IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

300AK®
(ZODAC®)
Cknadg:
oitoua pevyoB8uUHA: IETUPU3UHY OUTIAPOXITIOPUL;
1 M1 pO34YMHY MiCTUTh LEeTUPU3UHY Aurigpoxnopuny 10 wmr;

donoMidcHi peyosuHu: metunmnapaben (E 218); npominmapa6en (E 216); rioinepus (85 %);
IIPOIIJIEHTJIIKOJIb; CaXapyH HATPilo; HATPIlO aleTaTy TPUTiApaT; KACJI0Ta OLTOBA JIbOASHA; BOoda
ouwullleHa.

JlikapcbKa ¢opma. Kparmii opanbHi.

OcHOBHI (hi3uK0-xiMiuHi 81acMuBOCMI: Tpo30pHuii, 6e30apBHUIL a00 JIeb KOBTYBATOT'0 KOJIHOPY
PO3YMH.

®dapmakoTepaneBTHYHA Irpyna. AHETurictamMinzi 3acobu AJjist CHCTEMHOTO 3aCTOCYBaHHS.
[ToxigHi ninepa3uny. Kog ATX RO6A E07.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

LleTupu3us, MeTaboiT TiAPOKCU3UHY V JIIOAUHHY, € IOTYKHUM CeJIeKTUBHUM aHTarOHiCTOM
nepudepuynux H,-perentopis. ¥ mocnifKeHHSIX 3B’sI3yBaHHS 3 PelLleITOpaMu in vitro He
CIIOCTEpIranocs CIOPiTHEHOCTI 3 iHIMMMY pelleliTopaMH, BimMmiHHUMY Bifg H,-penenTtopie. OxpiMm
QHTArOHICTUYHOIO BIUIMBY Ha H,-pellenTopy, LETUPU3UH UYUHUTH AHTHAJIEPTiduHYy Ail0: IPU
no3yBaHHi 10 Mr 1 a6o 2 pa3u Ha go0y mpemnapar iHridye misHio ¢ha3y 3anyuyeHHs y MpoIec KIIiTUH
3arnasieHHs, 0Co0IMBO €03MHODINIB, y MIKipi Ta KOH' IOHKTHUBI 0Ci0, IKUM BBOJWJIM aHTUTEH, a y [03i 30
Mr/mo0y iHribye ITpUIINB €03uHOGINIB ¥ OPOHX0AIbBEOIAPHIiN PifUHI IPOTATOM Mi3HBOI ha3u
3BYy2KeHHS OPOHXIB, CIPUYMHEHO] BOUXaHHSAM aJIepreHiB y NallieHTiB, XBOpUX Ha OpOHXiallbHy acTMYy.
Kpim Toro, netupusuH iuribye misHio $a3y peakilil 3amaneHHs, iHOyKOBaHY Y MAlliEHTIB i3 XpOHIYHOIO
KPOIIMB THKOIO BHYTPIIIHBOIIKIPHUM BBEJEHHSIM KaJlikpelHy. TaKoxXK 3MeHIIye BUPaxKeHIiCTh aaresil
MonekyJ, Takux ik ICAM-1 ta VCAM-1, 110 € MapKepaMU ajepriyHoro 3amnajaeHHs.

HocmimKeHHS y 30POBUX JOOPOBOJIBIIIB ITOKa3aJIy, 10 eTUPU3UH y fo3ax b Ta 10 Mr mOTYXKHO
inribye BUHUKHEHHS MTyXUPI[iB Ta TOYEPBOHIHHS, CIPUYNHEHUX AyKe BUCOKUMU KOHIEHTPAIliIMU
ricraminy B IIKipi, ogHaK He OyJI0 BUSBIEHO HiSKO1 KOpemdilil 3 eheKTuBHiCTIO. [ToyaToK Ail micns



pasoBoro npuiioMmy go3u 10 mMr Hactynae y Mexax 20 xBunuH y 50 % ocib Ta y Mexkax 1 rogusu - y
95 % oci6. [Iis TpuBae 9K MiHiMyM 24 TOOWHU IIC/IS pa30BOro NpuiioMy. Y 35-IeHHOMY
OOCTIiIKeHHi y miTeil BikoM Bifi 5 7o 12 poKiB TONEpaHTHOCTI [0 aHTUTiCTaMiHHOI il
LIeTUPU3UHY (IPUTHIYEeHHSI BUHUKHEHHS IIyXUPLiB Ta I0YEPBOHIHHS) He CIIOCTePiranocs.
Konu nikyBaHHSA LeTUPU3UHOM IIPUIIUHSAIOTH IIiC/IS IIOBTOPHOTO IPUKXOMY, HOpMaJlbHa
PEaKTUBHICTH LIKIpU [0 ricTaMiHy BifHOBJIIOETHCS IIPOTATOM 3 [HIB.

