IHCTPYKULIA

AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

HAK/IO®EH YO
(NAKLOFEN® DUO)

Cknag:

AitoYa peyosmHa: AUKIOMeHaK;

1 Kancyna mMicTutb 75 Mr guknogeHaky Hatpito (25 Mr y BUrNaai rpaHyn, CTIMKMX A0 AT WAYHKOBOro COky, i 50 Mr y Burnsgi rpaHyn npoioHroBaHOro
BUBINIbHEHHS);

JOMOMIDKHI  PEUYOBMHU: LYKOP COEPUYHWMIA, TiApPOKCUMPONINLentonosa, rinpoMenosa, MarHito KapboHaT BaXKKWA, MeTaKpuiaTHOro cononiMepy Avcnepcis,
TpUeTUALMTpaT, Tanbk, TUTaHy aiokcng (E 171), HaTpito KapboKcUMeTWALEN0N03a, Makporon 6000, HaTpito FigpoKcug, aMoHiiHO-MeTaKpunaTHWA cononimep (Tvn
A), aMOHiliHO-MeTakpunaTHuin cononimep (Tvn B), iHanrokapmiH (E 132), xenaTuH.

JlikapcbKa thopma. Karncynu.

OCHOBHI (pi3MKO-XiMiYHi BNACTMBOCTI: Kancyin 3 KOpnycoMm 6iforo Konbopy i KpULIEYKOK 61akMTHOrO KOMbOpy, 3anoBHEHI rpaHynamu 6inoro abo KpemoBoro
KONbopy.

dapmakoTepaneBTUYHa rpyna. HectepoigHi npoTnsanasnbHi i npoTupeBMaTuyHi 3acobu. AuknodeHak. Kog ATX MO1A BO5.

dapmako/oriyHi B1acTmBOCTI.

dapmakogyHamika.

OuknoeHak — akTMBHa peyoBuWHa npenapaty HaknoeH [lyo, € HeCTEPOIAHOI CMOMYKOK 3 BUPAKEHMMM MPOTUPEBMATUYHUMU, >XKaPO3HWXKYBa/IbHUMN,
aHaNreTUYHMMU  Ta NpoTM3anaibHUMK BNacTUBOCTAMM. OCHOBHMM MexaHi3MOM fii  AWKNOgeHaKy, BCTAHOB/IEHUM B YMOBaxX €EKCMEPUMEHTY, BBaXKAETbCH
raflbMyBaHHS CUHTE3Yy npocTarnaHAnHiB. MNpocTarnaHAvHu BifirparoTe BXK/MBY PO/b Y reHesi 3anaseHHs, 6010 | NponacHUL.

In vitro guKnogeHak HaTpito B KOHLEHTPALLiSIX, eKBIBA/IEHTHUX TUM, SIKi JOCAratoTbCA NPU NiKyBaHHI NauieHTIB, He NPUrHivye 6i0CMHTE3 MPOTEOrTiKaHIB XPALLOBOT
TKaHVHW.

Mpy peBMaTUYHNX 3aXBOPHOBAHHSAX MPOTM3anaibHa Ta aHa/IreTuyHa fis npenapaTty HaknodeH [lyo npu3BoauTb A0 3HAYHOMO 3MEHLLUEHHS BUPaXKeHOCTI 607110 (K Y
CMOKOT, TaK i nNpu pyci), BpaHiWHbOT CKYTOCTI, MPUNYXN0CTi cyrnobis i, TUM camnM — 0 MOMIMNLWEHHA (PYHKLIOHA/IbHOrO CTaHy MavlieHTa.

Y pasi HassBHOCTI 3anasieHHs, CNPUYMHEHOr0 TPaBMOO abo XipypriyHUm BTpyYaHHAM, npenapat HaknodgeH [yo WBUAKO YCyBa€E AK CMOHTaHHWIA 6iflb, Tak i 6inb Npu
pyCi, a TakoX 3MeHLUYyE 3ana/ibHy HaOpAKNiCTb TKaHUH i HAbpAK y AinsHUi XipypriyHoi paHu. [Mpu cnifbHOMY 3acToCyBaHHI 3 onioigamn ANs YCYHEHHS
nicnsgonepayinHoro 6010 npenapat HaknogeH [yo iCTOTHO 3MeHLLYE NOTPedy B onioigax.

Y KNiHIYHUX JOCNIIKEHHAX 6YN0 BCTAHOB/EHO, WO ANKIOMEHAK MPOABSAE TaKOX CU/IbHY aHaNTeTUYHY Ait0 MPU MOMIPHO i CU/IbHO BUPAXXEHUX 60MbOBMX BigUyTTAX



HEepPeBMaTUUYHOIO MOXOMKEHHS. [poBeaeHi KNiHIYHI JOCNIMKEHHS [ann 3MOry BCTaHOBWTW, LIO AMKNOGEHaK 34aTHWIA ycyBaTWM GONbOBI BIAUYTTS i 3HMKYBATK
BUPaXXeHICTb KPOBOBTPAT MpY NEPBUHHIN AUCMEHOPET.

dapmakoKiHeTVKa.

Abcopbuis

Micna nepopasibHOro 3acToCyBaHHA AMKIOMEHaK LWBMAKO BCMOKTYETbCA. Abcopbuis nepesuulye 90 %, ane BHacNifoK MEPBMHHOrO MeTaboniamy Yy neydiHui
6i0f0CTYNHICTb CTaHOBUTL 60 %. Y nepopasibHUX (PopMax MakCUMasibHa KOHLEHTpauis y cupoBaTLi KpOBi A0OCAraeTbCca 4vepe3 1-4 rofvHW 3a/1eXHO Bif TUMY
npenapary.

OcCKinbKn aMKnogeHak BCMOKTYETbCA Yy ABaHaAUATUNANIA KAWL Ta TOHKOMY KWLLIEYHMKY, KA YNOBINbHIOE LWBUAKICTb abcopbuii, Wo Npu3BoAWTL 40 3aTPUMKMK Ta
3HUXKEHHSA NIKOBMX KOHLEHTPaLii Ait04OT peHOBMHM Y CUPOBATLL KPOBi. HesBaxaroun Ha Te, WO NPUINOM DKi 3HUXKYE LUBUAKICTb BCMOKTYBAHHS, BiH He 3MEHLLYE
ioro 06’emy. Micns NOBTOPHOr0 3aCTOCYBaHHA Ka He Mae XXOLHOr0 BNJIMBY Ha PiBHI AUKNOGeHaKy Y CMpOBaTLL KPOBI.

Po3nogin

99 % auKnogeHaky 3B°A3yeTbCA 3 BiIKamy NiasMy KPoBi, NMePeBaXkHO 3 afibbyMiHamMu.

[viknodeHak Nnerko NPoHWKae y CUHOBIaNbHY PignHY, e AOro KOHUeHTpauis cTaHoBUTb 60-70 % Big piBHA Yy cupoBaTtui KpoBi. Yepe3 3-6 rognH KOHLUeHTpauis
npenapaty Ta Moro MeTaboniTiB y CMHOBIaNbHIMA PIAVHI BULLA, HIXXK KOHLEHTpaLis y cupoBatLi KpoBi. 13 CMHOBIaIbHOT PigUHN OUKNOMEHAK BUBOAUTLCA 3HAYHO
MOBIIbHILLIE, HIXX I3 CPOBATKM KPOBI.

MeTab0/i3M Ta BUBEAEHHS

Mepiog 6ion0rivyHOro HaniBBMBEAEHHS AMKIO(EHaKY CTaHOBUTb 1-2 roguHK. Mpn He3HauHil HUPKOBIN abo NeYiHKOBI HEAOCTATHOCTI BiH HEe 3MIHHOETLCA.
MpaKTUYHO BeCb AMKIOMPeHaK MeTaboMi3yeTbCA Y MeYiHLi NepeBaXHO 3aBAAKN TiPOKCUNIOBaHHIO | METOKCU/IOBaHHIO. MpnbnnsHo 70 % auKnogeHakKy BUBOAMTLCA
i3 ceyero y Burnsgi hapmakonoriyHo HeakTMBHUX MeTaboniTiB. Jinwe 1 % npenapaTy BUBOAMTLCA Y HEMeTab0Ni30BaHOMY CTaHi. Pewita MeTaboniTiB BUBOANUTLCS 3
YKOBYIO Ta KaJIoM.

