IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AJIPUBJIACTHH MMBUIKOPO3YMHHUNA

(ADRIBLASTIN® RAPID DISSOLUTION)

CKn1ao0:
ditoua pevosuHa: doxorubicin;
1 dbnaxkoH mMicTuTh HOKCOpPyOiuKHY rigpoxnopuny 50 Mr;

donomidcHi peyoguHu: MeTunmnaparigpokcuden3oat (E 218), nakTo3a 6e3BomHA.

JIikapcbka ¢opma. Jliodinizat gna po3uuny ang iHy3iu.

OcHosHi ¢izuko-xiMiyHi 8aacmusocmi: nioginizat y BUTIISAI IOPHUCTOro Kopxka abo IopHuCcTol Macu
YepBOHOTO KOJILOPY, 1[0 MiCTUThLCA YV (jlakoHax 3 6e30apBHOTO CKIIa.

dapMakoTepaneBTHYHA Ipyna. AHTHHEOIJIaCTUYHi Ta iMyHOMOAYyTol04i 3acobu. LIuToToKkCH4Hi
aHTubioTHKM Ta crnopigHeHi cnonyku. Kog ATX LO1D BO1.

dPapmakono2iuHi e1acmueocmi.

®apmakoOuHamika.

[IpuHIIMO il

[TpunIMD AOii Mikapchkoro 3aco0y AnpubnacTUH MBUAKOPO3YMHHUY MTOB A3aHUN 3 UOT0 30ATHICTIO
3B’a3yBaTtucd 3 [JHK Ta npuraiuyBaTé CUHTE3 HYKJIEIHOBUX KUCIOT. [[OCTiAKEHHS KyIbTYPH KIIiTUH
TI0KAa3asiy, 0 aHTUOI0TUK IIBUKO IPOHUKAE BCePeNUuHY KIiTHHY, 6€310CepenHbo B
HaBKOJIOAAEpLeBUY XpoMaTHH. CIIOCTEPIra€eThCs MBUAKE IPUTHIYEHHS CUHTE3Y HYK/IEIHOBUX KUCJIOT
Ta MITOTUYHOI aKTUBHOCTI, @ TAKOXK ITOsIBa XPOMOCOMHUX abeparriii. ¥ mocmigXeHHSIX Ha TBAapUHAX
NOKCOPYOillH BUSIBUBCS €(DeKTUBHUM Y Tepallil psAxy MyXJIuH.

dapmakoKiHemuka.

dapMaKOKiHeTHYHI JOCTiMXKeHHs 3 BHYTPIilTHbOBEHHNM BBEIEHHSIM Mi4eHOTO IIperapary
Anpu0TacTHH MIBUAKOPO3YMHHME CBiTYaTh PO IIBUOKE 3HUKEHHS KOHIIEHTpAIlil TiKapChKOT0
3aco0y y mia3Mi KpoBi, MpOTe BUBEIEHHS IIPelapary 3 Ceuelo Ta KOBYI0 € MOCUTh IOBITbHUM 4Yepe3



IIBAKWUM PO3MOMOIN y TKaHWHaX. PiBeHb BUBEeHHS MpenapaTty 3 cedero, BU3Ha4eHU 3a J0IIOMOT 00
JIIOMiHECIIEeHTHUX METO[IiB yepe3 5 [HiB, CTAHOBUTL IPUOIHU3HO 5 % Bix BBeIeHOI MO3U; BUBEOEHHS
mpenapary 3 KO0BYI0 (OCHOBHHUM 1IISX) Yepe3 7 oHiB cTaHOBUTHL 40-50 % Big BBefeHOI IO3H.
[TopyieHHs QyHKIII MEeYiHKY IPU3BOAUTD OO MOBLIBHIIIOr0 BUBEEHHS IIpemnaparTy i, BiIlIOBigHO,
CIIpPUYMHSE VOT0 HAKOMMYEHHS y IIJIa3Mi KPOBi Ta TKaHUHAX.

Anpu0nacTuH IMBUOKOPO3IYNHHUY HE IPOHUKAE Yepe3 remMaToeHIedaniyaui 6ap’ep.

KrinigHi XxapaKTepHCTHKH.
IToka3zanus.

Anpu6nacTuH WBUAKOPO3YMHHMM 3aCTOCOBYIOTH [JIs TOCTabIeHHST CUMIITOMIB TP POl
HEOIJITACTUYHUX ITaTOJIOTiY, y TOMY YHCIIi IPU JIiKyBaHHI paKy MOJIOYHOI 3aJI03H, JIETE€Hb, CEY0BOT0O
MixXypa, IIATOBUHOI 321031 i IEYHUKIB; OCTEOCAPKOMHU Ta CapKOMH M’IKUX TKaHHUH, TiMGpOMHU
XomKKiHa Ta HeXOIXKKiHChKUX JliMpoM, HerpobiacToMu, MyXnuHU BinbMca, rocTporo
niMpo6IacTHOTO JIEMKO03y Ta TOCTPO1 Mieno01acTHOI nelikeMii. Anpu0IacTUH MBUAKOPO3YNHHUN
BUSBJISIE IO3UTUBHUY €(PEKT ¥ pa3i MOBEPXHEBOTO PaKy Ce40BOr'0 Mixypa IpY iHTpaBe3UKalbHOMY
BBE[IeHHI IIpelaparTy SK IiCs TpaHCypeTpasbHOl pe3eKIlil (IpodinakTuyHe JTiKyBaHHS), TaK i 3
TepPaneBTUYHOI METO0.

Takox 0TpUMaHO MO3UTUBHI pe3y/IbTaTU IPU JIIKYBaHHI IHIITMX BUMIB COJIIGHUX IYXJIUH, IIPOTE HOCBIN
3aCTOCYBaHHS IIpemnapary Bce I1le JOCUTh 00MeXKeHUN g 00T PYHTYyBaHHS #0r0 0COOIMBUX IIOKA3aHb.

IIpomunoka3aHHs.

linepuyTnuBicTh KO HOKCOPYOiMHY a0 o iHIINX KOMIIOHEHTIB IIpemnapary, iHIIMX aHTPAIUKITiHIB Yu
aHTpaIeHOiOHIB.

[Ipu BHYTPILIHEOBEHHOMY BBEIEHHI:

- IEPCUCTYI0Ya MIEJIOCYIIPECis;

- TSI2KKa IIe4YiHKOBa HEOCTATHICTE;

- HeIlloJaBHO TepeHeceHuny indapKT MioKapmaa;

- TKKa apuTMis;

- TSIXKKa ceplleBa HeIOCTaTHICTh;

- IOTIEPEeHE JIIKYBaHHSA MaKCHMalbHUMU KyMYJISITUBHUMU [03aMM JOKCOPYOIlMHY, DayHOpyOiluHy,
emnipy0inuHy, imapy6inuHy Ta/ab0 iHIIMMY aHTPAUUKIIiHAMY Ta aHTPalleHAioHaMu (OUB. PO3Mi
«Oco0IMBOCTI 3aCTOCYBaHHS»).

[Ipu iHTpaBe3UKaJIbHOMY BBE[I€HHI:

- iH(eKIIil Ce4OBUBITHOTO TPAKTY;



- 3allaJIeHHS Ce4Y0BOTO MiXypa;

- reMaTypis.

Oco06auei 3axo0u 6e3nexu.

BumicT ¢rakoHa 3HAaXOOUTHCS Iif Bin' €EMHUM THCKOM [JIs1 3MEHIIEHHS YTBOPEHHS aep0o30JIi0 IIPU
BiTHOBJIEHHI PO3YMHY, TOMY CJIifi OyTH 0CO0IMBO 00epEeXHUMU MIPU BBefeHHi ronku. Crin
YHUKATU BOMXaHHS aepPOo30Ii0, 110 YTBOPIOETHLCS NPHU BiTHOBIEHHI PO3YUHY.

AnpubacTvH MBUAKOPO3YNHHUM BBOOSATH IIJITXOM BHYTPIIIHHOBEHHOI iH(DY3il 3 BiIbBHUM IIOTOKOM
PO3YUHY.

