IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MI®OPTHK

(MYFORTIC®)

Cknao:
ditoua pevosuHa: MmikodeHomoBa KucnoTa (mycophenolic acid (as mycophenolate sodium);

1 tabnetka 180 mr mictuth 192,4 Mr HaTpio MiKopeHONaTy, 10 eKBiBaTeHTHO 180 MT
MiKO(€HOJI0BOI KUCIIOTH;

1 Tabnetka 360 mMr mictuth 384,8 Mr HaTpito MiKoheHONaTy, 110 eKBiBaneHTHO 360 Mr
MiKO(€EHOJI0BOI KMCIIOTH;

donomidcHi peyoguHU: SOpo TabNeTKHU - 1akTo3a 6e3BomHa, KpocmoBinoH, nmoBimoH (K-30), kpoxmarnb
KYKYPYA3SHUM, KPEMHIIO Ii0KCUT KONOINHUY O0e3BOOHUM, MarHiio cTeapaT; 000JI0HKA - TilTPOMeJIo3u
dranat, Tutany giokcup (E 171), 3amiza okcup xkoBtuid (E 172), ingurotus (ingurokapmin) (E 132) -
st Tabnetok 180 mr abo 3amiza okcup yepBouuit (E 172) - gns TabmeTok 360 Mr.

JIikapcbka ¢opma. TabmeTku, BKPUTI 000I0HKO0, KUIITKOBOPO3YHHHI.

OcHoBHi (¢i3uKo-xiMiuHi BJIaCTUBOCTI:

tabnetku 180 MTr - TMMOHHO-3€JIEHOT0 KOIhOPY, KPYTJIi, 31 CKOIIIeHUMH KpasiMH, 3 BifTUCKOM «C» 3
OHOTO GOKY;

tabnetku 360 Mr - 671im0-0paHKeBO-4€PBOHOTO KOJILOPY, OBaJibHi, 3 BigTuCKOM «CT» 3 0ogHOTO GOKY.

dapMaKkoTepaneBTHYHA rpyna. AHTHHEOIIaCTUYHI Ta iMyHOMOMYM0104i 3aC0o0u.
ImynonenpecanTu. CeNneKTuBHI iMyHOCynpecuBHi 3aco6u. MikodeHoI0Ba KUCIIOTa.

Koo ATX L0O4A AOQ6.

®apMaKoI0riyHi B1aCTHBOCTI.

®apmakoduHamika.



MexaHism 0ii

MikodeHonaT HaTPil0 € HaTPiEBOIO CiyTio MikodeHo1oBo1 Krucnnotu (M®K). MikodeHoI0Ba KUCIIOTA €
IOTYKHUM, CEJIEKTUBHUM, HEKOHKYPEHTHUM i 3BOPOTHUM iHTiOiTOpOM
iHo3uHEMOHOGOChaTHerigporerasy i, 0Txe, rajbMye de novo NUISIX CUHTE3y HYKJIEOTUIIB T'YyaHO3UHY
0e3 BxmoueHHsa B [THK.

Ockinpku npornideparis T- i B-miMmponuTis gyKe 3ameXuTh Bifi CHHTE3Y IIyPUHIB de novo, Toxi K
iHIIi TUNY KJTITUH MOXKYTh BUKOPUCTOBYBATH 3allacCHi MIIAXY, MiKopeHO0I0Ba KUCI0Ta Ma€ OibI
IOTYKHY IIUTOCTaTUYHY Ail0 Ha TiMGONUTH, HiXK Ha iHII KIiTUHU. TakuM YMHOM, MexaHi3M il MOK
IIOIIOBHIOE MeXaHi3M fil iHri0iTopiB KalblIMHEBPUHY, SIKi II€PEIIKOAKAI0Th TPAHCKPHUIILii IIMTOKIHIB i
T-nimdoIiuTiB y cTaHi CIOKOIO.

dapmaxkoKiHemuxka.

Abcopbuisa. TTicns mepopanbHOTro MPUUOMY MiKOGEHO0IaT HaTPilo eKCTeHCUBHO abcopOy€eThCs.
BHacmimok HassBHOCTI KUIITKOBOPO3YHMHHOI 000JIOHKY Yac NOCSATHEHHS MaKCHMAaJlbHOI KOHIIeHTPallii
(T,ex) MiKOGEHOIOBOI KMCIIOTH B IJIa3Mi CTAHOBUTD Npubnu3Ho 1,5-2 roguuau. bauseko 10 % ycix
PaHKOBUX (hapMaKOKiHEeTUYHUX NPOQiIiB I0Ka3anu 3aTPUMKYy HaCTaHHSA 1,,,, IHOMI 0O OEKiIbKOX
roguH, 6e3 JKOMHOT0 04YiKyBaHOTO BIUIMBY Ha 10060BY €KCIIO3HIil0 MiKO(EeHOJI0BOI KHCIIOTH.

Y natuieHTiB 3i cTabiNbHUM HUPKOBUM TPAHCIIJIAHTATOM, SIKi IPUIMay UUKJIOCIIOPHH Y BUTTISAOL
MiKpoeMybCil, abcopO11isi MiKopeHO0I0BOI KUCIIOTH B IIIYHKOBO-KUIIIKOBOMY TPaKTi cTaHoBua 93 %,
a abcomntoTHa OiogocTymHICTh - 72 %. ®apMakoKiHeTHYHI TapaMeTpu MidopTuxy Oynu NponopuirHi
1031 1 Mayu NMiHIMHUY XapaKTep Ipu AochiakyBaHuX go3ax 180-2160 mr. CucTeMHa €KCIIO3ULIis
(AUC) mikodenomoBoi kucnotu (MPK), sika € HanOiibIl 3HAaYNMHUM 3 (papMaKOKiHETHUHUX
IlapaMeTpiB, OB’sI3aHUX 3 e(DeKTUBHICTIO, IPU IPUKOMI IIpenapaTy HaTille He MaJjia BigMiHHOCTe!
IIOPiBHSHO 3 TAKOIO IIPU IIPUIOMi 0HOPa30Boi 703u MidopTuky 720 M pa3oM 3 fyxKe KUPHOIO 1Kel0
(55 r xupy, 1000 xanopi#t). OnHaK MakcuManbHa KoHLeHTpalisd (C,,,) MiKoheHO0I0BOl KUCIOTH
3uuXKyBanacsa Ha 33 %. Kpim toro, Ty, i T,,., Y cepenHboMy Ha 3-5 TOfuH 30UIbIIKIACS, & Y AEeKiTbKOX
nauienTis T,,,, > 15 ropus. Brnus ki Moxke Ipu3BeCcTH [0 nepekKpUutTsa abcopbuii MipopTuky Big
OJIHOT'0 [[030BOTO iHTepBaly Oo iHmoro. IIpoTe He BCTaHOBIEHO, IO Liel e(EeKT € KITIHI9HO
3HAUYIIUM.

Po3nodia. O6’eM po3mnopiny MikoheHO0I0BOI KUCTIOTH Y PiBHOBazKHOMY CTaHi CTaHOBUTH 50 1.
MikodeH0/I0Ba KHUCIIOTA i TII0KYPOHiT MiKO()EeHO0JI0BOI KUCIIOTH CUIBHO 3B’ SI3yI0ThCS 3 OinKamu
nna3mu, Ha 97 % i 82 % BimmoBigHo. KoHIIEHTpaLlis BiIbHOI MiKO(EHO0I0BOI KUCITOTH MOXKE
IiABHUINYBATHUCS B YMOBaX 3HUXKEHOT0 3B’sI3yBaHHs 3 OinmkaMu (ypeMis, mediHKoBa HEJOCTATHICTh,
rinoansOyMiHeMisi, CyMiCHe 3aCTOCYBaHHS JTiIKapChKUX 3aC00iB 3 BUCOKUM CTyII€HEM 3B’I3yBaHHA 3
6inkamu). Lle MoKe IPU3BECTH [0 IiIBUIIEHOT0 PU3UKY BUHUKHEHHS y Malli€HTiB MOOIYHUX peakilil,
3B’s3aHuX 3 MOK.

EnimiHauia. Binpimicts MOK BuBoguThHCA i3 cedero y Burisani 'MOK (rmwokypoHifny MiKopeHO0I0BO1
kucnotu). M@K, 1110 BUAINSETHCS 3 KOBYIO, MiAJIATa€ KUIIKOBO-IIEUiHKOBIN IUPKY ALl

Ilepion HanieBuBegeHHA MOK ctanoButh 11,7 romuun, a KiipeHc - 8,6 n/rom. [lepion
HaniBBuBepgeHHs [MOK pmopmuit, Hixk MK, i ctanoBuTh npubnusuo 15,7 roguru. Moro kimipeHc
cranoButh 0,45 n/rom.



Biompatcgpopmauis. MOK MeTab0mi3yeThCa B OCHOBHOMY TIIIOKYPOHINTPaHcGhepa30i0 3 YTBOPEHHSIM
beHompHOTO TMIOKYPOHiAY M@K, rmokypoHiny MikodeHrosnosol kucnota (IMOK). TMOK e
noMinyrouuM MeTaboniTom MOK, 110 He Mae 06io0TiyHOI aKTUBHOCTI. ¥V MallieHTiB 3i cTabimpHUM
TPaHCIIJIaHTaTOM HUPKH, IKi IpUUMalIy OUKIJIOCIIOPKH Y BUTTISAI MiKPOEMYJIbCil y CKTafi
KoMOiHOBaHOI iMyHOCYIIpecuBHOI Teparrii, mpubnusHo 28 % no3u MipopTHKy, 3aCTOCOBaHOI
BHYTPILIHBO, TIepeTBopioBasiocs B TMOK minsgxom mocuctemMHoro Metabomnismy. [lepion
HaniBBuBegeHHs [MOK pmopuuit, Hik MOK, i ctaHOBUTDL NMpubau3HOo 16 roguH, KITipeHc -

0,45 n/rog.

