IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

EHJIO®AJBK
(ENDOFALK®)

Cknao:

Oitoui peuosunu. 1 maxer (55,318 r mopomky) mictuth: Makporoay 3350 — 52,500 r,
HaTpito xyopunay — 1,400 r, HaTpiro 6ikapOonary — 0,715 r, kanito xnopuny — 0,185 ;
O0ONOMIMNCHI peuosuHU. CaXapUH HATPIIO, KPEMHIIO T1OKCH]T KOJIOITHUI 0€3BOTHHIM,
apomaTu3aTop Mapakyi, apoMaTHU3aToOpP aneIbCUHOBUH.

Jlikapcbka ¢opma. [Topomrok 1y1st opaabHOTO pO3UHHY.

OcHosHi hizuko-ximiuni éracmusocmi. OG1I0TO KOTHOPY MOPOITKOMOAI0HA CyMiI 13
PI3HUX KPUCTAJIIYHUX PEYOBHH.

dapmakoTepaneBTHYHa rpyna. OCMOTHYHI MPOHOCHI 3acobu. Makporou,
KOMO1HaItI.

Kon ATX A06A D65.

dapmakonoziuni eracmusocmi.

Dapmaroounamixa.

Ennodanbk € cymimmio pi3HUX €JNEeKTPOJITIB 1 Makporoiay MJis OJep’KaHHs
130TOHIYHOTO PO3YMHY JIJISl OYMILEHHS KUIIECYHUKY.

dapMakoAMHAMIYHUN eQeKT mojisrae B 1HAyKyBaHHI niapei. Kumeynux
BUIIOPOKHIOETHCSI Ta OYMIIYETHCS. EJIEKTPOIITH, 10 MICTATHCS B TOTOBOMY MJIs
BXKUTKY pO34MHI, 30a71aHCOBaHI Tak, 11100 3a0e3MeYuTH NMPUIUHEHHS 3BOPOTHOIO
nporiecy abcopOIIii 1 cekperrii BOAM Ta eJIEKTPOIIITIB Y TpaBHOMY TpakTi. JlomaBaHHs
BHCOKOMOJIEKYJISIPHOTO MAaKpOTOJIy 3a0e3mnedye 1300CMOJIAPHY KOHIIEHTPAIIIIO0, JJIS
SKOI XapaKTepHa KOHLEHTpaLlil YacTOK, MOPIBHSHHA 3 TAaKOIO y Iuia3mi kposi. Lle
3arnobirae CyTTeBOMY MEPEMIILIEHHIO OY/b-5IKOT PIIMHU MK IIPOCBITOM KHUIIEYHUKY
Ta BacCKyJSIPHOIO TIOPOKHUHOIO. 3aBISKM TakoOMy TUIy OalaHCyBaHHS Ta
OCMOJISIPHOCTI BITUB Ha OajiaHC €JEKTPOJIITIB a00 PiAMHU B OpPraHi3Mi NMPaKTUIHO
BIJICYTHIH.

dapmakokinemuxa.

Makporon 3350 € iHepTHUM 3’€AHAHHSM, SIKE€ MIITAECTHCS JUIIE MiIHIMATHLHOMY
MOTJIMHAHHIO Y IITYHKOBO-KHUIIKOBOMY TpPaKTi 1 He MeTaboni3yerbesa. MiHiManbHa
KUTbKiCTh Makporoiy 3350, < 1% BiJ BBeI€HOI 03U, BUBOJIUTKLCS 3 CEUCIO.
Kainiuni xapakrepucTuku.

Ilokazanns.

Jljis OUMIIEHHS KUIIEYHUKY Mepes] KOJTOHOCKOMIETO.

Ilpomunokazannus.

[linBuiena 9y TAUBICTH 10 JIFOUYUX PEUYOBUH, IHIIIMX MAKPOTOIIB 200 10 OyIb-SKOTO
3 KOMIIOHEHTIB JIIKAPCHKOTO 3ac00y.

KumkoBa HempoxinHicTe ab0 Mifo3pa Ha KHUILKOBY HEMPOXIJHICTb, HUTYHKOBO-
KHUIIIKOBA OOCTPYKIIiS, NUTYHKOBO-KHINKOBA Tmepdoparisi, PU3HK [IUTYHKOBO-
KHMIIKOBOI mepdopalii, KapuMHOMa Ta IHIII TSDKKI 3amajbHI 3aXBOPIOBaHHS
KUIIEYHUKY (y TOMY 4MCII BHMpa3KOBHHM KoJIT, XxBopoOa Kpona), ToxcuuHuit
MEraKoJIOH, MOPYIIEHHS BUITOPOKHEHHS [IUTyHKA.