Y ntofeit NiTHLOTo BiKY He BifA6YBaETbCSA 3HAYHUX 3MiH B abcopbuii, po3nogini, MeTaboniami Ta BUBEAEHHI ANKNO(EHAKY.

KniHIYHI XapaKTepuUCcTUKMN.

lNokKasaHHS.

—  3ana/ibHi peBMaTWUYHI 3aXBOPIOBAHHSA: PEBMATOIAHUIA apTPUT, aHKINIO3UBHUIA CNOHAWUAIT, OCTE0APTPUT, CMOHAWMI0aPTPUT, 601LOBUIA CUHAPOM Pi3HOIT NoKanisauii,
no3acyrno060Buin peBMaTu3Mm;

— MOCTTpaBMaTUYHWUIA i nicnsonepayiiHniA 6ib, 3ananbHWIA NpoLec i HabpsKk;

— 60nboBi Ta/abo 3ananbHi CTaHW Y FiHeKONOriT (HanpyKnaz nepBMHHa AUCMEHOPEs, aiHEKCUT).

HaknoteH 1yo epeKTVBHMIA TaKOX NPKU Hanagax MirpeHi.

[MpoTuUnoKasaHHA.

— TinepuyTnMBiCTb A0 AMKIOMEHAKY ab0 A0 IHLIMX KOMMOHEHTIB npenapary.

—  Bwupaska wnyHka Ta/abo ABaHafuATMNAN0T KULWKW B aKTUBHI (hopMi abo peLnanByroYa BUPa3KoBa XBopoba/KpoBoTeya B aHaMHe3i (4Ba abo bifiblue OKpeMux
eni3ofn BCTAHOB/IEHOT BMPa3KM abo KpoBOTeui); LUTYHKOBO-KMLLIKOBA KpoBOTeva abo nepdopauis TpakTy B aHaMHe3i, MoB'A3aHi 3 nonepegHiM JliKyBaHHAM
HecTepoigHMMKM NpoTu3ananbHUMK npenapatamn (HM3MMT).

—  Tsbkka HUpKOoBa (KnipeHc KpeaTuHiHy <30 M/1/XB) abo neyviHKoBa HegocTaTHICTb (Knac C 3a Yaingom — 10, unpo3 abo acuur).



—  3ana/ibHi 3aXBOPHOBaHHA KULLEYHKKY (XBOpo6a KpoHa abo BMpPa3KoBMiA KONIT).

— I TpmecTp BariTHOCTI Ta rofyBaHHA rpyasto.

—  [itam Bikom o 18 pokis.

—  3acTiinHa cepueBa HegocTaTHiCTb (NYHA 11-1V).

— lwemiyHa xBopo6a cepus y NawieHTiB, SKi MatOTb CTEHOKap/ito abo nepeHeceHnin iHhapKT MioKapaa.

—  LlepebpoBackynspHi 3aXBOPrOBaHHA Y NALIEHTIB, AKI MEPEHECN IHCYNbT abo MatoTb eni304M TPAH3UTOPHUX iLLeMIYHMX aTak.

—  3axBOptOBaHHS NepugepnyHmX apTepii.

—  HekoHTponboBaHa apTepiasibHa rinepTeHsis.

—  JlikyBaHHA nepuonepayiinHoro 600 nicis aOPTOKOPOHAPHOT O LUYHTYBaHHS ab0 BUKOPMCTaHHS anapaTy LUTY4YHOro KpoBoooiry.

- HaknoteH [yo, nogi6Ho ao iHwmnx HIM33, NnpoTunokasaHuii nauieHTam, y SKux Hanaay 6poHXianbHOT acTMK, aHrioefema, Kponue’aHKa abo rocTpuin puHIT,
MoNinu Hoca Ta iHLWi anepriyHi CMMNTOMU MPOBOKYOTLCA NPUIAOMOM i6YNpoteHy, aLeTuicaniLnioBoi KACNOTU abo iHWMX npenapatis, AKi MaroTb 34aTHICTb
IHribyBaTu NPOCTOr1IaHAMH-CUHTETA3Y.

B3aemogis 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

Hwkue HaBeaeHi B3aeMOAIT, LLLO criocTepiranncs i3 3actocyBaHHAM npenapaTy HaknodeH yo Ta/abo iHWKX NiKapCbKUX (POPM AMKIOMEHAKY.

NiTiiA 3a yMOB 0HOYACHOr0 3aCTOCYBaHHA AUKIO(EHAK MOXeE NiABULLMTI KOHLEHTpaUil NiTito y nnasMi KpoBi. PEKOMEHAYETLCA MOHITOPUHI PIiBHIB NiTil0 Y
cupoBartL,i KposBi.

[MrokcrH.3a yMOB OHOYaCHOr0 3aCTOCYBaHHS AMKNO(EeHaK MOXe MiABULLUTU KOHLEHTpauil AUrOKCUHY Yy na3Mi KpoBi. PeKOMeHAYETbCA MOHITOPUHT PiBHIB
[OUTOKCUHY Y CMPOBATLL KPOBI.

[iypeTuK1 Ta aHTurinepTeH3nBHI 3ac00U. AK | NpK 3acTocyBaHHI iHWKX HIM33, ogHoYacHe 3acTOCyBaHHA AMKNOMEHAKY MOXe Moc/iabnoBaTy aHTUTINEPTEH3NBHY
Ait0 AiypeTuKiB abo aHTUriNepTeH3UBHUX npenapatiB (Hanpuknag 6eta-610KkaTopiB, iHri6GITOPIB aHriOTEH3UH-NEPETBOPHOBA/ILHOrO PepmeHTy (AM®d)) wwnsxom
MPUrHIYEHHA CUHTE3Yy Ba3oAMNaTaTOPHUX npocTarfaHAuHIB. TakuM YMHOM, NOAIGHY KOMGIHaUiK CNif 3aCTOCOBYBATY i3 3aCTEPEXEHHSM, a MauieHTn, 0Co6/IMBO
NITHLOTrO BiKY, NOBUHHI MepebyBaTtu Nif peTeNlbHUM Harnsa4oMm LOoAO apTepiaibHOro TUCKY. MawieHT NOBUHHI OTPUMYBATI HaNeXHY rigpartalito, PeKOMeHAYeTbCs
TaKOX MOHITOPUHT HUPKOBOT (DYHKLIT Nics noyvaTKy CynyTHbOI Tepanii Ta Ha perynspHii OCHOBI Micns Hel, 0cO6MBO WOAO AiypeTuKiB Ta iHribitopis Al®, y
3B’A3KY 3i 36i/IbLUEHHAM PU3NKY HEDPOTOKCUYHOCTI.

MpenapaTw, WO, SK BIiAOMO, CNPUUMHAOTL rinepkaniemito. CynyTHE NiKyBaHHS Kani3bepiralouMmMmn AiypeTvkamu, LMKIOCMOPUHOM, TaKposiMycom abo
TPMMETOMPYMOM MOXKe By TV MOB'A3aHe 3i 30i/1bLLEHHAM PIBHIB Kanito y CMPOBATL,i KPOBI, TOMY MOHITOPUHT CTaHy MauieHTIB CAif MPOBOAUTM YacTiLLe.

IHWi HIM33, BKoYatoum ceneKTUBHI iHri6i TOpKM LMKNOOKCUreHasn-2, Ta KopTUKocTepoian OgHoYacHe 3aCTOCYBaHHA ANKIOgeHaKy Ta iHWKnX cucteMHnx HIM33 abo
KOPTMKOCTEPOiAiB MOXe NiABULLMTIA PU3UK PO3BUTKY LLNYHKOBO-KULLIKOBOI KpOBOTEYI a60 BUpa3ku. TOMYHE06XiAHOYHUKATCY MY THbOrBacTOCyBaHHSBOX Ta Oi/lbLue
HIM33 (avB. po3ain«Oco6MBOCTBACTOCYBAHHS).

AK I HWIHM33, anknogeHaky BUCOKNXA03aXMOXE TMMUYaCOBONPUIHivyBaTVarperayitoTpoMoeoLmTiB.

