IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

AEPTAN®

(AIRTAL®)
Cknag:
[itoYa peyoBrHa: aueKnogeHak;
1 TabneTtka, BKpUTa N/1iBKOBOK 060/IOHKOK MICTUTL aueknogeHaky 100 mr;
[ONOMI>KHI PEYOBMHM:
A4p0 TabneTKu: rniLepon gucteapat, HaTPitO KPOCKapmenosa, NoBifoH, Lie/to103a MiKpOKpUCTaNivHa;
060/10HKa: ceniginm 752, 6inunia (rinpomenosa, Lenn03a MikpokpuctanivHa, Tutany giokeug (E 171), makporony crteapar).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (pi3nMKO-XiMiYHi BNacTUBOCTI: KPyri ABOONYKNi TabNeTKM 6in0ro Konbopy, BKPUTI NAIBKOBOK 060/10HKO, AiaMeTpoM 6/113bK08 MM. 3 0AHOro 60Ky
Tab/IeTKN rpaBitoBaHHA «Ax».

dapmakoTepaneBTUYHa rpyna.
HecTepoigHi npoTu3ananbHi Ta NPOTUPEBMaTUYHI 3ac06K. MoXiAHI OLTOBOI KUCMOTK Ta cnopigHeHi peyoBuHN. Kog ATX MO1A B16.

dapmMakosoriyHi BnacTmBOCTI.

dapmakoguHamika.

AueknobeHak - Le HecTepoifHWiA 3aci6 i3 npoTu3anasbHUM i 3HeOONOBa/IbHUM etheKTamMu. BBaXKaeTbCs, L0 MeXaHi3m fAii Uboro npenapaTty 3acHOBaHW Ha
iHribyBaHHI CMHTe3y npocTarfaHguHy.

dapmakoKiHeTVKa.

Abcopbuis

Micnsa nepopanbHOro NpMinomy aueknoeHak LBMAKO BCMOKTYETLCS, MOro 6ionorivyHa 4OCTynHicTb — maibxe 100 %. Mik KoHUeHTpawiT y nnasmi KpoBi AOCAracTbCs
npr6nmsHo vepes 1,25-3 rognHun nicns npuiiomy. Mpuiiom HKi yNoBiNbHIOE BCMOKTYBaHHS, afie He BNNBAE Ha A0ro CTYMiHb.

Posnogin

ALeKnogeHaK 3Ha4YHOI MipOt0 3B’A3YeTbCA 3 6inlkamu nnasmu (> 99,7 %). AueknogeHak NPOHMKAE Yy CUHOBIA/IbHY PiANHY, e KOHUeHTpauis gocsarae npnbnmsHo 60
% KOHLEeHTpauiTy nna3mi Kposi. O6'eM posnoginy — npu6amsHo 30 1.

BuBegeHHA

CepefHili nepiof HaniBBMBEAEHHSA CTaHOBUTL 4-4,3 roavHu. KnipeHc cTaHOBUTb 5 NiTpiB 3a roguHy. MNpuban3Ho ABi TPETUHWU NPUAHATOI 403U BUBOLMUTLCA 3 CEYELD,
nepeBaXKHO Y BUTNAAI KOH'FOroBaHMX rigpokcumeTaboniTis. Tifbkn 1 % 0AMHUYHOT NepopasibHOT 4031 BUBOAUTLCS Y HE3MIHEHOMY BUTNISAAI.

AugeknogeHak, iMmoBipHO, MeTaboni3yeTbea 3a gornomoroto CY P2C9 1o ocHoBHOro metabonity 4-OH-aueknodeHaky, KniHiYHa Ais AKOro HeictoTHa. AnknodeHak i 4-
OH-auknodgeHak 6ynuv BUSBNEHI cepef 6araTtboX MeTaboniTiB.

Oco61BI rpynu NauieHTIB




Y nauieHTiB NiTHLOrO BiKY He BUSIBMIEHO 3MiH (hapMaKOKIHETUKM aLeKNoheHaky.

Y naujieHTIB 31 3HWKEHO (YHKLiE NeYiHKKN Big3Hayanocs 6inblU NOBiSIbHE BUBEAEHHS aLeKNogeHaKy nicas npuiioMy OAHOPa30BOI A03U. Y AOCNIMKEHHAX Npu
6aratopazoBoMy npuinomi 100 Mr WOAEHHO Pi3HULI Y (hapMakKOKIHETUYHUX NapameTpax MK NauieHTamy 3 LMPO30M MeYiHKW Nerkoro ta cepefHboro CTYMeHs i
34,0pOBVMM LOOPOBO/LLAMMN He BYnO.

Y Naui€eHTiB 3 Nerkum abo cepefHiM CTyrneHeM HUPKOBOT HEAOCTATHOCTI KMIHIYHO 3HAYYLLMX BiAMIHHOCTEN Y (hapMaKOKiHETUL Nicns NpMitoMy 0AHOPAa30BOI 403U HE
crnocTepiranocs.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

» OCTe0apTpuT, PEBMATOIAHWIA apTPUT, aHKINO3MBHWUIA CMOHANI0APTPUT Ta iHLLI 3aXBOPIOBaHHSA OMOPHO-PYX0BOr0 anapary, Lo CYNpoBOAKYOTLCS 60/1eM (Hanpuknag,
NNeY0N0NaTKOBUIA NePiapTPUT Ta iHLLI N03acyrn1060Bi NPosiBM peBMaTN3MY).

e [Mpu cTaHax, WO CYnpPoBOMKYOTLCS 601eM (BKOYaOUM 6iflb Y NONEpPeKOBOMY Biaaini, 3y6HWI 6iflb, NEPBUHHY AMCMEHOPELD).

MpoTurnoKasaHHS.
AueknodeHak NpoTUnoKasaHUi:
* MayieHTaMm i3 rinepyyTAMBICTIO A0 aueKiodeHaKy abo Ao OyAb-SKOro 4ONOMIKHOIO KOMMOHeHTa npenapaTy (41B.po3ain «Cknag»);

* nauieHTaMm, Yy fKMX aueTunicaniumioBa Kucnota abo iHWI HecTepoigHi npoTu3anasbHi 3acobu (HM33) cnpvyvHATL Hanagu acTMu, TFOCTPUIA  PUHIT,
aHriOHeBPOTMYHMIA HABPSIK ab0 KPOMMB’AHKY, a TaKOXX NaLieHTU 3 FinepuyTAMBICTIO [0 UMX NpenapaTis;

* MaujieHTaM i3 LLYHKOBO-KMLLIKOBOK KPOBOTEYEHD ab0 nepopaLlieto BUpas3ku B aHaMHe3i, NOB'A3aH1MM 3 NOMNepeaHbOI0 Tepanieto HeCTepoigHMMU NPOTU3aNaIbHUMM
3acobamu (HIM33);

* naujieHTam 3 CynyTHbOK MeNTUYHOK BMPa3Kok abo KPOBOTeYer, B TOMY YMCNI B aHamHe3i (ABa abo 6ifiblue OKpeMUX [0BeAeHUX eni3oam po3BMTKY BMPa3Kn abo
KpoBoOTeUi);

* MaLlieHTaM 3 rocTpot KPOBOTEYeto ab0 3aXBOPHOBAHHAMM, LLLO CYNPOBOAKYHOTLCA KPOBOTEYeto (reMoinis ab0 MopyLUEHHS 3ropTaHHA KPOBi);