[Tpu po6OTi 3 AHTUHEONIACTUYHUMY 3aco0aMy HeoOXiHO HOTPUMYBATUCh TaKUX 3aX0MiB 6e3meKu:
- IIepCOHaJI MOBUHEH YMiTH MPAaBUIbHO PO3BOAUTH PO3YMH i TOBOOUTHUCS 3 HUM;
- BariTHUM cHiBpoOiTHMKaM 3a60POHSETHCS MPAIlOBATH 3 TIKAPCHKUM 3aC000M;

- Tpu poOOoTi 3 MperapaToM IepCcoHasl MOBUHEH BUKOPUCTOBYBATH iHAUBIAyasbHi 3aco0u O€3MeKu:
OKYJISIpY, XaJlaTh, MacK4 Ta ONHOPa30Bi PyKaBUIli;

- HeoOXigHO BUIIMUTHU CIeLialbHy 30HY IO/ PO3BENeHHS IpenapaTy (0axkaHo IiJl CUCTEMOIO 3
JaMiHapHUM OTOKOM). HeoOxifmHO 3aXxuCTUTH PoOOUY IOBEPXHIO MOTJIMHAIOYUM ITallepoM Ha
IIACTUKOBIM OCHOBI;

- yCi Matepiany, 110 BUKOPUCTOBYIOTHCSA IIPU PO3BENEHHI Ta BBeIEeHHI IIpenapary, a TaKoXK A1
npuOUpaHHs, Y TOMY YXCJIi PYKaBUIli, TOMICTUTH Y MILlIKU OJIS1 YTUJIi3allil CMITTSI 3 BUCOKUM CTYIIEHEM
PUBUKY;

-y pa3l KOHTaKTYy 3i IIKIpOI0 PeTeIbHO IPOMUTHU YpaXkKeHy OiIISHKY BOOOI0 3 MUJIOM, a B pasi
KOHTAKTy 3 OUYMMa - IIPOMHUTH 04i po3urHOM OikapOoHaTy HaTpito. [IpoiTH peTenbHUMN OTIISAN Y
crerianicTa;

- Yy pa3i BUMagKOBOr0 IOTPAIUITHHSA IIpernapaTy Ha OfAT 3aMOYUTU HOro B 1 % pPo34uHi rimoxXIopuTy
HaTpiio, MOTiM 0Ope MPOI0IOCKATH Y BOMi;

- YTHUIi3yBaTH BCi MaTepiasy, 10 BUKOPUCTOBYIOTHCS sl MPUOUPAHHS, K 3a3Ha4eHO BUIIE (OUB.
po3min «Croci6 3acTocyBaHHS Ta HO3U»).

HeBukopucranuy npemnapart 4u BigXO[U CJIifi YTUi3yBaTH BifIIOBIZHO A0 MiCII€BUX BUMOT.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiu.

IokcopyOinuH BXomuTh B 0CHOBY nuToxpomiB P450 CYP3A4 i CYP2D6, a Takox P-riikompoTeiny (P-
gp). BimsHauawoThcs KIiHIYHO 3HAYYII TPOSBY B3aeMofii 3 inribitopamu CYP3A4, CYP2D6, Ta/a6o P-
gp (Hampukiag 3 BepanaMiiom), 1110 TPU3BOOUTD [0 MiABUINEHHS KOHIIEHTpAllil Ta KITiHiYHOTO ePeKTy
nokcopybinuny. KoHlleHTpanis mokcopybinuny Moxe 3HUKYBaTuCsA ctuMmynsitopamu CYP3A4
(Hanpuknan ¢enobapbiTanoM, heHiToiHOM, 3Bipo00EM) Ta cumyassTopamu P-gp.



[ToenHaHHS UKJIOCIIOPUHY 3 HOKCOPYOIIMHOM MOXKe IIPHU3BECTH A0 30ibIIeHHS OiUISHKY i KPUBOIO
«koHImeHTpauis-dac» (AUC) sk mms qokcopyOGiluHy, Tak i oyist moKcopyOinuHomIy, iMOBipHO, Yepes
3HUKEHHS KJIipeHCY BUXiIHOI cyOCTaHIii TpemnapaTy Ta 3MeHIIeHHS MeTab01i3My HOKCOPYOilnHOMY.
3a maHUMU OOCIigXKeHb, TTOETHaHHS [UKJIOCIIOPUHY 3 JOKCOPYOIIMHOM COIPUYUHUTD OiIbII CTIMKY i
IOBrOTPUBAJY T€MATOJIOTiUHY TOKCUYHICTh, HiXK IIPU 3aCTOCYBaHHI OKCOPYOiMHY SIK MOHOTeparil.
TakoXk MOBIOMIISIETLCS IIPO BUMAAKU KOMHU 1 Cy[IOM IIpU OOHOYACHOMY BBE[EeHHI IUKIIOCIIOPUHY i
IOKCOPYOilluHY.

IoxcopyO6iuH He MOXKHa 3MilllyBaTH 3 rellapuHOM, OCKIJIbKY IX XiMiuHa HEeCyMiCHICTh MOXKe
IIPU3BECTH [0 MMPENUITiTalil.

AnpubacTiH MBUAKOPO3YMHHUM 3aCTOCOBYIOTH ¥ KOMOiHAallii 3 MPOTUNYXJIMHHOIO XiMioTeparriero.
ADVTUBHUM TOKCUYHUN epeKT HaldacTille BUSBISETHCS MPOsiBaMHU 3 O0KY KiCTKOBOT'O MO3KY, iHIIHUX
KPOBOTBOPHUX OPraHiB Ta IIIYHKOBO-KUIIKOBOI'O TPAKTYy (OUB. po3min «OcoOIUBOCTI 3aCTOCYBaHHSA»).
3acToCcyBaHHS JTiKapChKOro 3aco0y Agpu0iacTHH IIBUOKOPO3UYNHHNN YV KOMOiHOBaHIN XimMioTepamil
pa3oM 3 iHIIMMU OTEeHIIMHO KapaiOTOKCUYHUMU IIperiapaTaMy, a TaKOX CIIiIbHe 3aCTOCYBaHHA 3
iHIIMU KaprioaKTUBHUMU 3aco0aMu (Hampukiaf, 3 6710KaTopaMy KasbllieBUX KaHalliB) BUMarae
MOHITOPHUHTY (YHKIIi1 Ceplisd MPOTATOM YChOT0 IEPiOAY JTiKyBaHHS.

JlikapchKi 3aco0M He MOXKHa 3MilllyBaTU B OMHOMY IIIPUIL.

fIKIII0 MO IMOYaTKy BBEOEHHS HOKCOPYOIlMHY 3aCTOCOBYBAJIM MAKITiTAKCET, I1e MOXKe ITPU3BECTH [0
30inmbIneHHS KOHIIeHTpallil JoKcopyObinuuy Ta/abo #oro Mmetaboritis. [TeBHi maHi BKa3yi0Th Ha MEHIIE
3pOCTaHHS KOHIIEHTPAIlil, AKII0 JOKCOPYOilMH 3aCTOCOBYETHCS Meper MaKIiTaKCeIoM.

[MipBumenHs (21-47 %) a6o BimcyTHicTh 3MiHK oKa3HKMKa AUC moKcopyOiluHy criocTepiranocs mpu
CyMiCHOMY 3aCTOCyBaHHi i3 copadeniobom y mo3i 400 Mr 2 pa3u Ha mo6y. KniHiuHa 3HAUYIIICTh UX
OaHUX HeBimoMa.

Oco6 1ueocmi 3acmocyeaHHs1.

3azanvui. ADPUOIACTUH IBUAKOPO3YMHHUM CITiT] 32CTOCOBYBATH BUKITIOUHO ITif] HATISIOM
JiKapiB, 110 CIeliai3yI0ThCd B rajiy3i MpOTUIYXJIMHHOI XiMioTepartii.

ITo moYaTKy 3aCTOCYBAHHS MpemnapaTy AnpubaacTHH IBUIKOPO3IYNHHUN MAI[iEHTH TOBUHHI
BiZHOBUTHUCS IiCJII TOCTPOI TOKCUYHOCTI (HalpUKJIIaA, IiCag CTOMaTUTy, HEUTPOIIEHil,
TPOMOOLUTOIEHi] Ta reHepasi3oBaHuX iH(EKIIiit), 1110 BUHUKJIIA V¥ Pe3y/IbTaTi ImornepeqHbol Teparrii
IIUTOTOKCUYHUMHU 3aC00aMHu.

3aranpHUM KIipeHC JOKCOPYOIlMHY 3HUKYETHCS Y MAIliEHTIB 3 0XKUPIHHAM.

QyHKUiA cepusA. ICHYe PU3UK PO3BUTKY rOCTPHUX abo0 Mi3HiX MPOSBiB KapAiOTOKCUYHOCTI BHACTIAOK
JIIKyBaHHS aHTpPAlUKIIiIHaMU.