Y 6-TuKHeBOMY I1a1le00-KOHTPOJILOBAHOMY [OCIIifIZKeHHi 3 y4acTio 186 mallieHTiB 3 aneprivHum
PUHITOM Ta TaKUM CYITyTHIM 3aXBOPIOBaHHSIM, SIK OpoHXiasibHa acTMa (Bif 1eTKoi 7o moMipHol 3a
TSKKICTIO) IPUMOM LeTUPU3UHY y 1031 10 Mr 1 pa3 Ha f0o0y MOKpaIyBaB CTaH IPU CUMIITOMaXxX
PUHITY Ta He BIJIUBAB Ha QYHKIIi0 ereHs. Lle mocmigxkeHHs mifTBepaKye 6€3MeKy 3aCTOCYyBaHHS
IIEeTUPU3UHY XBOPUM Ha OpOHXianbHY aCTMY JIETKOT'O Ta MMOMIpPHOTO CTYIEHS TSXKKOCTI.

Y nnane60-KOHTPOIbOBAHOMY [OCTiIXKEHHI MPU3HaYeHHS [eTUPU3UHY Y BUCOKiN mo6oBiH 1031 60 Mr
Ha 100y BIPONOBXK 7 OHIB HE CIPUYUHSIIO CTaTUCTUYHO 3HAYYIOI ITpoJioHranii intTepsamy QT.

[Ipu npuiiomi y peKOMeHO0BaHUX [03aX LIeTUPU3UH ITOKPALy€e CTaH NallieHTiB i3 UIJIOPIYHUM Ta
CE30HHUM aJIepriYHUM PUHITOM.

dapmakokiHemuxka.

PiBHOBaxkHa MakKcUMaJibHa KOHI[EHTPaLlis y m1a3Mi KpoBi cTaHOBUTE Mauxke 300 Hr/MJI i [OoCATAEThCS
npotsrom 1 = 0,5 rop. IIpu npusHaueHnHi y mo6osii go3i 10 Mr npotsrom 10 gHiB Kymysiii
LETUPU3KHY He crocTepiranocsa. Po3noain papMakKoKiHETUUHUX [TapaMeTPiB, TAKUX 5K MMIKOBUU
pieens (C,,.,) Ta mioma min kpusowo (AUC), € omHOPIIHUM Y 3MOPOBUX TOGPOBOJIBIIIB.

0O6’em abcopO1iii IeTUPHU3UHY HE 3MEHIITYBaBCs IIPU OJHOYACHOMY IIPUUOMI 3 12K€10, X04a IIBUIKICTD
abcop6buii 3menmmyBanacs. O6’em 6iomocTynHOCTI MOKiOHMI TpY NTPU3HAYEHH] ETUPU3UHY ¥ hopMi
po3unHy, Karcyn abo TabneTok. Bugumuii 06’em po3nominy craHoBuTh 0,5 1/KT. 3B’93yBaHHS
1eTUPU3UHY 3 GiKaMu m1a3mMu KpoBi cTtaHoBUTh 93 £ 0,3 %. LleTupH3KH He BIIMBAE Ha 3B’I3yBaHHS
Bapdapuny 3 OiTkaMu KPOBI.

LleTupu3uH He 3a3Ha€ eKCTEHCHBHOI'0 MeTabo0J1i3My IIpU MEPIIOMY ITPoXoaxKeHHi. [Tpubnusno 2/3
[03U BUBOAUTLCS Y HE3MIHEHOMY BUTTIALL i3 ceuero. KiHIleBuY nepion HalliBBUBEIEHHS CTAHOBUTH
npu6nu3Ho 10 ropus. LleTupu3uH BUSBISE TiHINHY KiHeTUKY IIPHU H03yBaHHI Bif 5 7o 60 Mr.

