IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EHOO®AJIbK

(ENDOFALK?)

CKnao:

Oitoui pevosuHu: 1 maket (55,318 r nopouiky) mictutsk: Makporony 3350 - 52,500 r, HaTpito XJI0pUAY
- 1,400 r, HaTpito OikapboHnaty - 0,715 r, Karito xmopupy - 0,185 r;

0ONOMIdCHI peyo8uUHU: CaXxapuH HATPil0, KPeMHi0 TiOKCHUM KOMOimHUN 0e3BOOHUM, apoOMaTH3aTOp
Mapakyl, apoMaTH3aTOp anejbCUHOBUM.

JIikapcbKa ¢opma. ITopomIoK [jIsT 0paaIbHOTO PO3UUHY.

OcHosHi (¢i3uko-xiMiuHi 81acmusocmi: 6ioro KOIbOPY MOPOILIKOMOAiI0OHA CyMilll i3 pi3HUX
KPUCTAJIiYHUX PEYOBUH.

dapMmakoTepaneBTHYHA rpyna. OCMOTUYHI TPOHOCHI 3acobu. Makporos, KoMbiHaIrii.

Kon ATX A06A D65.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Expodansk € CyMimmo pisHUX eIeKTPOJIITiB i MaKPOT oy sl OfepKaHHS i30TOHIYHOTO PO3YUHY AT
OYMIIEHHS KUIIEYHUKY.

dapmakogUHaMiYHUY e(peKT IoJIrae B iHOyKyBaHHI giapel. KullieuHNK BUIIOPOKHIOETHCS Ta
OYHUIIYETHCS. ENEKTPONiTH, 1110 MiCTAThCA B TOTOBOMY [JIs1 BXKUTKY PO3uMHi, 30a/laHCOBaHi Tak, 11106
3a0e3meyuTy MPUIIMHEHHS 3BOPOTHOTO IIpoliecy abcopOiril i cekpellil BOOX Ta eleKTPOJIiTiB y
TPaBHOMY TPakKTi. [lomaBaHHS BUCOKOMOJIEKYIIPHOT0 MaKporoiny 3abe3mnedye i300CMONISPHY
KOHIIEHTpAIIilo, OIS SIKOl XapaKTepHa KOHIIEHTpallis YaCTOK, MOPiBHSIHHA 3 TaKOI0 Y My1a3Mi KpoBi. Lle
3amobirae CyTTeBOMY IepeMilleHHI0 O0yab-SKO0i PifMHM MiXK ITPOCBITOM KHIIIEYHUKY Ta BACKYJISIPHOIO
TIOPOKHUHOI0. 3aBASKM TaKOMY TUIY OalaHCYBaHHS Ta OCMOJIIPHOCTI BIJIUB Ha 0ajlaHC eJIeKTPOJIITiB
abo piguHU B OpraHi3Mi TPakKTUYHO BiICYTHIH.

dapmakoKiHemuxka.

Makporon 3350 € iHepTHUM 3’€IHAHHAM, SIKe HiAfa€eThCs JIUIIEe MiHIMaTbHOMY IIOTJIMHAHHIO Y



IIJTyHKOBO-KUIIKOBOMY TPaKTi i He MeTaboni3yeTbcs. MiHiManbHa KinbKicTh Makporoiny 3350, < 1%
Bifl BBEEHOI [O3U, BUBOOUTHCS 3 CEYel0.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

Il OunIeHHS KHUIIEYHUKY Iepen KOJIOHOCKOIII€IO.

IIpomunoka3aHHs.

[TigBuileHa YyTIUBICTH [0 AiI0UUX PEYOBHH, iHIIMX MaKpOroJiB abo [0 6yab-IKOT0 3 KOMIIOHEHTIB
JIiKapChKOT0 3aco0y.

Kumkosa HenpoxifgHicTh a0 Mifo3pa Ha KUIIKOBY HEIIPOXifHICTh, MITYHKOBO-KUIITKOBA OOCTPYKIIid,
IIJTYHKOBO-KUIIIKOBA ITepdopaliisi, pu3uK MITyHKOBO-KUIIKOBOI Ilepdopariil, KapIiiHoMa Ta iHII TAXKi
3amasbHi 3aXBOPIOBaHHS KUIIEUHUKY (Y TOMY YMCJIi BUPa3KOBUY KOJIT, xBopoba KpoHa), TOKCUYHUM
METaKO0JIOH, ITIOPYIIEHHs BUIIOPOXKHEHH IITYHKA.