T'ocmpa kapdiomokcu4Hicmb. PaHHS KapAoioTOKCHYHICTL JOKCOPYOIIMHY IONIATa€E B OCHOBHOMY B
CHHYCOBIll Taxikapzil Ta/ab0 MOPYLIEHHSX Ha eJIeKTpOKapAiorpaMi, Takux K HecneludpiyHi 3MiHU y
xBusx ST-T. Takox criocTepiraeThCs TaxiapuTMisi, y TOMYy 4YUCJIi lepefdyacHe CKOPOYEeHHS
IIJTYHOYKIB i IIJTyHOYKOBA Taxikapmis, OpafuKapis, a TaK0XK aTPioBeHTPUKYIsIpHA O6110Kafa i
6rokama Hik0K my4ka ['ica. LIi mposiBu 3a3Buy4ail He 3yMOBIIOIOTh BUHUKHEHHS Mi3HBOI
KapOiOTOKCUYHOCTI; BOHU PigKO MalOTh KITiHiuHe 3Ha4YeHHS i, 3arajioM, He BBAXKAKTHCA IPUUNHOI0
[JIs1 IPUIIMHEHHS TiKyBaHHS HOKCOPYOILIMHOM.




ITi3HAa (8idcmpoyeHa) kapdiomokcuyHicmy. TTi3HS KapAiOTOKCUYHICTh 3a3BUYail PO3BUBAETHLCS
HaIPUKIiHII Kypcy MiKyBaHHS ab0 mMpoTsAroM 2-3 MicCAMLiB Micys 3aKiHYEHHS JTiKyBaHHS, TPOTE TaKOXK
crocTepiranucs i 6inbIn mi3Hi TPosBY y mepiox Bif KiTbKOX MicSIIiB 40 KiTbKOX POKIB Micis
3aBeplIeHH JiKyBaHHS. [li3HS KapAioMionaTis IPOSBASEThCS 3HMKEHHSIM (Qpakiiil BUKUAY JIiBOTO
nutyHouyka (®BJIII) ta/abo 03HaKaMu i CUMIITOMaMH 3aCTiliHOI ceplieBOl HEJOCTAaTHOCTI, TAKUMH K
3aguIlKa, HaOPSK nereHsb, nepudepudHnil HabpsK, KapAioMeranis i remaTomerartis, OJIirypis, aclur,
IIJIEBPUT Ta PUTM rajomny. Takox Oyy0 Bif3HauUeHO MigroCTpi NPOsBH, Taki K
nepukapaut/miokapout. HebesneuHa g XKUTTS 3acTiliHa ceplieBa HEIOCTATHICTL € HAUTAXKYOI0
dbopMoI0 Kapaiomiomnarii, CHPpUYMHEHO] aHTPALUKITIHAMH, i TPECTaBIIsg€ KyMYISTUBHY H030JIIMIiTyI0Uy
TOKCHUYHICTH JTIKapChKOT0 3acoly.

CeplieBy misiMBbHICTD CITif OLIHKUTH [0 IOYATKY JIIKyBaHHS HOKCOPYOIMHOM i B IOJAIbIIOMY
PETyJISIPHO CITiIKyBaTH 3a ii CTaHOM y X0fi Tepartil, 11100 3MEHIIUTHA PU3UK TSIKKHX CEepIeBUX
NOpyIleHb. PU3UK M0OXKHaA 3MEHIIUTH IIJITXOM PETYISPHOr0 MOHITOPUHTY (pakIlil BUKUY JTiBOTO
IIUTyHOYKa NPOTATOM KypCy JIiIKyBaHHS 3 HeTalHUM PUIIMHEHHSM 3aCTOCYBaHHS IIpernapary Ipu
IepIINX 0O3HaKax MOPYIIEeHHS CepleBol OisIbHOCTI. ONTUMaNbHUM KiTbKICHUM METOLOM IS
PETYIISIPHOI OIIIHKY ceplieBoi GyHKIIII (OIiHKY ¢Gpakilil BUKUAY JTiBOr0 UIIYHOYKA) € 6araToKaHaabHa
pamionykmigHa aHriorpadis abo exokapaiorpadis (ExoKI'). PekoMeHAyEThCS TPOBECTH IT0YATKOBE
3arasibHe 00CTexkeHHS cepiis 3a monomoroio EKI, 6araTokaHaibHOI pafioHyKIigHOI aHTiorpadii abo
ExoKT', oco6nmBo malfieHTaM 3 HasgBHICTIO (paKTOpiB pU3UKY MigBUIEHO] KapAiOTOKCUYHOCTI.
Heo0OxinHo perynsipHo KoHTposoBaTu piBeHb ®BJII meTogamMu GaraTokaHalbHOI PafliOHYKITiHOI
anriorpacdii abo ExoKI', oco6m1Bo y pa3i 3aCTOCYyBaHHS BUCOKUX KYMYISITUBHUX 003 aHTPALMKIIiHIB.
Perynsapuuii KOHTpOnb QyHKII1 ceplisl 3 BAKOPUCTAHHAM BKa3aHUX METOAUK CIIifl IPOBOAUTH
IIPOTATOM YChOTO KypCY JIiKyBaHHS.

IMOBipHICTh PO3BUTKY 3aCTiHOI CEPIIEBOI HEIOCTATHOCTI, IO OLIHIOETHCS YMezKaxmproymzHo 1-2 %
TIPY 3aCTOCYBaHHI KyMyIATHBHOI 7034 300 Mr/M’, HOBINLHO 3POCTAE 3i 30iIbIIEHHAM
3arajbHOl KyMyJISTUBHOIL 034 A0 450-550 Mr/M’. Jlali pu3KK PO3BUTKY 3aCTiMHOI CepIieBol
HeIOCTaTHOCTL CTPIMKO 3POCTAa€E, a TOMY PEKOMEHIYETLCS HE IIePEBUILYBATH MaKCUMAaIIbHY
KyMYJISTHBHY 703y 550 Mr/m’.

®axTOpU PU3UKY KapAIOTOKCUYHOCTI BKJIIOYAIOTh aKTUBHI YU JIATEHTHI CepLieBO-CYAUHHI
3axBOPIOBaHHS, IONepPeHI0 ab0 CYNyTHIO TPOMEHEeBY Tepallilo MefiacTHHAJIbHOI/IeprKapiaTbHOI
OiJISTHKY, TIOTIEPEHIO Tepallilo aHTpalukIliHaMu a0o aHTpalleHioHaM1 i OfHO4YacHe 3aCTOCYBaHHS
IIpernapariB, 3TaTHUX IPUTHIYYBATH CKOPOUYBaIbHY QYHKIIiI0 ceplisi, a0 KapaiOTOKCUYHUX
npenaparis (Halpukiaf, TpacTy3yMmaby). AHTpauuKIiHY, BKIIOUal04y JOKCOPYOIlnH, He
IIpU3Ha4YalTh Y KOMIUIEKC] 3 IHIIMMU KapAiOTOKCUYHUMM IIpellapaTaMy, SKILO He IPOBOOUTHCS
MOHITOPHUHT ceplieBoi PyHKIII malfieHTa (OuB. po3min «B3aemopmis 3 iHIIMME JTiKapCbKUMU 3aco0aMu
Ta iHII BUAYM B3a€EMOAiN»). [lo rpynu MigBUIIEHOTO PU3UKY PO3BUTKY KapAIOTOKCUYHOCTI TAKOXK
HajexkaTh XBOPi, IKi MPUKXMalOTh aHTPALUKITIHY TIiCJIg MPUIXHEHHS JTIKyBaHHS 1HIIUMUA
KapOiOTOKCUYHUMH ITperapaTaMy, 0COONMMBO 3 TPHUBAIKMM IIEPiOIoM HaIiBpO3Maay, TAKUMU K
Tpacty3ymad. [ToBimoMsiiocs, 1110 mepiof HamiBBUBENeHHS TpacTy3yMaby BapitoeTbcs. TpacTy3ymab
MOXKe 3a/IMIIaTUCh ¥ CUCTEMi KPoB0OOiry mo 7 micsiiiB. ToMy nmikapsiM ciiif ¥ pa3i MOXKJTHBOCTI
yTPUMYyBaTHUCS Bifi MpU3HaYEHHS Tepallii i3 3aCTOoCyBaHHSIM aHTPALKKIIIHIB IPOTATOM Tepiogy mo 7
MICSIIiB IiC/Is MPUNMHEHHS 3aCTOCYBaHHS TpacTy3yMaly. AKIo aHTPaUUKIiHN 3aCTOCOBYBaIUCS
mepen UM, PeKOMEHIYETLCS PeTENbHUN KOHTPOJIb CEPIIeBOI PYHKIII MmallieHTa.