Okpemi epynu nauieHmis

ITauieHmu AiMmHb020 BIKY: MiC/S Ppa30BOT0 IlepopanbHOro npuiiomMy 10 Mr mepion HalliBBUBEEHHS
36inbinyBaBcs Marixke Ha 50 %, a KiipeHc 3HUKYyBaBcs npubau3no Ha 40 % y 16 ocib miTHBEOTO BiKy
TIOPiBHSHO 3 MOJIOAIIMMYU 0co0aMu. 3HUXKEHHS KIIipeHCYy eTUPU3UHY Y TOOPOBOJIBLIIB JIITHHOTO BiKY
Oyro 1moB’ss3aHe 3 ocabneHo0 GYHKIIEI0 HUPOK.

limu: epioq HamiBBUBEeNEeHHS LIETUPU3WHY CTAHOBMB MalxKe 6 TOOUH y HAiTel BikoM 6-12 pokiB Ta 5
TOAVH y OiTeu BiKOM 2-6 POKiB. Y miTel BiKOM Bif 6 10 24 MicsLiB I[ed TOKa3HUK CKOPOYeHuu fo 3,1
TOOUHH.

ITauieHmu 3 nopyweHHAM pyHKUii HUPOK: (hapMaKOKiHeTHKA IIpernapary 6yia mogiOHO y MallieHTiB
i3 TErKUM CTyIeHeM MOopyIlIeHHs QYHKIIl HUPOK (KJIipeHC KpeaTHHiHY Buile 40 M/XB) Ta Y 3MOPOBUX
noOpOBOIBLIIB. Y TNAlli€HTIB i3 MOMipHUM CTyIIeHEM IOpYIIeHHs QYHKIIl HUPOK CIIOCTEepiranocs
30inbIIeHHS Iepiofy HaliBBUBEAEHHS V 3 pa3u Ta 3HUXKEHHS KiipeHcy Ha 70 % mopiBHSAHO 3i
300POBUMU NOOPOBOJBLSIMU. Y TMalliEHTIB, SKUM ITPOBOAUBCS reMofiani3 (KipeHc KpeaTUHiHY 7



MJI/XB), ic/isl mpu3HadeHHs 10 Mr IIeTHPU3KHY IIepOPaIbHO CIIOCTepiranocs 306ibIeHHS Iepiony
HaliBBUBEMIEHHS Y 3 Pa3y Ta 3HUKEHHS KitipeHcy Ha 70 % MOpPiBHSHO 3i 3HOPOBUMHU HOOPOBOIBIISIMH.
lleTupu3uUH OTAaHO BUBOOUTHCS IIPU reMofianisi. [I1d nami€eHTiB i3 mopyIeHHsIM QYHKII HUPOK
IIOMiPHOTO Ta TSKKOTO CTyIeHs HeoOXiIHO KOPUT'yBaTH [O3yBaHHA IIperapary.

ITauieHmu 3 nopyweHHAM (PYyHKUii neviHku: y TIAI[IEHTIB 3 XpPOHIYHMMU 3aXBOPIOBAHHSIMU
TeYiHKY (TemaToLeToNapHUY, X0JIeCTaTUYHKM Ta OimiapHui upo3) micns npuiiomy 10 abo
20 MT LeTUPU3UHY Y BUTTISAI Pa30BOl 103U CIIOCTEpiranocs 30inbineHHs epiogy
HaniBBuBeneHHs Ha 50 % Ta 3HUXKeHHS KilipeHCcy Ha 40 % mOpiBHSAHO 31 3HOPOBUMU
noOpoBosbLIMU. Kopekiisi ;o3yBaHHS MalliEHTaM i3 MOpPyIIeHHIM (PYHKIIil ediHKu
HeoOXigHa Nuille Tofi, KOJIM Y TaKUX IAIliEHTIB € OQHOYACHO i MopyuieHHs QYHKII HUPOK.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

Jlikapchku# 3aci® Mmoka3aHWH OJIS MOJIETIIeHHS Ha3a/JIbHUX Ta OYHHUX CUMIITOMIB CE30HHOTO i
IIOCTIMHOTO aJIepPridYHOTO0 PHHITY Ta XPOHIYHOI iAionmaTUYHOI KPOIIKB' THKH ¥ JOPOCIIUX Ta [AiTed BiKOM
BiTl 2 POKIiB.

IIpomunoka3zaHnus.