AHTUKOArynaHTN Ta aHTUTPOMOOTMNYHI 3aC00N. PeKOMEHA0BAHO MpU3HAYaTN 3 0OEPEXKHICTIO, OCKISIbKM OfHOYAaCHEe 3aCTOCYBaHHS MOXe MifBULLYyBaTV PU3NK
BUHWUKHEHHS KPOBOTeYi, TOMY PEKOMEHAYETLCA BXXUTU 3aCTEPEXHMX 3aX0LiB (4UB. po3ain«Ocob1MBOCTBACTOCYBAHHSA).

Xouay KNiHIYHUX AOCMIMKEHHAX He OYN0 A0Ka3aHo, L0 3aCTOCYBaHHA AMKNOMEHaKY BMNIMBAE Ha e(EKTUBHICTb aHTUKOArynsHTIB, ICHYOTb AaHi NPo NiaBULLEHNIA
PU3NK BUHUKHEHHS KPOBOTeYi Y MauieHTiB, AKi OLHOYACHO 3acTOCOBYBa/IM AWKIO(PEHAK | aHTUKoarynsHTu. TOMy peKOMeHAOBaHWiA peTeslbHWA Harnsg 3a
nawieHTaMm, SKi 04HOYaCHO 3aCTOCOBYHOTb AMK/IOMEHAK | aHTUKOArynsHTU i, B pasi He06XigHOCTI, KOPeKLis [03yBaHHS aHTUKOArynsHTIB.

MoTy>KHi iHri6iTopn CYP2CYO. PekOMeHAOBAHO 3 0OEPEXHICTIO Npu3HayaTh AMKNOMEeHaK OAHOYACHO 3 MOTYXXHWMM iHri6iTopammu CYP2C9 (Hanpuknag 3



BOPVKOHA30/10M), LLIO MOXE MPU3BECTM [0 3HAYHOTr O 30i/IbLUEHHA MaKCUMa/IbHOT KOHLEHTpaUii y niasMi KpoBi Ta eKCNOo3nLiT AMKIO(PeHaKY 3a PaxyHOK NMPUTHIYeHHS
MeTaboni3my AMKNOMEHaKY.

AHTUAIa6eTUYHI 3aco0M. Y KNIHIYHMX AOCNIAKEHHAX MNPOAEMOHCTPOBaHO, WO AMKNO(EeHaK MOXHa Mpu3HadaTh pasoM 3 aHTugiabeTMyHumy 3acobamun s
NepopasibHOro 3acTocyBaHHs 6e3 BNAMBY Ha KNiHIYHWI etheKT oCTaHHIX. OfgHaK OTPMMaHO OKPeMi MOBIJOM/EHHA K NPO TiMOrfikeMiyHi, Tak i rinepraikeMiyHi
peakLii nicng 3acTocyBaHHSA AMKNO(EHaKy, Lo NoTpebye KOpUryBaHHSA J03M aHTMAIa6eTUYHUX 3ac06iB. 3 L€l NPUUYMHU PEKOMEHOBAHO KOHTPO/OBATU PiBHI
[NIOKO3M Y KPOBI — AIK 3aCTEPEXHUIA 3axif NpoTArom KOM6iHOBaHOI Tepanil.

deHiTOoiH. Mpwn 3acTocyBaHHI ()eHITOIHY 0HOYACHO 3 ANKNO(EHAKOM PEKOMEHAYETLCS NPOBOANTI MOHITOPUHT KOHLEHTPALii (heHITOIHY Y Nna3Mi KPoBi Yy 3B’S3KY 3
OYiKyBaHMM 36ibLUEHHAM eKCNO3ULLIT (heHITOTHY.

KonecTunon Ta xonecTupamiH. NMpy 0gHOYACHOMY 3aCTOCYBaHHI X0necTMpamMiHy 3 AMKIOMEHAKOM MOXKE 3HaYHO 3HMXKYBATUCA GIOAOCTYMHICTb AUKNO(EHaKY
(abcopbuis amknoteHaky 3HMXKYETbCA NpubnnsHo Ha 30-60 %), KONeCTUNON CRPUYMHAE MOAIGHWIA, NPOTe MEHLIMIA edieKT. 3BaXKaroun Ha Le, peKOMeHAYETbCS
3acTOCOBYBaTW AMKNO(eHaK NpyHaliMHi 3a 1 rofunHy o0 abo yepe3 4-6 rofuH nicns 3acTocyBaHHA KONeCTUNONY/X0NeCTUpamiHy.

MeToTpekcaT. [AMKNOGeHaK MOXe NPUrHidyBaTM TyOyNspHWUIA HUPKOBWIA KNIpeHC METOTpekcaTy, WO NiABuulye piBeHb MeToTpekcaTy. Cnifg 3 06epexHicTio
3actocoByBatu HIM33, BKAHOYaKUM AUKNOMEHaK, NPY NPU3HAYEHHI MeHLU HiXX 38 24 roAMHK [0 abo nicns NikyBaHHA METOTPEKCATOM, OCKI/IbKW PiBHI METOTpeKcaty y
KPOBI MOXYTb 3pOCTaTh i TOKCUYHICTb METOTpeKcaTy MOoXe nocuatoBatuca. Crnoctepiranmcs BuMNafgKu Cepiio3HOT TOKCUMYHOCTI, Konu metoTpekcat i HM33,
BK/IOHAKOUN AVKNO(EHAK, 3aCTOCOBYBA/IM 3 IHTEPBAIOM Yy Mexax 24 roauH. Ll B3aemofis onocepefkoBaHa yepe3 HaKOMUYEHHS MeTOTPeKcaTy Yy pesy/bTaTi
NopYyLUEHHA HAPKOBOT eKCKpewiiy npucyTHocTi HIM33.

MpobeHeumna. J1iku, Wo MICTATb NPOGEHeUN, MOXYTb 3aTPUMaTV BUBEAEHHS AUKN0(EHaKY .

LiknocnopuH. AuknodeHak, aK i iHWi HIM33, MoXe nocunoBat HEPPOTOKCUYHICTb LMKIOCMOPUHY Yepes BMMB Ha HUPKOBI NpocTarfaHAvHU. Y 3B’A3KY 3 LM
npenapar cij, 3aCTOCOBYBATU Y [03aX HYKUUX, HDK 419 NaLIEHTIB, AKI HE OTPUMYIOTb LIMKIOCNOPUH.

Takponimyc. MoxnmBe MigBULLEHHA PU3MKY He(POTOKCUYHOCTI, AKWo HIM33 npu3Hayatv ofHOYACHO 3 TakposimycoMm. Lle moxxe OyTu ornocepefiKOBaHO 4epes
MeXxaHi3M NPUrHiYeHHS HUPKOBMX NpocTarnaHanHiB gk HIM33, Tak i iHri6iTopy KanbLMHEBPUHY.

AHTMOIOTMKMN XIHONOHOBOIO pady. Uepes B3aEMOLit0 aHTUBIOTUKIB XiHOIOHOBOIO pagy Ta HIM33 MoxnvBa nosisa cyfoM. Lie MoxXKe crniocTepiratucs K y nawieHTiB 3
eninencieto abo cyomaMm B aHaMHe3si, Tak i 6e3 Takoro aHaMHe3y. Takum YMHOM, i NPOABAATA 06ePeXXHICTb NPV PO3rNAAl NUTaHHS NPO 3aCTOCYBaHHA XiHOMOHIB
nauieHTam, siki BXxe oTpumyroTb HIM33.

Cepuesi rnikosvgn. OgHo4vacHe 3aCTOCyBaHHA cepueBmx rnikosugis i HM33 Moxxe NocuAMT cepueBy HeLOCTATHICTb, 3MEHLUMTU LWBMAKICTb KTYyBOUYKOBOT (iNbTpauii
i NiABALWMTY PiBHI FNiKO3MAIBY NasMi KPOB.

MicpenpucToH. HIM33 He cnif 3acTocoByBaTn NPOTArom 8-12 AHiB nicnsg NnpuiioMy MichenpucToHy, ocKiibkn HIM33 MOXYTb 3MEHLINTY AOT0 e(ieKT.

CenekTWBHI IHFiGITOPK 3BOPOTHOr0 3axoneHHs cepoToHiHy (CI33C).