* MauieHTaM i3 3aCTiHOK CepueBO0 HedocTaTHICTIO ((hyHKLUioHanbHUn Knac |-V 3a NYHA), ilemiuyHO XBOpOo60K cepus, 3aXBOPHOBAHHSAMWN MepUtepuyHNX
apTepili abo 3 LLepobpOBACKYIAPHUMU MOPYLLEHHAMMY,;

* MawieHTam i3 LepobpoBacKySAPHUMMN 3aXBOPIOBAHHAMM, AKI MEPEHECIN IHCYNbT a60 MatoTb eni3oan TPaH3UTOPHMUX iLLEMIYHMX aTak;

* MaLjieHTaM 3 iLeMIYHOK XBOPOBOD cepus, SKi MatoTb CTEHOKapito abo nepeHecnn iHapKT MioKapaa;

* N9 NiKyBaHHA nepionepawiiHoro 601t0 Npu a0PTOKOPOHAPHOMY LLYHTYBaHHI (a60 Npy BUKOPUCTaHHI anapaTy LTYYHOro KpoBooobiry);

* MayieHTaM i3 TAXKKOH NeviHKOBOK abo HUPKOBOK HeOCTATHICTIO;

* y Nepiog rogyBaHHsA rpyaato;

* B OCTaHHIn TPUMECTp BariTHOCTI;

* natjieHTam BiKoM 0 18 pokiB.

B3aemogisi 3 iHLLMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.

JlocnigpkeHb B3aeEMOAiT He MPOBOAWN, 33 BUHATKOM B3aEMOZT 3 BapthapMHOM.

ALeknogeHak MeTabonisyeTbCa 3a LONOMOror umutoxpomy P450 2C9, i gaHi in vitro nokasyroTb, LLO aueK1ofeHak MoXe Oy Tu iHT6ITOPOM LbOro hepMeHTy. Takum
YMHOM, PU3MK (hapMaKOKIHETUYHOT B3aEMOZIT MOXMBUIA NP OAHOYACHOMY NPUIAOMI 3 (DeHITOTHOM, LIMMETUAMHOM, TONOYTaMigoM, PeHiNbyTasoHOM, aMiofapOHOM,



MIKOHa30/10M i cyfnbhadeHasonom. Ak 1y pasi 3acTtocyBaHHA iHWMX HIM33, 36iNbIYETLCA PU3MK (DapPMaKOKIHETUYHOT B3aEMOAIT 3 IHLIMMW Mperapatamu, ki
BMBOAATBLCA 3 OpraHi3My LUISAXOM aKTMBHOI HMPKOBOT CEKpeLii, TaKUMN fK MeTOTpeKcaT i npenapaTty MiTit0. AUEKNO(eHaK NPakTUYHO MOBHICTIO 3B'A3YETLCH 3
a/ibOYMIHOM M1asmMu, i 0TXKE, MOX/IMBA B32EMOAIA 3@ TUMOM BUTICHEHHS 3 IHLUMMK NpenapaTamMu, AKi 3B'A3yt0TbCA 3 6iikamu.

Uepes HecTauy JocnimpKeHb PapMaKOKIHETUYHOT B3aEMOAIT auekogeHaky HpkuesasHaudeHa iHpopmaLis IpyHTYETLCA Ha faHUX Npo iHwi HIM33.

Cnif yH/KaTM 04HOYACHOI 0 3aCTOCYBaHHA

MeToTpekcar. HIM33 iHribyoTb KaHa/bLEBY CeKpeLito MeTOTpeKcaTy; KpiM TOro, MOXe CroCTepiraTmcA HesenvMka mMetabonivyHa B3aEMOAIA, WO MPU3BOAUTL [0
3MEHLLEHHS KJTipeHCcy MeToTpekcaTty. TOMY Npu 3aCTOCYBaHHI BUCOKMX 03 MeTOTPEKCaTy Cij YHUKATV npusHadeHHs HIM33.

CepueBi rniko3nam, AMrokcuH. HM33 MoXKyTb MOCUKOBATU CEPLIEBY HEAOCTATHICTb, 3HMXKYBaTV LLUK® (LuBMAKICTb KNYy60UKOBOI (hiNlbTpaLii) Ta iHri6yBaTn HUPKOBUIA
KNipeHc rnikosmgis, WO Npu3BOAUTb A0 36iNblUeHHS PiBHSA FNiKo3WAIB y nnasmi Kposi. Cnif yHMKaTK OfHOYACHOr0 3aCTOCYBaHHS, AKLWO He MPOBOAUTLCS YacTWiA
MOHITOPWHI KOHLEHTPaLi AUTrOKCUHY.

MpenapaTy NiTit0 Ta AUrokcuH. Aeski HIM33 iHridytoTb HUPKOBUIA KNTIPEHC NITitO | AUTOKCKHY, L0 NPU3BOAUTL A0 30i/bLUEeHHS KOHLEHTpaLiT B cMpoBaTL,i KpoBi 060X
pevyoBuH. Cnif yHMKaTK 0HOYACHOr 0 3aCTOCYBaHHS, SIKLLLO HE MPOBOAUTLCS YaCTUA MOHITOPWUHI KOHLEHTPALi MiTit0 | AUTOKCUHY.

AHTUKOarynaHtn. HM33 iHribyoTh arperauito TPOMO0OUUTIB i NOLIKOKYHOTh CIM30BY 060/10HKY LLTYHKOBO-KMLLIKOBOI O TPAKTY, L0 MOXXe NPU3BECTU A0 NOCUIEHHS
[iT aHTUKOArynaHTiB i 36iNbWNTA PU3UK LLITYHKOBO-KULLKOBMX KPOBOTEY Y NaLieHTIB, AKi NpUiAMaloTb aHTUKoarynaHTu. Chif YHMKaTy 0LHOYaCHOr0 3aCTOCYBaHHA
aueknodeHaky Ta nepopasibHUX aHTUKOArynsaHTiB KyMapyHOBOI rpynu, TUKAONIAMHY Ta TPOMOONITUKIB, SKLWO He MPOBOAUTLCS PETEeNIbHWUI MOHITOPUHI CTaHy
nauieHTa.

XiHOJIOHOBI aHTNBIOTUKK. [lOCTiIKEHHS HA TBapUHAX MOKa3yHoTb, WO HIM33 nigBuLLyOTb PUSKK CYLOM, NOB'A3aHUX i3 3aCTOCYBaHHAM XiHOMIOHOBMX aHTUOIOTUKIB.
MayieHTw, aKi npuinmatoTb HIM33 i XiHONOHOBI aHTUOIOTUKK, MaKOTb MiABULLEHWNIA PU3NK PO3BUTKY CY/0M.

