IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

Honabna3a®

(Nolpaza®)

Cknao:
0ioya peyosuHa: MaHTOIIPA30L;
1 ¢bnaxon micTuTh ma"Tonpasony 40 Mr (y BUTJISIAI IAHTOIPA30/Iy HaTPilo CECKBIrimpaTy);

donomidcHi peuosuHu: MaHiT (E 421), HaTpio IUTpaT, HATPilO TiTPOKCHU].

JIikapceka dopma. JliodinizaT aig po3dnHy A1g iH €KITIN.

OcHosHi (pi3uko-xiMiuHi 8aacmusocmi: 6imoro 4u ManxKe 0i10ro Konbopy, niodinizoBanHuii,
OTHOPITHUM MOPUCTHUM OPUKET.

dapMakoTepanmeBTHYHA rpyna. 3acobu s JTiKyBaHHS IENTHYHOI BUPA3K# Ta
ractpoe3odareanbHoi pedIIoKCHOI XBopoOu. IHTi6iTOPH MPOTOHHOI ITOMIIH.

Koo ATX A02B CO02.

dPapmakono2iuHi e1acmusocmi.
dapmakoOuHamika.
MexaHism 0ii

[TanTOnpa3on € 3aMinieHUM OeH3UMiNa30/I0M, IKUU OJI0Ky€e CEeKpelilo CONITHOL KUCIIOTH V LIIYHKY
yepe3 cnelnriyHNM BIIUB Ha IPOTOHHY ITOMIY ITapi€TaabHUX KIIiTHH.

[TanTompason TpaHCHOPMYETHCS B aKTUBHY (POPMY B KHCJIOMY CePeNOBHUIIl IapieTalbHUX KIIiTHH, [e
6mokye depmenT H K -AT®-a3u, a caMe KiHIleBH eTar rifpodinbHoi cekpellil ConsHOl KUCIOTH Y
HITyHKY. [IpUTHiYeHHs € D0303aj1eKHUM i BIIJTUBA€E Ha 0a3a/lbHY Ta CTUMYJIbOBAHY CEKPEIliio
IIJTYHKOBOTO COKY. Y Oi/IbIIIOCTI MAIlieHTiB 3MeHIIIeHHS CUMIITOMIB OCATAEThCS MIPOTSATOM 2 THUKHIB.
JIikyBaHHS MMAHTOIIPA30JIOM, 5K ¥ iHIIMMH iHTiGiTOpaMu MPOTOHHOI TOMIH Ta iHribiTopamu H,-
PELenTopiB, 3MEHIITYE PiBEHb KUCIOTHOCTI LITYHKA Ta MIPOMOPLINHO 30i/bIye BUAIIEHHS TaCTPUHY.
30inbIIeHHSI TaCTPUHY Ma€ 000POTHUM XapakTep. OCKiIbKY IMaHTONPa30JI 3B’ I3YEThCS 3
dbepMeHTaMu, 110 BigpaneHi Big KIITUHHUX PEIENTOPIB, BiH BIIMBA€ Ha CEKPEIIil0 CONSTHOI KUCIIOTH



He3aJIexXHO Bifl CTUMYJISALIL iHIIMMY PeYOBUHAMMU (aQIleTUIXOIIHOM, TiCTaMiHOM, TaCTPUHOM).

[Tig BIIMBOM MTaHTONPA30J1y 30iMbIIyETHCS PiBEHb TAaCTPUHY B CTaHi HaTie. [Ip1 KOPOTKOCTPOKOBOMY
3aCTOCyBaHHI y OiNbIIOCTI BUNIa[IKiB BOHU He NEPEBUILYIOTh BEPXHIO MexXy HopMu. [1if yac
IOBIOTPUBAJIOTO JIIKYBAHHS PiBEeHb raCTPUHY IOABOIOETHCS Y OinbiIocTi Bunmagkis. OpHaK HagMipHe
30inbIIEHHS CIIOCTEPiranocs TiMbKY B OKPEMUX BUIafKaX. AK HACTIOK, BinOyBaeThCsl HE3HAUHE YU
noMipHe 306inbIneHHS YKcia crnenudivaux eHgokpuHHUX KiTiTuH (ECL) B mnyHKY y GinbiiocTi
BUIIQIKiB ITPOTSATOM [OBIOTPUBAJIOTO JIiKyBaHHS (Mo#ibHO M0 ameHoMaToigHol rimeprasii).

Ha ¢omni nikyBaHHS aHTUCEKPETOPHUMH JTiKAPCHKUMHU 3aco0aMu piBeHb TaCTPUHY B CUPOBATII KPOBi
3pOCTaE y BiAMOBib Ha 3HUKEHHS ceKpellii Kucnotu. KpiM Toro, yepe3 3HMKEHHS KUCIOTHOCTI
IJTyHKa HiABUINYEThCA pPiBeHb XpoMorpaHiny A (CgA). [ligsuuienuut piBeHb CgA MOXKe BIIJIMBATH Ha
pe3ynbTaTy OOCTiXKEeHb IPU OiaTHOCTHUII HEMPOEHIOKPUHHUX NyxauH. Ony6mikoBaHi faHi cBigyaTh
PO Te, IO JIiKyBaHHS iHTibiTOpaMu MPOTOHHOI MOMITM CJIifi IPUIUHUTY IPOTATOM Iepioay Bif 5 mHIB
[0 2 TUXKHIB 10 BUMipioBaHb piBHS CgA mys Toro, 1100 piBeHb CgA IOBEPHYBCS B [iamna3oH
HOpMaJIbHUX 3Ha4€eHb, OCKINIbKY I1eX MOKa3HUK MOXKe OyTH MigBUIIEHU MMiCIs JTiKyBaHHS
inribiTopamu npotorHol mommu (ITTIT).

dapmMaxkoKiHemuxka.
3aeasvHa papmakokiHemuka

dapmakoKiHEeTHKa He BiAPI3HAETHCS MICIIS OQHOPA30BOI0 YU IOBTOPHOI'O BBEAEHH. Y Oiana30Hi
no3 10-80 mr kiHeTHKa ITaHTOIIPA30Jly B IIJIa3Mi € JIIHIKMHOIO SK IiCNIS MepopabHOro, Tak i Mmicis
BHYTPIITHBOBEHHOT O 3aCTOCYBaHHS.