CynyTHe 3acTtocyBaHHs HIM33, Bkoyaroun anknogeHak, Ta CI33C mMoxe 36iMbLUyBaTV PU3MK LLTYHKOBO-KULLKOBUX KPOBOTEY.

Oco6MBOCTI 3aCTOCYBaHHSA.

3arasibHi

HebaxkaHnin BNMB MOXe 6y TY 3BefleHO A0 MiHIMYMY MpW BUKOPUCTaHHI npenapaty HaknogeH Ayo y HaiHWKYii e(heKTUBHIN [03i 32 AKOMOra KOPOTLLWIA nepiog Ta
HeoOXiAHOCTI KOHTPONtOBaTY (NONErwyBaT) CUMATOMU (4UB. LLTYHKOBO-KULLIKOBI Ta CEPLEBO-CYANHHI PU3NKIN HIDKYE).

Cnip yHVKaTn OfHO4YacHOro 3actocyBaHHA npenapaty HaknogeH [Ayo i3 cucteMHuMn HIM33, TakMMu K CENEKTUBHI iHFiGITOPU LMKIOOKCUreHasn-2, Yepes
BIICYTHICTb OY/b-AKMNX [OKa3iB CUHEPriYHOrO ePeKTY i Y 3B’A3KY 3 MOTEHLiAHUMW aAUTUBHUMK MOGIYHUMK edekTaMun. HeobXigHa 06epeXHiCTb LWOAO MauieHTiB
NITHLOrO BiKy. 3 06epPeXHICTIO 3aCTOCOBYBaTHW MauieHTaM BiKOM Bif 65 pokiB. 30KpeMa, PeKOMeHAYETLCSA 3aCTOCOBYBATU HaHMXYY eqieKTUBHY 03y ocnabneHum



nawieHTam NiTHLOro BiKy ab0 3 HU3bKOK Macoto Tifa.

AK i Npun 3acTocyBaHHI iHWKX HIM33, MOXYTb cnocTepiratuca aneprivyHi peakuii, B TOMy Yncni aHaginakTuyHi/aHaginakToigHi peakuii, HaBiTb 6e3 nonepeaHLOro
BNAMBY AMKIOMeHaKy. Peakuii rinepuyT/MBOCTI TaKOX MOXYTb MepepocTn B CMHAPOM KoyHica, Cepiio3Hy anepridHy peakuito, ska MOXe Mpu3BecTn 40 iH(PapKTy
miokapaa. CUMNTOMY TakKnuX peakuiin MOXYTb BK/IKOUATU Biflb Y rpyAasX, L0 BUHMKAE Y 3B'A3KY 3 aflepriyHO0 peakLieto Ha AMKIOdeHaK.

3aBAaKKM CBOIM (hapmaKoAMHaMIYHUM B1aCTUBOCTAM npenapaT HaknodgeH Ayo, K i iHwi HIM33, Moxke MacKyBaTu 03HaKM i CUMNTOMU IH(EKLT.

AK | npu 3acTocyBaHHI BCIX aHaIreTVKiB, NpW TPMBAIOMY 3aCTOCYBaHHI Mpenapaty A8 NiKyBaHHSA rOMI0OBHOMO GO0 MOXE CrocTepiratucd nokpawaHHa abo
NOripLweHHs cTaHy (ro/IOBHUIA 6inb 4Yepe3 HaAMIpPHE 3aCTOCYBaHHSI NIKApPCbKMX 3ac00iB). AKLLO rOMOBHUIA 6inb BUHWMKAE BHACMIAOK HaAMIpHOro 3acTOCYBaHHSA
aHanreTuKiB, He cnig 306iNblUyBaTM A03y aHaNreTUKIB, Y TakMX BUMagKax MiKyBaHHA Cif NpUNMHUTA. TONOBHMIA 6iNb BHACNIAOK HaAMIpPHOIO 3acTOCYyBaHHS
npenaparis NOTPIOHO 3anifo3pUTK Y NauieHTIB 3 YacTUMK abo LWOAEHHUMM HanaLamy rofioBHOro 600, fKi BUHMKAKOThb, He3BaXKaroum Ha (abo uyepes) perynspHe
3aCTOCYBaHHS aHa/IreTUKIB.

Bnive Ha TpaBHWiA TpakT

Mpwu 3acTtocysaHHi BCix HIM33, BKNOUaroum AvkKnogeHak, 6yn 3apeecTpoBaHi BUNaAKM LLNTYHKOBO-KULLKOBMX KPOBOTEY, YTBOPEHHS BMpasku abo nepdopauii, AKi
MOXYTb OYTW NeTaNbHUMK | cTaTtuca y OyAb-AKuUiA Yac y Npoueci NiKyBaHHSA NPU HasBHOCTI abo BiACYTHOCTI nonepeixyBalbHUX CUMNTOMIB abo nonepesHbLOro
aHaMHe3y Cepiio3HNX ABULY, 3 GOKY LUTYHKOBO-KULLKOBOrO TpakTy. Lli sBMLla 3a3BM4Yall MatoThb Giflbll CEpio3Hi Hacnigku y nauieHTiB MiTHLOIO BiKY. FAKLO Y
nauieHTIiB, AKIi OTPUMYIOTb AMKIO(EHAK, CMOCTEPIraloTbCA ABMLLA LLTYHKOBO-KULLKOBOT KPOBOTeUi ab0 YTBOPEHHS BMpPa3Ku, 3aCTOCYBaHHA rpenapaTty HeobXxigHo
NPUMUHATH.

AK 1 npy 3acTocyBaHHI iHWKX HIM33, BKAOYaoun aguKnogeHak, Ans nayieHTiB i3 cMMNTOMamu, WO CBigyaTb Mpo MopyLUeHHs 3 60Ky TpaBHOro tpakty (TT) 3
3apeecTpoBaHMMMN B aHaMHE3i BUMaAKaMmn LINYHKOBO-KULLKOBMX BUPa30K, BUPa3KOBUX KONITIB a60 XBOpobu KpoHa, 060B’A3KOBUM € MeAUYHWIA Harnsag i ocobimea
06epeXxHICTb, OCKINIbKWN CTaH naLiieHTa MoXe noripwmtuncs (4uB. po3gin«lobiuHipeakLii»).

PV3MK BUHUKHEHHS KPOBOTeYi, BUpa3kn abo nepgopauii y TT 36i/bLIyeTbCa 3 MigBuLweHHAM fo3v HIM33, Bknovaroumn auknogeHak. MNauieHTy NiTHbOro Biky MarThb
NigBULLEHY YacTOTY HebaxaHUX peakuil Ha 3acTtocyBaHHs HI133, 0co6/11BO WOAO LNYHKOBO-KULIKOBOT KPOBOTeUi Ta nepdopayii, AKi MOXYTb ByTH NeTaibHUMMU.
LLL06 3MEHLIMTU PU3NK TaKOro TOKCMYHOrO BNAMBY Ha TT, MiKyBaHHA CAif PO3MOYMHATA Ta NIATPMMYBATW HANHMKUMMW eeKTUBHUMMK fo3aMu. N8 Takux
NawuieHTIB, a TaKOX TUX, XTO MOTPebye CynyTHLOIr0 3aCTOCYBaHHA NiKapCbKMX 3aC06iB, WO MICTATb HU3bKI 403K aueTuncaniumnosoi kucnotu (ACK)/acnipmHy abo
IHWNX NiKapCbKMX 3aco6iB, SKi, IMOBIPHO, MiABWLLYHOTL PU3NK HebaxaHOoT Ail Ha TT, cnifg po3rnsaHyTW NUTaHHSA MPO 3acTOCYBaHHA KOMGIHOBaHOI Tepanii i3
3aCTOCYBaHHAM 3aXMCHUX 3aCc06iB (HanpuKnag iHribiTopis NPOTOHHOT MOMMKX 260 Mi30NPOCTONY).