XBOpuM, SIKUM IIPU3HA4YEHO BUCOKI KyMyJIATUBHI 03 i 9Ki MaloTh BKa3aHi pakTopu pU3UKY, CIif
peTenbHO KOHTPONI0BaTH (yHKIIi0 cepus. OnHak HOKCOPYOilluH MOXKe CIPUYUHUTH
KapaiOTOKCUYHUI epeKT HaBiTh V¥ pa3i 3aCTOCyBaHHSA HU3bKUX KYMYISTUBHUX 003 a00 Ipu
BigCyTHOCTI (haKTOpiB PU3UKY.



imu.

Pu3uK mi3HboI KapaioTOKCHYHOCTI IIPY JIiKyBaHHI JOKCOPYOIMHOM BUILKY y HAiTel i miamiTkiB. Takox
IIPY 3aCTOCYBaHHI IpemnapaTy PU3UK MoxXKe OyTH BULIUM Yy XKiHOK, HiXK 40JOBIKiB. [[J11 KOHTPOJIIO 3a
MOXKJIMBUM PO3BUTKOM IIPOSIBiB KapHiOTOKCUYHOCTI PEKOMEH0BAHO PETYIIPHUN KOHTPOIb (PYHKIIi1
cepus.

MoXK/1BO, TOKCUYHICTh JOKCOPYOIIMHY Ta iHIIWX aHTPAUMKIIiHIB i aHTpalleHIiOHIB € aMUTUBHOIO.

EmbpiogpemasvHa mokcuyHicmb. [JOKCOPYOilMH MOXKe CIIPUYUHATH T€HOTOKCHYHICTh. YoIoBiKaM Ta
JKiHKaM CJIifil BUKOPUCTOBYBaTH e(heKTUBHUYN MeTON KOHTpPALEeNIil IIPOTITroM JIiKyBaHHS Ta ITeBHUMN
4ac micns 1oro 3aseplieHHs. [lalieHTy, gKi N1aHyI0Th MaTU AiTEU MMiCiia 3aKiHYeHHS JIIKyBaHHS,
MaloTh OyTH POoiH(pOPMOBaHi PO HEOOXiMHICTL KOHCYIbTAllil TeHeTHKa (IUB. PO3MiNn «3aCTOCYBaHHS
y mepiop BariTHOCTI abo romyBaHHS TPYIHIO»).

T'emamosoziuHa mokcuyHicms. 4K i pemTa IMTOTOKCUYHUX MTpernaparTiB, JOKCOPYyOilMH MoxKe
CIIPUUYMHATHU Mienocynpecitoo. ToMy 0o ITo4aTKy JIiIKyBaHHS i IPOTATOM KOKHOT0 KypCy
TMiKyBaHHS JOKCOPYOILIMHOM CIIifi OCIiIZKyBaTH PO3TOPHYTY GOPMYy KPOBi, BKIIOYHO 3
JeUKOLKMTapHOIO hopMysioo. [Jo303anexHa 000pOTHA JIEMKOIEeHis Ta/abo TpaHyIOLXTOEH s
(HEeUTpPOIEHisT) € OCHOBHUM IIPOSIBOM reMaTOJIOTi9YHOI TOKCUYHOCTI i Hal4acTilluM IIPOSBOM
n03000MeXyBaTbHOI TOKCUYHOCTI Ipemnapaty. JIeHKomeHis i HeUTPOIeHis 3araaoM 0CITrae
MiHiMaIpHOTO piBHA Yyepe3 10-14 pHIB micnd BBegeHHS IpenapaTy; HopMai3allis KiTbKOCTi
JIEMKOIUTIB 1 HeUTPO(iNiB 3a3BAYal CIIOCTEPIraeThCca A0 21 OHA. MOXYTh TaKOXK
crocTepiratucs TpoMOOIUTONEHiA Ta aHeMis. KimiHiuHi Hacmigku TskK0I Mienocymnpecii
IIPOSIBISIOTHCS IMiABUIIIEHHSAM TeMIIepaTypH, PO3BUTKOM iH(GEKIIiid, CETICUCY/CEeNTUIEMi],
CENITUYHOTO IIOKY, TeMoparisiMy, TKAaHUHHOIO TimoKCielo abo neTanbHUM HaCTIiIKOM.

BmopunHutl setikos. TIpu 3acTOCyBaHHI aHTPAUXKIIIHIB (Y TOMY YHCIIi JOKCOPYOiLKHY)
CIIOCTEpIranucs BUMIAAKKA BTOPUHHOTO JIEWKO03Y 3 IIOTIepegHbOI0 IpeielKeMiuHoi0 (a3oio abo 6e3 Hel.
Haityacrime BTOpUHHUY JIEMKO3 PO3BUBAETHCS IIPU KOMIIJIEKCHOMY 3aCTOCYBaHHI LIMX IIpenaparis 3
IOHK-TOKCHYHUMM aHTHHEOIJIaCTUYHUMHU 3acobamu, Y KoMOiHalii 3 pagioTeparieio, y BUIagKax
YCKJIagHEHb MOIePEeNHbOT0 JTiKyBaHHS IIUTOTOKCUYHUME 3acobamu abo y BUIafiKax 3HAYHOI0
MigBUIIEHHS 003U aHTPALUMKIIiHIB. Takuy TIeMK03 Ma€ JaTeHTHUM mepiof Big 1 oo 3 pokis.

LI n1yHKoB0-KUWKOBUll mpakm. [ToKcopyOilluH Mae eMeTOTeHHi BIaCTUBOCTI. Bxke Ha mo4aTKy
3aCTOCYBaHHS IIpernapaTy MOXKYTh BUHUKATH MYKO3UT/CTOMATHUT, SIKi B TAKKUX BUIIaAKaX IPOTITOM
KiJTbKOX [1i0 MOXKYTb ITPOTPEeCyBaTH N0 BUPA30K Ha CIIM30BUX 000I0HKAX. Y Oi/bIIOCTi BUTIAOKIB IIi
IIPOSIBU 3HUKAIOTH BXKe Ha 3 TUXKIEHb JIIKyBaHHSA.

OyHKUia nevyiHku. OCHOBHMI IINIIX BUBEeHHS NOKCOpYOiluHy yepes remnaTtoliniapHy cucteMy. [0
TI0YaTKYy i MPOTSTOM JTiKyBaHHS JOKCOPYOIIIMHOM CIIif BU3HayaTu piBeHb OinipyOiHy B cupoBaTIIi
KpOBi. XBOpUM 3 MifBUIIIEHUM pPiBHeM Oinipy0iHy BnacTUBUN MOBINMBHIMIKN KITipeHC OOKCOPYOilMHYy,
TIOB’sI3aHUM 3i 30i/TbINIEHHSIM 3arajabHOiI TOKCUYHOCTI. [I7151 TiKyBaHHS TaKUX XBOPUX PEKOMEHI0BAHO
3MEHIIUTH JO3MU Ipenaparty. Y pasi TAKKOro ypaxkeHHS QyHKIII MediHKY JOKCOPYOillMH npu3HadaTh
He MOXHa (muB. po3min «[IpoTunokasaHHI»).

Peaxkuii' y micui 6eedeHHs. Y BUIIagKax iH’eKIli B CyIMHU MaJIoTo fiamMeTpa ab0 MOBTOPHUX iH EKIIN Y
OIHY ¥ Ty 3K caMy BeHY MOKe po3BHUBaTUCS (e0ocKepo3. [JoTpuMaHHS PeKOMEHAllil 3 TeXHIKH
BBe[IeHHS Ipemnapary (auB. po3ain «Crocib 3acToCyBaHHS Ta I03U») Ma€ 3MOTY MiHiMi3yBaTH PU3UK
bnebiTy/TpoMbodebiTy B Micti iH eKIril.



Excmpasasauis. ExcTpaBa3sallis JOKCOPYOIIMHY Mif Yac BHYTPIITHHOBEHHOI iH €KIIil MOXKe
CIIPUYUHUTH Ginb ¥ MicCIli BBeIeHHS, TSXKKe YpaXKeHHSI TKaHUH (YTBOPEHHS IMyXUPYaCTUX BUCUIIAHB,
TSI2KKe 3arajieHHs MigIIKipHol KITiTKOBMHM) i HEKPO3. fAKIIO MiJ Yac BHYTPIIHbOBEHHOTO BBEOEHHS
INOKCOPYOIllMHY 3’SIBNISIOTBCS 0O3HAKHM YU CUMIITOMH €KCTpaBa3allil, iH}y3ito cyif HeraHO IPUIUHUTH.