Po3nodis

3B’sI3yBaHHS MTAHTONPA30Jy 3 OiTKaMu IJTa3MK CTaHOBUTDH 013bK0 98 %. O6’eM posmnominy
CTaHOBUTL O0mmu3nK0 0,15 n/Kr.

biompaHcopmauis.

PeuyoBuHa MeTab01i3yeThCA MaliKe BUKJTIIOUHO Y mediHili. OCHOBHUM MeTaOOoTiuHUM IIISIXOM €
neMeTunyBaHHA 3a gornomoro CYP2C19 3 nopmansiioio cynbhaTHOI KOH'IOTalli€l0; 10 iHIINX
MeTa0omiYHUX IIIIXiB HAaIeKUThL OKUCHEHHS 3a fornoMoroion CYP3A4.

BusedeHHs

Kinmesuit nepion HamiBBUBeIeHHS CTAHOBUTD MPUOIM3HO 1 roguHy, a KiipeHc - nmpubmusno 0,1
si/rop/Kr. Byno mekinbKa BUNAMKiB, KOJIM ITAlliEHTH MaJii 3aTPUMKY BUBEOEHHS. 3aBOsSKU
crienudivHOMY 3B’SI3yBaHHIO MAHTOIIPa30Jly 3 IPOTOHHUMHY IIOMIIaMU MTapieTaJbHUX KJIITUH IIepiof
HalliBBUBEJEeHHS He BiAmoBimae HaOaraTo OinbIIiii TPUBAJOCTI Oil (MPUTHIYEHHIO CEeKpellii KUCIIOTH).

BuBeneHHST HUPKaMy - OCHOBHUY IIJISX BUBeneHHS (0113bK0 80 %) mis MeTaboIiTiB TAHTOIIPa30y,
peliTa BUBOASTHCS 3 pekamisimu. OCHOBHUM MeTa0OJIiTOM SIK y IJIa3Mi, Tak i B cedi €
IEe3MEeTHUIIaHTOIPa30, IKUHM KOH I0TYETHCS i3 cynmbdaToM. [Tepion HaniBBUBEIEeHHS OCHOBHOI'O
MeTabomiTy (6u3bK0 1,5 roguHu) He € HabaraTo OilbIIMM, HiXK Iepio HaiBBUBEIEHHS
IaHTOIIPa30Jy.

Xapakmepucmuku y nauienmis/ocobausux 2pyn nayieHmia:

[Tpubnu3no 3 % €BpomeiliB MalOTh HEJOCTATHICT PyHKITIOHaMbHOTO PpepmenTy CYP2C19 Ta



Ha3UBalOTHCS MOBIMTBHUMHU MeTabotizaTopaMu. Y 1Iux 0cib MeTab0s1i3M ITaHTOIPa30iy, MOXKJIIKBO,
KaTanidyeTbcs Hacammepen CYP3A4. [Ticns BBegeHHsS 0OHOPa30Boi o3u 40 Mr maHTOIPa30Ty
cepenHe 3HAYEHHS IIJIOMII i (hapMaKOKiHETUYHOI KPUBOIO «KOHIIeHTpalisg-dyac» (AUC) 6yro
npubnu3Ho B 6 pa3iB BuUllle y MOBITbHUX MeTa0051i3aTOPiB, aHiXK y MallieHTiB, AKi Manu
¢yukuionansuu pepment CYP2C19 (wBugKi MeTabomnizaTopu). CepeHs MaKcUMasbHa
KOHIIEHTpAIlig B Iy1a3Mi 30inbiunacs npubnu3no Ha 60 %. Li cmocTepexkeHHs He MalOTh XKOOHOTO
BigHOIIIEHHS OO [03yBaHHS IAHTOIIPA30IIy.

[I71g TalieHTiB 3 MOPYLIEHHSIMU QYHKII HUPOK (BKJII0Yal0uM Malli€HTiB, IKi mepe0yBaloTh Ha
reMofiaisi) 3MeHIeHHs 103U He MoTpiOHe. K i y 3mopoBuX Tr0meH, mepio HamiBBUBeIeHHS
TIAHTONIPa30j1y € KOPOoTKUM. TilbK1 OyzKe Mana KibKiCTh MaHTOMpPa30Jly Moxke OyTH [iani3oBaHa.
HesBakalouu Ha Te, 1110 IIePiofl HalliBBUBEIeHHSI OCHOBHOTO MeTaboJIiTy felo 3pocTae (2-3 TOOuHM),
BiH IIIBUIKO BUBOJUTLCA i, 0TKE, HE HAKOIIUUYETHCH.

Xoya y nali€HTiB 3 TMPO30M IediHKHY (Knacu A Ta B 3a knacudikarnieto Yannga-I1'10) mepion
HalliBBUBEMEeHHS 30inbIIyeThCsa K0 7-9 roguH i BigmosigHo 3HaueHHsT AUC 36inmbIIyeTbes y 5-7 pasis,

MaKCHMaJbHa KOHIIEHTpallis MaHTOoNpa30ily B Iyia3Mi 30inbInyeThcs auie y 1,5 pa3a MmopiBHIHO 3i
300POBUMU NOOPOBOIIBIISIMH.

He3naune 30inpmends AUC Ta MaKCHUMaJIbHOI KOHI[EHTPAIlil TaHTOIPa30J1y B Ij1a3Mi y JOOpOBOJIbLIIB
JIITHBOTO BiKYy MOPIBHSHO 3 MOJIOAUMHU TaKO0X He € KITiHIYHO 3HAYYIIKAM.

[Ticns ogHOPA30BOTO BHYTPIIIHEOBEHHOT'O BBEIEHHS IIAHTOIIpa3oiy B go3ax 0,8 abo 1,6 Mr/kr mitsam
BikOM Bif 2 0 16 pokiB He Oy/I0 BigMiueHO 3HAUMMOT0 3B’SI3Ky MiX KJIipEHCOM MTAHTOIIPA30J1y Ta
BikoM a60 Macoro Tina mamierTa. AUC Ta 00’eM po3MOAiny BifMoBigamu faHUM, OfepKaHuM IIif 4ac
OOCIifI?KEeHb 3@ y4aCTIO JOPOCTIUX.