MayieHTn 3i LWNYHKOBO-KMULLKOBOK TOKCUYHICTIO B aHaMHe3i, 0C06/MBO NITHLOrO BiKy, MOBUHHI MOBIAOMSTA NPO OyAb-AKi HE3BUYHI abAoMiHa/IbHI CUMNTOMM
(oco6nmBO KpoBOTeYi B TT). 3acTepexkeHHs TaKoX NOTPIOHI 41 XBOPUX, SKi OTPUMYIOTb OJHOYACHO NiKapCbKi 3aC06U, L0 MOXYTb NiABULLMTY PU3NK BUPa3KK abo
KpOBOTeYi, TakKi K CUCTEMHI KOPTUKOCTEPOIAMN, aHTUKOArynsaHTU (Hanpuknag BapgapuH), aHTUTPOMOOTUYHI 3acobu (Hanpuknag ACK) abo cenekTuBHI IHriGiTopu
3BOPOTHOI0 3aXO0MN/IEHHS CEPOTOHIHY (AMB. PO3Ain «B3aemogisi 3 iHLIMMK NiKapCbK1MKM 3ac06amut Ta iHLUI BUAMW B3aEMOAI).

HIM33, Bkovaoum AnknogeHak, MoXyTb aCoLitOBATUCA 3 MiABULLEHUM PU3NKOM BUTOKY LLTYHKOBO-KMLLIKOBOIO aHACTOMO3Y. PEKOMEHAYETLCSA NMUNbHUIA MeLNYHUI
Harnsg Ta 06epeXKHICTb NPy 3aCTOCYBaHHI AUKIOMeHaKY Micns WYyHKOBO-KULLIKOBOI onepavii.

Bnnune Ha neyviHky

PeTenbHUIA MeAUYHWUIA Harnag NoTpibeH y BUNagKy, Konu npenapat HaknodeH [yo HeobXigHO Npu3HaYaTh NalieHTam 3 NOpYLUEHHAM QYHKLIT NeYiHKK, OCKINbKK 1X
CTaH MOXe NoripwmTncs (aue. po3ain«rlobiuHipeakyii»).

AK I npy 3acTocyBaHHI iHWNX HIM33, BKNOYaroumn AMKnogeHak, pieHb 04HOro abo AeKiNbKOX (PEPMEHTIB NMeYiHKM MOXE MiABULLYBATUCS.

OKpiM 3pOCTaHHs PiBHIB NEeYiHKOBMX JEPMEHTIB, PiAKO NOBIAOMNANOCA MPO TSHKKI peakuii 3 60Ky MeYiHKM, BKIKOUAOUM XXOBTAHULIO | (yNIbMiHAHTHWUIA renaTtur,
HEKPO3 NeYiHKN i NeYiHKOBY HeOCTaTHICTb, L0 Y AeAKUX BUMaAKax 6ynv netaibHUMU,



IMig yac fOBroTpMBasioro NikyBaHHA npenapaToM HaknodgeH Lyo cnif npusHavatn perynspHe CrOCTEPEXEHHA 3a (PYHKUISMW NEeYiHKKA Ta PIBHAMU NeYiHKOBUX
(hepMEHTIB AK 3aCTepeXXHWUI 3axif. FKLLO0 NopyLUeHHA (YHKLUIT neviHkn 36epiratoTbCa abo NOripLUyTbCs, Ta AKWO KAIHIYHI 03HaKM abo CUMNTOMU MOXYTb 6yTH
MOB’A3aHi 3 MPOrpPecyoUnNMM 3aXBOPHOBAHHAMY MeYiHKK, ab0 SKLLLO0 CNOCTepiratoTbCs iHWI NPOSBK (Hanpuknag eo3nHoQINis, BUCUNaHHA), 3aCTOCYBaHHA npenapaty
HaknodeH Ayo cnig npunuHUTK. MNepebir 3aXBoproBaHb, TakMX AK renaTuTi, MOXe NpoxoauTy 6e3 NpoapoMasibHUX CUMMTOMIB. 3acTepeXkeHHs1 HeobXiaHi y pasi,
AKLWO npenapaTt HaknoeH [yo 3acTOCOBYBaTH MaLieHTaM 3 NneviHKOBOK Nopgipieto, Yepes iMOBIPHICTb NMPOBOKYBaHHA Hamagy.

Bname Ha HUPKK

Ockinbku npu nikyeaHHi HIM33, BKNtOYatoun AMknoheHak, 6ynm 3apeecTpoBaHi BUNaAKM 3aTPUMKN PiAMHKU Ta HAbpsKiB, 0C06MBY yBary Cnif NpUAINUTL NawieHTam
3 MOpYLUEeHHAMN (PYHKLIT cepus abo HMPOK, apTepiasibHOK TinepTeHsiel0 B aHaMHesi, nauieHTam NiTHLOro BiKY, MauieHTam, AKi OTPUMYHOTb CYMYTHIO Tepanito
AlypeTvkamu abo npenapatamu, WO CYTTEBO BM/MBalOTb Ha (PYHKLIKO HMPOK, a TaKoX NauieHTam i3 CYTTEBUM 3HMXKEHHSM MO3aKMNiTUHHONO 06°eMy pPiguHM 3
Oyfib-AKOT MPUYNHK, Hanpuknag A0 abo nicis Cepimo3HOro XipypriyHoro BTpyYaHHsS (AMB. po3Ain «MpoTUnoKasaHH:A»)Y Takux BUMNagKax, AK 3aCTEpexHWin 3axig,
PEKOMEHYETbLCA MOHITOPUHT (DYHKLi HUPOK. MpunnMHeHHs Tepanii 3a3Buyali 3yMOB/IHOE NOBEPHEHHS [0 CTaHy, KW NepeyBaB NiKyBaHHIHO.

Bname Ha WKipy

Y 3B’A3KY 3 3acTocyBaHHAM HI133, y Tomy umncni npenapaTy HaknodeH Ayo, Ay>e pigko 6ynu 3apeecTpoBaHi Cepilo3Hi peakuil 3 60Ky LIKipy (AesiKi 3 HUX 6ynu
neTafbHUMK, BK/IKOYatouM ekcqoniaTMBHWI AepMaTuT, cuHAPOM CTiBeHca-[)KOHCOHA | TOKCUYHWIA enigepManbHUIn HEKPONi3). Y NauieHTIiB HalBULMIA PU3MK
PO3BUTKY LMX peakLiil crnocTepiracTbCa Ha MoYaTKy Kypcy Tepanii: mosiBa peakuii Bif3Ha4yaeTbCcs Y GiNbLIOCTI BUNAAKiB NPOTArOM MEPLUOro Micaus NiKyBaHHS.
3acTocyBaHHs npenapaTy HaknoeH [yo HeoOXif4HO NPUNUHUTY NPY NePLUiA NOABI LWKIPHWUX BUCKMNaHb, YPaXKeHHSX CNM30BOI 0060/I0HKM abo Npu NosBi 6y Ab-AKUX
IHLIMX O3HaK NiABULLEHOT Yy T/IMBOCTI.

CUB i 3miLLaHi 3aXBOPIOBaHHSA CMONYYHOT TKaHWHY

Y naujieHTIB i3 CUCTEMHUM YepBOHMM BOBYaKOM (CUB) i 3MillaHUMK 3aXBOPHOBAHHAMM CMOSTYYHOT TKAHUHM MOXE CrocTepiratucsa nifgBuLLEHNIA PU3NK PO3BUTKY
acenTUYHOr0 MEHIHTITY.

CepueBo-CyavHHI Ta LepebpoBacKynsipHi epek Ty

[ns nauieHTiB 3 HasABHICTIO B aHaMHe3i apTepiasibHOI rinepTeHsii Ta/abo 3acTiMHOT cepLeBOl HeOCTAaTHOCTI Nerkoro abo NOMIPHOro CTYMNeHs TSHKKOCTI HEeOOXiAHWIA
BiZANOBIAHMIA MOHITOPWHT Ta peKOMeH/aLLiT, OCKiNbKK Yy 3B’A3KY i3 3acToCyBaHHAM HI133, BKHOUakoum AuKnodeHak, 6ynm 3apeecTpoBaHi BUNagKK 3aTPUMKN PianHN
Ta HabpsKu.

HesHauHe 30i/blUeHHS PU3MKY PO3BUTKY apTepialbHUX TPOMOOTUYHWUX MO (Hanpuknag iHMapkTy MiokapZa abo iHCynbTy) mMoxe OyTu nos’s3aHe i3
3aCTOCYBaHHAM AMKIOMeHaKy, 0CO6/MBO Y BUCOKMX A03ax (150 mr/goby) i npy TpuBasiomy flikyBaHHI.