BusedeHHs. Xo4a B cedi MpUCYTHS NTUIIe He3HayHa KinbkicTb MOK (< 1 %), 6inbiricte MOK
BUBOOUTHCSA 3 cevelro y BUTIIAAL [MOK. TMOK, 1110 BUBOAUTHCS 3 KOBYIO, PO3LIEIIIOETHCS Tif
BITUBOM KMIITIKOBOI (itopu. MikodeHom0Ba KMCIIOTa SK HACIIIOK ITiel IeKOH forallil Moxe
BCMOKTYBaTHCS IIOBTOPHO. [Ipubnu3Ho yepe3 6-8 roguH micns nputiomy MipopTuKy Moxke Gy TH
INOCATHYTHM OPYTH# MK KoHLIeHTpalii M@K, mo 36iraeThcs 3 peabcopOilieio mekoH 1oropanol MOK.
IcHye Benuka BapiaOeNnbHICTh MiHIMaIbHUX PiBHIB MiKO(GEHOIOBOI KMCJIOTH, BIaCTUBUX IIpenapaTaM
MiKo(eH0JI0BO01 KUCTTOTH. BrcoKi MiHiManbHi paHKoBi piBHi (C,> 10 MKTr/MJI) CIOCTEPiraloThCs
npubnu3Ho y 2 % mallieHTiB, gKi orpuMyBanu MidopTuk. [IpoTe y Bcix gocmigxennsax AUC y
piBHOBaxkHOMYy cTaHi (0-12 rox), sika € MOKa3HUKOM 3arajibHOl eKCII03Ullil, T0Ka3ajia HUXK4Yy
MiHJIMBICTh, HiXK Ta, 10 BigIOBiga€ C, g

dapmakoKiHemuka y nauieHmie 3 HUPKOBUM MPAHCN/AAHMAMOM, AKI 3Haxo0simbcs Ha 6a308ill
IMyHOCynpecusHil mepanii UUKAOCNOPUHOM Y 8U2/1501 MIKPOeMYAbCil

YV HUK4YeHaBefeHUX TabMUIISIX IPEACTaBIeHO cepeHi 3HaYeHHs (apMaKOKiHEeTUYHUX [TapaMeTpiB
MOK micns nepopanbHOro npuiioMy MiopTuky maijieHTaMy 3 HIPKOBUM TPaHCIIJIaHTATOM, SIKi
3HaxXOOAThCS Ha 6a30Bill iMyHOCYIIpECUBHIlN Tepalil IIMKIOCIIOPUHOM Y BUTJISAI MiKpoeMybCil. Y
paHHil IOCTTpaHCIIaHTalliiHKY niepion cepenHi 3HadeHHsI AUC i C,,, MOK cTaHOBUIIK IPUOIU3HO
IIOJIOBUHY Bifi 3HaUeHb, BU3HAYEHUX Yyepe3 6 MiCAIiB Iicig TpaHCIJIaHTallil.

Tabmuis 1

ITopoci, [To3a T, Croax AUC, ,,
TpHBajie 6araTopa3oBe (rom) (MKT/MIT) (MKT X TOm/MII)
3aCTOCYBaHHS

720 Mr 2 p/mo0y
(mocnimxenus ERLB
301)

n =48

14 ni6 micnsa 720 MT 2 13,9 (8,6) 29,1 (10,4)
TpaHCIIaHTaIlil

3 micani nicnsa 720 mMr 2 24,6 (13,2) 50,7 (17,3)
TpaHCIJIaHTallil

6 Mics1iB micis 720 mMr 2 23,0 (10,1) 55,7 (14,6)
TPaHCIJTaHTallil

* MeniaHHi 3HaYEHHS.

[TaGmums 2




ITopoci, [To3a T, Crax AUC,,,
TpHBajie 6araTopa3oBe (rom) (MKT/MIT) (MKT X TOmI/MII)
3aCTOCYBaHHS
720 Mr 2 p/mo0y
18 mics1iB micns
TpaHCIIaHTallil 720 mMr 1,5 18,9 (7,9) 57,4 (15,0)
(mocnimxenus ERLB
302)

n=18

* MepmiaHHi 3HaYeHHS.

Tabmuig 3

i, To3a e Conax AUC , =]

450 mr/M° pa3oBa fo3a (rom) (MKT/MIT) (MKT X rom/m)
(mocmimxxenus ERL

0106‘1)6 450 Mr/m> 2,5 31,9 (18,2) 74,5 (28,3)

n =

* MeniaHHi 3HaYEHHS.

Hupkosa Hedocmamticmyb. ®apMakokiHeTrnka MOK He 3MiHIOETHCS 3aJIe3KHO Bifi PyHKIII HUPOK.
Brnnmus 'MOK nipBuiyeThcs 3i 3HMAKEHHSAM HUPKOBOI QyHKII, BrmuB M®K npubnusHo y 8 pasis
BUILIKM TPY aHypii. [eMopiani3 He BruBa€e Ha Kinipenc M@K i TM®K. KonenTpatiii BinbHOI MOK
MOXKYTh 3HAYHO ITiABUILYBAaTUCh IPU HUPKOBiM HemocTaTHOCTI. 1]e Moxke OyTH OB’g3aHO 3i
3HUKEHHSM 3B’s13yBaHHgd MOK 3 GinmkaMu 1m1a3Mu Ipy BUCOKiM KOHIIEHTpAllil CEYOBUHU B KPOBI.

ITeuiHkoga HedocmamHicmb. Y 0oOPOBOJIBIIB i3 aIKOTOJTLHUM IIMPO30M MEeUYiHKU He 6yII0 moMideHo
BIIJIUBY HasIBHUX YpakeHb [TapeHXIMU Ha Npollecu III0KOpyHyBaHHs MOK. Bnus 3aXxBOpOBaHb
IIEYiHKH Ha IIel IPOoIeC MOXKe 3ajieXaTH Bil KOHKPETHOTO 3aXBOPIOBaHHA. OJHAK 3aXBOPIOBAHHS
TIeYiHKH, TTOB’sA3aHi 3 JKOBYOBUBIAHOI0 CUCTEMOIO, HallpuKiaz OisiapHuii IUPO3 IeYiHKHA, MOXKYTh
MaTH pi3HUM eeKT.

Limu ma nioaimku. JocBig 3acTocyBanHsg MiopTuKy Ais gikyBaHHS [iTel Ta MiITiTKiB 00MeXeHuH.
Y BuineHaBeqeHil TabmuIli 3 TpUBENEHO CepelHi 3HaueHHS (papMaKOKiHeTUYHUX ITapaMeTpiB MOK y
mite#t (5-16 pokiB) 3i cTabiTbHUM HUPKOBUM TPAHCIUIAHTATOM, SIKi 3HAXOOUIUChH Ha 6a30Bii
iMmyHOCynIpecuBHill Tepamii muknocnopuroM. CepenHi sHaueHHEs AUC M®K mpu mo3i 450 Mr/m* Gynu
nomiOHMMU [0 MTOKA3HUKIB, BUMIPSHUX Y JOPOCIUX IIPU IPUKOMi 3BUYaiHOI 0031 MipopTuky

720 mr. CepenHe 3Ha4eHHS BUAMMOro Kiipeacy MOK ctanosuso 6,7 n/rom/m’.

Cmampb. KniHiuHO 3HAUyIIUX BiIMiHHOCTE!N MiX (papMaKOKiHETUYHUMHU TapaMeTpaMy 3a1eKHO Bif
CTaTi MallieHTiB He BUSIBJIEHO.

ITauieHmu aimHbo20 8iKy. PapMaKOKiHETHKA Yy MAlliEHTIB JIITHHOTO BiKYy OQIlliiHO He
mocnigxKyBanacs. EKco3uiiss MikopeH0I0B01 KUCIOTH, UMOBIPHO, KITIHIYHO 3HAYyIle He 3MiHIOETHCS
3aJIeXKHO Bif BiKy.

Kniniuni xapakKTepuCTHKH.

IToka3auHs.




MidopTuk nokasanui y KombiHallil 3 TUKIOCTIOPHHOM (y BUTISALI MIKPOEMYJIbCil) i
KOPTUKOCTEpOigaMu AJig TPo(]ilakTUKY TOCTPOL peakilil BifTOPTHEHHS TPaHCIIJIaHTaTa y Malli€HTiB 3
aJIOTeHHUMU HUPKOBUMU TPAHCIJIAHTATaMU.

IIpomunoka3aHHs.

[TigBuINieHa YyTIUBICTE KO MiKOQeHOIaTy HaTpio, MopeTuny MikopeHoIaTy, 1akKTo31, rajakTo3u abo
Oymb-IKOTO iHIIOTO KOMIIOHEHTA Ipernapary.

MidopTuk nTpoTUNIOKa3aHUY Y IIePiof BariTHOCTI y 3B'I3Ky 3 MyTareHHUM i TepaTOreHHUM
TOoTeHIliaioM npemnaparty. Ciiif 3acTOCOBYBaTH ajbTepPHATUBHE JTiIKyBaHHS IJIS 3am00iraHHs
BiITOPTHEHHIO TPAHCIIJIaHTaTa.

[Iepion rogyBaHHSA T'PYLLOIO.

MidopTuk npoTUNOKa3aHUY XKiHKaM PENPOAYKTUBHOTO BiKy, SIKi HE 3aCTOCOBYIOTh BUCOKOEe(EeKTUBHI
METOOY KOHTPAIIEIIil.

[ITo6 yHUKHYTH HebaxKaHOT0 3aCTOCYBaHHA Y Iepiof BariTHOCTi, MihopTUK MPOTUIIOKAa3aHUM XKiHKaM,
sKi He HaJjaJy pe3yJibTaTU TECTYy Ha BariTHICTE.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu é3aemoditi.
Bnaue npenapamy Ha iHWi peyosuHu

Y kmiHiYHUX JocHifKeHHSIX MipopTHK 3aCTOCOBYBanu B KOMOiHallil 3 TAKMMHU IperapaTaMu:
aHTUIIM@oUUTapHUY T100yIiH, 6a3mwiikcuMab MiKpOeMyJbCis UKIOCIIOPUHY Ta KOPTUKOCTEPOIH.

EdekTuBHiCcTh Ta 6e3neka 3acTocyBaHHA MihopTHUKY 3 iHIIKMU iMyHOfeIpecaHTaMu (HalpuKias
TaKpOJIiMycoM) He OyJid BUBUEHI.

He pekoMeHOy€eThCS 3aCTOCOBYBaTU MiOpTUK OMHOYACHO 3 a3aTiOMPUHOM, OCKiJIbKK 00HBa
IpernapaTyé MOXYTh COPUUYUHUTH alljla3ito KICTKOBOTO MO3KY.

TacmponpomekmugHi 3acobu

AHTAIMON, 10 MICTSATH MarHii a00 TiIPOKCHU]I alllOMiHi0

Byno npomeMOHCTPOBaHO, [0 ONHOYACHE 3aCTOCYBaHHSA MiopTHKY i OHHOPA30BOI 03U aHTalUIiB,
10 MICTSITh MarHi 1 aJfOMiHii, IPU3BOOUTH A0 3MeHIIeHHS Ha 37 % AUC MOK i Ha 25 %
MaKCuMabHOI KOHLleHTpalil MOK. AHTauuau, o MiCTSATh MarHiil i alOMiHil, MOXKYThb
3aCTOCOBYBATHUCS EPIOOUYHO AJIA JIIKyBaHHS IOOOUHOKUX OUCIHEINCiH. [IpoTe XpoHidHe, 10leHHEe
3aCTOCYBaHHS aHTAIUAIB, 110 MICTATh MarHiy i ajoMiHil, 3 MipopTUKOM He PEKOMEHAYEThCS Yepe3
MOXKJIMBICTb 3HUKEHHS €KCII03uIlil MiKO(heHOIJI0BOI KMCJIOTH i 3HUKEHHS e(PEeKTUBHOCTI.