Kniniuni xapakKTepuCTHKH.

Iloka3aHHA.

JlikapceKui 3acib npu3HaueHuy OJisl JTiKyBaHHS TOPOCIIHM.
- Pedmiokc-e3odarir.

- Bupaska gBaHafAUsaTUIAIOl KUIIKH.

- Bupaska mmyHKa.

- CunpgpoM 3ostiarepa-EnicoHa Ta iHIII ritepcekKpeTopHi IaTONIOTiYHI CTaHU.

IIpomunoka3aHHA.

[TinBuIIeHa YyTNIUBICTh 0 aKTHBHOI PEYOBUHH, MOXiMHUX OeH3UMia301y Ta OyOb-IKOro KOMIIOHEHTA
mpenapary.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodilii.



Iisa naHmonpa3soay Ha abcopbuito iHWux AiKkapcbkux 3acobie. YHACTIIOK MOBHOTO Ta JOBTOTPUBAIOT0
iHribyBaHHS CeKpelil CONSHOI KUCIOTH MTaHTOIPa30J1 MOXKe 3MEHIITyBaTH BCMOKTYBaHHS ITpenaparis,
6i0mMOCTYIHICTD SKUX 3a7€XKUTh Bif pH IIUTYHKOBOTO COKY (HAIpUKIIaM, AesIKUX MTPOTUT PUOKOBUX
IIpernapariB, TaKuX K KETOKOHA30JI, iTpaKOHa30J1, II03aK0HAa30J1, ab0 iHIMX IIpenapariB, TAKUX K
epIIoTHHIO).

ITpenapamu npomu BIJI (ama3aHagip). CymicHe 3acTOoCyBaHHS iHTiOiTOPIB MPOTOHHOI IIOMITH 3
aTra3aHaBipoM Ta iHImMME npenapatamMu npoTty BIJI, abcopOilis SKUX 3anekuTh Bifl pH IITyHKOBOTO
COKY, MOKe IIPU3BOAUTH [I0 CYTTEBOT'O 3HUKEHHS 0i000OCTYIHOCTI OCTaHHIX Ta BIJIMBATH Ha IX
edexTuBHiCTb. TOMYy CyMiCHE 3aCTOCYBaHHS iHTiOiTOPIB MPOTOHHOI MOMIIM 3 aTa3aHaBipOM He
PEKOMEHYETHCS.

fAKio cymicHoro 3actocyBaHHs iHri6iTopiB mpoTteasu BIJI 3 iHribiTopaMu IPOTOHHOI IOMIIU HE
MOXKHa YHUKHYTH, PEKOMEHIY€EThCS PeTeNIbHUY KITIHIYHUY MOHITOPUHT (HAapUKJIaf, BipyCHOTO
HaBaHTaxeHHs). He crig nepesuinyBatu 10608y 003y nmaHTonpa3ony 20 Mr. Moxke BUHUKHYTH
HeoOXiIHiCTh KOPUTYBaHHS 003H iHTiOiTOpiB mpoTea3u BIJI.

KymapuHosi anmukoaz2yasiumu (peHnpokymoH i eappapuH). CyMiCHe 3aCTOCYBaHHS IAHTOMIPA301y 3
BapdapuroM abo HeHITPOKYMOHOM He BIIJIMBaIO Ha (papMaKOKiHETHKY BaphapuHy, GEeHIPOKYMOHY
a6o MHI (mixkHapomHuY HOpMai3oBaHul iHgekc). OmHAK MOBimOMIISNIOCh Ipo mipBuiienHss MHI Ta
IIOJIOBXKEeHHS MPOTPOMOIHOBOTO Yacy y IalieHTiB, fKi cymicHO 3acTocoByBanu II1I1 Ta BapdpapuH abo
dbennpokymoH. ITinpumenass MHI Ta mogoBKeHHS IPOTPOMOIHOBOTO YaCy MOXKYTh ITPU3BECTH 10
PO3BUTKY IIATOJIOTiYHOI KPOBOTEYi Ta HABITh CMePTi. Y pasi TaKOro CyMiCHOT'O 3aCTOCYBaHHS
HeoOximHO TpoBoauTH MOHiTOpUHT MHI Ta npoTpoMO6iHOBOTO Yacy.

Memompexcam. [10BifoOMIIANOCS, 110 OGHOYACHE 3aCTOCYBaHHS BUCOKUX 03 METOTPEKCATY
(Hanpuknang 300 Mr) Ta iHTiGiTOpPiB MPOTOHHOI TOMIIHU 306iNbIy€E PiBHI METOTPEKCATY B KPOBI V IEAKUX
nauieHTiB. IlarienTam, siKi 3aCTOCOBYIOTh BUCOKI 1031 METOTPEKCaTy, HallpUKJIaj XBOPUM Ha pak abo
1Icopia3, peKOMEHOYEThCSA TUMYAaCOBO IPUIMHUTH IiKyBaHHS [TaHTOIPA30JI0M.

IHwi 83aemo0ii. [TaHTONIPa30J1 3HAYHOI0 Mip0i0 MeTab0li3yETLCA B IEUiHIli Yepe3 cucteMy GpepMeHTiB
muroxpoMy P450. OcHoBHUM max MeTabomi3My - feMeTuoBaHHA 3a momomoroi CYP2C19 ta
iHImMX MeTaboMivYHUX MIIAXiB, ¥ TOMY uucyi okucHeHHs pepmenToMm CYP3A4. [TocmimKeHHS 3
JiKapCchbKUMU 3ac00aMH, IKi TaK0XK MeTa0o0JIi3yI0ThCS 3a JOIOMOT0I0 IIUX IISAXiB, TAKUMU K
KapOamaseriH, mia3emnaM, riai0eHKIamin, HibenuIid Ta 3 mepopabHAMK KOHTPAIlEITUBAMH, SKi
MICTSITh JIEBOHOPTECTPEJI i eTUHIIeCTPaion, He BUABUIIY KJTiIHIYHO 3HAYYIINX B3aEMOZIMN.