JlikyBaHHSA 32 [OMNOMOroK AUKIOMEHaKy, K MpaBuio, He PEKOMEHAYETbCA XBOPMM 3i BCTAHOB/IEHMM [iarHO30M CepLieBO-CYAMHHNX 3aXBOPHOBaHb (NauieHTn 3
CepLLEBOI0 HELOCTATHICTIO, CTIMKOHO iLLIEMIYHOK XBOPOOOIO CepLis).

Mpu3HayaTn AMKNOQeHaK nauieHTam 3i 3HaYHUMK (PaKTopaMun PUMNKY KapAioBacKy/nsipHUX SBULL (TakMX SIK apTepiasibHa rinepTeHsis, rinepninigemis, LyKpoBui
Aiabet, KypiHHA) MOXHa NnLLe NICsA PeTebHOT KNiHIYHOT OLIHKY | ntwe B 4031 <100 Mr LWOAEHHO, AKLLIO NiKYBaHHA TPUBAE He Bi/lbLUe YOTUPLOX TUXKHIB.

OCKiNbKN KapAioBacKyNspHi pU3VKK AMKIO(EHaKY MOXYTb 3p0CTaTh 3i 30i/IbLUEHHAM A03M Ta TPMBANOCTI NiKyBaHHS, MOro HeobXxifHO 3aCTOCOBYBaTU SIKOMOra
KOPOTLUWIA Nepiof Ta Yy HalHMKYI edeKTUBHIM A03i. Cnif nepiognMyHO nepernsgat noTpedy nauieHTa y 3acToCcyBaHHI AUKIOMeHaKY AN NonerweHHs CUMNTOMIB Ta
BiANOBIAb Ha Tepanito. MayieHT NOBUHHI NbHYBATM LWOAO NOSBU CEPMO3HMX 03HAK i CMMNTOMIB aTepoTpoM603y (Hanpuknag 6inb y rpyasx, 3aguiika, cnabkicTb,
MOPYLLIEHHS MOBJIEHHS), SIKi MOXYTb BifI6yTUCA Y BYAb-AKWIA Yac. MawieHTiB cnifg nonepeanTu, WO Y TaKoOMy BUNaAKY HeOOXiAHO 0fpasy X 3BEPHYTUCS [0 Nikaps.
Bniue Ha reMaTo/0riYHi MOKA3HNKM

Mpy TpuBaNOMy 3aCTOCYBaHHI JaHOro npenapary, AK i iHWuX HIM33, peKoMeHAYETLCA MOHITOPUHT MOBHOMO aHai3y KpoBi.

[nKnodeHak MoXxe TMMYacoBO MPUrHivyeaTn arperayito TpoméouunTie. Cnif peTefibHO CnocTepiraty 3a nauieHTamMy 3 NOpyLleHHAM remocTasy, remMopariyHum



AiaTe3oM abo reMaTonoriYyHUMM MNOPYLLEHHAMMU.

AcTMa B aHaMHe3i

Y nauieHTiB 3 aCTMO, CE30HHUM afiepriyHUM PUHITOM, HaBPAKOM CNM30BOI 000/IOHKM HOca (TOO6TO HasalbHUMWM MNoAiNamu), XPOHIYHUMK OBCTPYKTUBHUMM
3aXBOPHOBAHHAMY NereHb abo XPOHIYHUMM THPEKLIAMY AnXanbHMX LWAAXIB (0CO6/MBO TaKMMK, LLLO NOB’A3aHI 3 anepriyuHUMu, NogibHMKM 0 PUHITIB, CUMNTOMaMM)
yacTille BUHMKaoTb peakuii Ha HIM33, Taki SK 3aroCTpeHHst acTMM (TakK 3BaHa HEMepeHOCUMICTb aHanreTUKiB/aHareTyHa actMa), Habpsak KBiHke abo KpornuB’siHKa.
Y 3B’A3KY 3 UMM LLOAO TaKMX MaLieHTIB PeKOMEeHA0BAHO creLiasibHi 3acTepexxHi 3axoam (TOTOBHICTb A0 HafaHHA HeBIAKMIaaHOT gonomoru). Lle Takox cTocyeTbea
navuieHTIB 3 anepriyHUMM peakLisiMy Ha iHLWI PeYOBUHW, TaKUMU SK BUCUMNAHHS, CBEPOIXK abo KPOMuB’SiHKa.

AK i IHWI npenapaTK, WO NPUrHIYYTL aKTUBHICTb NpocTarfnaHAMHCUHTETA3M, AUKIOMeHaK HaTpito Ta iHWwi HIM33 MOoXyTb CNPOBOKYBaTK PO3BMTOK BPOHXOCMA3My
MNPV 3aCTOCYBaHHI MauieHTam, AKi CTpaXKaatoTb Ha BPOHXiaslbHY acTMy, abo navieHTaM 3 6POHXia/lbHOK aCTMOKO B aHaMHE3I.

Oco06/m1Bi 3aCTEPEIKEHHS LLOAO AOMOMIMKHUX PEYOBUH

Ockinbkn npenapat HaknodeH [yo MICTUTb LYKOP CHEPUYHMIA, MOro He PeKOMeHAYETLCS MPU3HaYaTN XBOPUM Ha LYKpOBWMIA fiabeT Ta nauieHTaMm 3 pigKiCHOH
CMafKOBO HEMEPEHOCKMICTIO (hPYKTO3U, MaibabCOPOLLIEID MNHOKO3U-Ta/lakTo31 abo HeJOCTATHICTIO caxapasu-izomManbTasu.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyagto.

BariTHiCTb.

Y 1'i Il TpumecTpax BariTHOCTI npenapar MOXKHa Npu3HaYvaTy IMLe TOAI, KoM 0YiKyBaHa KOPUCTb 18 MaTepi NepeBuLLye NOTEHUIMHUIA pU3MK Ana nnoga i niwe y
MiHIMa/IbHi eeKTUBHIN [03i, & TPUBANICTb JTiIKyBaHHSA MOBMHHA BYTI AKOMOra KOpoTLLOot. Tak AK i B pa3i 3acTocyBaHHs iHWMX HIM33, npenapaT NnpoT1nokasaHuin B
OCTaHHbLOMY TPUMECTPI BariTHOCTI (MOXX/IMBE MPUrHIYEHHS CKOPOYYBa/IbHOT 34aTHOCTI MaTKWM | NepefyacHe 3aKpUTTA apTepiasibHOT NPOTOKM Y N104a).

IHribyBaHHS CUHTE3Y MpocTarnaHANHIB MOXKE HEeraTMBHO MO3HAYMTUCA Ha nepebiry BariTHOCTI Ta/abo po3BUTKY embpioHa/nnoga. [aHi enigemionoriyHux
[OCNiMKeHb CBigYaTb NPO MIABULLEHWIA PUSUK BUKWUAHIB Ta/abo PU3MK PO3BUTKY CepLEeBMX Baf i racTpowmsucy nicns 3acTOCyBaHHA iHFiGITOPY CUHTE3y
npocTarnaHinHiB Ha paHHIX TepMiHax BariTHOCTI. AGCONOTHUI PU3NK CePLIEBO-CYAMHHUX Bag, 6YB 36i/bLUeHMIA 3 MeHLW HiX 1 % 10 npu6nm3Ho 1,5 %.

He BMKNIOYEHO, WO PU3MK 36iNbLIYETHCA 3 030K | TPUBANICTIO NliKyBaHHS. Byno nokasaHo, WO Yy TBapWH BBeAEeHHS iHriGITOpy CUHTe3y npocTarfiaHiuHIB
NPU3BOAUTL A0 36iMbLUEHHS Mpe- | NOCTIMMNaHTaLiHOT BTPaTK Ta leTa/lbHOCTi embpioHa/nnoga.