AHTUTPOM6OLMTAPHI 3aC06M Ta CENEKTMBHI IHr6iTOPU 3BOPOTHOrO 3axonsieHHs cepoToHiHy (CI33C). Mpu ogHovacHOMY 3acTocyBaHHI 3 HIM33 36inbLUyOTh pU3nK
KPOBOTEMI 3i LLYHKOBO-KMLLIKOBOI0 TPaKTy (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

Komb6iHauit, wo BumaratoTb nigoopy 4o3u Ta 06epe>KHOCTI Npu 3aCTOCYyBaHHI

MeToTpekcar. Cnif, maTu Ha yBasi MOXMBY B3aemogito HIM33 Ta MeToTpekcary, HaBiTb NPU HU3bKIW [03i METOTpeKkcarty, 0CO6/IMBO Y NaUiEHTIB 3 MOPYLLUEHHAMM
(yHKLIT HMPOK. Mpy ogHOYaCHOMY NPUIAOMI CNif, KOHTPOOBATU MOKa3HMKM YHKLiT HUPOK. MoTpibHa 06epexHicTb, fKwo HIM33 Ta meToTpekcaT npuiiManu
NPOTAroM 24 rofuH, OCKiNIbKN KOHLEHTpaLis METOTPeKCaTy MOXe 36i/bLUMTUCSA, WO 36i1bLWLNTb TOKCUYHICTb aHOro npenapary.

LLMK/I0CNOPUH, Takposnimyc. Mpu ogHovacHoMy npuiiomi HIM33 3 umkiocnopvHom abo TakponiimMycom Chif, BpaxoByBaTW pU3UK MNiABULLEHOT HE(PPOTOKCUYHOCTI
yepe3 3HWKEHHS YTBOPEHHS HUPKOBOT 0 NpoCcTauuKIiHy. ToMy Npy 0f4HOYaCHOMY NPUIOMI CNif, PeTe/IbHO KOHTPOJTKOBATY NOKa3HUKMN (DYHKLIT HAPOK.

IHWI aHanbreTukn, HIM33, BKAKOYaKOUM CENEKTUBHI IHIiGITOPM LMKNOOKCUreHasn-2. Cnif yHUKaTh OfHOYACHOr0 3acTOCYyBaHHA ABOX ab6o 6inblue HM33 (y Tomy
yncni aueTuncaniumnnoBoi KUCM0TH), TOMY WO Le 36ibLUye YaCcTOTY BUHUKHEHHS NOBIYHUX SBULL,.

MidenpucToH. HIM33 He cnifg npuitmati NnpoTarom 8-12 AHIB Nicns NpuinoMy MithenpucToHY, OCKiNbKnM HIM33 MOXYTb 3MEHLLMUTU eheKT MidenpuUCToHy.
KopTukocTepoian. 3pocTae pu3nK BUHUKHEHHS B1Pa3Ku abo KPOBOTeYi 3i LLTYHKOBO-KMLLKOBOIO TPAKTY (4MB. po34in «Oco6/MBOCTI 3aCTOCYBaHHS).

Oiypetuku. AueknodeHak, sk i iHwi HM33, Moxe NpurHivyBaTy aKTUBHICTb AiYPETUKIB, MOXe 3MEHLLYBATU AiyPeTUYHMIA eeKT dypocemify Ta bymeTaHigy Ta
aHTUriNepTeH3NBHUIA edekT Tiasmdis. OAHOYaCHe 3aCTOCYBaHHA 3 Kasniizbepiratoummmn AiypeTMkaMu MOXe MNPU3BECTU A0 36i/MbLUeHHS BMICTY Kanito; OTXEe,
HeoOXIiAHO PerynsapHO KOHTPO/IOBATM BMICT Kalito B CMPOBATLL KPOBI.

Auek/ioeHak He BNA1BaB Ha KOHTPO/Ib apTepiasibHOro TUCKY NMpy OAHOYaCHOMY 3aCTOCYBaHHI 3 6eHApOd1ya3naoM, Xo4a He MOXXHA BUKTHOYMTY B3aEMOZIT 3 IHLLUMU
AlypeTvKamu.

AHTUriNepTeH3nBHI nNpenapatu. HM33 MOXXYTb TakoX 3MeHLLYBaTH ePEKT FinoTeH3NBHUX Npenapatis. OfHOYaCcHe 3aCTOCYBaHHSA iHri6iTopiB AIN® abo aHTaroHiCTIiB
peuenTopiB aHrioteHsuHy Il i HIM33 moxe npu3BecT A0 MOPYLUEHHS (YHKUIT HAPOK. PU3NK BUHMKHEHHSA TOCTPOI HUPKOBOT HEAOCTATHOCTI, SiKa 3a3BMYyail Mae
060POTHMI XapaKTep, 3p0CTae y AedKUX NauieHTIB 3 NOPYLUEHHAMM (DYHKUIT HUPOK, HanpyKnag, y nauieHTiB NiTHbOrO BiKy ab0 3HEBOAHEHMX NauieHTiB. ToMy npu




0fHo4acHOMY 3acTocyBaHHiI 3 HIM33 cnig foTpymMyBaTUCA 06epeXXHOCTI, 0CO6MMBO NauieHTam NITHbOro BiKy. MauieHT MOBUHHI CNOXUBATU HEOOXIAHY KiNbKICTb
pignHK i NnepebyBaTtu Nif Bi4NOBIAHUM HarNsAoM (KOHTPO/b PYHKLUIT HUPOK Ha NoYvaTKy OAHOYaCHOr 0 3aCTOCYBaHHS | MePIOANYHO B X0/ NiKyBaHHS).

[inornikeMiyHi 3ac06M. KniHiYHI 4OCNIAKEHHA NMOKa3yHOTh, WO AVKNO(EHaK MOXKHa 3aCTOCOBYBATM Pa3oM 3 NepopasibHAMM rinornikemivyH1MmM 3acobamm 6e3 BravBy
Ha X KNiHiYHWIA edekT. OfHaK € OKPeMi MOBIZAOMMEHHS MPO TinorfikeMiyHi Ta rinepraikeMiyHi eekTy npenapaty. TakuM YMHOM, NPW NPUIAOMI aueknoeHaky chig
MPOBECTN KOPEKLiIt0 403 Npenapartis, AKi MOXXYTb CPUYMHUTK TINOrNIKEMIO.

3npoByaunH. Mpy ogHoyvacHomy npuiiomi HIM33 Ta 31JoByAMHY 3pOCTaE PU3MK reMaTonoriyHoi TOKCUMYHOCTI. € faHi Npo 30i/bLUEHHS PU3UKY BUHWUKHEHHSA
remapTpo3siB i rematomy BIJ1 (+)-nauieHTiB 3 remodinieto, SiKi OTPUMYHOTb 3ULOBYANH Ta i6YNpoteH.

Oco6MBOCTI 3aCTOCYBaHHS.

Cnij, yHUKATK 0JHOYACHOr 0 3acTocyBaHHs npenapaTy Aeptan® i HM33, BKNoUaoUy CeNeKTUBHI iHTiGITOPY LIMKNOOKCUTeHasmn-2.

HebaxkaHi epeKT MOXKHa 3BECTU [0 MiHIMYMY 3a paxyHOK HETPUBA/IOr0 3aCTOCYBaHHS HMKYOI ePEKTUBHOT [03U 415 KOHTPO/K CMMNTOMIB (AMB. po3ain «Cnoci6
3aCTOCYBaHHSA Ta [03U» Ta H/KYE PUSNKN, NMOB’A3aHI 31 LLTYHKOBO-KMLLIKOBUM TPAKTOM Ta CepL,eBO-CYANHHOI CUCTEMONO).