[inep4yTnuBIiCTh M0 LETUPU3UHY, N0 OyIb-IKOT0 KOMIIOHEHTA TiKapChKOTro 3aco0y, 40 TiIpOKCU3UHY
abo Oymb-IKUX MOXIMHUX Iillepa3uHy B aHaMHe3i.

Tsaxke nopyureHHs QyHKI1 HUPOK NIPU KJIipeHCi KpeaTuHiHy MeHIne 10 mi/xs.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

3 ornapy Ha ¢papMakKOKiHETHYHI Ta (h)apMaKOgMHaMiuHi BIaCTUBOCTI LIETUPHU3UHY, a TAKOXK Ha KOr0
Ipodisib TepeHOCUMOCTi KOIHUX B3a€EMOZIH [JIg IIbOT'0 @HTUTICTAaMiHHOTO 3aC00y HE OUiKy€EThCS.
BrpomoBx ychoro mepiofy IpoBefeHHs AOCTiAKeHb MiXKJIiKapCchKOl B3aEMOil, 30KpeMa 3
nceBgoedenpuHoM yu Teodininom B 0o3i 400 Mr Ha go0y, XKomHUX (PapMaKOOUHAMIUHUX YK
CTATUCTUYHO 3HAUYIIKX (papMaKOKiHETUYHUX B3a€MOZiN He BigMidanocs.

HocnipxeHHS (hapMaKOKiHEeTUYHOI B3a€MO[Iil IPOBOOUIINCS AJIS LEeTUPU3UHY Ta IIceBHoedeqpuHy,
AQHTUIIPUHY, IUMETUINHY, KETOKOHA30Jy, EpUTPOMIINHY, a3UTPOMIIKMHY — (apMaKOKiHETUUHUX
B3AEMO[IiN He crocTepiranocs. Y mocmimxkeHHi 6araTopa3oBoro 3actocyBanHs Teodininy (400 mr 1
pas Ha o0y) Ta IIeTUPU3UHY CIIOCcTepiranocs He3HauHe (16 %) 3HUKEHHS KITIipeHCYy IIeTUPU3UHY, Y
TOM 4ac K PO3MNOAia Teo(iniHy He 3MiHIOBaBCA IPU OJHOYACHOMY IPUKOMI LIeTUPU3UHY.

Y mociigXeHHAX 3aCTOCYBaHHS LETUPU3UHY 3 [UMETUAVNHOM, TJIII3U0M, fia3erraMoM Ta
nceBgoedenpUHOM He BUSBIIEHO M0Ka3iB MOOIiYHUX (hapMaKOOUHAMIYHUX B3aEMOIiM.

Y pocnipXeHHAX 3aCTOCYBaHHS LIETUPU3UHY 3 @3UTPOMILIMHOM, EPUTPOMIIMHOM, KETOKOHA30JI0M,
tTeo(diniHoM Ta rceBmoedeqpUHOM He BHUSIBIIEHO MOKa3iB MOOIYHUX KIiHiuHMX B3aeMopmiii. OKpiM Toro,
OJIHOYaCHEe 3aCTOCYBaHHS LIETUPU3UHY 3 MaKpolifaMu a00 KeTOKOHA30JI0M HiKOIN He IPU3BOOUIIO 10



KJIiHIYHO 3Hauywux 3MiH Ha EKT.

Y mocnimkeHHi 6araTopa3oBOT0 3aCTOCyBaHHS puTOHaBipy (600 Mr 2 pasu Ha mo0y) Ta HETUPU3UHY
(10 Mr Ha §o0y) eKCIOo3ullisa eTUPU3UHY 30inbimunacs mpubau3Ho Ha 40 %, y Tol 4ac SK po3Momin
PUTOHaBipy Helo 3MiHtoBaBcA (-11 %) npu omHOYaCHOMY IPUUOMI LIETUPU3UHY.

00’eM abcopOIril eTUPU3KHY He 3HUKYETHCS MIPU IPUKAOMI 1XKi, X04a ITOKa3HUK adCcopO1Iil
3MEHIIY€EThCSA Ha 1 roguny.