CuHOpom aizucy nyxauHu. [IOKCOPYOILIMH MOXKe CIPUYMHUTHU TillepypPUKEMilo K pe3yabTaT
€KCTEHCUBHOTO ITyPUHOBOTO KaTaboJ1i3My, III0 CYIPOBOAXKYE MIBUAKNAYM MEOUKAaMEHTO3HO
IHOYKOBaHUY JIi3UC HEOIJIaCTAUYHUX KIITUH (CUHOPOM JIi3uCy nyxauHu). I[licag mogaTky
JIIKYBaHHS CIIi KOHTPOJIIOBATH PiBEHb CEYOBO1 KUCJIOTH, Kaito, hochaTy KalbIlio i
KpeaTuHiHy B cupoBaTIli KpoBi. I1Jo6 momepeguTu po3BUTOK TillepyprKeMil i MiHiMi3yBaTH
MOZXKJIMBI YCKJTafHEHHS [IPU CUHAPOMI Ii3UCY MyXJIMHUA, PEKOMEHAYEThCS MPOBEAEHHS
rigpaTaril, ankasmi3ailil cedi Ta mpodinakTuyHe 3aCTOCYBaHHS aJIOMyPUHOIY.

ImyHocynpecusHi e(pekmu/ nidsuweHa uymausicms 0o iHpekuiii. BBemeHHS KUBUX a00
aTeHyWOBaHUX XKUBUX BaKIMH NallieHTaM 3 0cJlabJIeHUM iMyHiTeTOM BHACJIiIOK
3aCTOCYBaHHS XiMioIllpemnapariB, Y TOMY YHCIIi JOKCOPYOIlIMHy, MOXKe IPU3BECTH OO0 PO3BUTKY
TSKKUX a00 HaBiTh JleTanbHUX iHQeKIid. [TalienTaM, SKUM IIpU3HavYeHOo NOKCOPYOiluH, CItifg
YHUKAQTH IIeNIeHb XXKUBUMHU BaKLIMHAMU. [[03BOJISIETHCS BBOOUTH YOUTI Ta iHaKTUBOBaHi
BaKIMHY, IPOTE peakllid Ha LelJIeHHs Moxke OyTu ocnabieHa.

THwe. [TokcOpyOillMH MOXKe IIOTEHI[iI0BAaTH TOKCUYHICTD iHIINX MPOTUIIYXIMHHUX IIPelaparTis.
CroocTepiranucs BUIIaAKU IOCUIEHHS IPOSIBiB TeMOParivHoro UCTUTY, iIHIYKOBAHOTO
Kkiodochamifom, a TaK0XK IOCUIEHHS IrellaTOTOKCUYHOI [Iii 6-MepKanTonypuHy. Takox
BiI3HAYaETHCS TOKCUYHUI BIIJIUB IPOMEHEBOI Teparii Ha MioKapH, ClIM30By 000I0HKY, WIKIipy i
[IeYiHKY.

4K iy pa3si 3acTocyBaHHS iHIIMX UMUTOTOKCUYHUX 3ac00iB, Mpu Teparii fOKCopyOilmHOM iHKOIH
MOXKYTh BUHUKATH TpoMOodnediTu Ta TpomboeMOortii (y mesKkux BUIAgKaX JIeTajIbHi), BKIIIOYAIUH
eM00171ii TIereHeBUX CYOuH.

Inmpage3ukanvHe 88e0eHHA

Oco6nmuBoi 06epekHOCTI mOTPebye TiKyBaHHS MperapaToM AOpPuOIaCTUH IIBUIKOPO3IYNHHUM ITPH
iHTpaBe3uKaIbHOMY BBefleHHi. [HTpaBe3uKalbHE BBeIEHHS TOKCOPYOIlMHY MOXKe CIPUYUHUTH
CHMIITOMH XiMiYHOTO IIUCTUTY (a caMme: AU3Ypilo, IoJIiypito, HIKTypito, 601I04e CEUOBUITYCKAHHS,
remMarypiro, uCKOM(OPT y AiNISHLI CEeY0BOTO MiXypa, HEKPO3 CTiHKM CEY0BOr0 Mixypa) i cra3m
ce4oBoro Mixypa. Oco6nuBy yBary ciig IpuUOimuT mpobdaeMaM IIPU KaTeTepu3aallii, TaKuM SIK
0OCTPYKIIisE YpPeTpH BHACTIMOK PO3POCTAaHHS MyX/IWHHU. [1ifl Yac BBeJeHHSI MEeIUKaMEeHTO3HOT 0
PO34KHY i 0fpa3y Micjs 1oro BUOaleHHS 3 CeY0BOI0 MiXypa PeKOMEeH[I0BaHO IIPOBECTU peTeJIbHe
IIPOMHUBaHHS MePiypeTpaibHOl 30HHU.

4K i GiNbLIICTh MPOTUNYXIMHHUX Ta iIMyHOCYTIPECUBHUX JTiIKAPCHKUX 3ac00iB, B 0COOIUBUX
eKCIIepUMeHTaIbHUX NOCTIAKEHHSAX Ha TBapUHaX [IpenapaT BUSBUB KaHLIEPOT€HHI BIaCTUBOCTI.

[IpemapaT MOXKe HafaBaTU Ce4i YePBOHOI'0 KOILOPY NPOTATroM 1-2 AHIB miciis 3aCTOCYBaHHS.

Y manieHTiB 3 TOCTPUM HeNiM(OIMTapHUM JIEMKO30M, SIKi IPOXOOATH KypC IoJiXiMioTeparil,
BKJTIOHAIOYH NOKCOPYOiluH i nuTapabiH, MPOTIroM TPhOX AHIB, MOXKYTh CIIOCTEPIraTUCs BUPA3KHU abo
HEKPO3 TOBCTOI KUIIKY. L]i MpOsSBY MOXKYTh IPU3BECTHU OO JIETAJIBHOTO HACIIAKY Y pe3y/bTaTi
reMoparii Ta iHTepKypPeHTHUX iHPEKIIi.



Baoicauea iH(popmauis npo 0esiki ckaadosi peuosuHuU.

Anpu0nacTuH IMBUOKOPO3IUYNHHUN MICTUTh METHUINAPATifpoKCHOeH30aT, 1[0 MOXe CIPUYUHSATU
anepriuni peakirii (HeraliHi abo BigCcTpoueHi), 30KpeMa, OPOHXOCIIa3M.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
PenponykTyBHa QYHKITIS.

3acTocyBaHHS npemnapaTty AgpubiacTyH MBUAKOPO3YMHHNM Y KiHOK MOXKe IIPU3BECTH [0 O6e3nmians
IIPOTSTOM JIiKyBaHHS IIpenapaToM. JlikapchKuil 3acib MOXKe CIPUYUHUTH aMeHopeo. OBy i
MEeHCTpyallis BITHOBIIOIOTHCA IICIIA 3aKiHYeHHS KypCy JIiIKyBaHHS, OOHAK MOXKJIMBaA I[epenyacHa
MeHoIIay3a.

Y 40110BiKiB JOKCOPYOIlIMH MOXKe BUSBJISITH MyTareHHY [Iil0 Ta YIIKOMXKYBaTH XPOMOCOMH B
criepMmaTto3oifax. Omirocnepmisi abo azoocrepMis MOXKyTh HaOyBaTH IIOCTIMHOTO XapaKTepPy;
O[HAaK IHKOJIX Yyepe3 KijibKa POKIB ITiCJId 3aBepIIEHH JIIKyBaHHS IOKAa3HUKU CIIEPMOTrpaMu
MOXKYTb ITOBEPTATUCS 10 HOPMU. HO/IOBiIKaM, SKi OTPUMYIOTh JIIKyBaHHS TOKCOPYOIIIHOM,
CJIil BUKOPUCTOBYBaTU e(heKTUBHI METONU KOHTPAIETIIIil.

[ 9om0oBiKHM, i XKIHKM TIOBUHHI 3BEPHYTHUCS 3a KOHCY/IbTaIli€lo 00 30epexeHHs GepTUmbHoCTi
Iepeq [O0YaTKOM JIIKyBaHHS.

BariTHICTD

In vivo Ta in vitro gOCNigXKeHHS MPOOEeMOHCTPYBaJIU MOTEHIINHY eMOPiOTOKCUYHICTh
nokcopyOiuuy. ITpu 3acToCyBaHHI IpemapaTy CaMUIIM IypiB Iepef Ta Iif 9ac nepiomy
TlapyBaHHS, BaTiTHOCTI Ta TPYIHOTO BUTOOBYBaHHS [OKCOPYOIIIMH ITPOSIBIIAB TOKCUYHICTh SIK
BITHOCHO OpraHi3My MaTepi, Tak i BiTHOCHO IIJIOAA.

