMaTOoIoTiYHOI B3aEMOIii 3 METOTPEKCATOM, 30KpeMa
IIPY HasIBHOCTI iHIMMX (aKTOPiB PU3UKY, TAKUX SK JIiTHIMH BiK, rimoansOyMiHeMist, mopyIieHHsS QYyHKILl
HUPOK Ta 3MEHIIeHHS pe3epBY KiCTKOBOro Mo3Ky. Lli HeOaxkaHi mo0iuHi peakilii MOXYTh BUHUKATH,
30KpeMa, IIpU 3aCTOCYyBaHHI BUCOKUX 103 METOTPEKCaTy.

TakuM maitieHTaM He0OXiIHO Mpu3HavyaTH ¢GoITieBy KUCIOTY ab0 ¢GoiHAT Kalbllito, 1100 TPOTUHiATH
BIIMBY Ha reMoImoe3 (HeBigKIagHe JTiKyBaHHS).

KoTpumokca3zosn Moxke BIJIMBATH Ha OTpely y IepopanbHuX aHTHAiabeTHYHUX 3aco0ax. Baaemomis 3
rinormikeMiyHUMU JTiKapChbKUMU 3ac00aMHu, MOXiTHUMU CYIbPOHIICEYOBUHY, BUHUKAE PiIKO, TPOTE
Bif3HAYAJIOCS MOTEHIIIOBAHHSA 1X Mil.



TpumeTonpuM MOXKe MiABUIYBATH Iil0 pPelariiHidy, 0 MoXe MPU3BECTH A0 TilormikeMil.

Y nani€eHTiB NiTHLOTO BiKy, IKi OMHOYACHO NIpUIMaH AesdKi AiypeTUKY, ITepeBaxxHo Tia3UugHOTO PALY,
CIiocTepiranacs migBUIlleHa YaCTOTa BUMIAAKiB TPOMOOIIUTOIEHi, 3 mypnypoio abo 6e3.

[ToBimomusiniocs, 110 KOTPUMOKCA30JI MOXKe TTOA0BXKYBaTH IPOTPOMOiIHOBUY Yac y Malli€eHTiB, SAKi
MPUUMaOTh aHTUKOTYISHT BapdapuH (Cynb(paMeToKCa30jl MOXKe BUTICHIATH BapdapuH 3i CIIONIYKH 3
anpOyMiHamMu ma3Mu in vitro). Ha 1o B3a€Mofito citif 3BazKaTH MPU 3aCTOCYBAHHI KOTPUMOKCA30I1y Y
TIAIliE€HTIB, SIKi BXKe IPUUMAIOTh aHTUKOATYISTHTH. Y TaKUX BUIaKax HeOOXiqHO perynaspHo
nepeBipsATH MPOTPOMOIHOBUY Yac i KOHTPOJIIOBATH YacC 3rOpTaHHS KPOBi y Malli€HTIB.

Y mallieHTiB, SIKi TpuiMany KOTPUMOKCA30J1 Ta IIUKJIOCIIOPUH ITiC/Is TPAHCIIAaHTaIlil HUPKY,
crocTepiranocst 060poTHe moTipineHHs QYHKIII HUPOK, BU3HaYeHe 3a IMiBUIIIeHHSM PiBHIB
CAPOBATKOBOI'O KpeaTHHiHy. BBaXkaeTnC, 110 118 B3a€MOIisA 3yMOBJIEHA TPUMETOIIPUMOM.

OxpeMi TOBiDOMJIEHHS CBig4aTh, 110 y Malli€eHTiB, IKi IPUAMalOTh MipIMeTaMiHBMIiCHI IIpernapaTu 3
MeTOI0 TPOoPiTaKTUKU MajsApil y [o3ax, 110 epPeBUIIYIOTh 25 MT IipUMeTaMiHy Ha TUXKOEHb, IpH
OIHOYACHOMY IIPUKOMi KOTPUMOKCA30JTy MOXkKe PO3BUBATUCS MeranobiacTHa aHeMis.

Cnip goTpuMyBaTucs 00epeKHOCTI, SKIIO NallieHTU MPUMMAaIOTh iHII TpenapaTy, 10 MOXYTh
CIIPUYMHUTH TillepKalieMito, HallpuKiap iHribiTopu aHTi0TEH3WHIIEPETBOPIOBAIbHOTO (hepPMEHTY
(AT1®), 6mokaTOpX PELENTOPiB aHTIOTEH3UHY Ta Kajiii3bepiraioydi fiypeTuky, Taki K CIipOHOIAKTOH.
OpgHOYacHe 3aCTOCYBaHHS 3 KOTPHMOKCA30JI0M MOXKe IPU3BECTH [0 KIIiHIYHO 3HAYKUMOIL
rimepkaieMii. Big3aHadueHo, 1110 IpX OMHOYAaCHOMY 3aCTOCYBaHHI KOTPHMOKCA301y i pudaMminury
IIPOTATOM THXKHS BifOyBa€ThCA CKOPOUYEHHS Iepiofy HalliBBUBeOeHHS TpuMeTonpuMy. OgHak 1ie He
Mae€ ICTOTHOI'0 KJIIHIYHOTO 3HA4YeHHS.

YV mesikvx BUIagKax ONHOYACHE 3aCTOCYBAHHS KOTPUMOKCA30Jly Ta 3ULOBYIUHY MOXE IMiBUIIYBaTH
PU3UK IreMaToJIOTiYHUX IOPYIIeHb, 3yMOBJIEHUX KOTPUMOKCa30JI0M. Y pa3i HeoOXimHOCTI
3aCTOCYBaHHS KOTPUMOKCA30Jly Ta 3UAOBYAUHY CJIifl IPOBOOUTU IIOCTIMHUYM MOHITOPUHT ITOKA3HUKIB
KPOBI.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 JTiKapChKUMM 3ac00aMHu, 110 YTBOPIOIOTH KaTioHH y ¢i3iomoriunoMy
PO3YMHI i YaCTKOBO BUBOMSTHCSI HUPKAMH IIJISIXOM aKTHUBHOI CEeKpellil (HallpuKiaa mpoKaiHaMif,
aMaHTa[KH), MOXe BimOyBaTHCs KOHKYPEHTHE IPUTHIYEHHS 1IbOTO IIPOLIECY, 0 MOXKe CIIPUUUHATH
IiABUIIEHHS KOHI[EHTpallil y Ij1a3Mi KpoBi omHOro abo 000X 3aCTOCOBYBAHUX IIPeIaparis.

[ToBimoMIIsiIOCS PO BUMAAKW TOKCUYHOIO [eipito micag omHodacHoro npuromy bicenromy 480 ta
aMaHTaguHY.

3acToCcyBaHHSA TPUMETONPHUMY i cynbhameTokcasony y fo3i 800 mr 160 Mr nmpu3BOAUTh 0O
nigsuileHHsd Ha 40 % maMiByiuHYy Ha OpraHi3M, 4Yepe3 BMiCT TPUMeETONpuMy. JlaMiBygUH He BIJIMBA€E
Ha (hapMaKOKiHETHKY TPUMETOIPUMY i CylIbhaMeTOKCa30Iy.

EdekTuBHICTh TPULMKIIIYHUX aHTUAEIIPECAHTIB MOXe 3HUKYBATUCS IPU OGHOYACHOMY 3aCTOCYBaHHI
KOTPHMOKCA3011y.

BcraHoBmeHO, 110 [06aBKY (0J1i€BOI KMCIOTH 3HUXKYIOTh aHTUMIKPOOHY e(peKTHUBHICTh
TPUMeTOpUMY/CynibdamMeToKca3oiy. Lle croctepiranu npu npodinakTUlli Ta JTiKyBaHHI THEBMOHII,
BUKJIMKaHO1 Pneumocystis jirovecii.

[Mogi6uo mo inmux aHTUbioTHKIB, BicenTon 480 Moxke 3HUKYBaTH €(DEKTUBHICTEL IIEPOPATbHUX
KOHTpPAaIEeNTUBiB. MexaHi3M Takoro edekty HesicHuM. ToMy maliieHTKaM HeoOXiTHO paguTu



3aCTOCOBYBATH MOMATKOBI MpOTU3aIlIigHi 3aco0u mix yac nikyBauHS bicenmtonom 480.

[Tpu ogHOYACHOMY IIPUUOMI iHIOMeTaluHy Ta KOTPUMOKCAa30Jly MOXKe IiABUIYBATUCS PiBEHb
cynbbaMeTOKCa301y B KPOBI.

