IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ECCEHL|IANE® thopTe H

Cknag:
Aitoya peyvoBuHa: «EcceHuianbHi q)ocdponinip,m»oz EPLO-cy6CTaHL|,iﬂ (cpoccponiniam i3 coeBux 606iB ((3-sn-hocaTnamni)xonit), aKi mictaTs all-rac-a-Tokodepon);

1 KancynaMicTuTb «EcceHuianbHi q)ocq)onini,qm»oz EPLO - cyb6CcTaHLis

(chocdhoninigm i3 coesmx 606iB ((3-sn-thochaTmann)xonin), aki mictaTs all-rac-a-tokodepon) — 300 mr;

[OMOMIDKHI PEYOBUHW: XXMP TBEPAWUIA, 0Nis cCoeBMX 606iB padiHOBaHa, 0Nid PULMHOBA rigporeHizoBaHa, eTaHon 96 %, eTunBaHiNiH, 4-MeToKcialeTOPeHOH, nycTa
Kancyna: >XenaTuH, BoJa ouulleHa, TuTaHy giokeng (E 171), 3anisza okeng xosTuid (E 172), 3anisza okcug YopHuii (E 172), 3anisa okemg vepsoHuin (E 172), HaTpito
naypuncynbar.

JlikapcbKa thopma. Karncynu.
OCHOBHI (pi3MKO-XiMiYHI BNaCTMBOCTI: HENPO30pIi, 4OBracTi, TBEPAl Karncynum Konbopy Xaki 3 NacTonogioHMmM BMICTOM, CXOXKUM Ha Mef.

dapmakoTepaneBTUYHa rpyna. NenatotponHi npenapatu. Kog ATX A0SB A.

dapmMakosoriyHi BnacTmneoCTI.

PapmakonHamika. [py 3aXBOPHOBAHHAX NEYIHKY MeMOpaHu renatoumTiB Ta iX OpraHenn 3aBXam 3a3HatoTb YLLKOKEHb, L0 MOXe NMPU3BOANTMN A0 3MiHW aKTUBHOCTI
MeM6paH03B’A3aHNX PePMEHTIB Ta PeLenTOPHUX CUCTEM, NOPYLUEHHS MeTaboNIYHOT (PYHKUIT KNITUHM Ta 3HVKEHHSA IHTEHCMBHOCTI pereHepawii neviHku.
docdoninign, WO MICTATLCA Yy npenapari EcceHu,ianeO (hopTe H, 3a CBOEID XiMIYHOK CTPYKTYPOI MOAIOHI 40 eHAoreHHUX docdoninigis, ane matoTb HabaraTo
BULLMIA BMICT NOMTIHEHACUYeHUX (ECEHLia/IbHMX) XXUPHUX KUCNOT. Lii BUCOKOEHEPreTUYHI MOMIEKY M BOYAOBYHOTLCA MEPEBAXKHO Y CTPYKTYPU KNITUHHUX MembpaH Ta
NONErLyTb BiAHOBEHHS YLLIKOMKEHWUX TKaHWUH MeYviHKU. OCKIiNbKN LMC-NOABINHI 3B’A3KM LMX MONIEHOBUX KUCMOT NEPELLKOMLKAIOTb NapanebHOMY po3TallyBaHHIO
BYI1I€BOJIHEBUX NMaHLKOTiB MeMOpaHHMX pocdoniniais, WifbHICTb Po3TallyBaHHSA POCOoNiNiAHUX CTPYKTYP 3MEHLLYETLCS, BHACNIA0K YOr0 LWBUAKICTb HAAXOMKEHHS
| BMBEAEHHA PeyoBMH 3pocTac. MemM6paHO3B’A3aHi (PEPMEHTU YTBOPKOKOTL (PYHKLIOHAbHI OAMHWLI, fKIi MOXYTb MOCW/IOBATU TX aKTMBHICTb Ta 3abe3neyyBaTu
(hizionorivyHe NPOTiKaHHA OCHOBHUX MeTaboNi4YHNX NPOLIECIB.