Bnnve Ha LWNYHKOBO-KULWKOBUI TpakT (LLKT)

KposoTeya, Bupaska a6o nepdgopadis LUKT 3 netanbHMM Hacnifkom crnioctepiranuca npu npuitomi seix HM33 y Byab-akuid nepiof, NikyBaHHA, AK NPU HasABHOCTI
He6e3neyHMX CUMMTOMIB, Tak i 63 HIX, HEe3aeXHO BifJ HAABHOCTI B aHaMHe3i Cepii03HOT raCTPOIHTECTUHA/ILHOT NaToNOriT.

PU3nK KpoBOTeYi, yTBOPeHHs Bupasku i nepdopauii LLIKT 3poctae 3i 36inbweHHAM go3n HIM33 y nauieHTiB 3 BUMPa3Ko B aHamHesi, 0Cc06/MBO SIKWO BOHa
CYNpOBOAKYBasiacsd KpOBOBMIMBOM ab0 nepdopavieto (AnB. po3ain «poTunokasaHHA»), Ta y nauieHTiB NiTHbOro Biky. LM nauieHTam cnig npuinMaTyi MiHiMasibHy
etheKTVBHY 03y npenapaTty. IM HeobxigHa KOMGiHOBaHa Tepanis i3 3aCTOCYyBaHHAM MpenapaTiB-NpoTeKTOPiB (HaNpUKag, Mi3onpocTon abo iHri6iTopy NPOTOHHOT
nomnu), TakoX nofdibHa Tepanisi HeoOXiAHa MauieHTaM, SIKi 3aCTOCOBYHOTb HEBE/MKI 403U aueTUACcaniynioBoi KUCNOTK (acnipuHy) abo iHWKMX npenapaTis, SiKi
HEeraTVBHO BM/IMBAOTb Ha CTaH LLUTYHKOBO-KULLKOBOr O TPaKTy (AMB. po3ain «B3aemogis 3 iHWIMMKM NiKapCbKMMKM 3ac06aMU Ta iHLLT BUAW B3aEMOLIN»).

MayieHTaM i3 3axBoptoBaHHAMM LUKT, y TOMy umcni NiTHLOro BiKy, CAig MNOBIAOMAATM NPO OyAb-SiKi HE3BUYHI cumnToMM, noB'asaHi 3i LUKT (oco6nmBo
LUTYHKOBO-KMLLIKOBY KPOBOTEYY), Y TOMY 4YuMC/li Ha Mo4YaTKOBOMY eTani NikyBaHHSA. Oco6AMBOT 06epeXHOCTI cfif AOTPpUMYBaTMUCh MauieHTam, SKi 0fHOYacHO
npuiMaloTb Npenaparty, WO NiABULLYHOTb PU3UK BUHUKHEHHS KPOBOTEYi ab0 BMPa3KK, Taki SK CUCTEMHI KOPTUKOCTEPOIAMN, aHTUKOArynsaHTY (Hanpuknag, BapgapuH),
CENIEKTUBHI IHri6GITOPU 3BOPOTHONO 3axXOM/IEHHSI CEPOTOHIHY abo aHTmarperaHTV (Taki fK aueTuncaniumMnoBa Kucnota) (AuB. po3pin «Bsaemopgis 3 iHLWMMK
NiKapcbK1MM 3acobamu Ta iHLWI BUAMN B3aEMOAI»).

Mpy BUHUKHEHHI KpoBOTedi a6o Bpasky LLKT y nauieHTiB, siKi npuiiMatoTs npenapat AepTan®, nikyBaHHs NOBUHHO BYTW NPUMUHEHO.

CepueBo-CyavHHI | LepebpoBackynspHi edhekTr

[ns nauieHTiB 3 apTepiaibHOKO rinepTeH3ieto Ta/abo 3aCTiHOK CepLEBOID HELOCTATHICTIO IErkoro abo NOMIpHOro CTyneHs HeOOXiAHI BIAMOBIAHWUIA MOHITOPUHT Ta
0c06nMBI BKa3iBKM, TOMY LLO MOBIAOMASNOCSH MPO 3aTPUMKY PiAWMHW B OpraHiaMi i Habpskax, acouiioBaHux 3 npuiiomom HIM33. KniHivHi gocnimkeHHs Ta
enigemMionorivyHi gaHi nokasyTs, Wo geski HM3M (0co6/MBO Mpy NpUInOMI BUCOKMX 03 | TPMBAIOMY 3aCTOCYBaHHI) Aello 36inblyoTh PU3KK apTepiabHUX
TPOMBOTUYHUX ABULY, (HanNpuKnag, iHapKT Miokapaa abo iHCY/bT).

MauieHTaM i3 cepueBO0 HefoCTaTHICTIO ((hyHKLUiOHanbHUA Knac | 3a NYHA), 3 dakTopamu pusuKy Ans cepueBo-CyAMHHOT cucTemn (Hanpuknag, apTepiasibHa
rinepTeHsis, rinepninigemia, LykpoBuin fiabeT i KypiHHS) cnif LOTpUMYBaTUCA 0CO6MBOI 06epeXXHOCTI NPy Npuinomi aueknogeHaky. OCKilbKU HECTIPUATINBUI
BMN/IMB Ha CEPLIEBO-CYAMHHY CUCTEMY 3pOCTaE pa3oM 3 MiABULLEHHAM A03W i TPMBANOCTI NiKyBaHHS, CNif 3aCTOCOBYBATW MiHIManbHY edeKTUBHY [060BY A03Yy
NPOTAroM AKHaMKOPOTLLOro nepiogy NikyBaHHS. HeobXiAHICTb Y nojanblioMy CUMATOMATUYHOMY fliKyBaHHI NauieHTa Ta e()eKTUBHICTb Tepanii cnif nepioguyHo
nepernsgartu.



ALgeknogeHak Ccnif 3acTocoByBaTV 3 OOEPEXHICTIO | Nif PeTelbHUM MeAMYHMM Harisfom nauieHTam npy HaBefeHUX Hbkye cTaHax (OCKifbKM ICHYeE 3arposa
3aroCTPEeHHs 3aXBOPOBaHHSA) (AMB. po3ain «MobiuHi peakLii»):

CUMMTOMMU, WO CBIAYaTb NPO HasBHICTb 3aXBOPHOBaHHS LLTYHKOBO-KULLIKOBOMO TPAKTY, BK/IKOYAKUM MOT0 BEPXHI | HUXKHI Bigdinu;

HasfBHICTb B aHaMHe3i BMpa3Ku, KpoBOTeudi abo nepdopaii LWTyHKOBO-KMLLKOBOIrO TPAKTY;

BMPa3KOBWI KONIT;

- xBopoba KpoHa;

- CXWNbHICTb A0 KpoBoTey, CUB (C1CTEMHMIA YepBOHUIA BOBYAK), MOPQipisi Ta MOPYLUEHHS FeMOMoe3y i reMocTasy.

Bnive Ha neyviHKy I HUPKK

Mpuitom HM33 MOXe CPUUYMHUTI [J0303a/1eXKHY PefyKLil0 YTBOPEHHA MpocTariaHAMHy i panToBY HUPKOBY HeAOCTATHICTb. BaxMBICTb MpocTarfaHAuHIB 41
3a6e3reveHHs HUPKOBOrO KPOBOTOKY CAif, BPaxoByBaTV NP 3aCTOCYBaHHI npenaparty nauieHTam 3 nopyLleHHAM (DYHKUIT cepus, HAPOK abo neyiHKu, ocobam, sKi
OTPUMYIOTb AiYPETUKN, NaLiEHTaM MiCnA XipypriyHOro BTPy4YaHHS, a TakoX NnawieHTaMm NiTHbOrO BiKy.