IcHYye migTBEPAKEHHS TOTO, 1110 TPUMETOIIPUM MOXKe B3aEMOMIATH 3 HO(eTUIimoM 3a paxyHOK
raJbMyBaHHSI HUPKOBOI TPAHCIIOPTHOI cUCTeMU. [Ipy 0mMHOYAaCHOMY IIPUIOMi TPUMETOIIPUMY V H03i
160 mr y koM0iHarrii 3 cynmbhameTokca3onoM y go3i 800 mr 2 pa3u Ha go0y Ta modeTunigom y mo3si
500 MKT 2 pa3u Ha fo0y mpoTsaroM 4 gHiB criocTepiranocs 36imbIIeHHs IO il KPUBOIO
«KoHIeHTpanis — yac» (AUC) godetuniny Ha 103 % i MakcHMasbHOI I1J1a3MOBO1 KOHLeHTpail (C,,,,)
Ha 93 %. [TopeTunig MoxKe CIPUYMHSATH CEPHO3HI IITYHOYKOBI apHUTMil, acoIlii0BaHi 3 ITOIOBXKEHHIM
inTepBany QT, y ToMy 4ucyi IBOHaIpaBIeHy IIJIyHOYKOBY TaxiKapmilo (IipyeTHOT0 TUIY), L0 IPSIMO
3asiexarTh Bifl 1JIa3MOBO1 KOHIIEHTpallil fodetuniny. OgHOYaCHUN IPUKOM AOPeTUmiay i
TPUMETOIPUMY IIPOTUIIOKA3aHUM.

IcHyIOTE CynepeunBi KITiHIYHI JaHi PO B3a€MOi0 a3aTiONPUHY 3
TPUMETOIIPUMOM/CyIb()PaMeTOKCa30JI10M, 10 IPU3BOAUTE 10 CEPHO3HUX [eMaTOJIOTiYHIX IOPYIIEeHb.

Bnaue Ha n1abopamopHi NOKa3HUKU.

Bicenton 480, a came TpUMETOIIPUM, 10 BXOOUTH A0 MOTO CKJIafdy, MOXKe BIJIMHYTH Ha pe3yJibTaTh
BA3HAYEHHS KOHI[EHTpallil METOTPEeKCaTy Y CUPOBaTLi KPOBi, IPOBEIEHOT0 METOIOM KOHKYPEHTHOI0
3B’s13yBaHH4 3 OiTKaMu i3 3acTocyBaHHSM OakTepialbHOI AUTiApodoIaTpeayKTasy gK niranmy. OgHak
IIpY BU3HaY€HHI METOTpeKCcaTy pafiioiMyHHUM METOAOM iHTep(epeHlil He BUHUKAE.

Biceniton 480 Moxke 3MiHIOBAaTH peakKlliio BU3HAUYEHHS KPEaTHHIHY 3a LOIIOMOTO0 JIy2KHOI'0 MMIKpaTy
3a MetomoM fAdde (migBuinye piBeHb KpeaTHuHiHy npubau3Ho Ha 10 %). OyHKITIOHANIbH] TOPYIIEHHS
KaHaJIbIIeBOI CeKpellil KpeaTUHIHY MOXKYTh flaBaTH X1OHEe 3HUKEHHS PiBHSA KJIipeHCY KpeaTUHIHY
(3HuKeHHS 3 23 % 10 9 %), KnyOoukoBa (GinmbTpallis He 3MiHIOEThCS.

Oco06.1u8ocmi 3acmocyeaHHsi.

Bicenton 480 cnip 3acTOCOBYBaTH Y BUIIaAKaxX, KOJIU MallileHT HE MOXKe IPUUMaTH JTiKapChKi
IperapaTy BCEPEOuHY, a MiKyBaHHS HeoOXiHO moYaTH HeraHo a00 KOJY MallieHT 0OqHOYaCHO
OTPUMY€E BHYTPIIIHbOBEHHI iH]Y3il i BBeJeHHS JTiIKapChKOTO IpemapaTy € JOLIbHUM i 3py4HuM. Xo4a
BHYTPIIIHLOBEHHE BBEJIEHHS KOTPUMOKCa30Jly e(eKTUBHE IIPU JIiKyBaHHI [TAlli€HTIiB Y TAKKOMY CTaHi,
11 TikapchbKa ¢opMa He Ja€ GinblIoro TepaneBTUYHOTro eeKTy MOPIiBHSHO 3 TEPOPaTbHUMU
IpernapaTaMu.

Bicenron 480 crnig 3 06epeXHiCTI0 3aCTOCOBYBATH IAlliEHTaM 3 aJIepri€lo B aHaMHe3i abo
OpOoHXiaIbHOIO aCTMOIO.

OmwucaHi pifki BUuMagku HeOe3meYHUX OJIs KUTTS YCKIIaAHEHb, ITOB’I3aHUX i3 3aCTOCYBAHHSIM
cynbdaHinaMmifis, B ToMy XK 4ucii: cuaapoM CtiBeHca - [I>)koHCOHa, TEH, rocTpuit HEKpO3 MEYiHKH,
arpaHyIouMTo3, MeranobiacTHa aHeMis Ta iHIIi ypaXKeHHS KiCTKOBOTO MO3KY, a TaKOX IIifIBUIlIeHa
YYTJIUBICTH 31 CTOPOHU AMXaJIbHUX LIIAXiB. 3aJIeXKHO BiJl 03U Ta TPUBAJIOCTI JIIKYBaHHS MOXKJIUBE
IiABUINIEHHS PU3UKY TAKKUX MOOIYHUX peakiliil y MmallieHTiB JiTHLOTO BiKy, Malli€HTiB 3
YCKJIagHEeHUMHU CTaHAMH, TaKUMU SK IMOPYIIEeHHS QYHKIII MeviHKyu Ta/abo HUPOK, a TAKOXK y
nali€eHTiB, SIKi OMHOYACHO IPUIMAIOTh iHII JTikapchKi 3acobu. Xoda i 3pigka, MOBiTOMIISIIIOCS TIPO
JIeTaIbHi HaCTigKK y 3B’A3KY 3 MOOIYHUMU peakIisiMU, a caMe - 3i CTIHKUMHU MTaTOJIOTIYHUMU 3MiHAMMU
KJIITUHHOTO CKJIafy KpOBi (muckpasiew), cuaapoMoM CTiBeHCca — [[2KOHCOHA, TOKCUUHUM



elrilepMaIbHUM HEKPOITi3oM (cuHapoMoM Jlaenna) Ta 61MCKaBUYHUM HEKPO30M IEYiHKH.

[Ticns 3acTocyBaHHA CybhaMeTOKCa30Jy CIOCTepIraaucs MposiBu HeOe3neUHNX 7 KUTTS peakilii
[curmpoMm CTtiBeHCca — [I2KOHCOHA i TOKCUUHUY enigepManbHuit Hekponi3 (TEH)]. Crig noBimomMuTu
nalieHTa Ipo 03HAKM i CHMITOMU YpaXKeHHSX IMKIPHUX MTOKPUBIB i HEOOXiTHOCTI PeTeIbHOr0
CIIOCTEPEekKEHHS 3a IaHO0 peakirieio. HanOinpumi pu3uK PO3BUTKY 3MiH 3 O0KY IIKipH, OB’ I3aHUX
i3 curgpomoM CtiBeHCa — [I2KOHCOHA Ta TOKCUYHOTO eIlilepMajIbHOTr0 HEKPOJIi3y, BUSABIAETHCSI
IIPOTATOM MepPIIUX TUXKHIB JIIKYBaHHS IIperapaToM.

Ao 3’aBASATHCS WIKipHI cuMmnToMu cuHapoMy CriBeHca — J[:KOHCOHA ab0 TOKCUYHOTO
eligepManIbHOT0 HEKPOJIi3y (HampuKiaf, MKipHi IyXxupyacTi BUCUNIM a00 eHaHTeMHu), CIIif
IPUNIMHUTH 3aCTOCYBAHHS CyIbhaMeTOKCa307y.

Haiikpaiii pe3ynabTaTy JiKyBaHHS IPU I05Bi cuHApOMY CTiBeHCa — [[2KOHCOHA Ta TOKCUYHOTO
eligepManbHOT0 HEKPOJIi3y OOCATaI0ThCS ¥ Pa3i IXHbOI paHHBOI JiarHOCTUKY i HeraiHoTro
IPUNUHEHHS IPUUOMY Iif03PI0BAHOr0 IPOAYKTY. PaHHSA OiarHOCTUKA MOB’'sI3aHa 3 KpalluM
IIPOTHO30M.

fKimo y marieHTa miarHocToBaHO cuHApoM CTiBeHca — [IKOHCOHA ab0 TOKCUYHUIM emifepMabHUM
HEKpOJIi3, He MOXHa [I0BTOPHO IPUUMAaTH CyIb()aMeTOKCa30l.