IH2ibimopu npomoHHOI nomnu

Y 3mopoBux 106POBOJIBIIIB OfHOYACHE 3acToCyBaHHS MiopTrKy Ta 40 Mr maHTONpPa30/y ABidi Ha
no0y IPOTSATOM YOTHPHOX IOTEePeHiX OHIB He MPU3BOAMIIO A0 3MiH y papMakokineTuli MOK. Hemae
OaHUX OO0 iHIMX iHTiOiTOPiB MPOTOHHOTO HACOCa, II[0 3aCTOCOBYBAJIUCS ¥ BUCOKUX [03aX.



XosnecmupamiH i nikapcuki 3acobu, w0 38°3y10mb HCO8YHI KUCA0MU

3aBASKY CBOIM 3MATHOCTI 6JI0KyBaTU EPBUHHE BCMOKTYBaHHS Ta KUIIKOBO-TI€YiHKOBY LIUPKYIISIIiI0
JiKapChbKUX 3aco0iB XoJleCTUpPaMiH MOXKe 3HUKyBatu OiogocTynHicTh MOK. OgHOYacHe 3aCTOCYyBaHHS
XoJiecTupaMiny abo iHIIKX mpemnaparis, 10 BIUIMBAIOTL Ha KUITKOBO-TIEYiHKOBY IIUPKYJIAIIiO,
HaIpUKIIa[ aHTUOI0TUKIB, MOXKe 3HU3UTHU eheKTUBHICTE MihopTHKY i TOMy Ma€e CyIpOBOIKYBaTUCS
peTenbHUM MOHiTOpuHTOM piBHS M®K. [TocmigkeHHS 3 aHTUOIOTUKAMU He ITPOBOIUIIUCE.

3 00epeKHICTIO CIIil OIHOYACHO 3aCTOCOBYBATH JIiKapChKi 3aco0u ab0 METOMH TiKyBaHHS, SKi MOXKYTb
3B’sI3yBaTH KOBYHI KMCJIOTH, HAIIPUKJIa[l CEKBECTPAHTH XKOBYHUX KHUCJIOT a0 mepopasnbHi hopMu
aKTHBOBAHOTO BYTi/JISI, Yepe3 MOTeHIliliHe 3HUXKEHHS eKCI03H1lil MiKoeHO0JI0BOI KUCITIOTH i
3yMOBJIEHE ITNM 3HUKEHHS eeKTUBHOCTI MihopTHKy.

Takpoaimyc

Y xopi mepexpecHOro JOCIiAXKEHHS 3a Y4aCTIO MTAlli€HTIB i3 MiATPUMYHOY00 TPaHCIUIAHTALl€l0 HUPKU
dapmakokineTuky MOK ta 'MOK y cTanionapEOMy CTaHi BU3Ha4dalu IIif 4ac JIiKyBaHHSA SK
IIMKJIOCIIOPUHOM, TakK i TakponimycoM. CepenHe 3HaueHHSI AUC MOK Oyrno sumum Ha 19 % (90 % [I:
-3,47), a C,,,, npubnu3Ho Ha 20 % HUXKYOI0 IIPU JIiKyBaHHI TAKPOJIIMYyCOM MOPIBHSHO 3 JIIKYyBaHHIM
mukocnopuHoM, Toai sk AUC TMOK (90 % [I: 16, 42) Oyna HuxK4oio npubnusHo Ha 30 % mig gac
JIiKyBaHHS TaKPOJIiMyCOM IIOPiBHSIHO 3 Tepami€io IuKinocnopuHoM. Kpim toro, Bapiabensaicts AUC
MiKO(€EHOJI0BOI KMCJIOTH Y OOHOTO IallieHTa ITOABOIOBAJIACS IIPU MEPeXofli 3 IUKIIOCIIOPHUHY Ha
takpoimyc. Jlikapi moBuHHi 3BepTaTé yBary Ha 36inbpueHHs sk AUC, Tak i BapiabenbHOCTI, a
KOpPEKIIifo mo3yBaHHs MiopTuky moTpiObHO BU3HAYATH 3a KIIiHIYHOIO cuTyaliew. [Ipu mepexoni Ha
iHmmi iHri6iTOp KanblXHEBPUHY CIIif TPOBOAUTH PETENIbHUM KITiHiYHWM MOHITOPHHT.

[Tpu nepexoni 3 kKoMOiHaIlil ITUKIIOCTIOPUHY Ta MibopTuKy Ha TakponiMmyc ta MibopTuk cif
KOHTpomoBaTH piBHI M@K Ta 3a He0OXiIHOCTI KOpUTyBaTH 003y MihopTuKy.

ITuknocnopuH A. V mariieHTiB 3i cTaOiTbHUM HUPKOBUM TPAHCIIJIAHTATOM Ha TJIi cTabimbHUX
KOHIIeHTpalid MipopTuKy papMaKoKiHETHKA IUKIIOCIOPUHY He 3MiHIOEThCSA. [Ipu ofHOYacHOMY
3aCTOoCyBaHHi 3 MopeTuny MikoheHO0IaTOM LKUKJIOCIIOPUH, IK BifOMO, 3MEHIIIYE €KCIIO3UIIiI0
Miko(eH0JI0B01 KHCTIOTH. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI 3 Mi(OpTUKOM IIMKJIOCIIOPUH TaKOXK MOXKE
3MEHIIUTH KOHLIEHTPali0 MiKoheHO0I0BOI KUCIOTH (mpubau3Ho Ha 20 %, eKCTPanoiboBaHO 3 JaHUX
st MmoeTunny MikopeHosaTy), ale ToOYHa BeIM4YrMHa TaKOro 3HMUKEHHS HEBiIOMa, OCKINTbKY TaKa
B3aEMO[isT HE BUBYAIaCh. IIpOTe OCKIIbKY [OCTigKEeHHS e(eKTHUBHOCTI MPOBOAUINCS B KOMOiHaIii 3
IIMKJIOCIIOPUHOM, 115 B3a€MOIis He 3MiHIOE peKOMeH0BaHol 103U MidopTuky. V pasi nepeprBaHHS
abo BigMiHM 3aCTOCYBaHHS IUKJIOCIOPHHY [03Y MiopTHKY MOTPIOHO EeperigHyTH 3aleKHO Bif
CXeMU IMyHOCYTIPeCUBHOI Tepamil.

Bnaue iHWux peuyosuH Ha Aikapcvkull 3acib
Auuks08ip ma 2aHUUK/108ID

[ToTeHIrian ayist Mienocympecil y nalieHTiB, siKi oTpuMyBanu K MihopTHK, Tak i anukIoBip abo
TaHIUKIIOBIp, He OyB BuBUeHUH. [lifBUIlIeHHS PiBHSA TIIOKYPOHiTY MiKopeHom10B01 Kucnotu (TMOK) i
alMKJIOBIpY/TaHIIMKIIOBIPY MOXKHA 04iKyBaTH, KOJIU 3aCTOCOBYIOTh OGHOYACHO
alMKJIOBip/TaHUIKKIIOBIP i MipopTHK, MOXKIIMBO, K HACTIIOK KOHKYPEHIIil 3a KaHabLIeBUU IIJIIX
cekpetii. Cyii peTeIbHO CIIOCTEPIiraTH 3a CTAHOM IIalli€HTiB, SIKi OTPUMYIOThH Taki KoMOiHaIii.

3minu y papmakokinetuiri TM®OK HaBpsg Y MalOTh KITiHiYHe 3HAUYEHHS [JI Malli€HTIB 3
HOpPMaJbHOW0 (PYHKITIEI0 HUPOK. [Ipy mopyiueHHi HUPKOBOI PYHKIIII icCHY€e MOXKIUBICTh 30iNbIIeHHS B



nya3mi KonneHTpatii TMO®K i anukioBipy/raHIMKIIOBIPY; CJIifl MOTPUMYBATHUCSI PEKOMEH AT 010
[103Y allMKJIOBipY/TaHLUUKIIOBIPY i pETEIbHO CIIOCTEPIraTH 3a CTaHOM Ialli€HTIB.

IlepopanvHi KOHMpauenmueu

OckinpKy BIIUB Tepanil MihopTukoM Ha papMaKOKiHETHKY ITepopaJibHUX KOHTPALeIITUBIB
HEeBifOMUM, He MOXKHA BUK/II0YaTHA HETaTUBHOTO BIJIUBY Ha e(EKTHUBHICTh IEPOPaIbHUX
KOHTPAaLleNITUBIB.

2Kuei ameHylo8aHi 8aKuuHu

2KuBy BakLIMHY He MOKHa BBOJWTH MAaIlieHTaM 3 ocjalbiIeHo0l0 iMyHHOIO peakiieio. ['ymopasnbHa
BIfITIOBiAb Ha iHIII BaKIMHU TAKOX MOXKE MPUTHI4yBaTUCH.

Oco6.1ueocmi 3acmocyeaHHsi.
3/10AKICHI HOBOYMBOPEHH A

[MamienTy, sIKi OTPUMYIOTH KOMOiHOBaHY iMyHOCYIIPDECUBHY Teparliio, BKIoyaodd MipopTuk, MaloTh
IiABUIIEHUYN PU3UK PO3BUTKY JTiM(POM Ta iHIIKX 37T0SKiCHUX YTBOPEHb, 0coONMuBO mKipu. HasBHi
IOoOaTKOBI TOKa3u TeHOTOKCHYHOI fiii mpenapaty MidopTuk. HaltiMoBipHile, el pu3uK MOB’ I3aHUM
3 iHTEHCUBHICTIO i TPUBAJIICTIO iIMyHOCYIIPECUBHOI Tepallii, a He i3 3aCTOCyBaHHIM II€BHOI
cnenudignol peuoBrHuU. 11100 3MEHIINTH PU3UK BUHUKHEHHS PaKy MIKipu, He0OXiTHO 00MeXUTH
BILJIUB COHSTYHOTO CBiT/Ia i Y®-BUNIPOMiHIOBaHHS, BUKOPUCTOBYOYY BiNIOBIIHUN OOAT Ta
COHI[e3aXUCHUU KPEeM 3 BUCOKUM CTyII€HEM 3aXUCTY.

[MamienTy, siki npuitMaioTh MiopTuk, noBuHHI iHGOpMyBaTH NiKaps npo 6yab-aKi Bunagku iHdexiiii,
HECIIOAiBaHOT'0 BUHMKHEHHS reMaTOM, KPOBOTeY UM PO OyAb-sIKi iHII TPOsSBY MPUTHIYEeHHS
OiSJIBHOCTI KICTKOBOI'O MO3KY.