Ennodanpek He ciiJl 3aCTOCOBYBAaTH XBOPHM, SIKI 3HAXOAATHCS Y HECBITOMOMY a0o0
HaIMIBCBIIOMOMY CTaHi, a00 XBOpUM, CXMJIbHHM O acmipamii 4u BiIPUXKKH, MPH
3araipHii caabkocTi ab0 MOpyIIeHHI KOBTAIBHOTO pediekcy.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOu 63a€mMo0iil.

Jliku, sKi 3aCTOCOBYIOTH MEPOPATIBbHO BIPOJOBK AECKUIBKOX TOAMH A0 a0o0 MiJ] yac
npuiiomy EHodanbky, MOXyTh OyTH BUBE/ICHI 31 IUTYHKOBO-KHILIKOBOT'O TPAKTY a00
K 1X TOrJTMHAaHHSA MoXke OyTH 3HM)KEHE YM MOBHICTIO npunuHeHe. Lle cTocyerses,
30KpeMa, JIKapChKHUX 3ac001B 13 BIICTPOUEHUM BUBUIBHEHHIM. SIKIIO 32 KUTTEBUMHU
MOKA3aHHSMU I JIIKUA € a0COJTIOTHO HEOOX1THUMHU, CIiJl YHUKATH iX MepopaIbHOTrO
npuifoMy Ta 3acToCOByBaTH lied (i) mikapchkiid (-ki) 3aci0 (3acoOu) B 1HIIIN
JiKapcebKii (popmi a00 3HAUTH aJbTEPHATUBY.

MoxJMBa B3a€EMO/Iisl MK MaKpOTOJIOM 1 IEBHUMH €H3UMHUMHU TeCTaMH (HaIlPHUKIIA]
ELISA) npu niarHoOCTUYHOMY JIOCIIPKEHH1 KHIITKOBOI PiIMHM, 1110 OyJia BUBEIEHA.
['oTOBUIT pO34MH HE MOKHA 3MIIIYBAaTH 3 IHIIMMHU PO3YMHAMH 200 10OaBKaMH.
Ocoobueocmi 3acmocyeanns.

Ennodanpk ciig 3acTOCOBYBATH JIMIIE i MEINYHUM HArJsA0M XBOPUM JITHBOTO
BiKy, mauieHTaM 3 pedurokc-e30¢ariroM abo HasSBHOIO CEpPLEBOI0 APUTMIEI0 3
Mi03pIOBaHUM a00 MiJTBEP/PKEHUM CHHOATpiaIbHUM OJIOKOM ab0 CHHAPOMOM
cJ1a0KOCTI CHHYCOBOTO BY3J1a.

[TamieHTaM 3 XpOHIYHMMH 3alAJIBHUMHM 3aXBOPIOBAHHAMHU KHIIEUHUKY (OKpIM
TSOKKOTO Tiepediry i TOKCMYHOTO METakoJIOHY) Iperapar Clliff 3aCTOCOBYBAaTH 3
00epeKHICTIO, IT1J1 HATJIA0M JIiKapsl.

Ennodanbk He citij 3acTOCOBYBAaTH XBOPUM 13 cepiieBoro HepocTaTHicTIO (NYHA IIT
i IV crynens), HUpPKOBOIO HEIOCTATHICTIO, 3aXBOPIOBAHHSAMHU MEYIHKHU a00 5K
XBOPHUM 3 BUPAKEHOIO JIET1IpaTalli€lo, OCKIJIbKY Oe3MeKka 3aCTOCYBaHHS Mpenapary
TaKUM XBOpUM He Oyna JocTaTHbO jochimkeHa. llpemapaT HeoOXigHO 3
O0OEpEeXHICTIO 3aCTOCOBYBATHM TMAIllEHTaM 3 PHU3UKOM TIOPYIIEHb BOJHO-
eJIEKTPOJIITHOrO OanaHcy (HanpuKiIaa MaieHTaM 3 MOpyIeHHsIM (YHKIIT eYiHKH,
HUPOK, NpPU OJHOYACHOMY MpUHOMI ceuoriHHUX 3aco6iB). by 3adikcoBani
MOOIMHOKI BUMAIKU NOPYIIEHb BOJHO-EIEKTPOIITHOTO OalaHCy y MALI€HTIB TPYIH
pU3UKy. Y TAli€HTIB 13 cepueBold ab0 HUPKOBOI HEAOCTATHICTIO MOXKeE
PO3BHHYTHCh T'OCTpUN HAOpSIK JIETEHb y 3B’SI3Ky 3 HAaJMIPHMM HAaJXOHKEHHSIM
T1IPOKCUIY HATPito