Enpodanbk He CIlifg 3aCTOCOBYBATH XBOPHM, SIKi 3HAaXOOATHCS Y HeCBimoMoMy abo HaIiBCBimoMOMY
cTaHi, abo XBOpPUM, CXUILHUM M0 acIiipallil Y1 BigpuxKKH, IIPY 3araibHii cmabkocTi abo mopymeHHi
KOBTAJIbHOTO pedIiekcy.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

JIiku, sIKi 3aCTOCOBYIOTh ITepPOpPasIbHO BIPOOOBXK AEKiNbKOX TOAUH [0 abo Mif yac npuiiomy
Enpodanbky, MOXyTh OyTH BUBEEH] 31 IITYHKOBO-KUIIIKOBOTO TPAKTy ab0 XK iX MOTJIMHAHHS MOXe
OyTu 3HUIKEHe YU MOBHICTIO MpunuHeHe. Lle cTocyeThCs, 30KpeMa, TiKapCchKuX 3acobiB i3
BiICTPOYEHUM BUBITbHEHHSM. SKINO 3a XKUTTEBUMHU ITOKA3aHHSIMH ITi JTiKK € abCOTI0THO
HeOoOXiMHUMM, CJIil YHUKATH iX TepopabHOTr0 IPUIOMY Ta 3aCTOCOBYBATH 1iei (I1i) mikapchbKii (-Ki)
3acib (3acobu) B iHIIIN JTiKapChKii ¢hopmi abo 3HAUTH ambTEPHATUBY.

MoxmnrBa B3a€MOZis MiXK MaKpOTr0JIOM i IeBHUMU eH3UMHUMU TecTaMu (Hanpukiap ELISA) mpu
MiarHOCTUYHOMY [OCTIiIKeHH] KUIITKOBOI piguHy, 110 Oyjia BUBeeHa.

['oTOBMI PO3YMH HE MOXKHA 3MIIIyBaTH 3 iHIIUMU pPO3YrMHAMK a00 moOaBKaMH.

Oco6 1ueocmi 3acmocye8aHHs1.

Enpodarnbk ciig 3acTOCOBYBaTH JIUIIE i MEJUYHUM HATJIALOM XBOPUM JIITHBOTO BiKy, IaIliEeHTaM 3
pedmiokc-e30daritom abo HasBHOIO CEPIIEBOI0 aPUTMI€I0 3 MiM03pI0BaHUM a0 MiATBEPIXKEHUM
CHHOATpiabHUM 6JI0KOM a00 CUHAPOMOM CJIabKOCTi CHHYCOBOTO By3JIa.

[TamieHTaM 3 XPOHIYHUMMU 3alaJbHUMU 3aXBOPIOBaHHAMU KUIIEYHUKY (OKPIM TSKKOTO 1epediry i
TOKCUYHOTO0 MeraKoJIOHY) ITpelapar CJIif 3aCTOCOBYBaTU 3 00epeXKHiCTIO, i HarIsgoM JliKapsi.



Enpodarnbk He Ciif 3aCTOCOBYBaTH XBOPUM i3 cepieBoio HemocTaTHicTI0O (NYHA IIT i IV
CTYIIeHs), HUPKOBOO HEeIOCTATHICTIO, 3aXBOPIOBAHHSIMHY IEUYiHKH ab0 XK XBOPHUM 3 BUPAKEHOI0
merimpaTalli€to, OCKibKY 0e3IeKa 3aCTOCYBaHHS IIpenapaTy TaKUM XBOPUM He Oyja JOCTaTHBO
nocrigxkeHa. [TpemapaT HeoOXiHO 3 00epexkKHiICTI0 3aCTOCOBYBATH IalliEeHTaM 3 PU3UKOM IIOPYIIEeHb
BOJIHO-€JIEKTPOJIITHOTO OaslaHCy (Hampukiap malieHTaM 3 MopyIIeHHIM QYHKIIii eYiHKY, HUPOK, TIPU
OJHOYaCHOMY NPUIOMi cedoTiHHUX 3aco0iB). Bynu 3a¢ikcoBaHi MOOAMHOKI BUMIaIKX MTOPYIIEHDb
BOMIHO-€JIEKTPOJIITHOT'0 OalaHCy y MallieHTiB Py PU3UKY. Y MallieHTiB i3 cepiieBoio abo HUPKOBOIO
HEJOCTATHICTIO MOXe PO3BUHYTHUCH FOCTPUH HAOPSIK JIETeHb V 3B'I3KY 3 HAOAMiPpHUM HaIXOMKEHHSIM
TiOpOKCHAY HaTpilo