3acToCyBaHHS JOKCOPYOIIIMHY BariTHUM MOXKe 3aBHATH ITKOAM Iony. 2KiHOK, sIKi IOYMHAIOTh
JiKyBaHHS JOKCOPYOiIIMHOM ITiff Yac BariTHOCTI a0 y sIKUX BariTHiCTh HacTa€ Ha (QoHi TiKyBaHHS,
CJIif ToTepeAzKaTy IIpo MOTEHIINHNAY PU3UK A1 mioga. 2KiHKaM penpoayKTUBHOTO BiKy CIIif
3aCTOCOBYBaTH e(PeKTUBHiI 3aC00M KOHTpALENIil IPOTIroM JIiKyBaHHS.

KIHKY penponyKTUBHOIO BiKY / KOHTpAIIENIisd V YOIO0BIKiB Ta XiHOK

KiHKY penpogyKTUBHOIO BiKy IIOBMHHI YHUKATU BariTHOCTI IPOTSATOM JIiKyBaHHS Ta
BUKOPUCTOBYBaTU e(heKTHBHI METOX KOHTPAIEIIii MPOTSATOM JIiKyBaHHS Ta II0OHaWMeHIIe 6 MicsIiB
ta 10 gHiB micns npuitoMy ocTaHHBOI 703U. YOIOBIKY 3 XiHKaMU-TapTHEPAMH PENPOTYKTUBHOTO BiKYy
OBUHHI OyTH IPoiH(POPMOBaHi IIP0 BUKOPUCTaHHSA e()eKTUBHUX METOIB KOHTPAIENIil TPOTIroM
TiKyBaHHS JOKCOPYOilMHOM Ta IoHaiMenIe 3 micsui ta 10 guiB micns npuiioMy ocTaHHBOL HO3U
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

[Iepion rogyBaHHSA TPYOLIO.

IokcopyObiluH eKCKPETYETHCS Y TPYAHE MOJIOKO (IuB. po3min «dapMaKOKiHETUYHI BIaCTUBOCTI»).
Yepes MOTEHIIHY MOXKJIUBICTh CEPHO3HUX peakKlliii Ha JOKCOPYOilMH y HEMOBIIAT, SKi nepebyBaloTh
Ha I'PyJIHOMY T'OfyBaHHI, XKIHKaM CJIiJ] yTPUMYBATUCS Bifi TOOYBaHHSA I'PYALI0 IPOTATOM JIIKyBaHHS
nokcopy6inuHoM i mpuHaiiMHi 10 gHIB micas mpuiioMy 0CTaHHBOI 103H.



30amuicmb enausamu Ha weudkKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

BrnuB mokcopy0OilMHy Ha 3aTHICTh KepyBaTu aBTOMOOIIEM 4M IpalioBaTH 3 iHITMMU MeXaHi3MaMu
He BCTaHOBJIEHUM.

Cnoci6 3acmocyeaHHs1 ma do3u.

ﬂO3yBaHHH

BryTpinmbsoBeHHe BBefeHHs. [Ipy 3acTOCyBaHHi JIikapchKoro 3acoby AnpubiacTuH
IIBUOKOPO3YMHHUY K aHTUOIaCTUYHOI MOHOTEpPAIil JOPOCIMM PEKOMEHI0OBaHA 03a CTAHOBUTH
60-75 mr/M° moBepxHi Tisa. [IpemapaT 3aCTOCOBYIOTH IIISXOM BHYTPIIIHLOBEHHOI iH(y3il 3 21-
IEeHHUM iHTepBaJiOM 3 OTJISIAy Ha CTaH KPOBi Ta KICTKOBOT'0O MO3KY mallieHTa. Huxd4a go3a (60 Mr/M°)
PEKOMeH[I0BaHa MallieHTaM 3i 3HUKEeHUM Pe3epPBOM MO3KY Y JITHbOMY Billi ab0 BHaACTIiIOK
ToIepefHLOrO JIiKyBaHHSA 4M MyXJIMHHOI iH}inpTparii KicTkoBoro Mo3ky. o3y 60-75 Mr/m* MoxHa
BBOJIUTH Y BUTJISAMI Pa30Boi 031 a00 PO3MOMINUTH Ha 2-3 IMIOOeHHUX BBefeHHs. [IJ15 3aCTOCYyBaHHS
Ipernaparty OiTAM peKOMEeH0BaHO BBOOUTH ajbTepHaTUuBHY f03y 30 MF/MZ/HOGY BHYTPIIIHEOBEHHO
IIPOTATOM 3-X [HIB IIOCIIiJIb; IOBTOPIOBATU KypC Yyepe3 KoXHi 4 TuxHi. CyMapHa [03a IpenaparTy
Anpu0nacTuH IMBUOKOPO3UYNHHUN TPU BHYTPIIITHLOBEHHOMY BBEIEHHI He TTOBMHHA IIePEBUIIYBATU
550 Mr/M’ IOBEpXHi Tijla He3alekHO Bif CXeMH: 3aCTOCYBaHHS (OUB. Po3fin «OCcoBIHBOCTI
3acTocyBaHHS»). Ha crorogui Agpu61acTyH MIBUTKOPO3YMHHUYN TAKOXK IIMPOKO 3aCTOCOBYIOTH Y
moJixiMioTeparii y 3BU4aiHUX Ao3ax 25-50 Mr/M° KOXHi 3-4 TuXKHI y IIOEOHAHHI 3 IHIIUMU
MieocympecuBHUMH 3acofaMu Ta y go3ax 60-75 MT/M° y IOEOHAHHI 3 IHIIUMU Mi€TofenpeCuBHUMUI
3acobaMu. PeKOMEHIyeThCSA 3MEHIITYBATH 03y MAalliEeHTaM i3 MOpyLIIeHHIMU QYHKII nevyinky, 11106
norepenuTy 30i/bIIeHHS 3aralbHOl TOKCUYHOCTI. fIK mpaBuiio, v pa3i 30inbineHHs piBHA 6inmipy0iHy
mo 1,2-3 mr/100 M1 Ta yrpuManHs OpoMmocynbdorpTaneiny (BSP) Ha piBHi 9-15 % pekoMeHAyeThCS

BBOIUTH /2 CTaHJapTHOI N03U NpenapaTy AnpubaacTyH MBUAKOPO3IYMHHUMN. Y pa3i Ille BUIIOTr0 PiBHS

6inmipy6ineMii peKoMeHIyeThCS BBOOUTH Y4 cTaHmapTHOI no3u. HeMae HeoGximHOCTI 3MiHIOBaTH
PEKOMeHI0BaHy 03y IIpernapaTy IPU 3aCTOCYBaHHI NallieHTaM i3 MOpyLUIeHHAMHU (PYHKIIiI HUPOK
CepenHbOl TAKKOCTI Uepe3 HU3bKY eKCKpellilo penapaTy AopubaacTiH MBUIKOPO3YNHHHUIM 3 CeYelo.

IHTpaBe3nKabHe BBeIeHHA. PEKOMEHIOBaHa q03a OIS 30BHIITHLOT0 IHTPAaBE3UKaIbHOTO
3acTocyBaHHSA cTaHOBUTH 30-50 Mr Ha iHCTUIIALI0 3 iHTEepBasioM Bif 1 TUXKHA Ko 1 Micaus.
TpuBasicTs JiKyBaHHS BU3HAYAE JIiKap IHAUBINYaAJIbHO, 3aJI€XKHO Bil METU 3aCTOCYBaHHS
(mpodinakTuKa 4 JTiKyBaHHS).

OOMexkeHHS 00 BHYTPIIIHLOBEHHOTO BBEJEHHS NpenapaTy AnpubiaacTuH MBUAKOPO3YNHHUYN He
IOIIKPIOIOTECS Ha iHTpaBe3UKaslbHe 3aCTOCYyBaHHS, OCKiIbKY abcopOIlis pemnapaTy Ta 1oro
HaAXOMKEHHS Y KPOBOTIK Hai3BUYalHO HU3BKI.