Cnig poTpumyBatmcs 06epeXXHOCTI MpK 3acToCyBaHHI NpenapaTy nauieHTaM 3 NopyLleHHAMU PYHKLIT MNEYIHKN | HAPOK Nerkoro abo NoMipHOro CTYreHs, a TakoX
nauieHTaMm 3 iHWWMK CTaHaMu, L0 CYNpPOBOKYHOTHCA 3aTPUMKOKO PiAUHM B OopraHi3Mi. Y Lux nauieHTiB 3acTocyBaHHA HIM33 Moxke npu3BecTU 40 MOPYLLEHHS
(YHKLiT HUPOK i 0 3aTPUMKM PiAnHKN. TaKOX CNij, AOTPUMYBATICS 06EPEXHOCTI NP 3acTOCyBaHHI npenapaTy Aeptan® nauieHTam, ki NpUiimMatoThb fiypeTuku, abo
ocobam 3 NiaBULLEHNM PU3NKOM rinoBonemii. HeobxigHa MiHiManbHa epeKTVBHA A03a | PErynsapHUA MeMYHUIA KOHTPO/Ib 3a PYHKLIEH HUPOK. ABKLLIA 3 6OKY HUPOK
3a3BMyall MMHatOTb NiCNA NPUNUHEHHS NPUIAOMY aleKNogeHaKy.

3acTocyBaHHS aLeKnogeHaKky cif NPUNVHUTK, SKLLO BIAXUIEHHS NMOKA3HMKIB (DYHKLIT NeviHKK Bif HOpMK 36epiratoTbCs abo MOCU/HOKOTLCS, PO3BUBAKOTLCA KNIHIYHI
CUMMTOMM 3aXBOPOBaHb MeYiHKM ab0 BMHUKAKOTH IHWI NpPosBW (e03MHOMINIA, BUCUMAHHA). [enaTUT MOXe PO3BUHYTUCA 6e3 NPOAPOMasIbHUX CUMNTOMIB.
3acTocyBaHHA HIM33 y nawieHTIB 3 MeYiHKOBOK NOPQIpiero MOXe CNPOBOKYBaTH Hanag.

CUCTEMHWI1 YepBOHMIA BOBYAK Ta 3MiLlaHe 3aXBOPHOBAHHS CMOMYYHOT TKaHUHY

Y MauieHTIB i3 CUCTEMHUM YepPBOHMM BOBYAKOM Ta 3MiLLAHVMMW 3aXBOPHOBAHHAMY CMOYYHOT TKAHUHW NIiABULLYETLCA PU3NK PO3BUTKY aCenTUYHOIO MeHIHTITY (auvB.
po3ain «ob6ivHiI peakuii»).

[inepyyT/AMBICTb Ta LWKIPHI peakuii

Ak i iHwi HN33, npenapat AepTan® MoXe CPUUMHUTY anepriuHi peakuii, BKUYaoum aHadinakTUYHi/aHatinakToiaHI peakLii, HaBiThb AKLLO NpenapaT npuiimaTy
BnepLue. TSXKI WKIpHI peakuiT (AesKi 3 SKUX MOXYTb NPU3BECTU A0 NeTaslbHOr0 HaCNifAKy), BKOUatoum ekconiaTuBHUiA agepmMatuT, cuHapoM CTiBeHca-[)KOHCOHa
Ta TOKCUYHWIA enifepManbHUiA Hekponi3, nicna npuiniomy HIM33 crnocTtepiranucs gyxe pigko (AvB. po3gin «Mo6ivHi peakuii»). HanBuwmii pusnk BUHNKHEHHS LX
peakLiil y nauieHTiB CNOCTepiracTbCA Ha NOYaTKy 3aCTOCYBaHHA Mpenapary, TakoX PO3BUTOK LMX HebaXaHMX peakLiil cnocTepiraeTbCA NPOTAroM NepLuoro Micsaus
npuinomy npenapary. MNpy BUHWKHEHHI LLKIPHUX BUCUNIB, YLUKOMKEHb HA CIM30BIN 060/10HLi NOPOXHMHM poTa abo iHLWMX 03HaK rinepyyTAUBOCTI CAifd NPUNUHUTY
NpUIAOM aLeKnogeHaky.

B ocobnmeux Bunagkax npu BiTPsHIN BICMi MOXYTb BUHUKHYTW YCKNaAHEHHS: CEPO3HI IHPEKLIT LKIpK | M'AKMX TKaHWH. Ha Leil yac He MOXXHa BUK/IKOHaTK posib
HM33 y noripLueHHi nepe6iry umx iHgekuiin. Tomy cnifg yHuKaTv npuitomy npenapaty Aeptan® npu BiTpsHili Bicni.

"emMaTO0riYHi NOPYLUEHHA

ALEKNO(EHAK MOXe CMPUYMHUTK 0B6OPOTHe iHribyBaHHS arperauii Tpomo6oumMTiB (AMB. po3ain «B3aemofis 3 iHWWMK NiKapCbKMMKM 3acobamMu Ta iHLII BUAM
B3aEMOLi ).

MopyLUeHHs 3 6OKY AnXanbHOT CUCTEMM

Cnig poTpumMyBaTucs 06epeXKHOCTI Npyu Npuitomi npenapaTy nauieHTam 3 6pOHXiafibHOK acTMOK, B TOMY YWC/I B aHamHesi, ToMy Wwo npuitiom HIM33 moxe
CMPOBOKYBATW PO3BUTOK PanTOBOro 6poHXocnasmy y Takmx nauieHTiB.



MayieH TV NiTHLOrO BiKY

Cnig goTpumyBatuncs 06epeXXHOCTI NpK 3acToCyBaHHI NpenapaTy nawieHTaM NiTHLOro BiKy (BIKOM Bif, 65 pOKiB), OCKI/IbKM Y HUX YacTille BUHMKAKOTb MOBIYHI fABMLa
(oco6n1BO KpPOBOTEYA, MPOPMB LLTYHKOBO-KULLIKOBOIO TPaKTy) npu npuitomi HM33. YcknagHeHHs MOXYTb OyTW NneTaibHUMKU. 10 TOr0 X, MNauieHTU NiTHLOro BiKy
yacTille CTpaXKAatoThb Bif, 3aXBOPHOBaHb HAPOK, NeYviHKK abo cepLieBO-CYANHHOT CUCTEMM.

TpwvBane 3acTOCyBaHHS

Yci nauieHTn, sKi OTPUMYIOTb TpUBasie NiKyBaHHSA HeCTepOoigHMMM NpoTM3anaibHUMK Npenapatamu, NOBUHHI 3HAXOAWUTUCHL Mif PeTeNlbHUM MeANYHUM HarnsgoM
(3aranbHunin aHani3 KpoBi, PYHKLIOHa/IbHI NEeYiHKOBI Ta HUPKOBI TECTK).

3acTocyBaHHS y nepiof BariTHOCTI abo rofyBaHHS rpyaato.

BariTHicTb

Hemae gaHnx nNpo 3aCTOCyBaHHA aleKnogeHaky y nepiof BariTHOCTI.

IHribyBaHHA CUHTE3Y NpocTarfaHAMHY MOXe HECMPUAT/IMBO BINIMBATK Ha Mepebir BariTHOCTI Ta/abo Po3BUTOK embpioHa/nioga.