He MoXHa BUK/II0YaTH B3a€EMOIil0 ITAHTONPA30JTy 3 iHIIMMH IIperapaTaMy, SKi MeTab0mi3yoThCs
yepes 10 X (epMeHTHY CUCTEMY.

PesynbraTtyu woinoro psgy mOCTiAXKeHb 00 MOXKJIMBUX B3a€MOLiM BKa3ylOTh, 110 TIaHTOIPa30Jl He
BIIJIUBA€ Ha MeTabo0J1i3M aKTUBHUX PEUOBUH, 1110 MeTaboJIi3yi0ThCs 3a monomoroio CYP1A2
(mampukian, Kodeid, Teodinin), CYP2C9 (Hanpukiaf, mipokKcuKaM, OUKI0heHaK, HallPOKCEH),
CYP2D6 (nanpukinan, metornposon), CYP2E1 (Hanpukiaf, eTaHOIl), He BIJIUBA€E Ha P-TJIiKOMPOTEIH,
110 aCOLIIETHCS 31 BCMOKTYBaHHSAM AUTOKCHHY.

He BusBneHo B3a€MOI[ﬁ 3 OOHOYACHO IIPU3HAYEHUMHU aHTAIUIAMHU.

Bynu npoBeneHi mocmigXKeHHS B3a€MOZil TaHTOIPA30/Iy 3 OOHOYACHO MPU3HaYEeHUMHU IIEBHUMU
aHTHOiOTHKaMH (KJIaPUTPOMIILIMH, METPOHITA30, aMOKCcUIMIiH). KniHiYHO 3HAYYLIUX B3aEMOIIN Mixk
IIMMHU IIpelapaTaMyd He BUSBIIEHO.

Jlikapcuki 3acobu, w,o iH2ibyroms abo iHOykyroms CYP2C19. Iaribitopu CYP2C19, Taki gk



(bmyBOKCaMiH, MOXYTh 30ibIITyBaTH CUCTEMHUN BIIJIUB MTaHTONPa30i1y. Ciifg po3riasHyTH
HeoOXimHICTh 3HUKEHHS 003U IIpenapaTy [AJis MallieHTiB, SKi OTPUMYIOTh JOBIOTPHBAITy Tepallito
IIaHTOIIPA30JI0M y BUCOKMX H03aX, Ta OJIs Malli€HTiB i3 MOpyIIeHHIMH QYHKIII eYiHKK. [HOyKTOpH
dhepmeHTiB, 1m0 BrtuBaioTh Ha CYP2C19 ta CYP3A4, Taki sk pudamminuH Ta 3Bipo0ili 3BU4aiHUN
(Hypericum perforatum), MoXyTb 3HUXKYBaTH IJ1a3MoBi KoHLleHTpaii IT1I1, siki MeTabomi3yoThCsa
yepe3 1i pepMeHTHi CUCTEMH.

Oco06.1ueocmi 3acmocyeaHHsi.

3104KiCHI HOBOYMBOPEeHHA WAYHKd. CUMIITOMaTHYHA BiIIOBiAb Ha 3aCTOCYBaHHS IIAaHTOIIPa30J1y
MO2K€ MaCKyBaTH CHMIITOMH 3JI0SIKICHAX HOBOYTBOPEHbD IIJIYHKA Ta BiITEPMiHOBYBATHU IX JiarHOCTHUKY.
[Tpu HAsIBHOCTI TPMBOKHUX CUMITOMIB (HalIpPUKIIaA, y pa3i CyTTEBOL BTpaTH MacCH Tijla, IEPIOAUYHOTO
OmoBaHHs, gucdarii, 6;10BaHHS i3 KPOB'10, aHEMii, MeJleHH), a TaKOXK IIPH Migo3pi abo HasIBHOCTI
BHPA3KH IUIYHKA MTOTPIOHO BUK/TIOUUTH HASIBHICTH 3JI05SIKiCHOT'O IIPOIIECY.

fdkmo cuMnToMyu 30epiraloThCs MPU afleKBaTHOMY JIiKyBaHHi, He0OXigHO MPOBECTH IOIAaTKOBE
00CTeXKeHHS].

HaseHi mpugooicHi cumnmomu. I1py HassBHOCTI TPUBOXKHUX CUMIITOMIB (HallpUKIIaf, ¥ pa3i CyTTEBOL
HEeHAaBMHUCHOI BTPaTH MacCH Tina, nepioguyHoro 0mioBaHHs, gucdarii, 6/110BaHHS i3 KPOB'10, aHEMii,
MeJIeHH), a TaKOXK IIPY HasBHOCTI BUpa3KHu IUIyHKA abo0 Mifo3pu Ha Hel MOTPiOHO BUKITIOYUTH
HASIBHICTH 3JI0SIKiCHOT'O MPOIIECY, OCKiIbKHY JTiKyBaHHS IAHTOMPA30JI0M MOXKe MAaCKyBaTH CUMIITOMH i
BiICTPOYYBATH BCTAHOBJIEHHS HiarHO3Y. fAKINO CUMITOMHU 30€epiraroThCs IPU ageKBaTHOMY JIiKyBaHHi,
HeoOXigHO IPOBECTH NOJATKOBE 00CTEXKEHHSI.

ITopyweHHs pyHKyii neviHku. [TanienTaMm i3 TAXKKUMU TOPYIIEHHSIMHU QYHKINI MediHKK HeoOXigHO
PEeTyIIpHO KOHTPOJIIOBAaTH PiBEHb NMEYiHKOBUX ()epMEHTIB. Y pa3i MigBUIlleHHS PiBHS NMEYiHKOBUAX
(dbepMeHTIB JiKyBaHHS IIpenapaToM HeoOXigHO MPUNUHUTH (AUB. po3ain «Crocid 3acToCyBaHHS Ta
OO3MU»).