Ha moyatky NiKyBaHHS € PU3UK BUHUKHEHHS reHepasi3oBaHol GeOpuIbHOI epUTEMH 3 yCTYJIaMH,
1110 MOXKe OyTH MPOSIBOM IOCTPOT'0 TeHepasli30BaHOI0 eK3aHTEMATO3HOT'0 MYCTYIb03Y (IUB. PO3Mi
«ITo6iuHi peakilii»); Ipu BUHUKHEHHI MOOiIOHUX CUMIITOMIB CJIifl HeTaHO MPUIUHUTHU JIiKyBaHHS i
Oinblre HIKOJIK MTOBTOPHO HE 3aCTOCOBYBATH KOTPUMOKCA30JI Hi SK MOHOTEpaIIiio, Hi B TOEOHAHHI 3
IHIIMMU TIpernapaTaMu.

OmnucaHi pifkicHi BUnagku HeOe3MeyHuX s XKUTTS YCKIagHEeHb, TOB’I3aHUX i3 3aCTOCYBaHHAM
cynbdaHinaMifis, y TOMy YMCIIi: TOCTPUM HEKPO3 MEYiHKH, arPaHyJIoIUTO3, MerajobiacTHa aHEMIs Ta
iHIIi ypazkeHHs KiCTKOBOTO MO3KY, a TAaKOX ITiBUILEHA YYTIUBICTh 3 60Ky AUXaJIbHUX IIISIXIB.

OxpiMm BUHATKOBUX Bullafkis, bicenton 480 He ciif npu3HavyaTy DalieHTaM i3 CEPUO3HUMU CTIUKUMU
3MiHaMU KJIITUHHOTO CKJlafy KpoBi. HYac Bif yacy Ipenapart Ipu3Haydasy nalieHTaM, IKi OTPUMYyBaIl
IIUTOTOKCUYHI 3acO0U [IJIs JTiKyBaHHS JTeMKeMil, TPy IIbOMY He CIIOCTEpirasioch 0O3HaK HisIKUX
no0iyHKX epeKTiB 3 60Ky KiCTKOBOT'0 MO3KY YU ITepu@epruyHoOl KPOBi.

3BaxarwuM Ha iMOBipHiCcTh remonisy, bicenton 480 He ciig npu3HayaTH MalieHTaM 3 JeIKUMU
remornobinomnaTismu (Hb-Ilropix, Hb-KenbH), 3a BUHITKOM BUITAAKIB KPaHBOI HEOOXIMHOCTI i TiNmbKH
y MiHIMaJIPHUX [,03aX.

Y namieHTiB 3 mediuuTOM ri10K030-6-pochaTtaerigporeHasu (G-6-PD) moxke pO3BUHYTUCS IeMOJIi3.

JIikyBaHHS CJTig HeTaWHO MPUIUHUTY IIPY IEePIIil MOosBi MKIPHUX BUCUIIIB a00 OyIb-IKUX iHIIUX
CepHo3HuX MOOIYHUX PeakKIlii.

Y nmarieHTiB i3 3aXBOPIOBAaHHSIMHU CHCTEMHU KPOBOOOITY i AUXambHOI CUCTEMHU, 0COBIUBO MiCs
BBeJIeHHS BUCOKHUX [[03 JIIKAPChKOTO 3aco0y, MoXKe HaCTYNUTH 3HayHa TilneprifpaTaliis.

[ITo6 3BecTH mO MiHIMyMy pH3UK IMOGIYHUX peakiili, TpUBasicTh JikyBaHHs bicenTonom 480 moBHHHA
OyTu SKOMOTa MEHIIIOI0, 30KpeMa y Mallie€HTiB JIiTHbOTO BiKy. [Ipu mopyIieHHi GyHKIIii HUPOK
IOo3yBaHHS MOTPIOHO KOPUTYBaTH BiANOBIOHO OO iHCTPYKIIiil 3 JO3yBaHHS, BUKJIafleHUX Y PO3Misi
«Cmocib 3aCcTOCyBaHHS Ta JO3U».



Y maiieHTiB i3 pU3KWKOM TilepKaiieMil Ta rimoHaTpieMii BUNIpaBAaHUY peTeIbHUN KOHTPOIb Kaliio Ta
HaTPilo y m1a3Mi KpoBi.

Y xBopux Ha CHIJI, sKi oTpuMyBaIu KOTPEMOKCA30J1 41 JIiKyBaHHS iH(EKIIil, CHpUYuHEeHO1
Pneumocystis jiroveci, mo6iuni peakiiii, Taki SK BUCHII, TapsiuKa, JIEHKOIEHis, 30ibIIeHHS PiBHIB
CHPOBaTKOBHUX aMiHOTpaHc(epas, rinepkasiemil Ta rinoHaTpieMil, 3yCTpidalOThCsA YacCTille.

TskKa cTilika miapes mim yac abo micist mikyBaHHS MOXKe BKa3yBaTH Ha IICEBIOMEMOPAHO3HUM KOJIIT,
110 BUMara€e HeBiIKIagHOTO JTiKyBaHHS. Y TaKuX BUMafKaX HEOOXIMHO IPUIIUHUTY TPUMOM

BicenTon 480 i po3noyaTy BignOBiAHI AiaTHOCTUYHI Ta JTiKyBa/lIbHi 3aX0AX (HaIpUKiIan, IPU3HAYUTH
BaHKOMIIMH 1m0 250 Mr 4 pa3u Ha go0y IepopabHo). AHTUIIEPUCTAIbTUYHI IpenapaTy y TaKuX
BUTIAIKaX MPOTUIOKA3aHi.

Axmo Bicenron 480 mpuiiMaTy IPOTSATOM TPUBAJIOTO IEPiofy Yacy, HeoOXigHUU PEeTyNISIpHUN
3arajibHUM aHai3 KpoBi. [Ipy 3HaYHOMY 3MeHIIIeHH] KiTbKOCTi POPMEHNX eJleMeHTiB KPOBi HUXK4e
HOpMaJbHOTO piBHA mpuitoM Bicentony 480 HEOOXiTHO TPUTUHUTH.

Pigko, 3a3Buyali y BUCHaXKEHUX XBOPHUX, IIPY 3aCTOCYBaHHi cynbdaHinaMifiB cnocTepiramocs
YTBOPEHHS KPUCTAJIIB B Cedi.

[Tig yac TpuBanoro jgikyBaHHS HEOOXigHO 3[iMCHIOBATH MOHITOPUHT (QYHKIII HUPOK Ta CEYOBUIIIBHOI
cucTeMu, 0cobJIMBO 1151 MAlli€HTIB i3 mopyIIeHHAM QYHKIIII HUPOK.

[IIo6 3amobirTy Po3BUTKY KPUCTANypii Ha T MiKyBaHHS, CIlif 3a0e3MeYuTH JOCTAaTHE BXKUBAHHS
piguHu Ta giypel. HasfBHICTH KpUCTAaIiB y CBiXKiM cedi Bif3Ha4Yas0Csa PigKo, aje CIOoCTepiraaucs B
OXOJIOJIZKEHil cedi MaIlieHTiB y nepiop MiKyBaHHS. Y MallieHTiB 3 rimoanbOyMiHypieto pusuk
YTBOPEHHS KPUCTAJIiB MOXKE IiIBUIIYBATUCH.

Ockinpku Bicenton 480, momi6Ho mo iHmmx aHTUOIOTHKIB, MOXKe 3MEHIITYBaTH ePeKT IepopaIbHuX
KOHTPAIIENTHUBIB, IaIlieHTKaM HeoOXiqHO PaguTH BXKUBATH MOOATKOBI MPOTHU3AIIIigHI CIToco0u Iig Yac
nikyBaHH# bicentonom 480.

Tpusarne nikyBaHHs bicentonom 480 Moxe NPU3BOAUTH A0 HAAMIPDHOTO POCTY HEYYTIIMBUX
MiKpoopraHi3miB Ta rpubiB. Y BUNaAKy cymepiH@eKIil HeoOXigHO HeraHo PO3M0YaTH BifIOBiAHE
JIiKyBaHHS.

[Tpu niKyBaHHI MaIi€HTIB i3 mopyimeHHAM GYHKIII IMUTOBUAHOI 3a71034 HeoOXigHa 00epeXHiCThb.