He moxHa nomaBaTé HiSIKUX 1HIIMX PO3YHHIB a00 J00aBOK (30KpeMa IyKpy abo
apoMaTu3aTopiB, HECYMICHHUX 3 po3uMHOM EHpodaibky) 10 TOTOBOro 10
nepopanbHOro mpuilomy po3unHy Enpodanbky, TOMy mI0 Lie MOXKE€ 3MIHUTH
OCMOJISIPHICTB 1 €TIEKTPOJIITHUH CKJI1az a00 K CIPUYMHUTH YTBOPEHHS CyMilllel ra3iB
y KUILIEYHUKY.

Heo06xiqHO MpOBOAUTH MOHITOPHHI BOJHO-EJIEKTPOJIITHOIO OajaHCy y Malli€HTIB
IpYyNHU PU3MKY, BKIIOYAIOYH MAII€HTIB JIITHBOTO BIKY Ta OCIa0JIEHUX XBOPHX.

OpnuH makeTuK MicTuTh 32,5 mMmonb (747 mr) Hatpito. Lle HeoOXiqHO mpUMaTH 10
yBaru nauieHTaM, siki JOTPUMYIOTHCS JII€TH 3 KOHTPOJIBOBAHUM BMICTOM HATPIIO.
OpuH makeTuK MICTUTH 2,5 MMoib (97,5 mr) kamito. Lle HeoOXinHO mpuiiMaTu A0
yBaru naii€HTam i3 HOpyLIeHHAM (yHKIIT HUPOK a0o MmarieHTaM, ki JOTPUMYIOThCS
JI€TU 3 KOHTPOJIbOBAaHUM BMICTOM Kalilo.

lemMiyHUN KOIT

B noctmapkeTHHroBoMy nepioii MoBiAOMIISIIOCS PO BUMAIKH 1IIEMIYHOTO KOJITY,
BKJIIOYAIOUM CEpHO3HI, y MAalli€HTIB, sIKI OTPUMYBAJIM MAKpOTOJd JUIsl IMiJrOTOBKH




KUIIeYHNKa. MaKporoJ ciiij] 3aCTOCOBYBATH 3 00EPEKHICTIO MALI€EHTaM 3 BIIOMUMHU
(dakTopaMu pPHU3MKY pPO3BUTKY IIIEMIYHOTO KOJITy abo y pa3l OJAHOYACHOIO
3aCTOCYBaHHA CTHMYJIIOIOUMX MPOHOCHHX 3aco0iB (Takux sk Oicakomgun abo
nikocynbdar Hatpito). [TamieHTaMm, y SKHX CIIOCTEPIraloThCs panToBi 0011 B )KUBOTI,
peKTalbHI KpoBOTe4i ab0 iHII CHMITOMH IIIEMIYHOTO KOJITy, CIiJl HeraiHo
3BEPHYTHCS JI0 JiKaps.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

Bazimuicmo

JlocBiy 3aCTOCYBaHHS MpenapaTy y nepioJl BariTHOCTI HEMae.

Ilepioo eo0ysanns 2pyoor

JlaHuX 111040 IPOHUKHEHHS Makporosy 3350 y rpyiHE MOJIOKO HEMAE.

Maxkporou 3350 cnabko nornuHaeTses. EHIodanbk MoXkHA 3aCTOCOBYBATH Y MEPiOA
TOAYBaHHS TPYJJII0, SKIIO KOPUCTH BiJ 3aCTOCYBAaHHsS JJIsi MaTepi NEepeBUILyeE
MOTECHLIWHUN PU3UK AJIs AUTHHU.

30amuicmbs  énnaueamu  Ha  WEUOKICMb  peakuyii  npu  KepyeamHi
A6MOMpPAHCROPMOM A0 IHUWIUMU MEXAHIZMAMU.