Y 4yTnuBYX MalliEHTiB OMHOYACHE BXKUBAHHS aJKOT0II0 a00 iHIIKUX AelpecaHTiB lIeHTPaIbHOI
HEPBOBOI CUCTEMHU MOXK€e CIIPUYMHUTYU NOJaTKOBE 3HUKEHHS yBaru Ta MOTIpIIeHHS Mpalle3[aTHOCTI,
X04a IeTUPU3UH He ITOCUITIOE [Tit0 aJIKOT0JIi0 (IIPX PiBHI alKOroio B KpoBi 0,5 r/m).

Oco06.1ueocmi 3acmocyeaHHsi.

[Tpu mpuiiomi y TepaneBTUYHUX [03aX He CIOCTePiraaocs KJIiHIYHO 3HAUYIIUX B3a€MOLIHU 3
ankKorojeM (Impu pPiBHSAX ankoromo y Kposi 0,5 r/m). [Ipote peKoMeHA0BaHO YHUKATH OOHOYAaCHOTO
BXKUBaHHS aJIKOT0JII0.

3 00epexkKHiCTIO 3aCTOCOBYBATH IMalliEHTaM, CXUJIbHUM [0 3aTPUMKHU CeUi (IIOMKOAKEHHS
xpebTa, rimepriasisg MpocTaTH), TOMY IO LIETUPHU3UH IiABUIIYE PU3UK PO3BUTKY 3aTPUMKHU
ceui.

PekxoMeHnmoBaHO 3 00epeXkHiCTIO IPHU3HAYaTH Mpemapar MalieHTaM 3 elliyIenciero Ta malieHTaMm i3
PU3UKOM BUHUKHEHHS CYIOM.

AHTUTiCTaMiHHI ITpenapaTy MPUTHIYYIOTh MIKipHY alepriuHy npody, ToMy nepeq ii
[IPOBEEHHAM IIPUIOM TiKapCchKoro 3acoby HeoOXiIHO MPUIUHUTHY 3a 3 [HI IO HOCHimXeHHS (mepion
BUBEIEHHS).

3 06epekHICTIO 3aCTOCOBYBATH MalliEHTaM i3 XpOHIYHOI0 HUPKOBOIO HEJOCTATHICTIO (ITOTPiOHA
KOPEKIIisl pexXuMy [03yBaHHS) Ta MallleHTaM JIiITHbOI'0 BiKY 3 HUPKOBOI HEOCTaTHICTIO (MOXKJIUBE
3HUKEHHS KJIy004YKOoBO1 ¢inbTparrii).

MeTunnapabeH Ta mpominmnapaleH, 0 BXOASATH 00 CKJIafgy penapaTy, MOXKYyTh BUKJIUKaTH aleprigHi
peaxtil (MOXKINBO, BiICTPOYEH]).

CBep0ix Ta/ab0 KponuB'THKa MOXKYTh 3’ IBUTHUCS IIiCJIA IPUINHEHHS 3aCTOCYBaHHS LIETUPU3UHY,
HaBiTh SAKIIO IIi CUMIITOMU He OyNy HasIBHI 0 TOYATKY JIiKyBaHHS. Y IesKUX BUMAJKaX CUMITOMHU
MOXKYTh OyTH iHTEHCHBHUMH 1 MOXKe 3HaIOOUTUCS TOBTOPHE JIIKYBAHHS IiCIIST HOTO IPUIIMHEHHS.

[lemiaTpuyHa NONYNIALIA

3acToCcyBaHHS IIpernapaTy HEMOBIISATAM Ta AiTIM PaHHBOTO AOLIKIJIBHOTO BiKy (IO 2 POKiB) He
PEKOMEHYETHCS.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydodio.

BaeimHicmb. HepocTaTHBO JaHUX IIOA0 BIUIMBY IIpelapaTy y nepiof BariTHOCTI. [JOCTigXKeHHd Ha



TBapuHaX He BKa3yl0Th Ha NPSAMUM a00 HeNIPsSMUM IIKiAJIMBUNI BIIJIUB Ha BaTiTHICTS,
eMOpioHaTbHUM/PEeTaNTbHUN PO3BUTOK, TIOJIOTH a00 MOCTHATAILHUM PO3BUTOK. [IpH3HavaTH Mpemnapar
BariTHUM XKiHKaM CJ1if 3 00epeXHICTIO i TiTbKY y BUIIafKaxX, KOJIK, Ha OYMKY JliKaps, KOPUCTD Bif
3aCTOCYBaHHS IlepeBaXxae MOTEHIIMHUY PU3UK [JId IIJI0JaA.