He cnig mpu3navatu Bicenron 480 marieHTaM 3 miarHOCTOBaHOIO mopdipiero abo malieHTam 3
PU3KUKOM PO3BUTKY IOCTPOi mop@dipii. 3acTocyBaHHS IK TPUMETOIPHUMY, TakK i CynbdaHinaMmifgiB (xoda
Ile He € XapaKTEPHUM [JIs1 CyIb(aMeTOKCa30y) OB’ I3yI0Th i3 3arOCTPEHHSIM KITIHIYHUX CUMIITOMIB.

Y nmatieHTiB NiTHHOTO BiKy a00 MaIli€HTiB i3 MOPYIIeHHIM (QYHKIii HUPOK MOXYTh CIIOCTEPIraTUCS
3MiHu 3 O0KY KPOBIi, IT110 BKa3yI0Th Ha gediuut ¢omieBoi KucmoTu. BoHM 3HUKAIOTH MiCIIs
npu3HadeHHs ¢oieBoi kucmotu (5-10 Mr Ha go06y).

Heo0OxinHa 06epexXHiCTh IpU JIIKyBaHHI MALli€HTIB i3 JogaTKoBUMU (paKTOpPaMu PU3UKY PO3BUTKY
nedinuty ¢GomieBoi KUCIOTH, IKUMU €, HallpUKaf, JikyBaHHS GeHiToIHOM abo iHmuMu
aHTaroHicTaMu (HOJIi€EBOL KUCIIOTH Ta HEJOCTATHE Xap4YyBaHHS.

[ToBimoMIISIIOCS TIPO BUITQMKHY MAHIUTOIEHI] Y MallieHTiB, SKi mpuiiMany KoMOiHaIlil0 TPUMETOIPUMY
Ta METOTPeKcaTy (OuB. po3min «B3aemopmist 3 iHIMMU JTiKapChbKUMU 3aco0aMy Ta iHIII BUOU
B3aEMOMIN»).



BcTaHoBIEHO, III0 TPUMETONIPUMY BlIacTHBa Mo0iYHa MOis Ha MeTabos1i3aM eHinananiny. OgHak 1e He
CTOCYEThHCS MAlli€HTIB i3 (PeHINTKEeTOHYPi€l0, IKi JOTPUMYIOTHCS BiTIOBITHOI Ji€TH.

Oco0u 3 «IOBiTbHUM alleTATIOBaHHSIM» MOXYTh MaTH IIiABUIIEHUN PU3UK peaklliil imioCMHKpa3ii Ha
cynbhaHinamign.

He cnig 3acTocoByBaTu npemnapat bicenton 480 mpu nikyBaHHI (papuHTiTy, CHpUYnHEHOro OeTa-
TeMOJIITUYHUM CTPENTOKOKOM I'PYIU A, yepe3 He3HAUHY YYTIUBICTh IOPIBHAHO 3 IEHIIUIIHAMU.

Bicenton 480 - nikapchbku# 3acib, 10 MiCTUTH [Ba aHTHOAKTepialbHUX IIpenapaTy - CHif
3aCTOCOBYBATHU TUIbKU Yy BUNALKAX, KOJIU, Ha AYMKY JIiKapsi, KOPUCTS Bif JIIKyBaHHS [I€PEBUILYE
MOTEHIINHUY pu3uK. Crif BpaxyBaTH MOXKI/IMBICTh 3aCTOCYBaHHS OFMHOTO e(PEeKTHBHOTO
aHTtr0aKTepianbHOTO IIpemnapary.

PecnipamopHa mokcu4Hicmb

[Tig gyac nikyBaHHS CynIb(paMeTOKCa30JI0M/TPUMETOIIPUMOM IOBIIOMIIAIOCS IIPO AyXKe PiOKiCHI BaXkKKi
BUIMAOKM PECIipaTOPHOI TOKCUYHOCTI, 110 iHOMi MepepocTaja y TOCTPUX peclipaTOPHUN OJUCTPeC-
cuaapom (I'PIC). JlereHeBi mposiBY, Taki K Kalllelb, THXOMaHKa Ta 3afuIlIKa B MOENHAHHI 3
PEHTTEHOJIOTIYHNMY 03HaKaMHU JieTeHeBUX iHQiNbTPaTiB, i moripiieHHs nereHeBol PyHKINI MOXKYTh
O6ytu nonepegHiMu o3Hakamu ['PJIC. 3a Takux o0CTaBUH 3aCTOCYBaHHS
cynb(haMeTOKCa30/1y/TPEMETONPUMY CJIifl IPUNUHUTY Ta IPU3HAYUTHU BiAIIOBiIHE JTiKyBaHHS.

T'emogpazouumapHutl aimgpozicmiouumos (I'JII)

IyXKe pigKo MOBiIOMIISAIOCS IIPO BUMAOKU BUHUKHEHHS reModaronuTapHoro aiMQorictionuTosy y
NallieHTiB, SIKi OTPUMYyBau CylIbhaMeToKCa30J/TpuMeTonpuM. 'eModaronutapauil 1iMporictionnTo3
(TJIT') - e cMHOPOM MATOJIOTIYHOI IMyHHOI aKTHBallil, 10 3arpoXkKy€e KUTTIO 1 XapaKTePU3y€EThCS
KJTIHIYHUMY O3HaKaM{ Ta CUMIITOMaM¥ HagMipHOTO CUCTEMHOI0 3allajieHHs (HalpuKiaf,
JUXOMaHKa, TeraToCIIeHOMeraJlis, TinepTpuriinepuneMis, rimohiOpuHoOreHeMis, BUCOKHM PiBEHb
(epuTHHY B CUPOBATLi KPOBI, IUTOIEHiA Ta reModaronuTod). [TamieHTis, y AKX PO3BUBAIOTHCS pPaHHI
IIPOSIBY ITATOJIOTiYHOI iMyHHOI aKTHUBAllil, CITifl HeraHo 00CTeXKUTH. AKII0 BCTAHOBIEHO OiarHO3
reModaronuTapHui 1iMQOricTiONUTO3, TiKyBaHHS CYyIb(aMeTOKCa30JI0M/TPUMETOIPIMOM CIIif
IPUNUHUTH.

e nikapcbkuit 3aci6 mictutsb 12,4 % (06/06) eTanony 96 %, To6to go 500 Mr Ha go3y, III0
ekBiBasieHTHO 11,88 mn nuBa, 4,95 My BuHa Ha fo03y. HIKigmuBuM Aj1s NallieHTiB, XBOPUX Ha
ankoromiaM. Crig 6yTH 06epexkHUM ITPX 3aCTOCYBAaHHI BariTHUM Ta XKiHKaM, SIKi TOOYIOTh IPYOL0,
OiTSAM Ta HallieHTaM i3 3aXBOPIOBaHHSIMM MEYiHKHM Ta XBOPUM Ha €MiJeciio.

JlikapceKu# 3aci6 MiCTHTh MpOMmineHriIikonb (2,1 T B 5 MJI) — Iie MOXe CIPUYUHUTH CUMIITOMH,
CXO0Xi 3 TAKUMH, 1110 BUHUKAIOTh IIPU BXKMBAHHI aIKOTOJIIO.

Jlikapcekuii 3acib mictuth 1,5 Mmons/ 5 M (34,5 mMr/ 5 Mi1) HaTpilo — Iie CJIif BpaxoByBaTHU IIpU
JIIKYBaHHI NALi€HTIB, 9Ki JOTPUMYIOThECS Oi€TU 3 KOHTPOJIEM HATPI0, Ta MAl[i€HTIB 3 IOPYIIEHHAM
(GYHKIII HUPOK.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00H0.



BariTHICTE.

CynbhamMeToKCa30 Ta TPUMETOIIPHUM ITPOHUKAIOTh KPi3h MlalleHTapHul 6ap’ep. HeMae mocToBipHUX
OAHUX II00 3aCTOCYBaHHS KOTPUMOKCA30Jly BariTHUM. [[OCIigKeHHS T0Ka3aiu MOXKJIUBUN 3B’ 930K
MiX Ji€I0 aHTArOHICTiB ()OJIi€BOI KUCIIOTH i PO3BUTKOM IOIIKOKEHS Y IIJI0fa. TPUMETOIPUM €
aHTaroHicToM (oJieBOi KUCTIOTH, V MOCTiAKEHHSX, 110 TPOBOIUIIMACS Ha TBapHUHaX, 00uABI mitoui
PEYOBUHYU CIPUYHUHSANIYA aHOMAJIil PO3BUTKY IJIOAA.