He MoXKHa [iofaBaTH HifIKMX iHIIKWX pOo34KHiB a00 06aBOK (30KpeMa 1yKpy abo apoMaTH3aTopiB,
HEeCYMiCHUX 3 po3unHOM EHpmodanbKy) 10 TOTOBOTO [0 MEPOPAIbHOI0 IPUHUOMY PO3UUHY
Enpodanbky, ToMy 10 1le MOXKe 3MiHUTHA OCMOJISIPHICTD i eIeKTPOIITHUM CKTaf ab0 K CIIPUYNHUTH
YTBOPEHHS CyMIIlIey ra3iB y KUIIEYHUKY.

Heo6xigHO TPOBOAUTH MOHITOPUHT BOJHO-EJIEKTPONIITHOTO OaaHCy y MaIliEHTIB IPYIU PU3UKY,
BKJ/II0UAIOYH TAIli€HTIiB JITHLOTO BiKy Ta 0ciablieHuX XBOPUX.

OpuH makeTuk MicTuTh 32,5 MMoib (747 mr) HaTpito. Lle HeoOximHO MpUMMaTH 10 YBaru mnallieHTam,
SIKl MOTPUMYIOTHCSA OIETU 3 KOHTPOJILOBAHUM BMiCTOM HATPIIO.

OpuH makeTuK MicTuUTh 2,5 MMonb (97,5 Mr) kKariio. Lle HeoOXigHO MpuiiMaTH OO yBaru malieHTaM i3
NOpyIIeHHAM (QYHKIIil HUPOK abo malfieHTaM, Ki JOTPUMYIOThCS Ji€TH 3 KOHTPOJIbOBAHUM BMiCTOM
KaJio.

[mmeMiyHUT KOMIIT

B mocTMapkeTHHr0BOMY I1EPIOAl ITOBITOMIIANIOCA PO BUNAMKY IIIEMIYHOI0 KOJIITY, BKJIIOYA0UX
CepHO3Hi, y MalieHTiB, Ki OTpUMYyBaId MaKpOTroJl AJis MiArOTOBKY KUIIeYHUKa. MaKporoJl Ciif
3aCTOCOBYBaTH 3 00epexkKHICTIO MallieHTaM 3 BifoMuMu paKTopaMu PU3UKY PO3BUTKY illIeMiuHOTO
KOJIiTy ab0 Y pasi 0MHOYAaCHOT0 3aCTOCYBaHHS CTUMYITIOIOUMX ITPOHOCHUX 3ac00iB (TaKUX K
6icakogun abo mikocynbdat HaTpito). [TamieHTaM, y IKUX CIIOCTePiraroThCsi panToBi 00Tl B XKUBOTI,
PeKTabHi KpoBoTedi abo iHIII CUMITOMHU illIeMigHOTO KOJIITY, CJIifi HeraHo 3BEPHYTUCS [0 JTiKaps.

3acmocyeanHs y nepiod eazimnocmi ado 200yeanHs1 2py0dio.
BazimHuicmb

IlocBigy 3acToCcyBaHHS IIpenapary y Iepiof BariTHOCTI HeMae.
ITepiod 200ys8aHHA 2py0010

[anux moao NpoHMKHEeHHS Makporony 3350 y rpyaHe MOJIOKO HEMaE.

Maxkporon 3350 crmabko nornuHaeTses. EHmodanbk MoxKHa 3aCTOCOBYBaTH Y IIepPiof TONyBaHHS
TPYLOAI0, SKIIO KOPUCTD Biff 3aCTOCYBaHHS AJISI MaTepi IepeBUIyE NOTEHIINHAY PU3UK [JIS1 OUTHUHU.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.



Enpodanbk He BIrBae ab0 Ma€ He3HAUYHUIM BIIJIUB Ha 3MaTHICTh KepyBaTU aBTOMOOineM abo
IpaLoBaTy 3 IHIIMMU MeXaHi3MaMMu.

Cnoci6 3acmocyeaHHss ma do3u.