IH2i6imopu npomea3u BIJI. He peKOMeHAYETLCS CyMiCHE 3aCTOCYBAHHS ITAHTOIPA30I1y 3
inribiTopamu nmpoTteas3u BIJI (TakuMu K aTa3aHaBip), abcopOIist IKUX 3aJI€KUTH Bif
BHYTPIITHLOIITYHKOBOTO PH, Yepe3 CcyTTeBe 3HUKEHHS iX 0iofoCcTynHOCTI (OuB. po3min «B3aemomist 3
iHIMMMY TiKapChKUMU 3ac00aMu Ta iHIII BUOU B3aEMOMIl»).

THeKuii WayHKOBO-KUWKOB020 MPAKmy, cnpuyuHeHi 6akmepisamu. [TaHTOmpa3o, SK i iHmi
iHri6iTOPM MPOTOHHOI MOMIY, MOXKe 30iNbIIyBaTH KiNbKicTh 6aKTEpPil, SKi 3a3BUYail MPUCYTHI Y
BEePXHIX Bifisax IIJIYHKOBO-KUIIKOBOTO TPaKTy. JIIKyBaHHS IIpernapaToM MoXke He3HaYHO Miporo
MiABUIIUTY PU3NK BUHUKHEHHS IITYHKOBO-KUIIKOBUX iHGEKIIiN, CIPUYUHEHUX TaKUMH OaKTepisamu,
gk Salmonella i Campylobacter a6o C. Difficile.

Hampiti. [IpemnapaT MiCTUTh MeHIIe Hixk 1 MMonb HaTpito (23 Mr) y ¢bnakoHi, To06To, 0 CyTi, €
BiILHUM BiI HaTPio.

I'inomaeHiemis. [ToBimoMIIsiIOCS IPO PifiKi BUMTAKX TSIKKOI TimoMarHiemii y naiieHTiB, sKi
orpumyBainu III, Taki gK MaHTOIPa30JI, IPOTATOM He MeHIIe 3 MicsliB, Ta ¥ OibIIOCTi BUMATKIB -
IIPOTATOM POKY. MOXKyTh BUHUKHYTH Ta HEIIOMITHO PO3BUBATUCS HACTYIIHI CePO3Hi KITiHIYHI IPOsSBU
rimoMarsieMii: BToMa, TeTaHis, femipili, CymoMHu, 3allaMOPOYEHHS Ta IIUTYHOYKOBA apUTMis.
limomaruieMiss Moxe MPU3BECTH OO TimoKasbIliemil Ta/abo rimokamiemii (muB. po3min «OcobIuBOCTI
3aCTOCyBaHHS»). Y BUIMAAKY rimomaruieMii (Ta rinmokanbiiemii Ta/abo rimokasmiemil, mos’s3aHoi 3
rinomMarsieMi€eio) y Gi/IbIIIOCTi BUTIAOKiB CTaH IMAlli€HTiB ITOKpallyBaBCs Iicig 3aMiCHOI KOPUTYI040l



Teparil mpenapaTaMy MarHilo Ta npunuHeHHs npuromy III1.

[TamieHTaM, sKi MoTPeOyIOTh HOBTOTPHUBAJIO] Teparii, abo maiieHTaM, sKi npuiiMaioTh IT1I1 ogHOYacHO
3 IUTOKCUHOM abo0 ImpenapaTaMy, 10 MOXYTh CIPUUYNHUTH TillOMarHieMiio (HampuKiag, OiypeTukKu),
noTpiOHO BU3HAYATH PiBEHBb MarHilo nepen novatkoM mikysanHs II1I1 Ta nepioguyHo mif yac
JIIKyBaHHS.

ITepenomu Kicmok. [TJoBrorpusaje jikyBaHHS (0inbie 1 pOKYy) BUCOKMMU [[03aMU iHTiOiTODIB
IIPOTOHHOI IIOMITH MOXKe He3HAYHOI0 Mipoio 30iNbIITUTH PU3UK IIEPEJIOMY CTeTrHa, 3all’siCTKa Ta
xpe0Ta, IepeBaXkHO Y MallieHTiB TITHLOTO BiKy a00 IIpH HasSBHOCTI iHINX (HaKTOPiB PU3UKY.
Pe3ynbTaTi gocmigKeHHS BKa3ylOTh Ha Te, 1[0 3aCTOCYBaHHS iHTi0iTOPiB MIPOTOHHOI IOMIIN MOXKe
30inbImUTY 3aranbHui pu3uk nepenomis Ha 10-40%. [eski 3 HUX MOXKyTh OyTH 00YMOBIIEH] iHITMMUI
dbakTOopaMu pu3uKy. [IallieHTH 3 PU3UKOM PO3BUTKY OCTEOIIOPO3Y IOBUHHI OTPUMYBATH JIiKyBaHHS
BIZIIIOBIIHO [0 Hif0UMX KIIIHIYHUX peKOMEeHAalliil Ta CII0KKUBaTU OOCTATHIO KibKIiCTh BiTaMiny D Ta
KaJIbIIiIo.

ITioeocmputl wkipHull yepeoHull 8084YaAK. 3aCTOCYBaHHS iHTi0iTOPiB MPOTOHHOI ITOMIIU OB SI3YIOTH i3
Oye PiAKMMU BUTIaJKaMU PO3BUTKY MiATOCTPOrO IIKIPHOTO YEPBOHOTO BOBYaKa. fAKII0 BUHUKAE
ypaXeHHs, 0cO0IMBO Ha AiJITHKAX, 10 3a3HAIOTh BIIJIUBY COHSYHOTO CBITIA, i 1le CYyIIPOBOOKYETHCS
apTparieio, malieHTy HeoOXiIHO HeraltHO 3BEPHYTUCS [0 JIiKaps, SKUMl po3TisiHe HeoOXigHiCTh
NPUIMHEHHs 3aCTOCYyBaHHs npenapaTy Honbnasa®. BUHMKHEHHS MiATOCTPOro MKIpHOTO YePBOHOTO
BOBYAaKa y MAI[iEHTIB IiJ Yac momnepenHboi Tepanil iHribiTopaMy IPOTOHHOI TOMIIM MOXKE TigBUIIUTH
PHU3HKK MOT0 PO3BUTKY IIPU 3aCTOCYBaHHI iHIKX iHTiGiTOPIB MPOTOHHOI ITOMITH.