Ennodanek He BIUIMBae ab0 Mae HE3HAYHMH BIUIMB Ha 3JaTHICTh KepyBaTH
aBTOMOO1IeM abo MpaloBaTy 3 IHIIUMHU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

JUJ1s HOBHOTO OYMIIIEHHS KMILIEYHUKY HEOOX1THO BUMUTH A0 3, MAKCUMYM 10 4 JTpiB
po3uuny Ennodansky. OnuH naker BiIOBIJa€e 2 NiTpa pO3UUHY.

Po3unn BunuBatu nopiuisimu o 200-300 mu koxkHi 10 XBHIIMH, MOKH PEKTaJbHI
MIPOMHBHI BOAM HE CTAaHYTh MPO30PHUMH.

3a3Buuail npuiioM mpenapary HeoOX1HO 3aBEPIUINTH 32 4 TOAUHU Hepes M0YaTKOM
JOCHIJKeHHS. 3arajbHy HEOOXIJAHY KUIBKICTh PO3YMHY TaKOX MOXKHA MPUHHATH
yBedepi, HamepeaoAHl MOCHiPKeHHs, a0 X 4acTKOBO — yBedepi HamepenoHi, a
3aJIMILIOK — HACTYITHOTO PAHKY, B IEHb JOCIIIKEHHS.

[TamieHTH He TMOBHMHHI BXXHMBaTH OyIb-Ky TBepay 1Ky 3a 2—3 TroIuHH mepen
npuiiomoM Enfoganbky i 10 3aBepIieHHs TOCTiIKEHHS.

Ilpuecomyeanus po3uumny

Po3unH rotyBatu nepes BXXUBaHHAM, PO3YMHSIIOUN BMICT 2 nakeTiB y 500 mi teruioi
a00 0XOJIOMKEHOT KUIT TYCHOT BOJHM, 1 TIOTIM JOBOIUTH 00’eM 1o | niTpa, noaarouu
Boau. I1loiiHO mpUroTOBaHUi TOTOBUI 10 BKUBAHHS PO3UYMH MOXHA MTOMICTUTH B
XOJIOAUIIBHUK, OCKUIBKH 0a)KaHO 3aCTOCOBYBATH HOTO OXOJIOJKEHUM.

Himu.
Enpodanpk He ciim 3acTOCOBYBAaTH [iTSM, OCKUIBKM Oe3leKka 3acTOCYBaHHS
npernapary Lii BIKOBiH rpymi narieHTiB He OyJia HaJleKHUM YMHOM BHBUYECHA.

Ilepedosyeanns.

IIpu mepeno3yBaHHI MOXJIMBA TsDKKa Aiapes. Y pa3l 3HAUHOrO Mepeo3yBaHHS
MO>KYTbh O4iKYBaTHCS MOPYLIECHHS PIJUHHOTO, €IEKTPOITHOTO 1 KUCIOTHO-JIY>KHOTO
6anancy. HeoOXiqHO MpOBOAMTH aJileKBaTHE 3aMILICHHS DPIAUHM Ta MOHITOPUHT
CHpPOBATKOBUX €JIEKTPOITIB 1 3HaueHHs pH.

SIKIIO BMHMKAE DITUHHMUN, €NEKTPOJIITHUM abo0 KHUCIOTHO-TYKHUHM aucOanasc,
HEOOX1THO TaKOK HOPMaJi3yBaTH €JIEKTPOIIITH Ta BXKHUTH 3aXO/IB JAJISl BiTHOBIICHHS
KHUCJIOTHO-JTY>KHOT'O OajaHcy.



ITpu acmipariii Moke pO3BUHYTHCS TOKCUYHHIA JIET€HEBUN HAOPSK, SIKUM 1MOTpedye
HEraHUX 1HTeHCUBHHX JIKyBAJIbHUX 3aX0/(iB, BKIIFOUAIOYN BEHTHUIIALIIIO JIET€Hb ITi]T
MMABUILEHUM TUCKOM.



Ho6iuni peaxuii.
ITpu 3actocyBanHi Exmodanbky min 4ac KIiHIYHOTO BUIPOOYBaHHS HaiyacTilie
criocTepiraiucs Taki HeOakaHi epeKTH, K 3AyTTs )KUBOTA 1 Hy10Ta (J1y>Ke 4acTo).
Ili cuMOTOMHM CHOCTEpIraioThbesi 31€0UIBIIOr0 BHACHIIJOK BXXHMBAHHSA BiJIHOCHO
BEJIMKOI KUIBKOCTI PIIMHHM HPOTATOM KOPOTKOTO MPOMDKKY yacy. SIKiio HasiBHi
IIJTYHKOBO-KMIIIKOBI CUMITOMH, 30KpeMa HyA0Ta 1 OJIOBaHHS, YacTOTy HpUHOMY
Ennodaneky He00XiTHO THUMYACOBO 3MEHIIUTH a00 MPUIMHUTH NIPUIOM Ipenapary
710 YCYHEHHS! CUMITTOMIB.