[aHi enigemionoriyHnx focnifkeHb BKa3ytTb Ha 30i/bLLUEHHS PU3NKY BUKUAHS, PO3BUTKY MOPOKY cepus i raCTpoLLM3nCy Micns 3acTOCyBaHHSA iHMiGITOPIB CUHTe3yY
npocTarfaHAuHy Ha paHHIX eTanax BaritTHOCTi. AGCONOTHUIA PU3NK PO3BUTKY MOPOKY CepLs 3p0CTae 3 MeHLW HidXX 1 % Ao npmbnmnsHo 1,5 %. Pu3unk 36ibLuyeTbes 3i
36i/IbLLIEHHAM 031 | TPUBAIOCTI JTIKYBaHHS.

Y TBapuH NPUINOM iHri6GITOPIB CUHTE3Y NpocTarnaHAMHy NpU3BOAUTL A0 Mpe- i MOCTIMMMNaHTaLiNHOT 3armbeni nnoga Ta neTanbHOCTI eM6pioHa i nnoga. Ha fgoaatok
36i/IbLUYETHCA KiNbKICTb BUMAAKIB Pi3HNX Baj, BKIOYAOUM MOPOK CepLs, Y TBAPWH, SIKi OTPUMYHOTb iHTi6ITOpU CMHTE3Y NpocTariaHAvHy NpoTAroM OpraHoreHesy.
Mpotsarom | i Il TprMecTpiB BariTHOCTI Npenapatu, WO MIiCTATb auekioheHak, He Npu3HavaT 6e3 HarasbHOT HeobXiAHOCTI. AKLWO aueknoheHak NpuiiMae XiHka, ska
nnaHye BariTHICTb abo nepebysae y | abo Il TpMecTpi BariTHOCTI, 403a NOBMHHA BYTW MakCMMaslbHO HU3bKOHD, @ TPUBANICTb NiKYBaHHSA - MakKCMMa/lbHO KOPOTKOLO.
MpoTarom Il TpMMecTpy BariTHOCTI BCI iHFiGITOPY CMHTE3Yy MpocTarnaHanHy:

- MOXYTb BMAMBaTK Ha N/if, Marouu KapAio-nereHeBy TOKCUYHICTb (NepefyacHe 3aKpUTTS apTepiasibHOT NPOTOKK i lereHeBsa rinepTeHsis);

- MOXYTb BNINBATW Ha MAif, CIPUUMHAUN AUCHYHKLI0 HAPOK, SKa MOXE PO3BUHYTUCA [0 HUPKOBOI HELOCTATHOCTI 3 MaJIOBOAAAM.

Y XiHKWN B KiHLi BariTHOCTi Ta HaBOHaPOKEHOr0 NpenapaT MOXe B/MBATW Ha TPMBANICTb KPOBOTEYI Yepe3 aHTUArperaHTHUA eqekT, AKMn MOXe PO3BUHYTUCA
HaBITb MiC/NS 3aCTOCYBaHHSA AY>Xe HN3bKMX [03;

npenapaT MoXe iHribyBaTn CKOPOUYEHHS MaTKW, NPU3BOAAYN O 3aTPUMKM NOMOriB abo 3aTHKHUX NONOTIB.

TakvM YMHOM, 3aCTOCYBaHHA aLeKIoMeHaky npotunokasaHo B 111 TpumecTpi BariTHOCTI (4MB. po3ainy «poTunokasaHHa» Ta «OCcobIMBOCTI 3aCTOCYBaHHSA»).
[Mepiof rogyBaHHSA rpyaato

Hemae iHopmauil nNpo NPOHUKHEHHS aueknodeHaky B rpyaHe monoko. OfHak He Bif3Hayanocs MOMITHOrO MPOHWKHEHHS MideHoro pagioizotornom (C14)
auekogeHaky B MOJIOKO LLYPIB.

A i iHWi HM3IM, aueknoeHak y He3HauHI KiNbKOCTi NPOHMKAE Y rpyAHe MOJIOKO, TOMY npenapat NpoTUMoKasaHO 3aCTOCOBYBATU XiHKaM Y nepiof rofdysBaHHS
rPyALIo, W06 YHUKHYTU HebaXaHoro BM/vBY Ha HEMOB/S.

PepTUNLHICTL

Aeptan®, K i iHWI iHriGITOPN CUMHTE3Y LMKIOOKCUreHa3n/mpocTarfaHanHy, MOXe 3HUXKYBAaTW (DepPTUNbHICTb i He PEKOMEHAYETbCS XKiHKaM, sKi MiaHyloTb
BariTHiCTb. XKiHKaMm, sIKi MaloTb TPY/AHOLL i3 3a4aTTAM a60 NPOXOAATH A0CIIKEHHS PEPTUNLHOCTI, CNijJ NPUNUHUTYK 3aCTOCYBaHHSA npenapaty AepTtan®.

30aTHICTb BNIMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHI a8 TOTPAHCNOPTOM abo iHLWINMK MeXaHi3mamu.
MaujieHTaMm, y SK1X CNOCTEPIratoTbCa TaKi ABULWA, K CNabKiCTb, 3aNamMOpPOYeHHS, BEPTMUIO abo iHLLI CUMMATOMM 3 BOKY LieHTpa/lbHOI HEPBOBOI CMCTEMMW, MPY NPUIAOMI



HIM33 He cnif kepyBaTV aBTOTPAHCMOPTOM ab0 iHLIUMW HEGE3NEeYHMM MeXaHi3MaMu.

Cnoci6 3acTocyBaHHs Ta [03W.

AepTan®, TabneTKn, BKPUTI MNiBKOBOK 060/IOHKOHD, MPU3HAYEHI ANs NepopasibHOro 3aCTOCYBaHHS, | X C/lij 3anmMBaTi He MEHLLIE HiXK %2 CKNAHKM PiAVHN. AepTan®
6akaHO NpUMaTm 3 DKeto.

HebaxkaHi sBMLLA MOXHA 3BECTU [0 MiHIMyMY, SKLO TPUBAICTb Mpuitomy npenapaTy Oyne HalMeHLLUO, HeOOXiAHOK A1 KOHTPO/ CUMNTOMIB (4MB. po3gin
«OCc061MBOCTI 3aCTOCYBaHHS).

Jopocni

MakcumasibHa pekoMeHoBaHa fjo3a cTaHoBUTb 200 Mrr Ha Jo06y 3a aBa npuiiomu no 100 mr (1 TabneTka BpaHLi i 1 TabneTka — BBeYepi).

MauieHTV NiTHLOrO BiKY

Cnif peTenbHO cnocTepiraty 3a CTaHOM TakWMX MauieHTIB, TOMY WO Y HMX 4YacTille CnocTepiratoTb NOpYLUeHHA (PYHKUIT HUPOK, MeYiHKKW, CepLeBO-CYAUHHI
MOPYLUEHHS, TaKOX BOHW YacTille OTPUMYHOTb CYMYTHIO Tepanito iHLLIMX 3aXBOPHOBaHb, L0 MiABULLYE PU3MK PO3BUTKY CEPO3HUX HACNiAKIB NOGIYHMX peakuii. Mpwu
HeobXigHOCTI npu3HaveHHs HIM33 TX NoTpiGHO 3aCTOCOBYBATU Y MiHIMa/IbHUX [03aX i NPOTArOM MakCUMa/lbHO KOPOTKOrO Yacy. AK npaBuio, 3HWXKEHHS [O3U He
noTpi6bHe. Crif peTesibHO CNOCTepiraT 3a nauieHTammn 415 CBOEYACHOMO BUSB/IEHHS LLITYHKOBO-KMLLKOBOT KPOBOTEYI Ha Ti Tepanii HIM33, a TakoX A0TprMMYBaTUCh
pekoMeHzaLli, onucaHnx y po3ain «Oco6MBOCTI 3aCTOCYBaHHS».