IHgexuii

[TarmienTy, sIKi OTPUMYIOTh iMyHOEIIPECAHTH, B TOMY YKCIIi MihOPTHK, MalOTh MifBUILIEHUN PU3UK
OTIOPTYHiCTHYHUX iH(peKil (akTepianbHUX, TPUOKOBUX, BipYCHUX i TPOTO30MHUX), JIeTAIbHUX
indekin Ta cencucy. Cepen onopTyHicTuyHUX iHpekuin: BK-BipycacouiioBana HedpomnaTis i JC-
BipycacotiiioBaHa ITporpecuBHa MyiabTHu(dOKanbHa JelikoeHnedanonatia (ITMJI). Li indexkril vacto
[I0B’s13aHi 3 BUCOKUM 3arajbHUM iMYHOCYIIPECUBHUM HaBaHTaKEHHIM i MOXKYTh IPU3BECTHU [0
CEepUO03HUX, y T. 4. IeTaIbHUX, HACII[KIB, 110 JIiKapi IOBUHHI BpaX0BYBaTH P AU(pEPEHIINHIN
MiarHOCTHIN V TallieHTiB 3 ocnabneHuM iMyHiTeTOM i oripieHHIM QyHKIIII HUPOK abo
HEBPOJIOTIYHUMU CHMIITOMaMH.

[MToBimommnsinocs mpo peakTuBatiio rematuty B (HBV) a6o renatuty C (HCV) y nauieHTis, 1110
3aCTOCOBYIOTh iMyHOCYIIpECOpPH, BKtodaiouu MOK Ta gepuBaTé MiKoQeHOJI0BOI KHCIIOTH
(MigopTuK). PeKOMeHAYy€EThCA MOHITOPUHT CTaHy iH(pIKOBAHUX MAIiEHTIB MIOA0 KIIiHIYHUX Ta
nmabopaTopHUX 03HAK akTuBHOCTI HBV a6o HCV.

[ToBimoMIIsiNIOCS TIPO BUIIQIKX IIPOTPeCyoyol MyIbTH(OKaIbHOI NetikoeHnedanonarii (ITMJI), inomi 3
JIeTaTbHUM HACJIiIKOM, y Talli€HTiB, SIKi OTPUMYBaIM NOXiMHI MiKOQEHOI0BOI KUCIOTH, BKII0YAI04Yn
MikodeHonmaTy Modetun i Mipoptuk. [Iporpecyioda MynbTu(oKanbHa IeiKoeHedanonaTis -
onoprtyHicTuyHa iHdeknisa [IHC, cnpuunHeHna BipycoM JC. OCHOBHe 3aXBOPIOBaHHS, OQHOYACHE
3aCTOCYBaHHS IHIIUX IMyHOJEIIPECAHTIB i TPUBaIUY JTaTeHTHUU I1ePiof eHlledanonarTil yCKIagHIOITh



OLIiIHKY IPUYMHHOTO 3B’SI3KY, ajle He MOXKHa BUKTIOYUTH MOXKJIUBY y4acTh MiKO(GEHOI0BOI KMCIOTH B
IaToreHe3l IbOr0 CTaHy. Y MAllleHTiB 31 3HUKEHUM IMYyHITETOM i HEBPOJIOTIYHUMU CUMIITOMaMu
JliKapi MOBUHHI BpaXOBYBaTH IIPOTPECYI0Yy MyJIbTU(OKAIbHY eMKoeHedanonario y
nudepeHIianbHii TiarHOCTHII.

Hedpomnaris, mos’si3ana 3 nmomiomasipycom (HIITIB), ocobmuBo BHacmigmok BK-BipycHoi indexiiii,
NOBUHHA OyTU BKJIIOYEHa B AudepeHIliaTbHy OiarHOCTUKY IallieHTiB i3 iMyHOmenpecieo Ta
NoTipIIeHHIM QYHKIIii HUPOK.

MikodeHon0Ba KMCI0Ta YNHUATh IUTOCTATUYHY [if0 Ha B- i T-mimMonuTH, y 3B’93Ky 3 UMM MOXKJINBE
nocuneHHs TaxKKocTi COVID-19. Tomy crif po3risiHyTH HeOOXiIHICTh BXKUTTS BiTIOBITHUX KITiHIYHUX
3ax0fmiB.

BakuuHauis

[TamieHTiB cnif momepeguTy Mpo Te, 1o Iix dyac nikyBanHs MOK BakiuHallisg Moxe OyTH MeHII
e(eKTUBHOIO 1 110 CJIifj YHUKATU BUKOPUCTAHHS XUBUX aTeHYMOBaHUX BaKUWH. BaklMHALig IPOTU
rpuny Moxe OyTu KOpuCHOIO. Lle muTaHHS Clif y3roAXKyBaTH 3 HallioHAJTbHUMU PeKOMeHalliiMu
IIO0 BaKUKHAI1 IPOTU TPUITY.

[T 1yHK080-KUWKO8i po31adu

Ockinpku noxigHi M@K yacTo cipuunHsA0Th M00i4Hi edeKTr 3 60Ky TpaBHOI CUCTEMHU, BKITIOYAIOUN
HeyvacTi BUMIaAKKU BUPa3KU IIUTYHKOBO-KUIIIKOBOI'O TPAKTYy, LIJTyHKOBO-KUIIIKOBI KPOBOTEYi Ta
nepdopatii, ciig o6epexxHo Tpu3HavaTd MihopTHK MalieHTaM 3 iCHYIOUMM TSXKKHUM 3aXBOPIOBaHHSAM
TPaBHOI CUCTEMHU.

Po3aadu 3 60Ky Kpoei

Y marrienTis, ski mpuiiMaoTe MibOpTHK, CITif perynspHO KOHTPOJIIOBATH PO3j1afu 3 60Ky KpOBi
(HampuKIam HeUTPoNeHio abo aHeMilo0), sIKi MOXKYTb OyTH OB’ g3aHi BnacHe 3 MOK, cynyTHBOIO
Teparielo, BipycHuMHU iH(eKITisiMu a00 eBHOI0 KOMOiHAIl€I0 WX ITPUYHH.

[MTauieHTaM, sKi npuiitMaoTh MipopTuK, MOTPiOHO MPOBOOUTH PO3TOPHYTHM aHAJTi3 KPOBI IIOTUXKHS
IIPOTSATOM MEPIIOro MiCsAIs, ABiYi Ha MiCSALb IPOTATOM OPYTOro i TPEThOTO MiCALM JIIKyBaHHS, IIOTIM
IIOMICSIIS TIPOTSATOM IIePIIOTo POKY. [Ipy PO3BUTKY AMCKpPa3il KpoBi (HedTporeHil 3 aOCOMIOTHUM
qucioM Heiitpodinis < 1,5 X 10°/MKI1 abo aHeMii) fOIiNbHO HepepBaT a0 IPUIHHATH TepaIlilo
MidopTukom.

[ToBimoMIsITIOCS TIPO BUIIQIKX ITOBHOI YePBOHOKIITHHHOI annadii ([TYKA) y maifieHTis, gxki
oTpuMyBanu noxigai MOK (Bkimoyaroun ModeTuny MikodeHonaT Ta HaTpiio MiKopeHoaT) y
koMbiHanii 3 iHmuMu imyHomenpecanTaMu (IuB. po3ain «ITob6iuni peakiii»). MexaHi3Mm iHOyKIil
[TYKA 3 60ky noxigaunx MOK nepigomuit. [THKA mMoxe 6yTy 000POTHOIO NIPY 3HUKEHHI 703U abo
IpUNUHEHH] Teparil. 3 MeTol0 MiHiMi3allil pU3UKY BifTOPTHEHHS TPaHCIJIaHTaTa 3MiHM B Tepallil
MidopTukoM CIIi IPOBOAUTH NIPH BiATIOBIAHOMY KOHTPOJIi 32 CTAHOM PELUIIIEHTIB 3
TPaHCIIJIaHTaTOM.

[TamieHTiB, sIKi oTpuMYyI0Th MihOPTHK, CITig IPOIHCTPYKTYBaTH IIPO HEOOXiMHICTh HETalHO
TIOBIIOMJISITH JTiKaps Mpo Oyab-gIKi 03HaKY iH(eKIIil, He3po3yMii cuHIi, KpoBoTedi abo Oymb-saKi iHmIi
CAMIITOMU NIPUTHIYEHHS KiCTKOBOT'O MO3KY.

MidopTuk micTuTh nakTo3y. [lalieHTH 3 pigKiCHUMU CIIafKOBUMU IIpo0IeMaMy HeIepeHOCHMOCTI
rajakTo3H, JTaKTa3HOI0 HENOCTATHICTIO abo0 TIII0K030-TalakTO3HO ManbadcopOIlielo He TOBUHHI



IpUMMaTH 1eH Ipemnapar.

Jlikapcekuit 3aci6 MihopTuk, TabneTku, BKPUTI 000JI0HKOI, KMIIKOBOPO3unHHi, 180 MI MiCTUTB
MeHIIe 1 MMonb (23 Mr) HaTpito Ha TabIeTKy i BBaXKa€ThCS MPAKTUYHO BiTbHUM Bif HATpilo.

Jlikapcekuit 3aci6 MidopTuk, TabmeTku, BKPUTI 000JI0HKOI, KMIIKOBOPO3UMHHiI, 360 M MiCTUTB
26 MT HaTpito Ha TabneTKy, Mo cTaHOBUTH 1,3 % Big pekoMeHmoBaHoro BOO3 MakCcUManbHOTO
mo00BOTO CITOKKUBAHHS HATPIi0 IJIST JOPOCIIOI JIIOAUHHU (2 T).

[ToBigomsiniocst Ipo rimoramMmarao0ysliHeMiio y 3B’ 43Ky 3 PELUANBYIOUUMY iH(PEKIISIME y IallieHTiB,
SIKi oTpuMyBanu MidopTuk y KomOiHalil 3 iHIMMMY iMyHOenpecaHTaMu. Y [esiKuX 3 IIUX BUIMIQMIKiB
mepexif 3 nmoxigHux MikogeHosoBol kucnotu (M®K) Ha anbTepHAaTUBHUN iMyHOOENIPECAHT IPU3BOAUB
[0 TToBepHeHH4 piBHIB IgG y cupoBaTiii 40 HOpMHU. Y MallieHTiB, IKi IpuiMalTh MiOPTUK Ta Y IKUX
PO3BUBAIOTHCS PENUANBYIOUi iHGEKIIil, HeoOXiqHO BUMIPSATH CUPOBATKOBI iMyHOTI00Y TiHU. Y pasi
CTilKOIl, KJTiHIYHO 3HaYMMOI rimoramMmmaryobyniHemil HeoOxigHO OpaTu OO yBaru BiATOBImHI KiTiHiYHi
mil 3 ypaXyBaHHSIM CHUJIBHOTO IIUTOCTATUYHOTO BIUIMBY MiKO(EHO0I0BOI KUCIIOTH Ha T- i B-mimdonuTu.