He crig 3acTocoByBaTH KOTPUMOKCA30J1 y TIePiof] BariTHOCTI, 0co0nmuBo y I TpuMecTpi, KpiM BUIafIKiB
3 abcomoTHOIO HeobxigHicTio. [Ipy HeoOXiMHOCTI #OT0 3aCTOCYBaHHS BariTHUM HEOOXiTHO PO3TISHYTH
MOXKJIMBICTb 3aCTOCYBaHHS (POJIiEBOI KUCIIOTH.

CynbhameTokca30y KOHKYpYe 3 OinipybiHoM 3a Miclle 3B’sI3yBaHHS 3 aibOyMiHaMU IIJTa3MU KPOBI.
fAxkmo nikapceKui 3acib 3aCTOCOBYBaiM MaTepi 0e31mocepeHbO Ieper MojaoramMy, 3HauHi
KOHIIeHTPallil TikapchKOro 3aco0y, OTpUMaHi 3 opraHiamy MaTepi, 36epiraloTbcs y HOBOHAPOIKEHOTO
IIPOTATOM [IeKiNTbKOX [IHIB, Ta iCHYe pU3UK ocamkeHHs 6inipybiny abo mocunenHs rinepbinipybinemii,
3 YUM TEOPETUYHO IT0B I3aHUM PU3UK PO3BUTKY SIEePHOI KOBTSIHUII. OCOOIHUBO I1€ CTOCYETHCS
HOBOHAPOIXKEHUX AiTel 3 MigBUINEHUM PHU3UKOM PO3BUTKY rimepOinipybinemii, 0cobmuBo y
HE[IOHOIIEHUX [IiTed Ta y [AiTel 3 gediuToM IIK030-6-pochaTmeriiporesasu.

TonyBaHHS TPYOOLo.

OCKinbKYM TPUMETONPUM i Cynb(aMeTOKCa30/I IPOHUKATh Y TPYIHE MOJIOKO, TOOYBaHHS T'PYAIIO Iif
yac nputiomy Bicentony 480 He peKOMeHAY€ETLCS, 0COOIMBO Mg AiTel 3 rinepbinipybinemiero a6o
PU3UKOM 1i PO3BUTKY.

Kpim Toro, ciif yHUKaTH 3aCTOCYBaHHS KOTPUMOKCA30Jly HOBOHAPOIXKEHUM BIKOM [0 8 TUXKHIB,
3BaXkKalouu Ha PU3MK TinepbinipyOdiHeMii HOBOHaPOIKEHUX.

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

Bicemnton 480 3a3Buy4aii He YMHUTL O€3M0CEPETHBOTO BIIJIUBY Ha 3MATHICTh KEPYyBaTU TPAHCIOPTHUMU
3acob6amMu abo mpaloBaTy 3 iHIKMU MexaHi3MaMu. OfHaK iCHy€e iMOBipHICTh BUHUKHEHHS
HeOaxxaHUX e(eKTiB 3 00Ky HEPBOBOI CHCTEMU Ta IICUXIKH, 1[0 MOXKYTh BIIJIMBATH Ha 10 3NATHICTh, Y
OesKUX BUIIQfKaX - 3HAYHOI0 Mipoo (guB. po3min «I1obiuHi peakirii»).

Cnoci6 3acmocyeaHHss ma do3u.

Bicenton 480, KOHLIEHTPAT AJIS IPUTOTYBaHHS PO3YUHY [/ iHQY3il, IpU3HaYEHUN TiIbKU AJIS
BHYTPIITHEOBEHHOT O BBeleHHSI. P03BeCTU Ileper 3aCTOCYBaHHSM.

[Tpemnapat bicenton 480 HeoOximHO Po3BOAUTH Ge3M0CEPENHEO NTeper 3aCTOCyBaHHAM. [1pu
3mimyBaHHi npenapaty bicenrton 480 3 po3unHaMu A iHGYy3ili oTpuMaHy cyMim HeoOXigHO
eHepriiftHo CTPYyIIyBaTH OJIs1 IOBHOTO 3MilllyBaHHS. Y pa3i BUSBIIEHHS ocafmy a0o IIpu MOsIBi KPUCTaTIB
y PO3BeeHOMY KOHIIEHTPATi KOT0 CJIi[l 3HUIIUTH i IPUTOTyBaTH HOBY iH(}Y3i0. PeKOMeHAy€eThCA TaKa
cxeMa po3BefeHHs npenapaty bicenron 480:

1 ammyna (5 mn) npenapaty bicenton 480 y 125 M po34uHy ans iHQy3iii;



2 amnynu (10 mm) npemnapaty bicenton 480 y 250 M po3uuny mis iHQYy3ii;

3 amnynu (15 mm) npenapaty bicenton 480 y 500 M po34uny ans iHQy3ii.

[lns po3BeneHHs npemnapaty bicenton 480 3acTOCOBYBaTH Taki pO3YMHU A iHQY3ii:
- 5 % i 10 % pO3YuH I'TIOKO3Y;

- 0,9 % po34YKH HaTPIIO XJIOPULY;

- po3uuH Pinrepa;

- 0,45 % po34YuH HATPIiIO XJIOPUAY 3 2,5 % PO3UMHOM TIIHOKO3M.

He cnip 3acTocoByBaTH iHII PO3UMHY [ PO3BefeHH npenapaTy bicenron 480, kpim
BUIlle3a3HAYEHUX.

[TpuroToBaHMi PO3YMH MIpENapaTy He MOXKHA 3MIIIyBaTH 3 iHIIUMHU JTIKAPCHKUMU 3aco0aMu.

[Hdy3ig npenapaTy NoBUHHA TpuBaTH NpubIKu3Ho 60-90 XBUNIKH i 3a/eKaTH Bifl CTyIeHs TrigpaTariil
MMaIlieHTa.

fAKII0 malienTy TPOoTUIIOKa3aHe BBEIEeHHS BEeJIMKOI KiTbKOCTi PifuHHU, NOMyCKAEThCS 3aCTOCYBAHHS
OinbInoi KOHLIEHTpaLlil KOTPEMOKCa301y - 5 M B 75 M1 5 % Ti0K03u. ['0TOBUY PO3UMH IIpenaparTy
CIIig BBOOMTH He OoBile 1 roguHu.

HeBukopucTaHui poO34YuH CIIifl BUIUTH.

CocTpi indexkirii

Ilopocai i 0imu 8ikom 8i0 12 pokis

3a3Buyail 3aCTOCOBYyBaTH 10 2 amnynu (10 M) KoxHi 12 rogus.
Limu sixom 0o 12 pokis

3 po3paxyHky 30 Mr cynbpaMeTOKCa30y i 6 MI TpUMETONPUMY Ha 1 KT MacH Tina Ha mo6y B
2 TIPUHAOMHU:

dimu sikom 8i0 6 mudicHie 0o 5 micauis: 1,25 M1 KoxkHi 12 rogus;

dimu 8ikom 8i0 6 micsayie 0o 5 pokis: 2,5 M1 KOXHi 12 rogus;

dimu gikom 8i0 6 00 12 pokig: 5 MII KOXHi 12 roguH.

Y pasi gyxe TAXKKUX iH(DEKIiH ¥ BCiX BIKOBUX rpynax f03U MOXKHa HigBuimuTty Ha 50 %.

JlikyBaHHS Bicentonom 480, KOHLIEHTPATOM [JIs IPUTOTYBaHHSA PO3YUHY A iHQY3iii, TOBUHHO
TPUBATH SIK MiHIMyM II'ITh JHiB @060 IPOTATOM OBOX [HIB IiC/Isl 3HUKHEHHS CUMIITOMIB
3aXBOPIOBaHHS.

[TaliedTy 3 HUPKOBOIO HEOOCTATHICTIO.

IopocnuM Ta AiTaM BikoM Bif 12 pokiB (maHi mopmo gited BiKoM [0 12 pokiB BiACYTHI) JO3yBaHHS CIIif
Moar(iKyBaTH 3a/Ie’KHO Bifi KJIipEHCY KpeaTuHiHy.



Kripenc kpeaTtuHiny (My1/xB)[03yBaHHS, 1[0 PEKOMEHAYETHCS

Bume 30 mi/xB 3BrualHa go3a
Binm 15 mo 30 mi/xB 1/2 3BU4YaiHOI N03U
Huxye 15 mn/xB 3acTOCyBaHHS He PEKOMEHAYEThCS

PekxoMeHOyeThCS BU3HAUEHHS KOHIIEHTpAllil Cy/b(aMeTOKCa30Iy B CHPOBATII KPOBi KOXKHI 2-3 [Hi B
3pa3kKax, y34aTux yepe3 12 rogus micnsg BBegeHHs npenapaty bicenton 480. dkuio 3aranbHa
KOHIIEHTpallig Cyl1bpamMeToKca3oiny nepepuinye 150 MKr/Mi, TiKyBaHHS CIIif IPUIUHUTH [0
3HUXKEHHS KOHIIEHTpallii MeHIe 120 MKT/MII.