Cmocib 3acTocyBaHHS

BHympiwHbo8eHHe 88e0eHHA. AmpuOiacTHH MIBUAKOPO3UUHNM He Ii€ IPU IepopaabHOMY
3aCTOCyBaHHi, K0r0 He MOXKHa BBOAUTH BHYTPIITHEOM 5130BO ab0 iHTpaTekansHo. [Ipemapar
3aCTOCOBYIOTh BHYTPIIIHBOBEHHO, & V Pa3i MiCI[eBOr0 JIiKyBaHHS IyXJIMHU - IMIJITXOM IIOBLJIBHOL
BHYTPIilIHbOAPTEpianbHOI iH(Y3ii abo [ MicIleBoro iHTpaBe3UKAIbHOIO JTiIKYBaHHS 4epe3 KaTeTep.



AnpubnacTyH MBUAKOPO3YMHHUN MTOBHICTIO i ITBUAKO PO3YKHSIETHCS y BoAi Ta cTepuwibHOMY 0,9 %
PO34KHi HaTpiwo xjopuny. Kpallle BAKOPUCTOBYBATU OCTAHHIM, OCKUJIBKY L€ AACTh 3MOTY OTpUMaTHU
i30TOHIYHMY PO3YMH, 110 3a3BUYAl Kpallle IepPeHOCUThCS. BHYTPIIIHbOBEHHO JTiKapChKUM 3acib ciifm
BBOAUTH NMPOTATOM 5-10 XBUJIMH IIJITXOM BHYTPILIHbOBEHHOI iH(Y3il 3 BiIbBHUM IIOTOKOM CTEPHUIILHOTO
0,9 % po3uuHy HaTpiio xIopuny. I1pu uboMy MOTPiOHO IIePeKOHATUCS V ITPAaBUNILHOCTI BBeIeHHS
roJiku y BeHy. Lle#l MeTon 3HUXKY€E PU3UK BUTIKaHHSA Npemnaparty, 3abe3neyye TPOMUBaHHS BEHU
HalPUKiHIIi BBEIeHHS Ta 3BOAUTH [0 MiHIMyMy PU3UK TpoM0OO3y UM IEPMBEHO3HOI eKCTpaBa3allil, 1o
MO2Ke TTPU3BECTH [I0 TSKKOTO 3alajleHHs MigKipHOil KJiTKOBUHU abo Hekpo3y. [Ipu in’ekii y
CYOHHU Majoro miameTrpa abo y pasi MOBTOPHUX iH'€KIIii y OOHY i Ty XK caMy BeHY MOXke PO3BUBATHUCS
hmeboCcKIepoa.

[Tepeqn 3acTOCYBaHHSIM BMICT (hjlakoHa HeOOXiTHO BiTHOBUTH BOHO0 I iH'eKuik a6o 0,9 % po3uuHOM
XJIOpuay HaTpito. [ BimHOBMIEeHHS 50 MT IIpemapaTy JOCTaTHbO 25 MJI BOAM [Jid iH’€KIIiit abo HATpiio
XJIOPUAY L7 iH €Ki,

[Ticns momaBaHHS PO3YMHHUKA BMICT (plakKoHa 00epexkHO CTPYIIYIOTh, He ITepeBepTalnyH (HIakoH,
npotaroMm 30 CEeKyHI.

BimHOBNEHUI pPO3YMH AEMOHCTPYE XiMiuHY Ta Pi3udHy cTabiNbHICTh MPOTATOM 24 TOOUH 3a YMOB
30epiranus npu Temnepatypi 28-32 °C Ta npoTsarom 48 roguH 3a yMoB 30epiraHHs Ipu TeMIepaTypi
2-8 °C. 3 mikpo0ionoriyHoi TOYKYU 30PY, SKIIO BITIKPUTTS / BiTHOBNEHHS / pPO3BENEHHS HE BUKITIOYAE
PU3UKY MiKpoOionoridvHoro 3apaxkeHHs, JTiKapchKUM 3acib ciig BUKopucTaTu HerawHo. [1pu
30epiranfi po3unHy A iHdy3iil y X0TOAUIBHUKY IIpelapaT MoXe XKeJlaTHHI3yBaTUCH.
BimHOBNIeHHS KOHCUCTEHIIil BinOyBa€EThCS Yepe3 2-4 TOOWHYU 3a YMOB KiMHATHOI TeMIepaTypu (He
Buiie 25 °C) i moxuTyBaHHS (lakKoOHa 3 PO3UMHOM.

IHmpase3ukaavHe gsedeHHs. IHTpaBe3uKaIbHE BBEIEHHS He MPU3HAYAITh IIPH MIPOIihepyrdnx
TyXJIMHAX, IO TPOHUKAIOTH ¥ M’SI30BHH IIIap CTIHOK CEYOBOTO Mixypa.

[Ipu iHTpaBe3WKaIbHOMY 3aCTOCYBaHHI PEKOMEHAYETHCS BBOMUTH IIpemnapar y KOHIeHTpallil 1 Mr/mit.
[Tpenapat moTpiOHO BBOOUTH Yepe3 KaTeTep i 3aluiiaT y ce4oBoMy Mixypi Ha 1-2 ropunu. [Ticns
ingys3ii marrienTa cinig nepeBepHYTH A7 30ibIIEHHS IO [ii PO3YMHY Ha CEYOBUM MiXyp i CITU30BY
000JI0HKY ceuoBOTo Mixypa. [lalieHTiB ciig nomnepeguTy, 1100 BOHKU He BXKUBaJIU PifUHY IPOTSATroM 12
rofguH 1o iHdya3il, g yHUKHeHHS HeOakaHOTO PO3BefleHHs IIpelapaTy cedelo, i BUMTOPOKHUIUCS
micys 3aKiH4eHHS iHPya3il.

Himu. TIpenapat 3aCTOCOBYIOTh 3 HapO[XKEHHS. Y IiTel Ta MiAIiTKiB BUIIUN PU3UK BUHUKHEHHS
IIPOSIBIB Bifjia/ieHOl KapAiOTOKCUYHOCTI BHACTIIOK 3aCTOCYBaHHS NOKCOPYOiLMHY.

Ilepedo3yeanHsi.

T'ocTpe mepeno3yBaHHs HOKCOPYOIIIMHOM MOXKe IMIPHU3BECTH [0 TSIKKOTO IPUTHIYEHHS HisIbHOCTI
KiCTKOBOTO MO3KY (30KpeMa JIeMKOoneHii i TpoMOonuTOnEHil), raCTPOiHTECTUHATBPHUX TOKCUYHUX
e(eKTiB (MyKO3UT) Ta TOCTPOTO yPaKeHHS CEPLIEBOTO M’s3a.

ITo6iuni peakuii.



OcHOBHUMM TOGIYHUMU MIPOSIBaMU € MIPUTHIYEeHHS OisIbHOCTI KIiCTKOBOTO MO3KY Ta
KapOiOTOKCUYHICTE (IuB. po3Min «OcoBIUBOCTI 3aCTOCYBAHHS»).

Haiituacrimmm no0igHUM epeKToM, 110 3yCTpidaeThcs y 86 % BUIMAMAKIB 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y, € asorneltisi. Y 40J0BiKiB JTiKyBaHHS CYIPOBOIKYETHCS MPUIMHEHHSIM POCTY 60POAHU i BYCiB,
IIPOTe IiC/Is NPUIIMHEHHS Tepailil PiCT BOJIOCCS BiTHOBIIOETHCS.

[Tpubnu3no yepe3 5-10 gHiB micis moyaTKy NiKyBaHHS MOXKe BUHUKHYTH CTOMATUT. XBopoOa
IIPOSIBIIIETLCS Y BUTTISAAI O0JTiICHUX epo3iif, po3TallloBaHUX, 30KpeMa, Ha 60KOBUX KpasixX sS3uKa Ta
CJIM30Bi# mif 13MKOM. JaCTOTa Ta CTYIiHb TIKKOCTI BUIII Y CXeMaX A03yBaHHS, 3a IKUMU
Anpu0nacTuH MBAOKOPOIYNHHUN BBOIASTh 3 OHI MOCIIiJTb.

[Ipu iHTpaBe3UKaIbHOMY BBEIeHHI MOXKYTh BUHUKATU I'eMaTypid, BIAUyTTs [IeYiHHA B OUIAHIN
Ced4o0BOro Mixypa Ta IIpYA CEYOBUIYCKaHHI, AU3Yypid, YTPy[AHEHe CeYOBUIIYyCKAHHA Ta MoIakiypida. IxHi
IIPOSIBY 3a3BHYal CEPEIHBOI TSIKKOCTI Ta MIBUIKO MUHAIOTD.