[ToBigomusinocs npo OPOHX0EKTAaTUYHY XBOPOOY Yy MAaIli€HTIB, AKi oTpuMyBanu MipopTuK y noefHaHHI
3 iHIIMMHU iMyHOOeNnpecaHTaMu. B pe3ysbTaTi 3aMiHU MOXiTHOT0 MiKO(QEHOI0BOI KUCIIOTH iHIIUM
IMyHOCYIIpECUBHUM IIpelapaToM y AesKUX BUIaJKaX CIIOCTepIiranocs MOKpalleHHs PeClipaTOPpHUX
cuMIToMiB. Pu3uk 6GporxoekTasii Moxke OyTH IOB’si3aHUM 3 TinmoramMmmarno0ysinemieio abo
6e3nocepegHiM BIIJIUBOM Ha JieTeHi. Takoxk Oy/Iu MOBiqOMIIEHHS PO iHTepCTHIliaabHi 3aXBOPIOBaHHS
nereHiB. [lallieHTaM, y AKX PO3BUHYJIUCH CTiMKIi JIereHeBl CUMIITOMHY, TakKi K Kallle/lb Ta 3aAUIlKa,
PEKOMEH[YeThCSI 00CTEXKEHHS 3a Oyab-IKUMHU 03HAKaMU iHTEPCTHUIIaIbHOT'0 3aXBOPIOBAHHS JIETEHIB.

He pekoMeHOy€eThCs 3aCTOCOBYBATH MihOPTHK OIHOYACHO 3 @3aTiOMPUHOM, TOMY II0 OOHOYACHE
3aCTOCYBaHHS IIMX IperapaTiB He Oy/I0 BUBYEHE.

MikodeHonoBa KucnoTa (y BUTTIIA1 HAaTPieBoI cori) i ModeTuny MikoheHoIaT He TOBUHHI
B3a€EMO3aMIiHATUCA 3 OTJISINYy Ha IXHi pi3Hi (hapMaKOKiHETUYHI podimi.

OpHovacHe 3acTocyBaHHST MihOpPTHKY i mpemaparTiB, SKi MepeIKoakaoTh KAIIKOBO-TIEYiHKOBIM
IIUPKYJIALii, HaIPUKIIam X0necTupaMiny ab0o aKTHBOBAHOI'O BYTiJJisI, MOXKe ITPU3BECTH 0
cyOTepaneBTHYHOI cucTeMHOI ekcro3utlii MOK i mo 3HuKeHHST e(eKTUBHOCTI.

ITauienmu 3 pidkicHO0 cnadkosow HedocmamHicmio 2inOKCaHmMuH-2yaHiH-gpocgopubosu-
mpaHcpepasu

MidoprTuk - inribiTop iHo3urMoHObOChaTHETiAPOreHa3X, TOMY TEOPETUYHO Liel pemnaparT He CJIif
3aCTOCOBYBATH allieHTaM 3 PifKiICHOK CIafKOBOI HEJOCTATHICTIO rOKCaHTUH-TYaHIH-
dbochopubo3un-Tpanchepasu, HaMPUKIIaL i3 cuampomoM Jlema - Haitxana i Kenmi - Curminepa.

2KiHKu penpo0ykmusHO20 BIKY, 8a2imHi ma HCiHKU, AKI 200y10mb 2py0010

3acTocyBaHHA mpenapaTy MiopTUK OB’ si3aHe 3 MiABUIIEHUM PU3UKOM BTPATH BaTriTHOCTI,
BKJ/TIOHAIOYH BUIIAAKU CIIOHTAHHOTO a0OpTy Ta BPOXKeEHi Bafii pOo3BUTKY. Tepamiio MidhopTukoM
XKIHOK PenpOAYKTUBHOIO BiKY HE CJIiJl pO3IIOYMHATU 10 OTPUMaHHS HETaTUBHOI'O TECTY Ha BaTiTHICTh
(ouB. po3min «3acTocyBaHHS y Mepiof BariTHOCTI abo rofyBaHHS IPynai0»). MihopTuk
IIPOTUIIOKA3aHUM Y [1epiof BariTHOCTI Ta rOAyBaHHS I'PYAAI0 (AUB. PO3LiN «3aCTOCYBaHHA Yy Iepiofn
BariTHOCTi ab0 romyBaHHS TPYOOI0»).

2KiHKY penpoayKTUBHOTO BiKy MalOTh 3aCTOCOBYBaTH e()eKTUBHY KOHTPAI[EMNIIil0 40 T0YaTKy Teparil
MidopTtukom, mig 9ac NiKyBaHHS 1 IPOTATOM IIECTU TUXKHIB MiC/Ig IPUIUHEHHS Tepail.



ITodamkosi 3axo0u be3neku

[NTauieHT He MOBUHHI 3MaBaTH KPOB IIifl 4ac Teparil Ta MiHIMyM IPOTATOM 6 TUXKHIB MiC/Ig
IPUIIMHEHHS 3aCTOCYyBaHHS MiKo(deHoaTy. Yo/I0OBiKYM He TOBMHHI 34aBaTy CIIepMYy IIifi 4ac Teparil
abo npuHaiMHi npotarom 90 mHIB mics NPUIMHEHHS 3aCTOCYBaHHS MiKOGEHOaTY.

3acmocyeanHs y nepiod eazimnocmi abo 200y8aHHs1 2py0dio.
BazimHuicmb
MikodeHonar - 11e MOTYKHUY JTIIOOCbKHN TEPATOTEH.

3acTocyBaHHS npenapaTy MipopTyK B Iepiof BariTHOCTI IPOTUIIOKa3aHe, IPUIOM IIpenaparTy
MOXKJIMBHUY JIAIIE 3a YMOBY HafilHOI KOHTpAIEMNIlil. K 3arajabHe IIPaBUI0 PeKOMEHOYETHCS
IIOYMHATH 3aCTOCyBaHHA IpenapaTy MiOpTHK XKiHKaM pPenpOAyKTABHOTO BiKy JIMILE IIiCIIS
OTpUMAaHHS HETaTUBHOT'O Pe3yIbTaTy TeCTy Ha BariTHICTh (BU3HAUEHHS BMiCTy OeTa-XOpioHiYHOTrOo
TOHAAOTPOIIIHY JIIOAUHY B CHPOBATIIi KPOBi ab0 B cedi i3 4yTnuBicTio npuHaiMHi 25 MMO/Mn) iepen
IIOYaTKOM Tepallil; oPyrul TeCT IOBUHEH BUKOHYyBaTuCA 4epe3 8-10 gHiB micig nmepiioro i
6e3nocepegHbO MMepes I0YaTKOM 3aCTOCYBaHHS mpemnapaTty MidopTuk. TecTu Ha BaTiTHICTh TaKOXK
IOBUHHI OyTH IIOBTOPEHI Mifl Yac IMIaHOBUX CIIOCTEPekeHb abo y pasi KiiHniyHoi moTpebu (HampuKiam,
TIicyIs TIOBigOMIIEHHS IPO OyOb-SIKYy IePepBY ¥ KOHTpallelnii). Pe3ynbTaT BCiX TeCTiB Ha BaTriTHICTh
IIOBUHHI 00rOBOPIOBATUCS 3 MallieHTOM. [lalfieHTaM Ciliff HeraliHO 3BEPHYTUCS [0 CBOTO JlikKaps y pasi
HacTaHHS BariTHOCTI. E(eKTUBHI MeTOOM KOHTPALIEINIIil CJTif 3aCTOCOBYBATH [0 IIOYATKY, B IIepiof Ta
IPOTSTOM IIECTH TUKHIB MiC/IS 3aBePIIeHHS Tepalil i3 3aCToCyBaHHAM Ipenapaty MihopTuk y
3B’I3Ky 3 MyTareHHUM i TepaTOTeHHUM ITOTEeHIialIoM IIperapary, HaBiTh SKIIO XKiHKa Oyra
0e3MTigHoI0, 3a BUHSITKOM BUIIAAKIB, KOJIM IPUYUHOI OE3IIiAas € ricTepekToMist abo cTepuisaltis
(mnsixoM mepepizaHHS 000X MaTKOBUX TPYO). AKIio o6paHUM METOAOM He € TIOBHE YHUKHEHHS
CTaTeBUX CTOCYHKIB, CJIij 0JHOYAaCHO BUKOPHCTOBYBATH OBa METOAX KOHTPAIEIIlii, BKII0Yalouu
IpUHAUMHI OOUH BUCOKOe(EKTUBHUM METOH. Y pa3i HaCTaHHS BariTHOCTI IIiff 9ac JIiKyBaHHS
TAINEHTIII CITiT 0OTOBOPHUTH 3 JiIKapeM MUTAHHS MOXKJIMBOCTI 30epeKeHHs BariTHOCTI.

CekcyanbHO aKTUBHUM Y0JIOBiKaM PeKOMEHI0BAHO BUKOPHUCTOBYBATH NIpe3epBaTUBY B IIePiof Teparil
Ta npotsaroM 90 OHIB MiC/Is OTPUMaHHS OCTaHHBOI J03M ImpenapaTy MidopTuk. BukopuctanHs
IIpe3epBaTUBIB CTOCYETHCSA K [OJI YOJIOBIKIB 3 PENIPONYKTUBHUM IIOTEHIIIia/I0M, TaK 1 YOJIOBIKIB i3
Ba3eKTOMi€l0, OCKiJIbKY PU3UKH, IIOB’sI3aHi 3 epefiadelo ciM’gHOI piguHU, TaKOK CTOCYIOThCS
YOJIOBIKiB, 5IKi mepeHec/y Ba3eKToMit0. KpiM Toro, ixHiM mapTHepKaM peKOMeH[I0BaHO 3aCTOCOBYBAaTH
Ha[ilHi MeTOOU KOHTpAIeIllil B Iepiofl OTPUMaHHS TapTHEPOM JIiKyBaHHS Ta npoTaroMm 90 gHiB
iCJIsT OTPMMAaHHS HUM OCTaHHBOI 03U Npemnapaty MipopTuk.

Y MenuyHiu iTepaTypi IOBIAOMIIANIOCS IIPO Bagu PO3BUTKY V 23-27 % I0JIOTiB BHACIIIIOK BIIJIUBY
ModeTuny MikodeHosnaty mig yac BaritTHoCTi. PU3MK BaJi pO3BUTKY OLIHIOETHCSA MPUONIU3HO B 2% ¥
3araipHii nmomnymnamil Ta 4-5% y peluIieHTiB i3 TpaHCIJIaHTAI[EI0 COIIAHUX OPTraHiB, AKi OTPUMYIOTh
iHmmi iMyHOCynpecaHTH, Hixk ModeTuny MikodeHonaT. Bumagku crioHTaHHOTO abopTy (dactota 45-49
%) Oynu 3apeecTpoBaHi y XKiHOK, 1110 3a3Ha/IX BIJIUBY CIIONIYK MiKO(EeHO0JI0BOI KUCIIOTH, IIEPEBaKHO B
IIepIIOMy TPUMECTPi BariTHOCTI.