[THeBMOHIs, cipuunHeHa Pneumocystis jiroveci (pagimie P. carinii).

3 po3paxyHky 100 Mr cynbdameTokcasony i 20 Mr TpuMeTonpuMy Ha 1 KT Macu Tina Ha fo0y B 2 abo
Oinbine mpuiiomMu. [1pu mepiii MOKIMBOCTI JIiKyBaHHS IOTPiOHO ITepeBeCcTH Ha IepopaibHy
nikapceKy ¢opmy. Kypc nikyBaHHS He TOBHMHEH mepeBuilyBatu 14 nHiB. MeTol0 Teparil €
MOCATHEHHST MaKCHMaJIbHOI KOHILIEHTpallii TPUMETONPUMY Y Ij1a3Mi abo B CUPOBATII KPOBI, 1110
nopiBHIOE a60 GinbIa 5 MKT/MII.

Ins npodinakTuky noTpibHe 3BUYaliHe M03yBaHHS Ipenapary (BHYTPIlTHbOBEHHO ab0 BHYTPILIHEO,
SIKIII0 MOKJIMBO) NIPOTSITOM YChOTO TIEPIOAY PU3UKY.

Torcomnmaa3Mos.

g nikyBaHHS ab0 TPO(diTaKTUKX TOKCOIJIa3MO3y 103yBaHHS HE BCTAHOBJIEHO, 1 PIllIeHHS TOBUHHO
I'PYHTYBATUCS Ha KJIIHIYHOMY OOCBIA] JTiKaps.

3 MeTo10 NpodinakTUKYU nependadyaeThca Take XK A03yBaHH4, 10 1 npu npodinaktui ITIIT
(mHEBMOHIs, cnpuunHeHa Pneumocystis jiroveci).

[NarieHTH TiTHLOTO BiKY

Hus. po3nin «Oco6IUBOCTI 3aCTOCYBAHHS».

[NalieHTH 3 MOPYIIEHHAM QYHKITI MeYiHKH.

HeMae maHuX 110710 03yBaHHS [JId MAlli€HTIB 3 MOPYIIEHHIM QYHKIIII MeyiHku.

Himu.

3acTOCOBYBATH HiTSIM BiKOM Biff 6 TUXKHIB.

Ilepedo3yeanHsi.

MakcrMasbHa 1034, Ka IePEeHOCUTHLCS TI0OUHOI0 HeBifoMa. CUMIITOMHU 20CMP0o20 Nepedo3y8aHHS:
HymoTa, 6/10BaHHS, fiapes, KOMiKY, TOJIOBHUM 0ib, BEPTUTO, 3allaMOPOYEHHS, COHJIUBICTh, BTpaTa
CBiIOMOCTI, CILIyTaHICTh CBIJOMOCTI, TapsiuKa, iHTeJIeKTyaJIbHi i 30p0OBi PO3/1au, JKOBTSIHULIS,



TIOPYILIEHHS CKJIafy KpPOBi, y TSXKKUX BUMAKaX - KPUCTAJIYPis, reMaTypis Ta aHypis.

CUMIITOMU XPOHIYH020 Neped03yB8aHH: MPUTHIYeHHSI KPOBOTBOPEHHS (TPOMOOLIMTOIEHI,
JIeUKOIIeHis, MeranobiacTHa aHeMis), a TaKOXK iHIII TaTONOTiYHi 3MiHKM KapTUHU KPOBi BHACITITOK
HEIOCTAaTHOCTI (OJieBOi KUCIIOTH.

JlixyeaHHA. Y BUIIaIKy BCTAHOBJIEHOTO, Mig03PI0OBAHOr0 ab0 BUITAAKOBOI'0 IEPEN03yBaHHS CIIif
HeTalHO BiIMiHUTH Iipemnapart. [locuieHHsT HUPKOBOI €KCKpellil IITX0M (OpCOBaHOTO Hiype3y
(mipmy>KyBaHHS Cedi CIIpUsi€ BUBEEHHIO Cy/ib(paMeTOKCa30y), reMofiani3 (mepuToHeanbHUN Oiani3
HeebekTuBHUM). HeoOXimHO KOHTPOIIOBATH KAPTUHY KPOBi Ta piBeHb €7IeKTPOMiTiB. [Ipu BUpakeHUX
IIATOJIOTiYHUX 3MiHaX KAapTUHM KPOBi a00 KOBTSHHUIII TpH3HaYaTH creludidyHe MiKyBaHHS. [
YCYHEHHS BIUIUBY TPHMETONPUMY Ha KPOBOTBOPEHHS MOXKHa MPU3HAUYUTH (oJIiHAT Kalblliio y 031
3-6 MI' BHYTPIIIIHEOM 930BO IIPOTSATOM 5-7 OHIB.

ITo6iuni peakuii.

OcHOBHUMMU TOOIYHUMY peaKIlisiMU € IIKipHi peakilil Ta JIeTKi IIJTyHKOBO-KHIIIKOBI PO3JIafin, 110
CIIOCTEPIralThCs Ha TIi JIiIKyBaHHS NPUOIKU3HO ¥ 5 % BUIAAKIB.

IHpeKuii ma napa3umapHi 3axeopro8aHH: TPUOKOBI iHGEKIIil, a came: KaHAUIO03,
1IceBOoMeMOPaHO3HUM KOJIiT.

3 6oky cucmemu kposi ma aimpamuyHoi cucmemu: NeUKOIeHisd, HEUTPOIEHis, rPaHyJIOIUTOEHS,
TPOMOOLUTOIIEeHis, €03UHOGIiSA, arpaHyIoUTO3, aHeMis (MeranobiacTHa, iMyHOTeMOJIiTUYHa,
amacTu4Ha), MeTreMoriobiHeMisl, MaHIMTONEHis, HEUTPOIEHis, MOMIUTEMis, TypIypa, TeMOJIi3 y
Mall€eHTiB i3 mediuuToM rmoKo30-6-¢hochaTaerigporeHasmu.

Haituacrimne BUSBIIeHI 3MiHM 3 00Ky KpOBi Oy/u IeTKUMHU, 0€3CUMIITOMHUMU Ta 000POTHUMMU TiC/S
NPUNUHEHHS IPUUOMY IIpenapary.

BinpiiicTs 3MiH He CYIPOBOAXKYBAJIKACS KITIHIYHUMY CUMIITOMaMH, IPOTE B OKPEMUX BUMAOKaX BOHU
MOXKYTh TIEPEXOUTH Y BaXKKUM CTaH, 0COOIMBO Y HALiEHTIB IITHHOTO BiKY, MAlLli€HTIB 3 IOPYIIEHHAM
GbyHK1il mevinku a60 HUPOK, a TAKOXK y HallieHTiB 3 medimuToM (omieBoi KUCIOTH.

3apeeCcTpoBaHi JieTalbHi BUMTAOKHU V MALli€HTIB 3 I'PYNU BUCOKOTO PU3UKY, TOMY IIepe[ 3aCTOCyBaHHSIM
CJIiff MPOBOJUTYU PETEJIbHUN MOHITOPUHT.

3 boky iMyHHOI cucmemu: anepriyxi peaxiiii, a caMme: rapsiuka, MEJUKAMEHTO3Ha rapsiuka,
AHTiOHEBPOTUYHUY HaOpSK, KPOIUB THKA, aHadinakTOImHI peaklii Ta cCHpoBaTKOBa XBOpoOa,
BY3/IMKOBHY IlepiapTepilT, afepriyHuil BaCKyJIiT, aJlepridHuil MiOKapAuT, CUCTEMHUY YEePBOHUU
BOBYAK, pPeakllii rinepyyTIuBOCTi, reMopariyHuii BacKyJiT (mypnypa Illennsiina - 'eHoxa). Baxki
peaxilii rimepuyTnuBocCTi, acouioBani 3 ITIII], mWKipHi BUCUIIM, TUXOMaHKa, HEUTPOIEHIs,
TPOMOOIIUTOIEHis, MABUIIIEHHS PiBHS MME€YiHKOBUX TPaHCaMiHa3, TilepKabllieMis, TiTOHATPieMis,
pabmomiois.