MeyiHKOBA HEJOCTATHICTb

[ns nayieHTiB 3 NeYiHKOBOK HeLOCTATHICTIO NIErKOro abo NMOMIpHOro CTyneHs Cij 3MEHLUWTY 103y aueknodeHaky. PekomeH0BaHa novaTkosa fo3a cTaHoBUTL 100
MI Ha 06y (avB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS).

HupKoBa HEAOCTATHICTb

BiacyTHs iHopmalis npo Te, WO nauieHTaMm 3 HUPKOBOK HeOCTATHICTIO NIErkoro CTyneHs HeobxifHa KOpeKLisa 403n aueknodeHakKy, ofHaK UMM nauieHTam cnif
LOTPUMYBATUCA 06EPEXKHOCTI NP 3aCTOCYBaHHI npenapaty (AuB. po3ain «Oco6MBOCTI 3aCTOCYBaHHAY).

aiTn.
BifcyTHi KniHiuHi gaHi Wwoo 3acTocyBaHHs npenapaty Aeptan® fitam, ToMy Lieli npenapat He PeKOMeH/10BaHWiA /151 3aCTOCYBaHHS Y Liil BiKOBIli rpyni.

Nepeno3yBaHHSA.

Hemae faHux npo nepeao3yBaHHsA aueKNoeHaKoM y IFOAVHN.

MO>K/I1Bi CUMIMTTOMM

"0noBHWI 6iNb, HyAOTa, 6NKOBaHHSA, Oiflb Y LUMYHKY, 3aMaMOpPOYeHHs, COHNUBICTb, NOAPA3HEHHS LUMYHKOBO-KMULIKOBOIO TPaKTY, LUTYHKOBO-KMLLKOBA KPOBOTEYA,
piapes, fe3opieHTauis, 30y[KEHHS, KOMa, [3BiH Yy ByxaX, apTepiaslbHa FiNOTeH3is, NPUrHIYEHHA AMXaHHA, BTpaTa CBifOMOCTI, CyAOMW. Y BUMafkax TSHKKOro
OTPYEHHA MOXYTb BUHWKATU roCTpa HUPKOBA HELOCTATHICTb Ta YPaXKEHHSA PYHKLIT NeYiHKN.

JlikyBaHHA

JTiKyBaHH#A rocTpvx OTPYEHb HECTEPOIAHMMW MPOTU3ANA/ILHUMY NpenapaTtamy Noasarae y 3acTocyBaHHI aHTauumAis (Npy HeobXxifHOCTI) Ta IHWOT NIATPUMYHYOT |
CUMNTOMAaTUYHOI Tepanii TakuX YCKafHeHb K apTepiasibHa rinoTeHsis, HUPKOBa HeOCTaTHICTb, CYLOMU, MOAPA3HEHHS CNM30BOI 000/IOHKM LLINYHKOBO-KULLKOBOTO
TPaKTYy | NPUrHIYEHHA ANXaHHS.

NikyBaHHA rocTpux OTPYeHb MpW NPUIAOMI aleknoeHaky BCcepefuHy nonsrae y 3anobiraHHi BCMOKTYBaHHIO npenapaTy 3a A0MOMOroK MpOMMBAHHS LUYHKa Ta
3aCTOCYBaHHSA aKTMBOBAHOIO BYriNsA (MOBTOPHI A03M) Y HabiNbLL KOPOTKI TEPMiHM Micns nepeaosyBaHHA. dopcoBaHWii Aiypes, giania abo remonepdysis MOXYTb



OyTW HefoCTaTHLO eDeKTUBHUMU 415 BUBeLeHHS HIM33 uepe3 BUCOKWMIA CTYMiHb 3B'A3yBaHHSA HIM33 3 6ifikamu KPOBi Ta eKCTEHCUBHUIA MeTabo/1i3M.

Mo6iyHI peakuii.

LLINYHKOBO-KMLLKOBWIA TPaKT: HaluyacTiwe no6iyvHi peakuii 6ynnM MoB’A3aHi 3i LUIYHKOBO-KMLLKOBUM TpakToM. [pu npuitomi HIM33 MOXYyTb BMHMKATK
LLI/TYHKOBO-KMLLKOBI BMpa3kK, nepdopauii abo LWNYHKOBO-KULLIKOBI KPOBOTeMi, iHOAI NeTasbHi, 0CO6AMBO B OCI6 MITHLOrO BiKY (AMB. po3gin «Oco6nmBoCTi
3acTocyBaHHsA»). [Mpu 3actocyBaHHi HIM33 nosigomnanoca npo Hy[oTy, 61t0BaHHA, Aiapeto, MeTeopusM, 3anop, AMCnencito, 6ifb y LWAYHKY, MefneHy, 61t0BaHHSA
KpOB’10, BUPa3KOBUIA CTOMATUT, 3arOCTPEHHSA KONITY Ta XBopoby KpoHa (avB. po3ain «OcobamMBOCTI 3aCTOCYBaHHS»). PifLle cnocTepirascs racTpur.

FinepuyT/MBICTb Ta WKIpHI peakuii: npu 3actocyBaHHi HIM33 MOXAMBUIA PO3BUTOK HecreuugiyHmMX anepriyHnx peakuii, Lo MposBNATLCA Yy BUMNAAI
aHaiNaKTUYHUX peakLiil, peakKTUBHOCTI AMXa/lbHUX LUMAXIB, BKAOYaKOUM acTMy, MOriplueHHs nepebiry actmu, 6poHxocnasmy abo AWCMHOE, PI3HWUX LUKIPHMX
peakuii, y TOMy 4ucCni BUCKNIB PI3HUX TUMIB, CBEPOEXY, KPOMUB'AHKKM, MYpPrypun, aHrioefeMu, pigtle - ekcthoniaTUBHOro i 6yn1b03HOro gepmatuty (y ToMy Ymchi
enigepManbHOro HeKponi3y Ta MynbTU(OPMHOT epUTEMN).

HeBponoriyHi MopyLleHHss Ta po3nafn OpraHiB YyTTSH: HEBPUT 30pOBOr0 HepBa, BUMAAKM acenTUYHOrO MEHIHTITY (0CO6/MBO Y MauieHTIB 3 ayTOIMyHHUMU
MOPYLUEHHAMU, TaKUMU IK CUCTEMHUIA YePBOHWIA BOBYAK, 3MiLLiaHe 3aXBOPKOBAHHSA CMNOMYYHOI TKAHWHW) 3 TaKUMK CUMMTOMaMU K OHIMIHHS (PUTIAHICTb) M’A3iB LUNI,
NINXOMaHKa, fe30pieHTaLlis, CnayTaHiCTb CBILOMOCTI, ra/ltoLMHaLii, He34y>XXaHHS.

"feMaTO/NOriyYHi NOPYLLEHHS: arpaHy/IoLMTO3, aniacTuyHa aHeMis.