docdoninign BNAUBaOTL HA NOPYLLUEHWUI NiNIAHWIA MeTabonNi3M LINAXOM perynsauii MeTaboniamy ninonpoTeiHiB, y pe3y/bTaTi Horo HeTpasbHi XUpy Ta XoecTepuH
MepeTBOPIOIOTLCA HA POPMU, NPUAATHI 418 TPAHCNOPTYBaHHA, 0COBMBO 3aBAAKMN 30i/bLLUEHHIO 34aTHOCTI IINONPOTEIHIB BUCOKOT LWinbHOCTI (JIMNBLL,) npuegHysatu
XOMeCTepuH, Ta CNPSIMOBYHOTLCS ANS NMOAANbLUIOr0 OKUCHEHHS. Tif Yac BMBeAeHHA (oconinigiB vepes XOBUYOBMBIAHI LUNAXN NITOrEHHUA IHAEKC 3HMXKYETLCS |
Bii6YyBa€ETHCA CTabINi3aLisA XOBYI.

dapmakokiHeTUKa. Mpu nepopasibHOMY npuiioMi 6inblie 90 % npenapaTy BCMOKTYETLCS B TOHKOMY KMLIEYHUKY. OCHOBHa Ki/IbKiCTb PO3LLEN/IETLCS Mif Ai€t0
thoctoninasn-A ao 1-auun-nizo-goctatngnnxonidy, 50 % [koro Bigpasy peauunteTbCA B NOMIHEHACUYEHWNIA hocdaTUANIXONIH e Nif Yac BCMOKTYBaHHS B
TOHKOMY KULUEYHWKY. [loniHeHacuyeHnidi (octhaTuaMIXONiH NoTpanise B KPOB Yepe3 fiM(aTUuHI Wwnsxu i gani, nepeBaxHo y Komnnekci 3 JIMBLL,
TPaHCNOPTYETLCA B NeYiHKY. MakcumasibHWiA BMICT hocqaTuannxoniHy y KpoBi Yepes 6—24 rognHun nicns nepopasbHOro npuinoMy ctaHoBuTb y cepefiHsomy 20 %.
Mepiog HaniBBMBELEHHA 415 XOMIHOBOIO KOMMOHEHTa CTaHOBWUTb 66 FOAWMH, A1 HACUYEHUX >KUPHUX KUCNOT — 32 TOAUHWU. Y XOAi AOCNifXeHb KIHETUKU B



NOICLKOMY OpraHi3Mi MeHLLe 5 % KOXHOro i3 BBefleHuX i3oTonis 3H i 14C BuBogunocs 3 hekanismu.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

HeankoronbHWiA cTeaTorenaTuT, afiKoro/ibHWIA CTeaTorenaTuT, rOCTPI | XPOHIYHI renaTuTK Pi3HOT eTIONOriT, LMPO3 NeYiHKK, nepea- i nicnsonepatiiHe NikyBaHHS nNpu
XipypriyHoOMy BTpY4aHHi Ha NeyYiHLi Ta XXOBYOBMBILHWX LLISXaX, Ncopias, pagialiiH1iA CUHLPOM.

IMpoTnnoKasaHHA.
MigsuLLEHa YyTAMBICTb A0 OY/b-AKOro3 KOMMOHEHTIB Npenapary.

B3aemogis 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

[laHi Npo HecyMicHicTb a6o B3aemogito EcceHuiane® topTe H 3 iHLWIMMK NiKapCbKMMM 3aC06aMM BifICYTHI.

He Mo)KHa BMKntoYaTu B3aemogito EcceHuiane® topte H, kancyny no300 Mr, Ta aHTUKOArynsaHTIB. Y 3B’A3KY 3 LM, MOXE BUHUKHYTN HEOOXIiAHICTb KOPUIYyBaHHS
L0311 LbOro MeiyHOro npenapary.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

Y pigKicHMX BUNaaKax el iKapcbKuin 3acib MoXKe CIIPUYMHATI BaXKKI aneprivHi peakuii, OCKifIbKN BiH MiCTUTb COEBY Of1it0.