ITopyweHHs 06MiHY peyo8UH MA Xap4yyB8aHHsl: TilepKaieMis, rimoriikeMis, FiloHaTpieMis,
3HUKEHHS aleTuTy, MeTaloJliuHUi aluA03, MiABUIIEeHHS PiBHS Kallilo y CUPOBATIli KPOBi - y 3HAYHOI
YaCTHHU Talli€HTiB 3 MHEBMOHIE, CIPUYNHEHO0I0 Pneumocystis jiroveci, BUCOKi [03U TPUMETOIIPUMY
3yYMOBJIIOIOTE IIPOTPECyiode, ajie 000pOTHE MigBUIEHHS KOHIIEHTpALlil KaJjIilo Yy CUpoBaTIi KPoBi. ¥
TIAIiEHTIB 3 MOPYILIEHHSM 00MiHY KaJiito a0 HUPKOBOIO HEIOCTATHICTIO a00 y TUX, XTO IpUMMaE



Ipernapary, 110 iHAYKYIOTh TilepKaaieMilo, TPUMETOIPUM AyxKe 4aCcTO MOXKe CIPUYAHUTH
rimepkariemito (y moHam 60 % maiieHTiB), HaBiTh IPU 3aCTOCYBaHHI y PEKOMEHIOBaHUX f03ax. s
TAKWX TMAIiEHTIB HeoOXimHO 3a0e3MeYnuTH peTeIbHUN MOHITOPUHT PiBHS Kajito. ['imoHaTpiemis.
TinornikeMist y maifieHTiB, sKi He XBOPilOTh Ha IIyKPOBUii fiabeT, 3a3BUYall PO3BUBAETHCS Y MePIIi
KiNbKa [HiB JikyBaHHsA. OCOOIMBUI PU3UK MAIOTh NALliEHTH 3 MOPYLIEHHSAM (YHKIII HUPOK,
3aXBOPIOBAHHSAMM IeUYiHKK ab0 HEJOCTaTHIM XapuyBaHHAM, a TAaKOXK Ti, XTO IIPUIMa€ BUCOKi HO3HU
TPUMETOIPUMY-CYIbhaMeTOKCa30/1y. AHOPEKCis.

3 6oky ncuxiku: TamoLUUHALIl, Jempecis, IcuxiyHi po3naau, amnaTisi, 6e3COHHS, MigBUIIeHa
BTOMJIIOBAHICTh, IIOPYIIEHHS CHY. [lenipiil Ta ICUX03, 30KpeMa Y MallieHTiB JIITHLOTO BiKY.
JlikapceKu# 3aci MiCTUTD IIPOIIiIEHT TIKOJIb 116 MOXKe CIIPUYMHUTU CUMIITOMH, CX0XKi 3 TAKUMH, IO
BUHHUKAIOTh IIPY BXKMBAHHI aJIKOTOJIIO.

3 60Ky Hepsosoi cucmemu: HelpomnaTis (y TOMy 4KCITi Tepu(epUYHIi HEBPUT Ta MapecTesii),
yBeiT. ACeNTUYHUM MEHIHTIT a0 MeHIHTiTONmOMiIOHI CUMIITOMH, aTAKCisl, CYIOMU, BEPTUTO, IITIyM Y
ByXaX, TOJIOBHUM 6inb, 3allaMOpPOYEHHS.

CuMIITOMU acenTHYHOr0 MEeHIHTiTy Oyau 000pOTHUMHU IIic/ig BiIMiHU IIpemapary, aue
BiIHOBIIIOBA/INCS MiC/ISl TIOBTOPHOT'0 3aCTOCYBaHHSI TPUMETOIPUMY YU CYyIb(PaMeTOKCa30Iy OKPEMO.

3 60Ky opeaHie OuxaHHs Mma op2aHie cepedoCMiHHSA: TTHEBMOHIT 3 €03MHOMITEHO0
iHdinbTpallieto, 3aAuIlKa, Kalllellb, TIOBEPXHEBE TUXaHHS, JIereHeBi iHpinbTpaTu. Karens,
IIOBEpPXHEeBe OUXaHHS, JieTeHeBi iHPinbTpaTH MOXKYTh OYyTH paHHIMH IIOKa3HUKAaMHU OUXaJIbHOL
TinepyyTIUBOCTI, AKi AyKe PIAKO Maju jJeTaJlbHUN HaCIiIoK.

3 60Ky mpasHo20 mpakmy: Hymota (3 6moBaHHSIM a60 Ge3), aHOPEKCisi, CTOMATHT, TJIOCHUT, TiHTiBIT,
miapes, IceBIOMeMOPaHO3HUY €HTEPOKOJIIT, TOCTPUY ITAaHKPEeaTUT y TSKKO XBOPUX IMalli€eHTiB,
racTpur, abmoMiHanbHUM Oifb.

3 60Ky 2enamobiaiapHoi cucmemu: TigBUINEHHS PiBHS TpaHcaMiHa3 Ta OimipyGiHy, rematur,
X0JIeCTa3, XKOBTAHUIS, HEKPO3 IIeYiHKY, CUHAPOM 3HMKHEHHS KOBYHHUX IIPOTOKIB, QPyIbMiHaHTHUN
rernaTuT, 3arnajeHHs TapeHXiMu IIeYiHKY.

XonecTtaTH4yHa XKOBTSIHULA Ta TeIlaTOHEKPO3 MOXKYTb MdTH JIeTalIbHUM HACTiOOK.

3 6oky wkKipu: Bucumnanus. Citif HeraHo BifMIiHWTH [pemapaT P MOsIBi MEPIIUX 03HAK
BucumnanHug. Lli mobiuni edhekTu y GiNbIIOCTI BUMIAAKIB € JIETKMMH i IIBUAKO 3HUKAIOTH ITiCIIS BigMiHU
Ipernapary.

4K i npu npuiiomi iHIIKX JTiKapCchKuX 3aco0iB, 10 MiCTATH cyabdaHinaMigy, fyxKe pigKicCHUMU
no0iYHMMHU peakisiMu € cuHAapoM CTiBeHca — [IKOHCOHA, TOKCUYHUY elifepMalbHIN HEKPOJTi3
(cunpmpowm Jlaenna), nypnypa, nypnypa lllennsiina — ['eHoxa, pOTOUyTIUBICTh, €KCHOTIaTUBHUN
OEepMaTuT, CTiiKe MeJUKaMeHTO3He BUCUIIaHHS, IOTiMOpGHa epuTeMa, TOCTpUY reHepati3oBaHuu
€K3aHTeMaTO3HUU yCcTyb03. CuHOpOM Jlaesa OB’ I3aHu 3 BUCOKOIO JIETaJIbHICTI0. ['ocTpun
hebpunpHUM HEUTPOoQinbHUM nepMaTo3 (cuaapoM CaiTa).

3 60Ky 0nopHO-pyX08020 anapamy: apTpanris, Mianrisi, pa6momionis.

3 60Ky HUPOK Ma ce4o8uBiOHUX W.AAXIi8: TIOpyIIeHHs (GYHKIIi HAPOK Ta HUPKOBA HEIOCTATHICTS,
OJIirypisi, aHypis, iHTepCcTULianbHUY HEDPUT, IiABUIIIEHUN PiBEeHb @30Ty CEYOBUHU KPOBI,
MigBUIIEHNY piBeHb KpeaTUHIHY CUPOBATKU KPOBi, Kpuctanypisa. CynbbaHinamingu, y TOMy 9uCIIi
Bicenton 480, MOXyTh TOCUIIOBATH [iype3, 30KpeMa y NallieHTiB 3 HaOpsiKaMy, 3yMOBJIEHUMHU



3aXBOPIOBAHHAMU CepHeBO-CYJII/IHHOi CHCTEMH.

3azanvHi po3nadu ma peakuii y micui eeedeHHA: peakllil y MicIli BBefieHHSs, 0ilb Ta MOpa3HeHH 110
Xony BeHHU, Pebit.

Hebaoicari edpekmu vy BIJI-iHikosaHux nauieHmis

BIJI-iH(ikoBaHi MallieHTH 3 YaCTAMM CYIYTHIMHU 3aXBOPIOBaHHSIMH Ta IX JTIKyBaHHAIM 3a3BHAYal
OTPUMYIOTE TpUBay npodinakTuxky abo JIiKyBaHHS THEBMOHII, cnpuYuHeHoi Pneumocystis jiroveci
(P.carinii), i3 3acTocyBaHHSAM BUCOKHUX 03 bicentony 480. OkpiM HeBeIUKOi KiTbKOCTi JOAATKOBUX
n00igyHUX epeKTiB, mpodinb mobiuHMX e(PeKTiB y TAKUX MAI[iEHTIB € MOAIOHUM [0 MPOQiII0 v IOomy il
nanieHTis, ki He € BIJI-iHdpikoBanuMu. OgHakK meski moOiuHi eheKTH CIoCcTepirarThCs YacTiiie
(mpubnu3HO y 65 % malieHTiB) i YacTo € OiNbII TIKKUMH, 110 3yMOBITIOE HEOOXiIHICTh V IepepuBaHHi
Kypcy nikyBaHHA bicentoniom 480 y 20-25 % nawieHTiB.