I7151 TTOBHOT'O OYMILEHHS] KUIIEYHUKY HEOOXiTHO BUNUTH [0 3, MAKCUMYM [0 4 JIiTPiB PO3YUHY
Enpodaneky. OouH nakeT BignoBifa€ Y2 miTpa po34YuHYy.

Po3uun BunusaTtu nopuisgmu mo 200-300 M KoxkHi 10 XBUIKWH, TIOKK peKTaslbHI IPOMUBHI BOOU He
CTaHYTh IIPO30PUMH.

3a3Buyal MpPUROM IpenapaTy HeoOXiIHO 3aBepIIUTH 3a 4 TOOWHY Iepe[] T0YaTKOM [OCTiIKeHHS.
3aranpHy HeoOXimHY KiNbKiCTh PO3YMHY TAaKOXK MOXKHA MIPUUHSTH yBeUYepi, HalepeaonHi
mociimkeHHs, abo XK YaCTKOBO - yBeuepi HallepeofiHi, a 3a/IUIIOK - HAaCTYIIHOT'0 PaHKY, B IeHb
IOOCIIiI>KeHH.

[NanieHT He MOBUHHI B:XKUBATU OyOb-IKY TBEPAY iKYy 3a 2-3 rogunu nepeq mputiomoMm Exgodanbky i
[0 3aBepIIeHHS NOCHiIKEeHHS.

IIpuzomyBaHHA PO3YUHY
Po3uuH rotyBaTy mepeq BXKHUBaHHSIM, PO3UMHSAI0UM BMICT 2 makeTiB y 500 mn Temnmoi abo
OXOJIOMKEHO1 KUI'T4eHol Boay, i moTiM moBomuTu 06’eM mo 1 miTpa, momaroun Bomu. I]o¥HO

HpI/IFOTOBaHI/Iﬁ TOTOBUM [0 B2KMBAHHA PO3YHH MOXHa MMOMICTUTH B XOIOOUNILHUK, OCKiTbKH 0akaHo
3aCTOCOBYBATH 1oro OXOJIOO2KEHHUM.

Himu.

Enpodanbk He CIlifg 3aCTOCOBYBATH AiTSIM, OCKiNbKY Oe3IeKa 3aCTOCYBaHHS ITperapary Iii BiKOBiik
TPYIIi IalieHTiB He Oyja HaleXKHUM YUHOM BUBYEHA.

Ilepedo3yeanHsi.

[Ipu nepeno3yBaHHI MOXKIIMBa TSXKKa fAlapes. Y pa3l 3HQUHOrO Iepefo3yBaHHsa MOXYTh 04iKyBaTUCA
MIOPYIIeHHS PiTHHHOTO, €JIEKTPOJIITHOTO i KUCIIOTHO-Ty2KHOT0 Oanancy. HeoOximHO mTpoBOOUTH
afieKBaTHE 3aMillleHHS PIAVHYU Ta MOHITOPUHT CUPOBATKOBHUX €JIEKTPOJIITIB 1 3HaYeHHS pH.

K110 BUHUKAE PIIMHHUM, eJIeKTPOJiTHUYM a00 KUCIIOTHO-TYXKHUM aucbananc, HeoOXiMHO TaKOXK
HOpPMaJi3yBaTH eJIEKTPOJITH Ta BXKUTH 3aXO[iB [JIs BiIHOBIEHHS KUCJIOTHO-JTy2KHOTO OaaHCy.

[Tpu acmipariii Moxe PO3BUHYTUCS TOKCUYHUY JereHeBUil HabpsK, AKUN moTpedye HeraHux
IHTEHCUBHUX JIIKyBaJIbHUX 3aXO0[iB, BK/II0Ya04YU BEHTUJIALI0 JIeTeHb IIifl MiIBUIIIEHUM TUCKOM.

ITobiuni peakuii.

[Tpu 3actocyBanHi EHnodaneKy mifg yac KiiHiYHOro BUIPOOyBaHHS HalvaCTillle CIIoCcTepiramucs Taki



HeOaxkaHi epeKTH, K 3TyTTS JKUBOTA i HygoTa (IyXe 4acTo).

i cuMIITOMU CIIOCTEPITral0OThCS 30e0ibIIIOro BHACINOK BXKHUBAaHHS BiMHOCHO BEJIMKOI KiTbKOCTi
PigvMHY MPOTATOM KOPOTKOTO IMIPOMIiXKKY 4Yacy. AKII0 HasBHI IIIYHKOBO-KUIIIKOBI CUMIITOMH, 30KpeMa
HymoTa i 6710BaHHS, 9YacTOTy npuitoMmy EHgodanbky HeoOXimHO TUMYACOBO 3MEHIIUTH abo
IPUIIMHUTU IIPUKOM IIperapaTy [0 YCYHeHHS CUMIITOMIB.