Kpim TOro, y TBapuvH, fiKi OTpUMyBa/Iv IHFi6ITOP CUHTE3Y NpocTarnaHAnHIB y nepiog opraHoreHesy, 6yna 3apeecTpoBaHa MifByLLeHa 4YacToTa pisHUX Baf PO3BUTKY, Y
TOMY YMCNi 3 6OKY CePLIEBO-CYAMHHOI cUcTeMU. AKLLO0 npenapat HaknodgeH [yo 3aCTOCOBYE XiHKa, fKa nparHe 3aeariTHiTK, f03a npenapaty NoBUHHA 6YTU AKOMOra
HVXXYOI0, & TPUBANICTb JTiKyBaHHS — AIKOMOTra KOPOTLLIOH.

MMig vac 11 TpMecTpy BariTHOCTI BCi iHFiGITOPU CMHTE3y NpocTarfaHAMHIB MOXYTb BMBATM Ha N4 TaKUM YAHOM:

- CepLeBO-/lereHeBa TOKCUYHICTb (3 NepeavyacHNM 3aKpUTTAM apTepiasibHOT MPOTOKM Ta /IEreHeBOoto TiNepTeH3IErD);

- MOPYLUEHHS (OYHKLI HAPOK, LLIO MOXe NporpecysaTy 10 HUPKOBOT HEJOCTATHOCTI 3 ONirorigpoaMmHioHOM;

Ha MaTip i HOBOHAPOAXKEHOr 0, a TaKOXX HaMPUKIHLi BariTHOCTI:

- MOXX/IMBI NOAOBXXEHHS Yacy KPOBOTEYi, aHTUarperaHTHUIA eqiekT, AKUIA MOXKe CMOCTepiraTncs HaBiTb MPU AY>Xe HU3bKMX A03aX;

- r/IbMyBaHH$ CKOPOYeHb MaTKW, L0 MPU3BOAUTD A0 3aTPUMKM ab0 NMOLOBXKEHHS NOMOTIB.

["ofyBaHHA rpyaato.

AK i iHWi HM33, agnknotheHak y He3HauHil KiflbKOCTi NPOHMKAE Y rPyAHE MOMOKO. TakuM YMHOM, LLL06 YHUKHYTK HeGaXkaHOro BM/MBY Ha HEMOB/IS, AMKNIO(EHaK He
CNif, 3aCTOCOBYBATW Y NePiof rofyBaHHA rpyAAt0. AKLLO 3aCTOCYBaHHA ANKIO(EHaKy BKpail HeobXiaHe, AUTUHY CNif NePeBeCcTM Ha LUTYYHe rofyBaHHS.
@epTUNbHICTb Y XKIHOK.

Ak 1 iHWi HM33, AuKnoeHak MOXKe HeratMBHO BMMBATM Ha XXIHOYY (DEPTU/IbHICTb, TOMY He PeKOMEeHAYETbCA MpU3HayaTh npenapar >KiHKam, AKi nnaHyTb



BariTHICTb. [N XIHOK, SiKi MatoTb NPo6/iemMu i3 3a4aTTaM abo NPOXOoAATb AOCNIKEHHS Ha 6e3nniaas, cnif po3rnsaHy TN AOLINLHICTb BigMIHW npenapary.

30aTHICTb BNMBATM Ha LUBMAKICTb pPeakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MmaMmu.
MayieHTaM, y AKUX nig 4ac Tepanii npenapatom HaknodeH [yo BUHMKAKOTb MOPYLUEHHS 30pY, 3anamOpOYeHHsi, BEPTUrO, COH/IMBICTb, MOPYLUEHHA 3 OOKY
LIeHTPpa/IbHOT HEPBOBOT CUCTEMU, MNABICTb a0 BTOMJIOBAHICTb, He C/lifi KepyBaTy aBTOTPaHCNOPTOM abo npautoBaTy 3i CKNagHUMN MexaHiamamu.

Cniocib 3acTocyBaHHA Ta [03Mu.

PekomeHA0BaHa noyaTkoBa f103a npenaparty Ans 40pOCc/InX CTaHoBUTL 75-150 Mr Ha o6y (1-2 kancy/in) 3a1eXHO Bif BUPaXKeHOCTi CUMMTOMIB 3aXBOPHOBaHHS.

Mpwv TpuBaniin Tepanii, AK NpaBuIo, 4OCTaTHIM € 3acTOCyBaHHA 1 Kancynu npenapaty HaknodgeH Ayo

Ha [00y. AKLL0 CUMMNTOMM 3aXBOPHOBaHHSA HalibiNbLL BUPaXKeHi NPOTArom HoYi abo BpaHLi, npenapaT HaknodeH [yo Heo6xi4HO 3aCTOCOBYBaTW BBEYEPI.

Kancynu cnig KoBTaTu LMK, 3anvBatoymn HEBE/IMKO KifbKICTIO pignHK, Mig vac abo ogpasy nicns ign.

MpenapaT cnif 3acTOCOBYBATU Y HaiMEHLUMX e(eKTMBHUX [03aX MPOTArOM HalKOPOTLLOro Mepiofy 4acy, BPaxOBYHOUM CXEMY JliKyBaHHS KOXXHOI0 OKPeMoro
navieHTa (4nB. po3ain«0Oco6/MBOCTBACTOCYBAHHSA).

aiTn.
HaknotheH [lyo B Kancynax He 3aCTOCOBYBaTU JiTAM Yepe3 BUCOKMIA BMICT aKTUBHOT PEUYOBMHU Y Karcyiii.

Nepeno3yBaHHA.

CvmnTOoMW. Hemae TUMOBOT KNiHIYHOI KapTUHW nepefo3yBaHHA AuKiodeHaky. CUMNTOMamMm nepeso3yBaHHs AUKNOgeHaKy MOXYTb OyTU ronoBHUIM Ginb, HyAOTa,
6inb B eniracTpii, 6/10BaHHSA, LLUNTYHKOBO-KMLLIKOBa KPOBOTEYa, fiapes, 3anamopoYeHHs, [e30pieHTalis, KOMa, COH/IMBICTb, 30Y/PKEHHS, WWYM Y Byxax, CyAoMu. Y
BUMAAKY 3HAYHOIO OTPYEHHS MOX/IMBI FOCTPa HUPKOBA HELOCTATHICTb | MOLUKOKEHHS NEYiHKN.

JikyBaHHS. JlikyBaHHSA rocTporo otpyeHHs HIM33 nonsrae y 3acTocyBaHHI MiATPUMYOUOI | CUMITOMATUYHOT Tepanil. MigTpUMytoye i cMMATOMaTUYHE NiKyBaHHS
nokasaHe npu TaknMX YCKNafHEHHAX K apTepiasibHa rinoTeH3isi, HUPKOBA HEAOCTATHICTb, CYA0MU, NOPYLUEHHS 3 GOKY LLTYHKOBO-KULLKOBOIO TPAKTY i MPUrHIYEHHS
AnxaHHsA. MasioliMoBIpHO, WO (hopcoBaHWin fiypes, remogiania abo remonepysis € KOpUCHNUMM ans BuBefeHHS HIM33, 0CKifbKM aKTUBHI PeYOBMHU LUX npenaparis
3HA4YHOK MipOHO 3B’A3YHOTLCA 3 BifIKaMKM Nnasmu i NiLAITLCA IHTEHCMBHOMY MeTabo/i3my.

MpoTaroMm 1 rogvHU Nicns 3acToCyBaHHA MOTEHLIMHO TOKCUMYHOI KifIbKOCTI npenapaTty nepopasibHO CNif po3rfsHYTU MOX/IUBICTb 3aCTOCYBaHHS aKTMBOBAHOIO
BYrinns. Kpim TOro, y Aopocnmx cnif, po3rnsHyTV MOX/IMBICTb NMPOMUBAHHS LLUTYHKA NPOTArOM 1 roguHM nicns 3acTOCYBaHHA MOTEHLIAHO TOKCUYHOT KiNbKOCTI
npenapaty. Mpu yacTnx abo TpuBaIMX Cyfomax Heob6XigHO BHYTPILLHbOBEHHO BBECTU Aia3enaM. 3 ypaxyBaHHAM KIHIYHOIO CTaHy naujieHTa MoXyTb Oy TV Noka3saHi
iHWI 3axoAK. JTiKyBaHHA CUMMITOMAaTUYHE.

Mo6iyHI peakuii.