ExcTpaBasariis npenapaTty AgpubaacTiH MBUAKOPO3YMHHUM IIi[l Yac BBEJEHHS MOXKe CIPUYUHUTH
TSIKKi ypaxKeHHsT TKaHUH i HaBiTh HEKP0o3. ®1e60CKIepos, 30KpeMa, BifT3HaYaEThCs IIPY BBEIEHHI
IpenapaTy y CyIHHU Majoro miaMmeTpa a0o y pa3i IOBTOPHUX iH €KI[IA B OOHY 1 Ty XK caMy BEHY
(muB. po3min «Crmoci0 3acTOCyBaHHS Ta MO3K»).

Huxye mpencTaBieHo Kinacuikallito mobiyHuX peakilili, 110 BUHUKAIOTh ¥ 3B'SI3KY i3 3aCTOCYBaHHIM
mokcopyObiluHy, 3a Kytacamu cucteM opraHiB (MedDRA) i wactororo: myxe 1acTto (=1/10), gacto (Big
=>1/100 mo <1/10), meuacTo (Big =1/1000 go <1/100), pigko (Big =1/10000 go <1/1000), myxe pigko
(=1/10000), HeBimoMO (HEMOXKJINBO OIIIHUTH, BUXOOIYHX 3 HASIBHUX HAaHUX).

Knac cucteMu oprasis HactoTa [ToOiyHi peakuii
[HdeKIii Ta iHBa3ii [ly>xe 4acTo [HpeKLisa
YacTo Cercuc/centuneMis
I0OposiKicHi, 37OsIKiCHi Hesigomo CocTpuil HENMiMPOUUTAPHUN TEUKO3,
HOBOYTBOPEHHS 1 yTBOPEHHS TOCTPUM MI€IOIHUY TEeUKO03
HeBimoMoil eTionoril (BKIIo4aouu
KicTH i mosinm)
Po3nagu 3 60Ky cucTeMu KpoBi Ta | [lyzKe 4acTo JleliKOTIeHisI, HEUTPOIIEHis, aHeMis,
miMbaTUYHOI CUCTEMU TPOMOOLIUTONEHIS
[lyke pigko CenTHYHUY IIOK, KPOBOTEYa, TKAHUHHA
rinokcis abo cMepTh
[TopyuieHHS 3 00Ky iMyHHOI Hesigomo AHadimakTHYHa peakilis,
CUCTEMU aHabiTaKTUYHUM ITTIOK
Po3nanu 3 60Ky MeTabomniamy Ta  |[yXe 9acTo 3HUXKEHHS alleTUTy
XxapdyBaHHs HesigoMmo 3HEBOOHEHHS, rinepypuKeMisi, aHOPeKCis
Po3snapu 3 60Ky opraHiB 30py HacTo KOH IOHKTUBIT
HeBimoMmo KepaTuT, nigBullieHa CIb030TeYa
[TopyiueHHsT 3 60Ky cepIis HacTo 3acTivHa ceplieBa HEJOCTATHICTb,
CHHYCOBa TaxiKapgis
Hegigomo ATpiOBEeHTPUKYIsIPHa O10Kana,
TaxiapuTMis, 6710Kafa HiXKOK ny4ka [ica
CynuHHI po3nagu HeuacTo EwmOo0mii
Hesinomo [Tlok, remoparist, Tpombodedirt, GrediT,
[TPUIIINBU KPOBI




[1I7IyHKOBO-KUIIIKOBI PO3/1afu

[yKe 4acTo 3amane’Hs ClIn30B0l 000I0HKH/CTOMATHT,
miapes, 6710BaHHS, HYAOTa, KOJIT

YacTo E3odarit, 6inb y KUBOTI

Hesigomo KpoBoTeua y LIJTyHKOBO-KUIIKOBOMY

TPaKTi, EpO3UBHUU IaCTPUT, KOJIIT, 3MiHa
KOJIbOPY CIIM30BOi 000JIOHKHI

3MiHu 3 00Ky IIKipH Ta MigMKipHOI
KJIITKOBUHU

[ly>ke 4acTo

Eputpoagu3ecTesis OOIOHD i MigOIIIoB,
asomnelIris

YacTo KponuBs'gsHKa, BUCUTIAHHS,
rineprirMeHTalis MKipy i HirTis
HeBimoMmo doToceHcubinmizallisg, aHaMHECTUYHUHT
papiamiiHui heHoMeH, cBepOixK,
3allajieHHs MKipu
[TopymieHHs 3 60Ky HUPOK i Hesigomo Xpomartypis®
CEe4OBUMIIBHOI CUCTEMU
[TopyueHHS 3 00Ky HesigoMmo AMeHOpesI, a300CIIepMis, OJIirocnepMmis
PETPOOYKTUBHOI CUCTEMHU i
MOJIOUHUX 3aJ103
3arasbHi po3naau Ta nopyumeHHsa |[yxe dyacTo [ligBUIlleHa TeMIepaTypa, aCTeHid,
B MiCIIi BBeJIeHHS rapsyka
JacTo Peakllil y MiCIli BBeIeHHS
Hesigomo [TruckoMbOopT 3amnajieHHS MifLIIKipHOL
KJTiITKOBUHU
[locnigXXeHHs [ly>xe 4acTo 3HUXKEeHHS Ppakiil BUKUIY, 3MiHU Ha

EKI', 3MiHU PiBHIB TpaHCaMiHa3,

MiMBUIIEHHS MacH Tina’

https://aisf.dec.gov.ua.

“ [Tporsirom 1-2 [HIB micist BBeIeHHS
" Big3Ha4aEeThCS y TIaIli€HTiB 3 paKOM MOJIOYHOI 3a/103H, 5IKi OTPUMYIOTh KOMIIJIEKCHY
a1’ I0BAaHTHY Tepalliio 3 JOKCOpPYOilluHOM.

[ToBimoMIIEHHS IIPO Migo3pioBaHi N06iYHI peakirii
[ToBigomieHHs Ipo MOo6GiYHI peakKIlii mics peecTpallil TiKapchKoro 3aco0y Ma€e BaxK/IMBe

3HaueHHA. lle mae 3MOr'y IpOBOAUTYA MOHITOPUHT CIIiBBIIHOLIEHHS KOPUCTH/PU3UK IIPU
3aCTOCYBaHHI 1IbOTO JiKapchKOro 3aco0y. MeguyHuM Ta GpapMalleBTUYHUM IIPalliBHAKAM, a
TaKOX IalfieHTaM abo X 3aKOHHUM IPefCcTaBHUKAM CJIifl IIOBiJOMIISITH TIPO YCi BUMTAAKU
MiMo3pIoBaHUX MOOIYHUX peakilill Ta BifCyTHICTh e()eKTUBHOCTI JTiKapChKOTo 3acoby yepes
aBTOMAaTH30BaHy iH(popMalliiHy cucTeMy 3 (hapMakKOHAarIsAAy 3a MOCUIaHHSM:

Tepmin npudamuocmi. 2 POKU.

YmoBu 30epiranns. He notpebye crnelianbaEnx ymMoB 30epiranss. 30epiraté y HeOOCTYTHOMY AJIs

OiTey Micrii.

HecymicHicme.

IokcopyOiluH He CITif 3MiIlyBaTH 3 TeapuHOM, OCKiJIbKY IXHS XiMiYHA HECYMiCHICTh MOXKe

IIPU3BECTH [0 MMPEeNuIIiTalil.
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HokcopyOiluH He ciif 3MilyBaTu 3 PTOpypanuioM (Halpukiag, Y TOMY X iHQy3iiHOMY MIIIKY A7
BHYTPIIIHbOBEHHOTO BBefleHHS ab0 Y-mofiGHOMY IOPTY KaTeTepa), OCKiJIbKY MOBiIOMIISITIOCH, 1110 1Ii
IIpernapaTyé HeCyMiCHI uepe3 MOXKJIMBe YTBOPEHHS ocafdy. fAKIo HeoOXifHa CymyTHS Teparris
IOKCOPYOilmHOM i GTOPypanuioM, peKOMeHIyEThCS IPOMUBATH KaTeTep Iic/isg 3aCTOCYBAHHS ITUX
Ipenaparis.

YnakoBka.

HO 1 ¢aaxomy 3 siopinizamom y KapmomHiil Kopoou;i.

Kareropis Bignmycky. 3a perenTtom.

Bupoonuk. Kopnen ®apma Jlarina C.n.A./ Corden Pharma Latina S.p.A.

Micue3HaxoaKeHHsI BAPOOHHKA Ta MOro ajapeca MiCIlisi IPOBaXKeHHs Jisi/IbHOCTI.

Bia Mypinro, 7, Cepmoneta (JIT), 04013, Itamiss/ VIA MURILLO, 7, SERMONETA (LT), 04013,
Italy.