Y MenouyHil iTepaTypi pU3UK BUHUKHEHHS BIJIUBY MOPETUITY MiKOGEHONaTy OI[iHIOETHCS B MexkKax
Bixg 45 10 49 % mopiBHAHO 3 MOKa3HUKOM Bifl 12 10 33 % Oy1d pelLuIieHTiB TPaHCIJIaHTaTiB COMIAHUX
Oprasis, IKi OTPUMYIOTS iHIII iMyHOCyIIpecaHTU. OCKiTbKY MOQeTuy MiKO(GeHOIaT NePeTBOPIETLCI
B MiKO()eHOJIOBY KUCIIOTY ITiCJIs IIepOpanbHOro abo BHYTPIIIHEOBEHHOT'O 3aCTOCYBAHHS,



BUIlle3a3HaY€Hi PU3UKHU CJIil BpaXOBYBaTH i s mpemnapaTy MibopTuk.

2KiHKM Ta 40JI0BIKM PEIIPOAYKTUBHOIO BiKy Iepef I0YaTKOM JIiKyBaHHS IOBUHHI OyTH ITONepenXeHi
IIPO MifIBUINEHUY PU3UK BTPATU BariTHOCTI Ta BPOMAXKEHUX Baf PO3BUTKY, IM CJIi[l TOPafUTH, K
3amobiraTy BariTHOCTI Ta SK IIJIAaHYBATHU BariTHICTb.

IcHyO0TH 00MexXkKeHi faHi Ipo 3acTocyBaHHS MiopTHKy BariTHUM XiHKaM. [IpoTe BpomxKeHi Bau
po3BUTKY (npubnusno 23-27 %) 6ynu 3apeecTpoBaHi y [iTel, MaTepi IKUX JTiKyBalIucs
MiKO(€EHOJIaTOM IIiff Yac BariTHOCTI.

BpopmxeHi Bagy pO3BUTKY, BK/IOYa0YU MHOXKUHHI Bagy PO3BUTKY, CIIOCTEPIraauCh y OiTel Nalli€HTiB,
SKi 3acTocoByBanu MipopTuk y KoMOiHallii 3 iHIIMMY iMyHOCYITPECUBHUMHU JTIiIKapChKUMU 3aco0aMu
mig yac BaritTHocTi. HalgacTime moBigomMisiioch, 30KpeMa, Ipo TakKi Bagyd PO3BUTKY:

- nedheKTH 30BHINTHHOTO ByXa (HAIIPHUKJIIa[ aHOMaIbHO yTBOpeHe abo BificyTHE 30BHIillIHE/CEPEIHE
BYXO, aTpe3isl 30BHIIIHBOTO CIIYXOBOT'0 KaHaly);

- BPOMKEeHi Baiu Cepls, TakKi K, HallpUKJIaf, AedeKTH MiXKIepeAcepaHol Ta MiKIITyHOYKOBO1
IIePEeTrOPOOKY;

- JUITOBI Bad¥y PO3BUTKY, TaKi SIK BOBYA ITallla, 3asg4a ryba, MiKporHarTis, rimepTenopu3mM opobiT;
- aHoMaJtii oka (Hampukiag KoinoOoMa, MiKpodTanbMis);

- nedeKTy pO3BUTKY KiHIIBOK, HETIPaBUJIbHI (HOPMU IaNbIiB (HallpUKIaL IOTigaKTUIis,
CUHOAKTUIIINA);

- TPaxeoCTPaBOXigHI aHOMaJTil (HampuKiIam aTpesis CTpaBOXOAY), YPOaKeHa rpuxa fmiadhparmuy;
- BaJ{ PO3BUTKY HEPBOBOI CUCTEMH, TaKi fK spina bifida;

- HUPKOBi aHOMaJTl.

Kpim Toro, 3adikcoBaHO OKpeMi ITOBiqOMJIEHHS PO TaKi Bafiu PO3BUTKY:

- MiKpodTamiam;

- BpOMKeHa KiCTa CyIUHHOTO CIIJIETEeHHS;

- areHesis Ipo30pol IeperopomgKy;

- areHesisl HIOXOBOT'O HepBa.

Pe3ynbraTy OOKIIHIYHUX OOCTIAXKEHb IPOAEMOHCTPYBAJIM PEIPOOYKTUBHY TOKCUYHICTD Y TBAPUH.
I'ooysaHHA 2pydoro

HocrnigeHHS Ha LIypax [T0Ka3ajy, 10 MoeTuny MikopeHoIaT BULIIIETHCSA Y TPYyAHE MOJIOKO.
[TpoTte HeBigoMO, YU MipOPTHK IPOHUKAE Y TPYAHE MOJIOKO XKiHKU. Yepe3 MOKJIUBICTh CEPHO3HUX
no0iuHUX peakliil Ha MiKO(EeHOIOBY KUCIOTY Y HEMOBJIAT, SIKi 3HaXOASATHCS Ha I'PYIHOMY
BUTOOBYBaHHI, MihopTUK NpOTUIIOKa3aHUM [J19 3aCTOCYBaHHS XiHKaM, SIKi TOTYIOTh TPYALAI0, 4Yepes
MOXKJIUBI cepito3Hi mobiuHi peakuii y miTe# rpymHoro Biky. Ciiif IPUINHUTH IPyOHE BUTONOBYBaHHS
Ha Iepiof OTpUMaHHA JiKyBaHHS IpenapaToM MihOpTHK Ta IPOTATOM 6 MiCSIIB IIiC/Isg 3aBepIIeHHS
Tepartii.



depmuabHicmb
He icrye cnenugpiyHnx OOCHIAXKEHD IOA0 OL[iHKY BIUIMBY Mi(OpTUKY Ha (PepTUIBHICTS y II0fen. Y

OOCIIXKEeHHSIX Ha CcaMIlsIX i caMKax IIypiB He OyJI0 BUSIBIEHO e(eKTy IIPU 3aCTOCYBaHHI IIpemnapary y
po3ax 40 mr/kr ta 20 MI/KT BiIIIOBiZHO.

30amuicmsb eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

IHocnigXeHHST CTOCOBHO BIIJIUBY Ha 30ATHICTh KePyBaTH TPAHCIIOPTHUMMU 3acobaMu ¥ iHITUMU
MexaHi3MaMu BifgcyTHi. MexaHi3M [il MidopTuky, npodins papmMakoguHaMiK¥ Ta 3apeECTPOBaHI
no0iyHi eeKTH BKa3yi0Th Ha MaJly BipOTigHICTh TAKOTO BIIJIUBY.

Cnoci6 3acmocyeaHHss ma do3u.

JlikysaHHA Miopmukom no8uHHi po3noyuHamu ma nposodumu Auwe KeanipikosaHi cneuiasicmu 3
MpaHcnAaHmauii.

Tepamito MihopTUKOM CJIifi po3nOYNHATH NPOTATOM 48 TOAMH Mic/s TpaHCIIaHTallil. PeKoMeHnoBaHa
mo3a craHoBuTh 720 Mr (4 Tabnetku o 180 mMr abo 2 TabneTtku mo 360 mr) aBivi Ha HoOy (mo6oBa
no3a - 1440 mr). Lls go3a HaTpito MikodeHonaTy Bignosifae 1 r modeTuny MikodeHONIATY ABiYi Ha
no6y (mo6oBa mo3a - 2 T') 3a TOKa3HUKOM BMiCTy MiKOGEHOJI0BOI KMCTIOTH.

De novo naniestaM npuiioMm MiopTUKY CIIif pO3MoYaTH MPOTITOM 72 TOOUH ITiCIsA TpaHCIJIaHTallil.

MidopTHK 3aCTOCOBYIOTh HE3aJIeKHO Bifi mpuiiomy ixi. [TanieHTH MOXyTh 00paTH Oyab-9IKUY BapiaHT
3aCTOCYBaHHS, ajle IOBUHHI 3aBXKIX OOTPUMYBATUCS 00PaHOTO BapiaHTY.

s Toro 106 36eperTy LiMiCHICTh KUIIKOBOPO3YMHHOT0 MOKPUTTS, TabneTku MipopTuky He crif
IOPiOHIOBATH.

Komu nogin tabnerok MibopTuKy HeOOXimHUM, CITifl YHUKATH BOUXaHHS MOPOLIKY ab0 IPsIMOTO
KOHTAKTY IIOPOIIKY 3i IIKipoio abo C1u30B010 0607I0HKOIO.

Ao Take BigOynocs, peTenbHO IPOMUITE Miclle BOOI0 3 MUJIOM; HEOOXiIHO IIPOMUTH 04i YUCTOI0
Bopolo. Lle moB’A3aHO 3 TepaTOreHHUM e(eKToOM MiKO(peHOaTy.

Himu ma nioaimku

Besmnexka Ta e(eKTUBHICTh 3aCTOCYBaHHS penapaTy MipopTUK AiTAM Ta HifjiTKaM He
mociimxKyBanucs. ToMy HOT0 3aCTOCYBaHHS OiTSIM i MigTiTKaM He MoXKe OyTH PeKOMeHIOBaHe.

ITayieHmu AiMHb0O20 BIKY
[ns 1€l Tpyny nauieHTiB KOPeKIis 03 He IoTpidHa.
PexomeHpoBaHa [i03a 015 MAI[iEHTIB JIITHHOTO BiKy CTaHOBUTH 720 MT [Biui Ha m00y.

3acmocyeaHHs npenapamy nauieHmam 3 nopyweHHAM QyHKUil HUPOK



[TamieHTiB 3 TSXKKUM MOPYLUIEHHSAM (QYHKII1 HUPOK (IIBUOKICTH KJTyOO4YKOBOI PinbTpariil
< 25 M/xB X 1,73 M*) IOTPiGHO peTenbHo 06CTexXUTH; M060Ba M03a MipopTHKY [JIs HAX He IOBUHHA
nepesuinysaTtu 1440 wmr.

[ManieHTaM micys omepariil i3 3aTpUMKO0 (PyHKIII HUPKOBOTO TPaHCIIJIaHTaTa KOPEKI[is J03U He
noTpibHa. Crig peTenbHO CIIOCTEPIraTé 3a CTAHOM ITAIliEHTIB 3 TSKKOI XPOHIYHOI0 HUPKOBOIO
HEIOCTaTHICTIO (KJlipeHC KpeaTuHiHy < 10 MJI/XB).

3acmocyeaHHA npenapamy NayieHmMam 3 NOPyweHHAM QYHKYII neviHku

[I71g nanieHTiB 3 HUPKOBOI TPAHCIIJIAHTAIIEI0 Ta 31 3HaYHUM MOPYIIEeHHIM (yHKIIil TeYiHKY KOPEKIIis
[03 He moTpiOHA.

JIiKysaHHA nid uac peakuii 8i0mopeHeHHA MpPAaHcniaHmama

Peak11isl BigTOPrHeHHS TpaHCIIJIaHTaTa He IPU3BOAUTE [0 3MiH (hapMaKOKiHETUKY MiKOGEHOI0BO1
kucnotu (M®K), kopuryBatu no3y abo npunuHsaTu npuiiom MipopTuky He moTpibHO.

Himu.