Bnaue Ha pe3ysbmamu 1a6opamopHux 00Cai0xHCeHb.

[TigBuuienuy piBeHb xpoMorpaHiny A (CgA) MoxXKe BIJIMBATH Ha Pe3yJIbTaTU OOCIIAXKEHb IIpU
NiarHOCTUII HeMpoeHOOKPUHHUX MyxiuH. [[[06 YHUKHYTH TaKOTO BILIUBY, JIIKYBAHHS IIPeNapaToM
Honbnasa® ciif THMYacoBO MPUNKMHATH IPUHAAMHI 3a 5 [JHIB [0 IPOBENIeHHs OLiHKK piBHSA CgA (IuB.
po3nin «®apmakoguHamika»). Ao piBHI CgA Ta racTpuHy He MMOBEPHYINCS B Oialla30H HOPMaJIbHUX
3HA4YeHb MiCIIS MOYaTKOBOTO BUMIiPIOBAHHS, CJIif] IPOBECTH IIOBTOPHI BUMipIOBaHHS dyepe3 14 mHiB
micys BiIMiHM JTiKyBaHHS iHTi0iTOpaMu IPOTOHHOI TIOMIIH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

Bazimnicmy. HasiBHI faHi 00 3aCTOCyBaHHs npemnapary Hombnasza® BariTHUM XiHKaM (IPUGIX3HO
300-1000 moBimoMyeHb PO Pe3yIbTATH BariTHOCTI) BKA3ylOTh Ha BiICyTHICTH eMOpioHambHOI ab0
(beTo/HeoHaTaNIbHOI TOKCHYHOCTI ITpernapary. Y Xofi JocigKeHb Ha TBapuHax CIocTepiraaacs
PEeNpOAyKTUBHA TOKCUYHICTh. fK 3amo0iKHMI 3aXif C/Tif] yHUKATH 3aCTOCyBaHHS IIpernapary
Honenasa ® BariTHUM XKiHKaM.

I'o0yeaHHA 2py00to. [locnigKeHHS Ha TBAapUHAX II0Ka3aJil eKCKpeliio TaHToNPa301y 3 TPyIHUM
MOJIOKOM. € maHi 00 eKCKpelil TaHToNpa30/y 3 TPYIHUM MOJIOKOM JIIOAUHU. PilleHHS Mpo
IPUIMHEHHT/TIPONOBXKEHHS TOAYBAHHS I'Pynnio abo MpUNUHEHHS/TPOJOBXKEHHS Bifl TiKyBaHHS
npenapaToM Honbnasa® ciif npuiiMaTi 3 ypaxyBaHHAM KOPHUCTI Biff TOAyBaHHS TPYAI0 OJIs AUTHHY i
KOPHCTI Bif NiKyBaHHS mperapaToM Homnbnasa® myst XKiHKH.

®epmuavHicmy. [TaHTONPa30I1 HE MTOPYIIyBaB (GEePTUNLHICTh Y HOCHIIXKEHHAX Ha TBapUHaXx.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
mexaHizmamu. [TaHTONpa30 He BIIMBaE ab0 Ma€ AyKe He3HAYHUH BIUIMB Ha IIBUAKICTh Peaklii mpu
KepyBaHHi aBTOTpaHCIIOPTOM abo iHmmuMy MexaHiaMaMu. Heo6ximHO GpaTu [0 YBaru MOKJIMBUI
PO3BUTOK MOGIYHUX peakilili, TaKuX SIK 3allaMOPOYEHHS Ta pPo3jagu 30py. Y TaKUX BUIAgKaxX He CIIif
KepyBaTH aBTOTPAHCIOPTOM a0o IMpallfoBaTH 3 iHIIMMU MeXaHi3MaMHu.

Cnocib 3acmocyeaHHsi ma do3u.
[TpemapaT 3aCTOCOBYIOTh JOPOCIUM 3a NpU3HAYEHHSIM Ta IIif 6e31ocepeHiM HaTrIAI0M TiKaps.

BHyTpilIHbOBEHHE 3aCTOCYBaHHS IIpenapaTry peKOMeHAYEThCA TiIbKY ¥ pa3i HEMOXKJIUBOCTI
IIepOpaJbHOTO 3aCTOCYBaHHS. € [aHi IPO TPUBAJIICTh BHYTPIIIHBOBEHHOI'O JIIKyBaHHA A0 7 OHIB. ToMy
y pasi KJTiHiYHO1 MOXK/IMBOCTI 3[ilCHIOETHCS TIepeXiy Bil BHYTPIIIHLOBEHHOTO BBEOEHHS Hombmasu® oo
[IEPOPAJILHOT 0.

Pegatokc-e3o¢pazim, s8upaska 08aHadusamunanoi KUWKU, 8UpPaska WayHKA.
PexomeHgoBaHa fio3a cTaHOBUTHL 40 Mr maHTomnpa3ony (1 ¢pnakoH) Ha {00y BHYTPIITHROBEHHO.
JlixysanHa cuHOpomy 3oaniHeepa-EanicoHa ma iHwux 2inepcekpemopHuUX Namo/a102i4YHUX CMAaxis.

[l1s TpuBaoro JiKyBaHHS CUHAPOMY 30JUIiHrepa-EsicoHa Ta HIIMX rinepcekKpeTopHUX
TaToJOTiYHUX CTaHiB peKOMeH/0BaHa I104aTKoBa fo3a npenaparty Homsnasa® craHoBuTh 80 Mr Ha
no0y. 3a HeoOXiMHOCTI O3y MOXKHA TUTPYBaTH, 30iNblyioun ab0 3MEHIITYI0UH, 3aJIe’KHO Bif
TIOKA3HUKIB CEKpellil KUCIIOTU B IIUTYHKY. [103H, 1110 ITepeBuLyioTh 80 Mr Ha fo0y, He0OXimHO PO3AUMTH Ha [iBa
BBeJIEHHS. MOXK/TMBE TUMYaCcOBe 30UIbIIIEHHST JO3U ITAaHTOIPa30ITy A0 Oisbire 160 Mr, ane TPUBAJICTh
3aCTOCYBAHHS IIOBUHHA 00MEKYBATHCS TUIBKY ITEPIONOM, STKUE HeOOXimHUM 1715t aeKBaTHOTO KOHTPOJTIO
CEeKpelIil KMCIIOTH.