Mo6iYHI eeKTK, L0 MOXKYTb BUHUKHYTHY MNif Yac BXUBaHHA AVKNO(EHAKY, KNacugiKoBaHi B HACTYMHI rpynu 3rifHo 3 X 4aCTOTOH:
- OyXe yacTto = 1/10;

- YacTto = 1/100, < 1/10;

- HeyacTo = 1/1000, <1/100;

- pigko = 1/10000, < 1/1000;

- JyXe pigko < 1/20000, Bk/royatoum OKpemi BUNagKu,;

- YyacToTa HeBifjoMa (He MOXXHa OLIHATK 3a HassBHUMW JaHUMW).



HwukyesasHayeHi HebaxxaHi e(heKTV BKNHOYAKOTb ABNMLLA, MPO AKI MOBILOMANOCA 33 YMOB KOPOTKOCTPOKOBOroabo A0BroTprBasioro 3acTocyBaHHs rnpenapary.

3 60Ky KpoBi Ta niMPaTUYHOT CUCTEMU: AY>Ke PIAKO — TPOMOOUMTOMEHIA, NEMKONeHis, aHeMis (BK/IKOYalouM remMoniTUYHy aHeMito Ta anjacTU4Hy aHeMmito),
arpaHynouuTos.

3 60Ky IMYHHOI CMCTEMM: PIAKO — rinepyyTaMBICTb, aHaiNaKTUYHI Ta aHainakToigHi peakuii (BKMOYarouM apTepiasibHy FiMOTEH3it0 | WOK); AyXe pigko —
aHrioHEeBPOTUYHMIA HAOPAK (BK/THOYA0UM HAOPSAK 06/11M4uYs).

MMcuxiyvHi NOPYLLEHHS: AyXKe PiAKO — Ae30pieHTauis, fenpecis, 6e3COHHSA, APpaTiBUBICTb, HIYHI KOLUIMapK, MCUXOTUYHI NOPYLLEHHS.

3 60Ky HepBOBOT CUCTEMM: YacCTO — FO/IOBHUIA Giflb, 3aMaMOPOYEHHS; PiLKO — COHMIMBICTb, Ay>XKe PiAKO — napecTesii, NopyLIeHHs nam’aTi, CyJoMM1, 3aHENMOKOEHHS,
TPEMOpP, acenTUYHWIA MEHIHTIT, po3nagu CMaky, iHCYNbT; 4YacToTa HeBifjoMa — ChyTaHiCTb CBiJOMOCTI, rajroumHaLii, MOPYLUEHHS YYTIMBOCTI, 3arasbHe
He3ayXaHHS.

3 60Ky opraHis 30py: Ly)Xe pigKo — 30p0Bi MOPYLUEHHSA, 3aTyMaHeHHS 30pY, AWMNJIONIS; YacToTa HeBiOMa — HEBPUT 30POBOI0 HepBa.

3 60Ky opraHis cnyxy Ta nabipyHTy: 4acTo — BEPTUIO; AY>Ke PIAKO — A3BIH Y ByXaX, po3faau Ciyxy.

3 60Ky CepLeBO-CYIMHHOT CUCTEMMU: AYXEe PiAKO — BiAvyTTA cepuebuTTs, 6inb y rpyasx, cepueBa HeAOCTaTHICTb, iHAPKT MioKapaa, apTepiasibHa rinepTeHsis,
apTepianbHa rinoTeH3sis, BaCKy/iT, YacToTa HeBigoMa — CMHAPOM KoyHica.

3 60Ky AMXaNnbHOT CUCTEMU, OpraHis rpyAHOT KNiTKW Ta cepefoCTIiHHA: PiAKo — acTMa (BK/HoUatoum 3afuLLKY); AY>XKe PigKo — MHEBMOHIT.

3 60Ky LLUNYHKOBO-KULLKOBOrO TPaKTY: 4acTo — Hyf0Ta, 6/110BaHHS, fiapes, Aucnencis, 6ifb Y XUBOTI, METEOPU3M, aHOPEKCISA; PiJKO — racTpuT, LUNYHKOBO-KULLKOBA
KpoBoOTeya (KpuBaBe 6/110BaHHSA, MefieHa, fiapes 3 LOMiLKaMu KPOBi), BUPa3KM LUTYHKA | KMLWIEYHVKY, L0 CYNPOBOAXKYHOTLCA ab0 He CYNpPOBOLKYHOTLCSA KPOBOTEYUEHD
abo nepdopauieto (iHOAI NeTanbHOK, 0CO6/IMBO Y MaLiEHTIB MITHLOrO BiKy), BTPaTa aneTuTy; Ay>Xe piaKo — KONIT (BKNHOYaKoUM reMoparivyHuii KoNiT Ta 3aroCTPeHHs
BMPa3KoBOro Konity abo xsopoba KpoHa), 3arnop, CToMatut (BK/IOYatoUy BUPa3KoBUIA CTOMATUT), FOCUT, NOPYLUEHHS QYHKLIT CTPaBOX0oA4Y, MeMOpPaHHI CTPUKTYPH,
MaHKpeaTwuT;

3 60Ky renaTobiniapHOi CUCTEMM: YacTO — MiABULLEHHA PiBHS TpaHCaMmiHas; pigKo — renaTtuT, XXOBTAHULA, PO3/1aan NeviHKK; fyXe pifKo — 6/IMCKaBUYHWIA renaTuT,
HEKpO3 MeYiHKK, NevyiHKoBa HeJOCTaTHICTb.

3 60Ky LUKIpW Ta NigLWKIPHOT KNiTKOBMHW: YaCcTO — BUCUNaHHS; PiKO — KPOMUB’IHKA; AY>Ke PifKO — BUCUNAaHHA Y BUTNAAI MyXUPiB, eK3eMa, epuTema, MybTU(POPMHa
epuTteMa, cuHgpom CriBeHca-[P)KOHCOHa, cMHAPOM Jlarienna (TOKCUYHMWIA enigepMasibHUIn HEKpONi3), eKcthoniaTUBHWUIA AepMaTuT, BUMNafaHHS BOJSIOCCS, peakuit
(hOTOUYT/IMBOCTI, Nypnypa, Y T. Y. anepriyHa, ceepoix.

3 BOKY HMPOK Ta CeyvyoBUAINbHOT CUCTEMM: AyXe PiAKO — rocTpa HMPKOBA HeAOCTaTHICTb, rematypis, NPoTeiHYpis, IHTEPCTULiaIbHUIA HEPPUT, HEDPOTUYHWI
CUHAPOM, NaniNAPHUIA HEKPO3 HUPKMK.

3arasibHi MopyLUeHHS: PiLKO — HAbPAK, CTOM/IOBAHICTb.

3 60Ky penpoayKTUBHOT CUCTEMM Ta MOOYHMX 3a/103: AY>KE PifKO — IMMOTEHLiA.

[JaHi KniHiYHMX gocnifpkeHb Ta enigeMionorivyHi faHi ceigyatb Npo NiABULLEHWIA PU3NK TPOMBOTUUYHUX YCKNaAHEHb (HanpuKiag iHpapKTy Miokapaa abo iHCynbTy),
MOB’A3aHWI i3 3aCTOCYBaHHAM AVKIO(EHaKY, 30KpeMa y BUCOKUX TepaneBTUYHUX Ao3ax (150 Mr Ha 4oby) Ta npu TpMBa/IoMy 3aCTOCYBaHHI.

AKWO MaTUMYTb MicLLe TSXKKI MOBIYHI eheKTK, NiKyBaHHSA CMif NPUNUHUTHA.

TepMiH NpuAaTHOCTI. 3 pOKK.

YMoBW 36epiraHHs. 36epirat npu Temnepatypi He Bulle 30 °C B opuriHanbHiin ynakoBLi Ans 3aXUCTY Bif Ail Bonoru. 3éepiraty HeIoCTyNHOMY AN AiTeid Micu.



YnakoBKa. o 10 kancyny 6nictepi; no 2 61icTepn y KapTOHHIN KOPOOLI.
Karteropis Bignycky. 3a peLenTom.
BupobHuk. KPKA, a.4., HoBo mecto/KRKA, d.d., Novo mesto.

Micue3HaxomKeHHS BUPOOHMKa Ta 1A0ro agpeca MicLA NPoBaKeHHS AisiNIbHOCTI.
LLImap’ewka yecta 6, 8501 Hoso mecTo, CnoseHis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