30KpeMa, JomaTKOBO a00 3 BUINOI0 YaCTOTOIO CIIOCTepPiraanucs HuxX4e3a3HadyeHi HeOaxkaHi peakiril

3 60Ky cucmemu Kposi ma aimpamuyHoi cucmemu: IepeBaxkKHO HEUTPOIIEHis, ajle TAaKOXK aHEeMis,
JIEUKOTIEHisI, TPaHYJIOIUTOIEHiS Ta TPOMOOIUTOIIEHisSI, arPaHyIO0IIUTO3.

3 6oky iMyHHOI cucmemu: Taps4Ka, 3a3BU4all y 3B’A3KYy 3i IIKipHUMU BUCHUIIAMU, aJlepPTidHi peakilii,
TaKi K aHTiOHEeBPOTHYHUYM HAOPSK, aHadiIaKTOIgHI peakilil Ta CHPOBATKOBa XBOpoba, peaxiril
rinepuyTIUBOCTI.

3 60Ky 06MiHY peuo8uUH Ma xapuyeaHHs: TiepKamieMis. Y Takux MallieHTiB HeoOXifmHO 3a0e3MeyuTn
peTeNbHUN MOHITOPUHT PiBHS KaJlilo Y CUPOBaTLi KPOBi; TilTOHATPiEMIs, TiOTTiKeMis.

3 60Ky ncuxiku nopyweHHA: TOCTPUY TICUXO03.

3 60Ky Hepeosoi cucmemu: HelpormaTis (y ToMy 4uciIi nepudepudHUN HEBPUT Ta IapecTesii),
rasolyHalii, yBeit. ACenTUYHUN MeHIHTIT ab0 MEeHIHTiTOmOiOHI CUMIITOMY, aTaKCis, CyIOMH,
TPEMOP Y CIIOKOI 3a TUIIOM XBopoOu IlapKiHCOHa, ITOJIeKOIH ¥ TOENHAHHI 3 anaTi€io, CyIoOMH CTOII Ta
po3MallucTa X04a, BEPTUTO, IIIyM y ByXax.

3 60Ky op2aHie OuXaHHA: TTHEBMOHIT 3 e03UHOMINBHOIO iHDimbTPaIi€ro.

3 60Ky mpasHo20 mpakmy: aHOPeKCis, HygoTa 3 6oBaHHAM a0o 0e3, a TaKoXK fiapesi, CTOMaTHT,
TJIOCHUT, TTAHKPEATHT.

3 6oky 2enamobisiapHoi cucmemMu: TiIBUIIIEHHS PiBHS IEYiHKOBUX (ePMEHTiB/ TpaHCaMiHa3,
XOJleCTaTU4YHAa KOBTSIHUIISA, TAXKKHAMU TemaTur.

3 60Ky wKipu: MaKyIo-amyIb03Hi BUCUITH, SIKi IIBUOKO MUHAIOTH IIiCIIS BiIMiHU Ipemapary,
3a3Buyay 3i cBepbexkeM, POTOUyTIUBICTH, MyTbTU(POPMHA epuTeMa, CHHApoM CTiBeHCa —
[I>KOHCOHa, TOKCUYHUY elifiepMalibHuil HeKPoi3 (cuHapoM Jlaenna), mypnypa lennsiina — ['eHoxa.

3 60Ky OnopHO-pyx08020 anapamy: apTpanris, mianris, pabmomionis.
3 60Ky HUPOK Ma ceyosuBiOHUX WAAXi8: TOPYLUIEHHS (YHKIIi HUPOK, a30TEeMisl, IiIBUIIIEHHS PiBHS

KpeaTHUHiHY y CUPOBaTIi KPOBi, KpuCTanypisi, cynbdaninaminu, y Tomy uuciii bicenton 480, MOXKyTh
TIOCUJTIOBATH Miype3, 30KpeMa Y NalieHTiB i3 HabpsKaMu, 3yMOBJIEHUMH 3aXBOPIOBAaHHSIMHU CEPLIEBO-



Cy'JII/IHHOi CUCTEMU.

ITobiuHi peakuii, nos’si3aHi 3 iH(pekuyiero Pneumocystis jiroveci (P. carinii), wo cnpu4uHse
nHesmMouucmuy nHegmoHito (ITLIIT): BaXKKi peakilil MigBUIIEHOl YyTIUBOCTI, IIKipHi BUCUIIH,
JTUXOMaHKa, HEUTPOIIeHis, TPOMOOIMTOIEHis, MiIBUIIEHHS PiBHS IMEYiHKOBUX TPaHCaMiHa3,
pabpmoMionis, rinokanblieMisi, TimoHaTpieMis.

[Tpu 3acTocyBaHHi BUCOKHUX 03 y Teparil [TLII cnocTepiranucs TSXKKi peakiiil MigBUIIEeHO1
YYTIUBOCTI, IIJ0 BUMAarajo NIPUIUHEHHS IPUKMOMY IIpenapaty. [Ipu nposiBlNeHHi 03HaK IPUTHIYeHHS
GYHKIII KICTKOBOTO MO3KY TALi€HTY CIIifl MIPU3HaYUTH KOPUTYBaHHS HecTadi (onaTy Kasbllilo
(5-10 mr/mo0y).

TsxKi peakuii migBUIEHO] YYTIUBOCTI criocTepiranucs y naiiedTiB 3 [1LI1, SK©uM TOBTOPHO
IpHU3HavaIy JTiKyBaHHS TPUMETOIIPUMOM i Cy/Ib(haMeTOKCa30JI0M ITiCIIsl IEPEPBU Y IeKilbKa OHiB.

PabpoMioni3 cioctepiranu y BIJI-TO3UTHBHUX MAIiEHTIB, IKi MPUIMalOTh KOTPUMOKCA30J1 3
npodinmakTyHOI MeTow abo ans mgikyBanus TTLITI.

Tepmin npudamuocmi. 2,5 pOKy.
He 3acTocoByBaTu micns 3aKiHYeHHS TepMiHy IPUAATHOCTI.

TepMiH IPUOATHOCTI HiCNiA PO3BEIEHHSI

HoBemeHo ¢isnyHy i XxiMigHy cTabiNbHICTH JTiIKAPCHKOTO 3aC00y IPOTITOM 6 TONUH IiCIIs PO3BENeHHS
npu 25 °C. 3 mikpoGionorigHol TOYKM 30py, IIpemnapar Mic/isi pO3BeAeHHS CJIii BAKOPUCTATH 0gpa3y
TIiC/IsT MPUTOTYBaHHSA. AKIIO PO3BeeHuN pernapaTt He 0yB BUKOPUCTaHUYN 0gpa3y Iicis
IIPUTOTYBaHHS, BiIMOBiaNbHICT 3a Yac i yMOBU 30epiraHHs Hece CII0XKUBaY.

YMoBu 30epiranssi.
30epiraTu B OpUTiHaNbHIN yIIaKOBI Ipu TeMiepaTypi He Buille 25 °C. He 3aMopoXyBaTH.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MiCIIi.

HecymicHicmo.

ToToBuii po3uuH A iHdy3il npenapaty bicenTon 480 He ciif 3MilTyBaTH 3 iHIMUMU TiIKapChKUMU
3acobamu. [[719 IPUTOTYBAaHHS PO3YUHY IpenapaTy HeoOXiTHO 3aCTOCOBYBATH TiJIbKU Ti PO3YUHHUKH,
1110 3a3Hay4eHi B po3pini «Croci0 3aCTOCyBaHHS Ta JO3U».

VYnaxoBka.

[To 5 MJT KOHIIEHTPATy B aMITyJTi 3 6e30apBHOIO CKya (Hag MicIleM po3joMy aMiynu € Gina abo



YyepBOHA Kpamka); I10 5 aMIyJl y KOHTYPHIYA 4apyHKOBIi# yIIaKOBII;

II0 2 KOHTYPHi 4YapyHKOBi yIIaKOBKY B KaPTOHHIN KOPOO1Ii.

Kareropisi Bignmycky. 3a peLemnToM.

BupoOHHuKH.
BapmaBcekuit papmatieBTuuHUYM 3aBof [Tombda AT/
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dapmaneptuunu 3aBon «Ilonbhapma» C.A./

Pharmaceutical Works "POLPHARMA" S.A.
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