HepgocTaTHBO maHUX I0A0 Oe3neku Ta e(eKTUBHOCTI 3aCTOCyBaHHS MipOpTUKY HiTAM.
dapMaKOKiHeTUYHI HaHi MO0 AiTed 3 HUPKOBUMU TPaHCIIaHTaTaMU 00MEXKeHi.

Ilepedo3yeanHns.

[ToBimoMIIsANIOCS PO BUMIAAKW HABMUCHOTO YX BUIIAJKOBOTO Ilepefo3yBaHHs MiopTUKY, OOHAK HE Y
BCiX MallieHTiB crocTepiranucs mobiuni peakiril.

[ToGiyHi peaxiiii, 1110 PO3BUBAIOTLCS, BiATIOBiga0Th BitoMoMy Ipodinio 6e3meKu bOTo Ki1acy CIOYK.
[Tpu nepeno3yBaHHi npenapaTy MihopTUK MOXKJIMBe HaIIUIIKOBE MPUTHIYEHHS iIMyHHOI CUCTEMH,
BHACJIZIOK YOT0 3pOCTa€ YyTIUBICTh A0 iH(DEKIiN, B TOMY YKCIIi OIOPTYHICTUYHUX iHPEKIIiH,
iHdeKITINHUX 3aXBOPIOBAHb i3 T€TaIbHUM HACIIIKOM Ta Celcucy. Y pasi guckpasil KpoBi (Hanpukiam
HeHTpomeHil i3 aBCOMOTHIM BMiCTOM HeliTpodinis < 1,5 x 10%/Mkn abo aHeMii) HOIiNEHAM €
TUMYacoBe IpUNKUHeHHs a0o BigMmiHa Teparrii mpemapatoM MidopTuk.

Xoua miami3 Moxke BUKOPUCTOBYBATUCS 151 BUBEOEHHS iHaKTUBHOTO MeTabonity TM®K, ogHak BiH He
B 3MO031 BUJAJIATH KJIIHIYHO 3HAYyIly KiJIbKICTh aKTUBHOI0 KoMIIoHeHTa MOK. [le B 0CHOBHOMY
TIIOB’S13aHO 3 Oy2Ke BUCOKHUM CTymeHeM 3B’'si3yBaHHS MOK 3 Oinkamu nna3mu - 97 %. PedyoBuHH, 110
IIOCHUJIIOI0Th €KCKPEeTIil0 XKOBYHUX KUCJIOT, HAallPUKJaf X0JIeCTUpaMiH, BIJINBAI0YM Ha KUIIKOBO-
nediHKoBuY KpoBooOir MOK, MOXKyTh 3MeHIIIyBaTHA CUCTEMHUI BB MOK.

ITobiuni peakuii.
Pestome npoginto 6esneku

Huxye3a3HaveHi no0iuHi peakiil BUSBIIEHO ¥ XO[i IBOX KOHTPOIbOBAHUX KITIHIYHUX OOCTiIXKEHb
3aCcToCyBaHHS Ipenapaty MidopTuk abo modetuny MikobeHonary (parmomizaris 1 : 1) B kombiHarii
i3 1EKIIOCTIOPUHOM Y POopMi MiKpOeMyJIbCil Ta KOPTUKOCTEPOIIiB, B IKUX Opanu ydacTs 423 paHile He



JIIKOBAHUX MMAllieHTU Ta 322 MalieHTH, SKi OTPUMYyBa/Iu MifTPUMYOUy Tepallilo paHimie (> 6 MicAis
IiCys TpaHCIJIaHTaLlil).

Hatyacrimumy HeOaxkaHUMU SIBUIIaMU € JerkoneHis (19,2 %) ta miapes (23,5 %).
ITayieHmu AiMHbO20 BIKY

[TalieHTH NMITHHOTO BiKYy 3a3BMYal MOXKYTb MaTH IIiIBUILIEHU}N PU3UK ITO0IYHUX peaklliil Ha JTiKapchKi
3acobu y 3B’A3KY 3 iMyHOCYIIpeci€lo.

3104KICHI HOBOYMBOPEHHA

[MamieHTH, sIKi OTpUMYIOTH KOMOiHOBaHY iMyHOCYIIPECUBHY Tepalliio, BKIodaouu MipopTuk, MaioTh
IiABUINIEHUN PU3UK PO3BUTKY JTiMPOM Ta iHIIKUX 37T0SKICHUX YTBOPEHDb, 0COOIMBO IIKipH.
JlimdponpomnidepaTuBHi 3axBopioBaHHS ado miMbomu po3BuBanuch y 2 de novo (0,9 %) namieHTiB iy 2
NalieHTiB Ha migTpuMytodii Teparrii (1,3 %), gki npuiimanu MipopTuk npotsairom fo 1 poky;
HeMeJlaHOMHI KapiuHoMU Kipu BuHUKanu y 0,9 % de novo nauienTiB i 1,8 % mnaiieHTiB Ha
DigTPUMYIOUiid Teparil, fAKi npuiiManu MibopTuK IpoTAroM A0 1 poKy; iHII BUAYM 37T0SKICHUX
HOBOYTBOpeHb BUHUKANU y 0,5 % de novo nauieHTiB i 0,6 % mallieHTiB Ha MiATpUMYI04ili Teparil.

OnopmyHicmuuHi iHpekyii

Yci malfieHTH 3 TpaHCIJIaHTaTaMu MalOTh IMigBUALIEHNN PU3UK PO3BUTKY ONMOPTYHICTUYHUX iH(DEKIIIH,
PU3HUK IiABUIIYETLCS IIPU BUCOKOMY CTYIEHi iMyHocympecii. [To HaibibIl MOIIMpPeHux
OTIOPTYHICTUYHUX iH(DEKIIH Yy de novo MallieHTiB 3 HUPKOBUMY TPaHCIIJIaHTaTaMy, Ki OTpUMYyBajlu
MidopTuK 3 iHIIKMU iMyHOJeNpecaHTaMX B X0 KOHTPOJIbOBAHUX KITIHIYHUX JOCHiXKeHb TPHUBAJIiCTIO
1 pik, Hanexanu uuToMeranosipyc (LIMB), kaumumo3s i mpocTuii repnec. Indeknis [IMB
(migTBEpHXKeHa ceposioTieto, BipeMielo abo KITiHiYHMMY JaHUMM) criocTepiranack y 21,6 % de novo
naiieHTiB i 1,9 % malieHTiB 3 HUPKOBUM TPaHCIJIAaHTATOM Ha MigTPUMYOUill Teparril.

IHwi nobiuHi peakuyii Ha npenapam

Huxxuye HaBemeHU! meperik MoOivHNX peakilii, MOKJIMBO a00 HMOBIPHO MOB’I3aHUX 3 MihopTUKOM,
PO SIKi TTOBIMOMIISITIM TIif YaCc KOHTPOJIbOBAHUX KITiHIYHUX HocimimkeHs ¥ = 10 % a6o Bim 1 mo < 10 %
MAIEHTIB MMiCd TpaHCIJIaHTallil HUPKYU, SKUM MihopTHK BBOOUIX pPa30M 3 MIKPOEMYIIbCIE0
IIUKJIOCIIOPUHY i KOpTHKOCTepoifamu ¥ no3i 1440 mr/mo0y npotsarom 12 micamis. ITo6iuni peakiril
3rpymnoBaHi BigIIOBIIHO [0 KiaciB cucteM opraHiB MedDRA.

II71s OLiHKY YaCTOTU BUHMKHEHHS MOOIYHUX peakIlili BUKOPUCTaHi Taki KpuTepii: myxKe 4acto (=
1/10); gacrto (= 1/100, < 1/10); HewacTo (= 1/1000, < 1/100); pigko (= 1/10000, <1/1000); nyxe
pigko (< 1/10000).

ITopyweHHs 3 6OKY cepuesoi 0isiabHOCMI: HEYACTO - TaxXikKap/is; He4acTo - HaOpSK JTereHis*,
BEHTPUKYJIIPHA €KCTPACUCTOJIisA*.

ITopyweHHs 3 6OKY CYyOuH: myxkKe YacTo - TimepTeH3is, rinoTeH3ist; YacTo - MOTipIIeHHS TinepTeH3ii.

ITopyweHHs 3 6OKY Kposi ma AimpamuyHoi cucmemu: nyxe 4acTo - nerkomneHis (19,2 %); yacTo -
aHeMisl, TPOMOOIMTOTIEHIS; HEYACTO - MiMboneHis*, HeuTponeHis*, miMmpameronaris*, mimporene*.

ITopyweHHs 3 GOKY HepPB8os8oi cucmemu: 4acTo - 3allaMOPOYEHHS, TOJIOBHUI 0i/lb, HEYACTO - TPEMOP.

3axeoprBaHHA oyel: He4yacCTO - KOH IOHKTUBIT*, HEUITKICTh 30py*.



ITopyweHHsA 3 60Ky Ouxa/nvHOi cucmemu, op2aHie 2pyoHoi KAimKu ma cepedoCmiHHSs: 9acTo -
KallleJlb, 3aQUIlIKa, 3afUIlKa Ipy (Pi3nyHOMYy HaBaHTaXKEHHi; He4acTO - iHTepPCTUIliabHi
3aXBOPIOBAHHS JIETE€HIB, BKII0YAIOYHY JIeTaIbHUY ITyIbMOHApHUH (Gibpo3, TereHera rinepemis*, Baxke
nuxaHHS*, HAOPsK nerexis*. [ToBimoMIIsAIOCS PO MOOAUHOKI BUIAOKK 3aCTiMHUX SBUII Y JIETEHAIX i
XPUIIH.

ITopyweHHsA 3 60KY WAYHKOBO-KUWKOB020 Mpakmy: OyxKe 4acTo - miapes (23,5 %); 9acTo - 3oy TTs
JKUBOTA, a0oMiHambHUY Oiflb, 3aI10P, AUCIIEIICiss, MEeTEOPH3M, TaCTPUT, PifiKi BUTIOPOKHEHHS,
HyfoTa, 6J110BaHHS; He4acTo - OOJiCHICTh )XMBOTa, IITYHKOBO-KUIIIKOBI KPOBOTEYi, BiTPUKKa,
HEMIPUEMHUY 3amax 3 poTa*, HeMpPOoXigHICTh KUIIeYHUKY*, BUpa3Ku Ha rybax*, 3amaneHHs
cTpaBoxomy*, cybinmeyc*, 3MiHa KOIbOpY sI3uKa*, cyxicTh y poTi*, racTrpoe3odareanbHa pedroKCHa
xBopo0Oa*, rineprpodiunuii TiHriBiT*, IaHKpPeaTUT, 3aKyIOpKa HaBKOJIOBYIITHOI 3a/103u*, MENTHYHA
BUpa3Ka*, rinepmmnasisa scen*, nepuToHiT*.