Liei nikapcbKuii 3aci6 He 3amiHsie BIAMIHM 3aCTOCYBaHHS PEUOBWH, SKi YLLKOMKYHOTb NeYiHKy (Hanpuknag afkorosto).

AKWO y Bac € XpOHiYHMIA renatuT, NigTpMMyBanbHe NiKyBaHHS hocdoninigamm coeBnx 606iB € AOLiINMbHUM NuLle Y TOMY BMNAAKY, SKWO Ha (DOHI NiKyBaHHS
CMoCTepiraeTbCa NOKpalleHHs Baworo ctaHy. AKWO CUMATOMM NOCUIOKOTLCA ab0 AKLLO 3’ ABNAKOTHCA iHLLI CUMNTOMW HE3PO3YMINIOro NMOXO[KEHHS, MaLEHTY Cij,
MPOKOHCYNbTYBATUCA3 NiKapem.

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHsA rpyaato.
ICHye 06MeXKeHa KiflbKIiCTb AaHMX KTHIYHMX AOCNIAXKEHb LLOAO 3aCTOCYBaHHA npenapary BariTHUM.
Tomy 3acTocyBaHHs npenapaty EcceHuiane® dopTe H He peKoMeHAyeTbCA Y Nepiog BariTHOCTI abo roAyBaHHs rpyato.

30aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKU MeXaHi3MaMu.
Mpn 3acTOCYBaHHI EcceHu,ianeO (hopTe H WBMAKICTb peakLil Npn KepyBaHHI aBTOTPaHCMOPTOM abo po6OoTi 3 IHLIMMKN MeXaHi3MaMu He 3MIHHOETbLCS.

Cnoci6 3acTocyBaHHs Ta [03W.
MoyaTKoBa f03a npenapaTy Ans LOPOCAMX i AiTeil BikoM Big 12 pokiB CTaHOBMTb MO 2 Kancynu 3 pasv Ha fo0y, nigTpumytoda — no 1 kancyni 3 pasu Ha fo6y.
Kancynum 3acTocoByrOTb Nif Yac NpuinoMy iXKi, He pOKOBYIOTb, 3anmBatOTb HEBEMKO KifIbKICTHO BOAW. PEKOMeEH0BaHMI KypC NiKyBaHHS — He MeHLLEe 3 MicALiB.

NikyBaHHA ncopiasy MounHaTb 3 MNpUoMy 2 Karcyn EcceHu,ianeO (opte H 3 pasn Ha o6y npoTaAroM 2 TWxHIB. [licnd uboro pekomeHgosaHo 10
BHYTPILUHbOBEHHUX iH €KL N0 5 M1 3 0gHOYaCHUM Npu3HaveHHaM PUV A-Tepanii.
[Micna 3aKiHYEHHA Kypcy iH’eKLiiA MOHOBMIOKOTL NPUIAOM Kancy i NPOAOBXYHTh 3aCTOCYBaHHS npenapaty NpoTArom 2 micsuis.

aiTn.
MpenapaT NpU3Ha4YeHNn ANs 3aCTOCyBaHHS AiTAM BiKOM Bif 12 pokiB, Maca Tifa SKUX CTaHOBUTb 43 Kr i GinbLue.



Nepeno3yBaHHA.
Ha cboro/Hi X0AHOr 0 NoBiZIOM/EHHS NP0 Mepejo3yBaHHSA a60 BUHMKHEHHS IHTOKCMKALLIT Npy 3acTocyBaHHi Kancyn EcceHuiane® dopte H He Hagxoawmno.

Mo6iuHi peakuii.