YV pasi skimo HeoOxifHe IIBUOKE 3MEHINEHHS KHUCJIOTHOCTI, mys OifbIIOCTI MAIi€HTiB HOOCHUTH
IIO4YaTKOBOI m03u 2 X 80 MT myst mocsirHeHHs OaxaHoro piBHs (< 10 MEkB/ron) nmpoTsarom 1 roguHu.

ITioeomoeka 0o 3acmocyB8aHHA.

[Topomok po3unHAI0TE ¥ 10 M1t 0,9 % po34uuHy XJI0pPUAY HATPIilo, 0 HOJAETHCS V (hIaKOH. Po3unH
MOXKHa BBOOUTH Oe3mocepenHbo abo micis 3mimyBanHs 3i 100 mit 0,9 % po34yuHy XJIOPUAY HATPi0
ab0 5 % PO3YKHY T'MIIOKO3U V IJIaCTUKOBUX ab0 CKISHUX (prTaKoHax.

[Ticns po3BeneHHd xiMiuHa Ta ¢izuyHa cTabinbHiCTh Ipenapaty 30epira€eTbcs NpoTsAroMm 12 roguH
npu temnepatypi 25 °C. 3 Mikpo06ioJIoTiuHOl TOUKK 30PYy PO3BEeeHUH ITpernapaT HeoOXigHo
BUKOPUCTATU HETAWHO.

Honbmasy® He MoKHa rOTyBaTH ab0 3MillyBaTH 3 IHIIMMY PO3YMHHUKAMY, OKPIiM 3a3HaUeHUX BHUIIE.
BHyTpiuIHEOBEHHE BBEEHHS MpenapaTy HeoOXiqHO MPOBOAUTH MIPOTIToM 2-15 XB.

®nakoH MpU3HAYEHUH TiTBKY [JI51 OMHOPA30BOTO BUKOPUCTaHHsA. [lepey 3aCTOCYyBaHHSIM HEOOXiTHO
Bi3ya/IbHO IIePEBIpUTH IIpenapart y ¢pIakoHi (30KpeMa Ha 3MiHy KOJIbOPY, HAsBHICTh OCamy).

Po3BepeHnuii po3urH IOBUHEH MaTU NIPO30PUY XKOBTYBATUM KOJIIP.

ITeuinkosa HedocmamHicmb. IlallieHTaM 3 TSXKKUMU IOPYIIEHHAME (YHKIIIN IeYiHKK He CIIif



TepeBHUITyBaTH 10608y mo3y 20 Mr (Y drnakoHa npenapaTy Homenasa®, modimisary mns posuusny nns
in’exuit, mo 40 mr) (guB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

Hupkosa Hedocmamnicmy. [laliieHTH 3 NOPyIIeHHAMHU GYHKIIM HUPOK He NOTPeOyI0Th KOPUTYBAHHSA
[O3H.

ITauieHmu AiMHb020 B8iKY He MOTPeO0YIOTh KOPUTYBaHHS [O3H.

Himu.
[Ipenapart Honenasa®, miogimisaT o po3duHy A i’ €Ki, mo 40 Mr, He peKOMEeHAY€EThCS
3aCTOCOBYBaTH AiTsAM (BikoM 0 18 pokiB), ocKinbku faHi oo 6e3mneku i eeKTUBHOCTI IpenapaTy

OISt 1iel BikoBoi KaTeropil oOMexeHi. HasiBHi Ha chOTOOHI HaHi omucaHo B po3mini
«DapMaKOKiHETHKA», TPOTe PeKOMEHAIll III00 [03yBaHHS HE MOXYTh OyTH HaflaHi.

IIepedo3yeanHsi.
CuMnTOMY ITepeo3yBaHHs HEBiIOM.

o3u mo 240 Mr, BBefieHi BHYTPIllTHEOBEHHO IIPOTITOM 2 XBUJIMH, f00pe nepeHocunucs. OCKinbku
IIAHTOIIPa30JI EKCTEHCUBHO 3B'A3YEThCA 3 OiTKaMu, BiH He HaJIeXKUTh [0 IIperaparis, 1[0 MOXKYTh
OyTHu J1erKo BUBeIeHHMH 3a [OIIOMOI00 Iiami3y.

Y pasi nepemo3yBaHHS 3 IOSBOIO KITIHIYHMX 03HAK iHTOKCHKALlil 3aCTOCOBYIOTh CUMIITOMATUYHY Ta
MigTPUMYIOUy Tepalito. PeKoMeHalrii moao cruenudidyHol Teparil HeMae.

ITo6iuni peakuii.

BuHUKHEHHS MOOIYHMX peakIlii MOXKHa 04iKyBaTH y 67113bK0 5 % mariienTiB. HaltuacTima mo6iyHa
peaxtis - TpomOodebiT y Micti BBegeHHS.

Heb6axaHi epeKTH 3a 4aCTOTO BUHUKHEHHS KJTacU(iKyIOTh 3a TAKUMHU KAaTeTOPisIMH: [OyxkKe 4acTo (=
1/10), gacTo (= 1/1001i < 1/10), HewacTo (= 1/1000i < 1/100), pigko (= 1/10000i < 1/1000), myxe
pimko (< 1/10000), HeBimoMO (4acTOTa He BU3HAYEHa 3a HasSBHUMHU [TaHUMH).

3 60Ky Kpoei ma aimpamuyHoi cucmemu.

Pigko: arpanysonuTos.

IyXe pigko: TeUKONeHisl, TPOMOOIUTOIEeHis, MTaHIIUTOIEHi.

3 boky imyHHOI cucmemu.