Hebaxani edextu, mpo siKi MOBIOMIISIOCS HPU 3aCTOCYBaHHI MpemnapaTiB JUls
OUHUIICHHS KHUIIEYHUKA, TakuX sK EHmodanpk abo aHAIOTIYHUX, IIO0 MICTATh
MakKporoJ, A0BiIbHO a00 B paMKax KJIIHIYHUX BUIIPOOYBaHb, IPUBEIECHO B TaOIUII],
3rpymnoBaHi 3a KJ1acaMH CUCTEM OPIaHiB Ta YacTOTOIO.

Yacmoma 6i0nosiono 0o MedDRA

Cucmema opeanis yacmo

dyace wacmo
(=1/10)

(>1/10000 <
1/10)

He 8i0oMo (wacmoma He
Modxce Oymu GusHaueHa
30 HAABHUX OAHUX)

ITopymeHHs
IMYHHOI CUCTeMH

Kponus’sHka, puHopes,
BITUYTTS CBEepOEKY a0
nepMaTtut (iMOBIpHO,
aJIePTigHOTO
TTOXOJIKEHHS),
BUCHUIIAHHS, CHHAPOM
KBinke, aHadiakTHIHUT
10K

ITopymenns 3
OOKy IIEHTpaIbHOI
HEPBOBOI CUCTEMU

Hesponoriuni edpexry,
MOYMHAKOYH BiJ JIErKOi
ne3opieHTani 1
3aKIHUYIOUYHU
reHEepali30BaHUMU
CyJIOMaMH, SIK HACJIiJIOK
3MIHH CHPOBATKOBOI'O
PIBHS €1EKTPOJITIB (IUB.
JTOCITIJIKEHHS)

Cepruesi
MOPYIICHHS

Cepuena apuUTMis,
Taxikapais Ta HaOpsK
JIETEHIB

[IInyHkoBoO-
KHIITKOBI PO3NIaau

Hynora,
BITUYTTS
MePENOBHEHHS
Ta 3MyTTSA
JKHBOTA

baroBanHs,
IIUTYHKOBI
KOJIIKU Ta
MoIpa3HEHHS
aHyca

Cunnpom Menopi —
Beiica

3arajpHi
MOPYIIEHHS Ta

3araiipHe HE3yKaHHS Ta
0e3COHHSI




CTaH MicCIIs
BBEJICHHS
JlocaimkeHHs KninigyHo 3Hauyme
3HWKCHHS PIBHS
KaJIbIIIO B CHPOBATIII
KpOBI, KaJiI0 Ta HATPIIO
Tepmin npuoamnocmi. 5 pokiB. He 3acTocoByBaTH MiCis 3aKiHYCHHS TEPMIHY
MPUIATHOCTI, 323HAYEHOT0 Ha YIAKOBIII.

YmoBu 30epiranns. He morpeOye cremianbHux ymMoB 30epiranns. 30epirata B
HEIOCTYIHOMY JUIS JiTe micui. ['0TOBUI PO3YMH NMPHUIATHUNA JUII BUKOPHCTAHHS

BITPOIOBXK 3 TOJUH, SIKIIO BiH 30epiraeThcs mpu Temreparypi ue Buiie 25 °C, abo
BIIPOAOBXK 48 roauH, SKIIO BiH 30epiraerbes mpu temmeparypi  2-8 °C (B
XOJIOAWIIBHHKY ).

Ynakoska. [1o 55, 318 r nopomiky y nakeri; mo 6 makeriB y KopoOili 3 KapTOHY.

Kareropis Bizmycky. be3 penernra.

Bupoonuk.
Hp. ®anpk @apma ['M6X, Himewunna/Dr. Falk Pharma GmbH, Germany.

Micue3HaxokeHHs1 BHPOOHHKA Ta WMOro ajapeca Micus MPOBAIKEHHSA
IiSJILHOCTI.

JlatinenBebepmTpacce 5, 79108 Dpaitbypr, Himeuunna / Leinenweberstrasse 5,
79108 Freiburg, Germany.