He6axaHni epekTu, Ipo sKi MOBiIOMIISIIOCS IIPU 3aCTOCYBaHHI IpenapaTiB A1 OYUIIeHHS
KHUIIeYHWKA, TaKuX K EHmodanbk abo aHaIOTivHUX, 10 MICTSITh MAaKpOTO0JI, OBiIBHO a00 B paMKax
KJTiHiYHUX BUIIPOOyBaHb, IPHUBeieHO B TabNHUIli, 3rpyIIoBaHi 3a KjlacaMy CUCTEM OPTaHiB Ta 4aCTOTOIO.

Jacmoma 8ionosioHo 0o MedDRA

Cucmema opeaHig  |0yace yacmo uacmo He 8i0oMo (Yacmoma He Modice
(3 1/10) (? 1/100 0o < 1/10) Oymu 8u3Ha4eHa 3a HAs8HUX
OaHux)
[TopymeHHS iMyHHOI Kponus'sHKa, pUHOPES,
CHCTEMU BimuyTTs cBepOexy abo

nepMaTuT (iMOBIpHO,
QIePrivHOT0 OXOMKEHHST),
BUCHUIIaHHS, CHHOIPOM KBiHKeE,
aHabiTaKTUYHUM ITTOK

[TopyiueHHs 3 60Ky HespornoriuHi ehexTy,
[IeHTPaJIbHOI MOYMHAIOYHY Bif JIETKOI
HEPBOBO1 CUCTEMHU me30pieHTallil i 3aKiHgy4Yu

reHepai30BaHUMU CYLOMaMU,
SIK HaCJIIOK 3MiHU
CUPOBATKOBOT'O PiBHSA
eJIEKTPOJIITiB (OUB.
[MOCIIIKEeHHS)

Cepuesi IOpyLIeHHS CepueBa apuTMis, Taxikapgis
Ta HAOPSK JIereHiB

[[InysKoBO-KUIIKOBI [HymoTa, bBrroBaHHS, MINTyHKOBI  |CuEOpoM Meropi - Belica
po31agu BiIUyTTSA KOJIIKM Ta MOJApa3HeHHs

[IepelnoBHEHHS [aHycCa

Ta 30YTTI

PKIBOTA
3arajbHi 3arajbHe HE3QyKaHHA Ta
MOPYIIeHHS Ta CTaH 0e3COHHS
MiCIlsI BBEIEHHS
[TociigxeHHsa KiliHiYHO 3Hauyllle 3HUKEHHS

PiBHS KaJbI[il0 B CUPOBATII
KPOBI, KaJIilo Ta HaTPito

Tepmin npudamuocmi. 5 pokiB. He 3acTocoByBaTH micisl 3aKiHYEHHS TEePMiHY IPUAATHOCTI,
3a3HA4YeHOr0 Ha YIaKOBIIL.

YmMmoBH 30epirannsi. He notpebye cnemnianbHux yMOB 30epirants. 30epirat B HEOOCTYIIHOMY OJIS
giteu Micii. [0TOBUYM pPO3YMH NMPUOATHUM A/ BUKOPUCTAHHS BIPOOOBXK 3 FOAMH, SKIIO BiH



36epiraeTbcs mpu TemnepaTypi He Buiie 25 °C, abo BIpomoBxk 48 romguH, SIKIIO BiH 30epiraeTbcst
npu Temnepatypi 2-8 °C (B XOJOOUNIBHUKY).

YnakoBka. [1o 55, 318 r mopoinky y makeTi; 1o 6 makeTiB y Kopo01li 3 KapTOHY.

Kareropis Bignycky. be3s peuenra.

BupoOHHUK.

Op. ®anek ®apma 'M0X, Himeuuuna/Dr. Falk Pharma GmbH, Germany.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicIsi IPOBaKeHHsI Tis/IbHOCTI.

JIstinenBebepmTpacce 5, 79108 ®paitbypr, Himeyuuna / Leinenweberstrasse 5, 79108 Freiburg,
Germany.