YacToTy nob6iyHMX e(eKTiB BM3HAYa/IM 3a TaKUMK KpUTepiamu: gyxe vacto (= 1/10); uacto (Big = 1/100 fo < 1/10); HewacTo ( Big = 1/1000 fo < 1/100); pigko
(Big = 1/20 000 fo < 1/1000); ayxe pigko (< 1/10 000); yacTtoTa Heigoma.

B okpemux Bunagkax npuiiom npenapaty EcceHuiane® dopte H MoXe CNPUYMHITY NOPYLLIEHHS 3 6OKY LLTYHKOBO-KULLIKOBOIO TPAKTY, BKIOUAKUM AUCKOMKOPT Y
LUYHKY, NOM’AKLLEHHS BUMOPOXHEHHSA abo Aiapeto.

[yxXe pigKo MOXYTb BUHMKATW aneprivyHi peakuii, y T.4. eK3aHTema Ta Kponue’sHKa. MoXXnvMBuiA cBepOiXK LUKIipK (4acToTa BMMNaaKiB Hesigoma). Mpo nosiBy
Oy ab-AKMX HebaXKaHNX e(PEKTIB, He BKa3aHWX B IHCTPYKLIT 415 MEANUYHOIO 3aCTOCYBaHHSA, CNif NOBIAOMUTN NiKaps.

Y pasi BUHUKHEHHS 6Yy/ab-SKOro 3 BULLE3ragaHWx MobiuHKMX edekTiB, 0Co6NMBO peakLiiii rinepuyyTavMBocTi, npuiiom npenapaTy EcceHuiane® dopte H cnig
NPUNUHUTK. MaLieHT NOBUHEH 3BEPHYTUCA [0 NiKaps, AKNA 3MOXE BU3HAUUTY CTYNiHb TSHKKOCTI peakLiii Ta NpusHaunTy HeoOXigHe NiKyBaHHS.

TepmiH NpUAATHOCTI. 3 POKMN.

YMoBW 36epiraHHs. 36epiraty HeIoCTyNHOMY ANs 4iTeid Micu.
36epiratv y cyxomy Micui npu temnepatypi He Bule 21 °C.

YnakoBKa.
Kancynu Ne 30 (10x3): no 10 kancyny 6nictepi, no 3 61icTepn y KapTOHHIN KOPOOLI.
Kancynm Ne 100 (10x10): no 10 kancyny 6nictepi, no 10 6nicTepiB y KaPTOHHI KOPOOLIi.

KaTteropis Bignycky. be3 peuenTa.

Bupo6HUK.
Ein. HattepmaHH eHp Caini. TmM6X, HimeuunHa/A. Nattermann & Cie. GmbH, Germany
(BUPOGHUL TBO, NEPBUHHE Ta BTOPUHHE NakyBaHHA, KOHTPO/b Ta BUMYCK Cepiil).

CaHodi-AseHTic Cn. 3 0.0., MNonbLua/ Sanofi-Aventis Sp. z 0.0., Poland
(NepBKHHe Ta BTOPUHHE NakyBaHHS, BUMYCK Cepii).

Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micusa NPoBagpKeHHS 0ro AisifIbHOCTI.
HaTtTtepmaHHanes 1, KenbH, HopapeitH-BecthaneH, 50829, HimeuunHa/ Nattermannallee 1, Koeln, Nordrhein-Westfalen, 50829, Germany
(BUPOGHMLTBO, NEPBUHHE Ta BTOPUHHE NakKyBaHHSA, KOHTPO/b Ta BUMYCK Cepiit)

BY/. JTlobenbcbka 52, 35-233 XKelwys, MonbLya/52 Lubelska Str., 35-233 Rzeszow, Poland
(nepBMHHE Ta BTOPUHHE NaKyBaHHS, BUMYCK Cepiil).



3asaABHUK.
TOB «Onenna Xenckea YKpaiHa», YKpaiHa.

Micue3HaxomkKeHHSA 3asABHMKa.
YkpaiHa, 01033, M. KuiB, Byn. >KunsaHcbka, 48-50A.