Y 3B’513Ky 3 3acTocyBaHHAM HIM33 noBifoMnsnocs npo po3BUTOK HAbPSAKY, apTepiasibHy rinepTeHsito Ta cepueBy HEAOCTATHICTb.

KniHiyHi gocnifkeHHs Ta enigemionorivyHi gaHi nokasyoTb, Wwo geski HM3M (oco6avBo Npy NpUiioMi BUCOKMX 03 | TPMBAIOMY 3aCTOCYBaHHI) Aelo 36ibwyroTb
PU3MK apTepiabHUX TPOMOOTUYHUX SBULL (HanpuKnag, iIHpapKT Mmiokapda um iHcynbT) (AuB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

Y T1abnuui HWXKYe HeCnpUATAMBI ABMLLA, MPO AKI MOBILOMANOCA B KNIHIYHUX LOCMIIKEHHSAX, & TAKOX MPW 3aCTOCYBaHHI npenapary AepTan®, 3rpynoBaHo 3a
CUCTEMaMU OPraHiB i 32 YaCTOTOH BUHUKHEHHS.

Knac cuctem opraHis Yacto HeuacTo Pigko [yxe pigko/okpemi BUNagKu
3a MedDRa >1/100, >1/1000, <1/100 >1/10000, <1/1000 <1/10000
<1/10

AHemis

3 6OoKy cucTemm
KPOBOTBOPEHHS |
nimgaTUyHOT cnucTemn

MpuUrHiveHHs QyHKUIT
KICTKOBOIO MO3KY,
rpaHy/IoUMTONEHIS,
TPOMOOLMTONEHIS,
HeMNTponeHis, remoniTuyHa
aHemis

3 60Ky IMyHHOT AHainakTnyHI peakuii

cuctemu (BkntovaroUu LLIOK),
rinepyyTanBICTb

MopyLueHHs inepkaniemis

meTaboniamy Ta

Xap4yBaHHsA

McuxiyHi nopyLUeHHs

[enpecis, He3BUYaIHI CHM,
6e3COHHSA




3 60Ky HepBOBOI
cUCTEMM

3anamopo-4eHH

MapecTesis, Tpemop,
COH/IMBICTb, FONOBHUIA Oifb,
ancressid (posnagu
CNPUAHATTS CMaKy)

3 60Ky OpraHiB 30py

MopyLUeHHs 30py

3 60Ky OpraHiB ciyxy

BepTuro, A3BiH y Byxax

3 60Ky cepus CepueBa HefoCTaTHICTb | BiguyTTs cepuebutTa
3 6OKy CyauH ApTepianibHa [inepemis, npunamen,
rinepTeHsis, BacKyniT
NOripLIEHHs nepebiry
apTepianibHOT
rinepTeHsii

3 60Ky AnxanbHOT 3aguiika BpoHxocnasm, cTpuaop

cucTemu Ta

cepefoCTiHHSA

3 6oKy Ancnencis, MeTeopuam, MeneHa, CTomaTuT, KpvBaBe

LL/TYHKOBO-KMLLIKOBOIO | 6ifib Y XXMBOTI, | raCTPWT, 3amnop, | LU1YHKOBO-KMULLIKOBI ONHOBaHHS,

TpakTy HyfoTa, Aiapes | 61t0BaHHS, BUPa3Ku, remMopariyHa | LUYyHKOBO-KULLKOBI
B/Pa3KOBUIA Aiapes, KpoBoTeui, nepdopawii
cromartut raCTPOIHTECTMHANIbHA | KMLIEYHWKY, 3arOCTPEeHHS

remoparis xBopo6u KpoHa Ta
BMPA3KOBOro KOMiTy,
naHKpeaTuT

3 6OKY MEYiHKM i MiaBnLEHHS YWKOLKEHHS NeYiHKK

YKOBYOBUBIJHUX aKTMBHOCTI (BKNKOYaOUM renaTuT),

LNAxis8 MeYiHKOBUX MiABULLEHHS aKTUBHOCTI

(hepMeHTIB NY>KHOT hochaTasn B KpPOBl,
YOBTAHMLA

3 6OKy LKipn Ta Csepbix, AHTiOHEBPOTUYHWIA Mypnypa, ek3ema, THXKI

NiALWKIPHOT KNITKOBUHW BUCH, HabpsK peakuii 3 60Ky LKipy Ta
[lepMaTuT, CN30BMNX 060TI0HOK

KpOnuB’aHKa

(BK/TOHAKOUM CUHAPOM
CriBeHca-[)KoHCOoHa Ta
TOKCUYHWI enijepmasibHUM
HEKPONI3)




3 60KY HMPOK | MigBULLEHHS HethpoTnyHMin CMHAPOM,
Ce4yoBMBILHOT CUCTEMM KOHLLeHTpauiT HUPKOBa HeOCTaTHICTb
CeYyOBWHU B
KpOBI,
NiABULLEHHS
BMICTY
KpeaTUHIHY B
KpOBi

Habpsk, nigsuiieHa
BTOM/1tOBaHiCTb, CYiOMU
M’A3iB (Y HOrax)
PesynbTatu 36i/bLLUEeHHSA Macy Tina
nabopaTopHumX
[OCNiDKEHb

3arasibHi po3naam Ta
MicLeBi peakuii

IHWIi No6IyHi edekTH, AKI CnoCTepiralnThCa nNpu 3acTocysaHHi HIM33

[yxe pigkicHi (<1/10000):

3 60Ky HUPOK | CEYOBMBIAHWNX LUNAXIB: IHTEPCTULia/IbHUIA HehpuT.

3 60Ky LKipy Ta NigWKIPHOT KNITKOBUHW: OYNbO3HI peakuii, BKIOYaoun cuHapom CTiBeHca-[PKOHCOHA i TOKCUYHWIA enifepMasibHUA HeKponi3 (4yXe pifko),
(hoToceHcmbinizauis.

B ocobnmBux BUMNaLKax crocTepiranncs CepmosHi WKIpHI iH(eKLiT Ta IHeKLiT M’ AKX TKaH1H Npu npuitomi HM33 nig yac 3axBOpHOBaHHSA BITPSAHOKO BICMOO (4VB.
TaKoX po3ainm «OcobIMBOCTI 3aCTOCYBaHHA» Ta «B3aeMOAis 3 iHWIMMM NiKapCbKUMIM 3aC06aMU Ta iHLWI BUAW B3aEMOLIN»).

TepMiH NpUAATHOCTI.
3 POKMW.

YMoBM 36epiraHHs.
36epiratv npu TemnepaTypi He BuLe 25 °C. MNpenapart 36epiraT B HeLOCTYMHOMY AN AiTeN MicCLi.

YnakoBKa.
10 TabneToK, BKPMTUX NIIBKOBOK 060MOHKOHD, y 6icTepi; 2 a60 6 61icTepiB y KaPTOHHI yNaKoBLi.

KaTteropis Bignycky.
3a peuenTom.

Bupo6HUK.
BAT «["efieoH PixTep», YropwuHa, 3a niyeHuieto Anvipan A. I., LLseliyapis.



Micue3HaxomkeHH BUPOOHMKa Ta 1A0ro agpeca Micusa NpoBafpKeHHS AisfIbHOCTI.
H-1103, byganewT, Byn. dempd, 19-21, YropwmHa.