ITopyweHHs 3 6OKY HUPOK i ceyosudinbHOI cucmeMu: 4acTo - MiABUIIeHHS KpeaTUHIHY B KPOBI;
HEeYacTo - reMaTypisa*, HEKpo3 HUPKOBOT0 KaHaNbIs*, yCKIagHeHHS 3 00Ky CeY0BOT0 KaHaly.

ITopyweHHs 3 60Ky WKipu ma niOwWKipHOi KAIMKOBUHU: 9aCTO - CUHII, aKHe; He4aCTo - aJIomellis;
PiOKO - MIKipHi BUCUIIH.

ITopyweHHs 3 6OKY ONOPHO-PYX0B8020 anapamy i cnoay4YHUX MKAHUH: YacTO - apTPaIris, acTeHis,
Mianris; HedacTo - apTput¥, 6inb y ciuHi*, M'930Bi cCygoMu.

ITopyweHHs 3 60KY 06MiHY peYOBUH i Xap4yyBaHHA: MyXKe 4acCTo - TillOKalbIlieMis, Timokamiemis,
rinepypuKeMisi; 4acTo - TilepKasieMis, rinoMartieMis, He4acTo - aHOPEKCid, rinepiinigemis,
IIyKpoBUii fiabeT*, rinepxonectepureMis*, rimogpocdaremis.

IHexuii ma iHeasii: myKe 4acTo - BipycHi, 6akTepianbHi Ta rpudKoBi indexmii (mo 22,1 %), Taki 9K
iH(exKIIil Ce4OBUBITHUX LIISAXIB, ONEPi3yI0YNy NHlllal, KaHAUA03 POTOBOI IOPOXKHUHY, CUHYCHT,
racTPOEHTEPUT, IPOCTHUM Teplec, Ha30(papUHTIT; YacTo - iHPEKI[]l BepXHiX JUXalbHUX IIIXiB,
ITHEBMOHisI; HEYaCTO - paHOBa iH(EKIIis, CeIICUC*, 0CTeOMiEiT*.

[obposKicHi, 3/105KICHI NYXAUHU Ma HOBOYMBOPEHHs He3 1c08aHOI emio02ii (8KA0UarOUu Kicmu ma
nosinu): He4acTo - MaminoMu WKipw*, 6a3amiomu*, capkoma Kamormri*, mimdonpomnidepaTushi
IIOPYIIEHHS, IIJIOCKOKJIITUHHA KapluHoMa*,

CucmemHi nopyweHHsA ma Micuesi peakuii: 4aCcTo - BTOMa, epudepuuHmnil HaOpPsK, rineprepmis;
HEYaCTO - IPUIIONONiOHI cUMIITOMM, HAOPSK HUKHIX KiHIIIBOK*, 6inb, 3aIineHiHHS*, cl1abKicThY,
cripara*.

I'enamobiaiapHi nopyweHHA: 4acTo - BiTXUJIeHHS Bil HOPMU IIOKa3HUKIB QYHKII] MEYiHKH.
ITopyweHHs 3 60KY penpoOyKmugHOi cucmemu ma MO/A04YHUX 3d/103: HEYaCTO - IMITIOTEHITisT*,

YwkoooceHHs, ompyeHHA ma ycKaaOHeHHs, no8’A3aHi 3 npouedyporo: HedacTo - KOHTY3is*.

ITcuxiyHi po31adu: 4acCTO - 3aHEIIOKOEHHS, HeYaCTO - IaTOJIOTiYHI CHOBUAIHHS*, TaTIOIIMHAIIiT*,
6e3coHHT*,

* [Topy1ieHHS, PO SKi IOBIAOMJISANIY JIUILE Y OGHOTO IallieHTa (3 372).

[TpumMmiTKa: XBOpi 3 TpaHCIJIaHTATOM HUPKY npuiiManu 1440 mr MipopTuky m0gHS IPOTSATOM IEpiomy
[0 OMHOTO POKY. AHanoriynui mpodins O6yB Bim3HaYeHu y de novo MalieHTiB i y malieHTiB Ha



HNiATPUMYIOYOMY JIiIKyBaHHI IiC/Is TpaHCIJIAHTAIlil, X04Ya Bil3HaYeHa TeHMEHIisl HUXKY0l 4aCTOTH Y
MAli€HTIB Ha MiATPUMYIOYOMY JIiKyBaHHI.

3a JaHWMMK ITOCTMAPKETHHTOBOTO CIIOCTEPEIKEHHS 0Y10 BCTAHOBJIEHO, 110 BUCUIIAHHS Ta
arpaHyIoNuTO3 € M0OIYHO Peaklli€lo Ha mpemapar.

HebaoicaHi epekmu noe’si3aHi 3 epekmom Kaacy noxioHux mikogpeHo1080i Kuciomu: KOmiT, e3odarit
(Brmouaroun LIMB-komiT Ta e3odarit), IMB-racTput, maHKpeaTuT, nepdopallis KUIIeYHUKY,
IIJTYHKOBO-KUIIIKOBa KPOBOTEYA, BUPa3Ka IIUTyHKa, ABAHAALSATUAIIAN0] KUIIKY, KUIITKOBA
HETIPOXiMHICTD, BaXKi, iHOAi HeOe3meyuHi Ay KUTTS iHEKIil, BKITIOYal0Ud MEHIHTIT, iHpeKIinny
eHIoKapaianbHy iHdekuito, Ty0epKyIb03 Ta aTUIOBY MiKoOaKTepianbHy iH(eKio, HedpomarTio,
10B’s13aHy 3 moioMasipycom (HIITIB), oco6muBo B pe3ynbraTi iHbikyBaHHs BipycoMm BK, Bumamku
IpOrpecydol MynbTU(HOKaANbHOI JetikoeHedanomnaril (ITMJI), iHOAi 3 MeTalTbHUM HaCIiAKOM,
arpaHyIoLUXTO3, HEUTPOIEHis, MaHIuToNeHisA. [ToBigoMIsgI0Ccs Mpo BUNAAKH iCTUHHOI amasii
eputponuTiB (PRCA) y nauieHTis, ki orpuMyBanu noxigai MOK B koM0iHatil 3 iHmuMu
iMmyHOmempecaHnTamMu (OuB. po3min «OCcoBIUBOCTI 3aCTOCYBAHHSI»).

BaeimHicmb: BUTIagKYU CIIOHTAHHOT0 abopTy Oy 3apeecTpoBaHi y Malli€HTiB, 1110 3a3Ha/IN BILIUBY
MiKo(eHOJIaTy, B OCHOBHOMY B IIEPIIOMY TPUMECTpi BariTHOCTI (IUB. PO3MiN «3aCTOCYyBaHHS Y IIepiof
BariTHOCTi ab0 rofyBaHHS TPYOOI0»).

CucmeMHi nopyweHHA ma 3MiHU Y Micui 8Be0eHHA: TOCTPUY 3allallbHUN CUHAPOM, IIOB’I3aHUM 3
inribiTopaMu cUHTE3Y MypHUHIB de novo.

Bpoosiceni sadu, cimeliHi ma 2eHemMuyHi NOPYWeHHA: BPOLKEHI Bafy PO3BUTKY CIIOCTEPITanucs y
miTey malieHTiB, SKi oTpuMyBanu ModeTuny MikodenonaT y KomOiHarii 3 iHImImmMu
iMyHOflenIpecaHTaM" Y TIOCTMapKEeTUHTOBUY NePiof (OUB. pO3Ain «3acTOCYBaHHS Y IIePiof BariTHOCTI
abo romyBaHHS TPYOOI0»).

ITopyweHHs 3 60Ky iMyHHOI cucmeMu: y TIAlliEHTIB, AKi oTpuMyBanu MihopTHK y oefHaHHI 3
iHImMMMY iMyHOenpecaHTaMHu, IIOBiJOMIISITIOCH IIPO TinoramMmmarso0yiHeMiio.

ITopyweHHs 3 60Ky OUXAHHSA, Op2aHi8 2pyO0HOI KaimKu ma cepedoCmiHHA: iCHYIOTh OKpeMi
IIOBiIAOMJIEHHS NIPO iHTEPCTUIliabHiI 3aXBOPIOBAaHHS JIET€HIB Y MAI[i€HTIB, SKi MPOUIIIU JTiKyBaHHS
MidopTtukoM y KoMbiHaIlil 3 iHIIKMY iMyHOfenpecaHTaMu. Takoxk OyJiv TOBiIOMJIEHHS TIPO
OpPOHXOEKTAaTHYHi 3aXBOPIOBAHHS.

[ToomuHOKi BUIafKX aHOMaIbHOI MOPQoIoTii HelTpodinis, y ToMy uncii HabyTa aHoMarisa [lenrepa -
X'10€Ta, CIIOCTepiranucs y NalieHTiB, IKi OTpUMYyBasy NOXiAHI MiKoheHOI0Bo1 KuCIoTU. Lli 3MiHU He
IIOB’s13aHi 3 OpyIIeHHAM QyHKII1 HeuTpodiniB. Li 3MiHM MOXKYTh CBITUUTH IIPO «3PYIIEHHS BIIiBO» B
3pinocti HeUTPO(isiB y reMaToNOriYHUX OOCITiIKEeHHSX, 1110 MOXKYTb OYTH ITOMHUIKOBO
iHTeprpeToBaHi K 03HaKa iHQEKII] y XBOpPUX 3 iMyHOCYIIpeci€lo, siKi 0oTpuMyoTh MipopTuk.

[ToBimomieHHs po mo6ivHi peakirii

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatiii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoOro 3aco0y. MeguyHUM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHMM ITpeICTaBHUKAM CJIifl ITOBIIOMIISITH IIPO yCi BUMTAOKM IMig03pI0OBaHUX MOOIYHUX peakiliit Ta
BificCyTHOCTi e(heKTHUBHOCTI JTiKapchKOT0 3aco0y yepe3 ABTOMaTH30BaHy iH(popMalliiiHy cucteMy 3
(dhapMakoHarisAoy 3a MocunaHHAM: https://aisf.dec.gov.ua.



https://aisf.dec.gov.ua

Tepmin npudamuocmi.

3 POKH.

YmoBu 30epiranns. 36epiratu npu temmepatypi He Buile 30 °C B opuriHabHilM yIakoBLi s
3axXMCTY Bif Bosioru. 30epiratv B HEHOCTYITHOMY [JIS HiTeH MicCIIi.

YnakoBka. [To 10 TabneTok y 6mictepi; mo 12 6micTepiB y KopooO1ii 3 KapToHY.

Kareropis Bigmycky. 3a peLenTtom.

BupoOHUK.

Jlek ®apmachioTHKAIC [.0., BupoOHUYa minbHulls Jlenmasa / Lek Pharmaceuticals d.d.,
PE Proizvodnja Lendava (nepgsuHHe nakyeaHHs, BMOPUHHE NAKYBAHHA, BUNYCK cepii).

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca MicCIsi IPpOBaIXKeHHs MOro Tis/IbHOCTI.

Tpimmini 211, JIeumaBa, 9220, Cnosenist / Trimlini 2D, Lendava, 9220, Slovenia.