Pigko: peakiii rinepuyTnuBocTi (BK/II04Yal0uy aHadimakKTUUHI peakilil, aHa(piTaKTUYHUH IIIO0K).

Memabosizm ma po3sadu 06MiHY peyuosuH.

Pigko: rinepnimigemis i migBuiieHHs PiBHS MimimgiB (TPUTIillepPUOY, X0JIECTUPOI), 3MiHM MacCH Tifa.



HesimoMmo: rimonaTpiemisi, rimoMaruieMist (muB. po3min «OcoGIUBOCTiI 3aCTOCYBaHHS»),
rimokasnpuieMis’, rimokasmiemis'.

ITcuxivHi po3aadu.

Heuacro: po3nagu cay.

Pigko: menpecis (B TOMy YHCIIi 3aTOCTPEHHS).

Iyxe pigko: me3opieHTalis (B TOMy YHCIIi 3aTOCTPEHHS).

HesimoMmo: rasmonuHaliii, CriyTaHicTs CBifoMoCTi (0CO6IMBO y MAIiEHTIB 3i CXUIBHICTIO 70 OaHUX
pO37afiB, a TaKOXK 3arOCTPEHHS I[UX CUMIITOMIB Yy pa3i IX HasBHOCTI B aHaMHe3li).

3 6oky Hepeogoi cucmemu.

HewacTo: ronoBuu 6inb, 3alIaMOPOYEHHS.
Pigko: po3nmagu cMaky.

Hesigomo: napecresis.

3 6oky opaaHis 30py.

Pigko: nmopyieHnHsa 30py/3aTyMaHeHHS 30Dy .
3 6oxy mpasHo20 mpakmy.

YacTo: 3a/J103UCTi OJIINYU OHA LITYHKY.

Heuacro: miapesi, Hynota, 6/1t0BaHHS, 3AYTTS XKUBOTA, 3aI0P, CYXiCTh y poTi, abmoMinambHuM 6inb i
OUCKOMGOPT.

HeBigoMo: MiKpOCKOMIIYHUY KOJIIT.

3 6oky 2enamobiniapHoi cucmemu.

HeuacTo: mifBuIlieHHS piBHS IMe4iHKOBUX (epMeHTIB (TpaHcaminas, g-I'T).

Pigko: nigBuineHHs piBHS OinipybiHy.

HesBigoMo: ypaxKeHHS renaToLUTiB, XKOBTSHULA, TellaTOLe/I0JIIpHa HEJOCTaTHICTh.
3 60Ky wkipu ma nidwKipHUX MKAHUH.

HewacTo: mKipHi BUCKIIaHHS, eK3aHTeMa, CBePOixK.

Pigko: KponuB’sTHKa, aHTi0HEBPOTUYHUM HAOPSK.

Hesigomo: cunppom CTiBeHca-[IKOHCOHA, CHHAPOM Jlaiienna, MynbTA(GOPMHA epUTEMa,
GbOTOYYTIUBICTH, MiATOCTPUM LIKIpHUY YePBOHUI BOBYAK (OUB. po3in «Oco6IUBOCTI 3aCTOCYBaHHS»),
MeMKaMeHTO3Ha peakilis 3 eo3uHodimieto i cuctemuumu cumnromamu (DRESS).

3 60Ky KicmKkogo-M’ 30801 cucmemu ma cnoay4yHOi MKaHUHU.



HeuacrTo: mepenomMu CTerHa, 3all’acTKa, XxpeOTa (ouB. po3gin «Oco0IMBOCTi 3aCTOCYBaHHI»).
Pigko: apTpasnrisg, Mianrid.

Hegsimomo: crasm M’si3iB’.

3 60Ky HUPOK ma ce4osudinbHOI cucmemu.

Hesigomo: TyOymoinTepctunianbauil Hedput (TITH) (3 MOKIMBUM PO3BUTKOM HUPKOBOI
HEeTOCTAaTHOCTI).

3 60Ky penpodykmueHoi cucmemu ma MOJAOYHUX 3d/103.
Pigko: rinekoMacTis.

3azanvHi po3aadu.

YacTo: TpoM60GediT y Miclli BBeieHHS.

Heuacrto: acTeHis, BTOMa, HE3OyKaHHS.

Pigko: migBuIleHHS TeMIlepaTypH Tina, nepudepudHi HaOPSAKH.

'TimokasbIieMis Ta/abo rimokasieMis Moxe OyTu 1OB’sI3aHa 3 MOSIBOIO TimoMaruieMii (IuB. po3min
«Oc06IMBOCTI 3aCTOCYBaHHS»).

2Crrasm M'si3iB K HACJiOK MopYyIIeHHs 6anaHCy eJIeKTPOJIITiB.

Tepmin npudamHocmi. 3 POKW.

YmoBH 30epiranns.
30epiraTu B OpUTiHAIbHIN YIIaKOBII OIS 3aXUCTY Bifl CBiT/Ia Ipu TeMmepatypi He Buire 25 °C.
30epiraTv B HEJOCTYIITHOMY [JIsSI OiTEM MicCIIi.

[Ticrs BiTHOBNIEHHS UM BiTHOBIIEHHS Ta PO3BEIOEHHs, XiMiuHa Ta (isuvHa cTabimbHICTh OIS
3acToCcyBaHHS 30epiraeTbcs MpoTAroM 12 rogun npu TeMiepatypi 25 C.

3 MiKpoO0ioJIOTiUHOI TOYKM 30PY IIperapar CJlif BXKUTHU HerauHo.

ko nmpemapaT He OyB BUKOPUCTAHUYN HETalHO, 3a MePiofl Ta yMOBHU 30epiraHHs [JIT 3aCTOCYBaHHS
Hece BigmoBiganmpHICTH 0c00a, SIKa 3aCTOCOBYE IIpemapar.

YnakoBka.

Jliodinizat y ¢pnakonax 06’emom 15 mit; mo 1, 5, 10 ab6o 20 ¢hakoHiB ¥ KapTOHHIN KOPOOITi.



Kareropis Bignycky. 3a pelemnToM.

BUpPOOHHK.
KPKA, n.n., HoBo Mecto, CiioBeHis/
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