ITepio0 200ysaHHs epy0o. LleTUPU3KUH MPOHUKAE Y TPYAHE MOJIOKO Y KOHI[EHTPALifX, 110
cTaHOBNATH 25-90 % Bif KOHI[EHTpALiX y IIJTa3Mi KPOBi, 3aJIe2KHO Bifj IPOMIiXKKY 4acy Mmicis
3aCTOCYBaHHS IpenapaTy. ToMy 3 00epeXHiCTIO C/Tifl Mpu3HadyaTy IpernapaT XKiHKaM, SKi
TONYIOTh TPYLLIO.

®epmusvHicme. [JocTynHi 06MeKeHi faHi 0[O BIIJIUBY Ha JIIOACHKY GEPTUIBHICTD, TPOTE KOTHOTO
MIKiTMBOTO BILIMBY He OyJi0 BUSBIEHO. [JaHi foCHiKeHb Ha TBApHHAX He I0Ka3a/y IIKiJIKBOTro
BIIJIUBY Ha JIIOACHKY (PEPTUNIBHICTb.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

O0’eKTUBHE OIIiHIOBAaHHS 3[aTHOCTiI KEpPyBaTU aBTOTPAHCIIOPTOM, HaIBHOCTI IIPUXOBAHOI COHJIUBOCTI
Ta 30aTHOCTI IIpalfoBaTh Ha CKJIaflaJIbHOMY KOHBEEpI He IT0Ka3aJI0 KJIiHIYHO 3Ha4yIloro BIJIUBY
JIiKapChKOT'0 3aC00y MpH 3aCTOCYBaHHI y peKOMeHIoBaHi# m03i 10 mr.

[TamieHTaM, Ki KepyIOTh aBTOTPAHCIIOPTOM, 3afiisiHi Ha IIOTeHI[iliHO Hebe3neuHux podoTax abo
00CITyroByI0Th MeXaHi30BaHe 00JlagHaHHs, He CIIif TepeBUIyBaT! PeKOMeH0BaHi 103U Ta He0OXiHO
BpPaxOBYBaTH peakllilo BlIaCHOT'0 OpPraHi3My Ha IIpenapar.

Y 4yTnuBUX Malli€eHTiB OQHOYACHUY MIPUIOM IIpenapaTy 3 iHIIKME 3aco0aMi, 1110
IIPUTHIYYIOTH LIEHTPAJIbHY HEPBOBY CUCTEMY, MOXe CIPUYUHUTYU NONATKOBE IIOTipIIeHHs
yBaru Ta 3HUKEHHS IPONYKTUBHOCTI.

Cnoci6 3acmocyeaHHs1 ma 0o3u.

3aCTOCOBYBaTU BCEPELNUHY.

HiTstm BikoM Bif 2 mo 6 pokiB: mo 2,5 Mr 2 pa3u Ha 700y (1o 5 Kparenb 2 pa3u Ha go0y).
Hitssm BikoM Bifm 6 mo 12 pokiB: mo 5 Mr 2 pa3u Ha {06y (1o 10 kparmens 2 pa3u Ha go0y).
Hopocnum i miTsim BikoM Bipm 12 pokiB: 10 mMr 1 pa3 Ha o6y (20 Kpamens).

Ocobuei epynu nayieHmia

ITauienmu aimHboe2o 8iKy. Kopekilig mo3u He noTpibHa (3a YMOBH HOPMaJbHOI PYHKIII HUPOK).

ITayienmu i3 nopyweHHAM QYHKUiIT HUPOK (nomipHutll ma msckuii cmyniny). [103yBaHHS Ma€ OyTH
iHAMBiOyanbHUM, 3aJI€XKHO Biff cCTaHy (PyHKIIil HUPOK. CIif BiIKOPUTYBaTX 403y BiANIOBIOHO [0
HUXK4YeHaBeneHol Tabmui. [I[o6 ckopuctaTtucs Tabnuileio, HeoOXimHO BU3HAUUTHU KITipEHC
kpeaTtuHiny (KK) nauienTa y mn/xB. 3HaueHHa KK (M1/XB) MOKHa BU3HAYUTH 3a
KpeaTUHIHOM CHPOBATKHU KPOBi (MI/AJI) 3a AOIOMOTO0 (GOPMYIIH:



- 1 i .
KK = [140 - Bik (v ppKaXII X Maca Tina !.Kl"! (x 0,85 11 KIHOK)
72 X KpeaTHHiH y CUpOBaTLi KPOBi (Mr/mi)

Kopexkuist mo3yBaHHS OJIs1 JOPOC/IMX NAIi€HTIB i3 MOPyILIeHHSAM (QYHKIII HUPOK

['pyna Knipesc KpeaTtusiny (Mn/xB) |Jo3yBaHH4 Ta YacToTa
HopManbHa QyHKIIS = 80 10 mr 1 pa3 Ha go0y
Jlerka ¢opma nopyieHHs 50-79 10 mr 1 pa3 Ha 0oy
[TomipHa popma 30-49 5 mr 1 pa3 Ha 00y
Tsxxxa popma < 30 5 mr 1 pa3 Ha 2 gHi
Kinmesa cragis xsopobu HUPOK - [< 10 [IpoTrnoka3aHo
MalieHTH, SKUM NPOBOJATE Aiami3

HiTsam i3 mopyieHHAM (YHKII HUPOK [03yBaHHSA KOPUTYBaTH iHOWBiTyabHO, 3a/I€2KHO Bifl 3HAUYEHHS
KJIIpeHCYy KpeaTUHIHY NallieHTa, BiKy Ta MacCHu Tija.

ITayienmam i3 nopyweHHsaM GyHKuii neuinku. Hemae motpedu y KOpeKIlii 103U Mpu MOPYIIeHHi
TiTbKY QYHKII TEYiHKH.

ITauieHmam i3 nopyweHHAMU (PYHKUII neyiHKu ma HUpoK. PEKOMeHI0BaHO KOPUTYBaTH A03Y (HUB.
BuIre po3fin «IlalieHTy 3 mopylieHHIM GYHKIII HUPOK»).

TpuBamicTh NMiKyBaHHS BU3HAYaE JliKap iHOUBiAyalbHO 3a/1eXKHO Bif epebiry 3aXxBOpIOBaHHS.
MeToq 3aCTOCYBAHHS.
Jlikapcbkuit 3acib ciif HakpamnaTy B JIOXKKY a00 PO3YMHUTH Y BOAI Ta IPUMMAaTH IIEPOPAJILHO.

ZIK1110 3aCTOCOBYBATHU PO3BEMEHHS, CJIiTl BpaXOBYBaTH, 0COOJIMBO ITPHU 3aCTOCYBaHHI [iTsM, 1110 00’€M
BOOY, IO SKOTO JOAATHCS KpaIllli, Ma€ BiANOBiAAaTH KiJIbKOCTI PiAMHHU, IKY MOXKEe IIPOKOBTHYTH
naiieHT. Po30aBieHui PO3YKH CIIif IPUIAMATH HETalHO.

Himu.

[Ipenapat npu3HavaTH OiTSIM BiKOM Bif 2 POKiB.

Ilepedo3yeanHs.

Cumnmomu. CUMIITOMY, 110 CIIOCTEPIrajucs Iicisi CYTTEBOr0 Ilepefo3yBaHHs LIeTUPU3UHY,
TOJIOBHMM YKMHOM ITOB’SI3aHi 3 BIIJIUBOM Ha LIeHTPaIbHY HEPBOBY cUCTeMy abo 3 edeKTaMH, 110
MOXKYTh BKa3yBaTH Ha aHTUXONiHePriunHy mito. [To6iuHi edekTH, Mpo SKi MOBimOMIANOCS Tics
IPUHOMY [O3H, I0 IIepeBHUIlyBaa IoHalMeHIIe y 5 pa3iB peKOMeHI0BaHy f000BY 103y, BKIIOUAIOTh:
CILJTyTaHICTh CBiZOMOCTI, Aiapeto, BEPTUTO, MigBUIIEHY BTOMIIIOBAHICThb, TOJIOBHUY 0iNib, He3MyKaHHS,
Minpia3, cBepOixK, HECTIOKIH, cefjallito, COHNIUBICTD, CTYIOp, Taxikapfilo, TPEMOP, 3aTPUMKY



CE€4YOBUITYCKAHHS.

JlixysanHA. CienuiyHuy aHTUOOT LeTUPU3UHY HeBimoMuii. [1pu nepeno3yBaHHI peKOMeH0BaHa
CUMIITOMaTH4Ha Ta MiATpUMylo4a Tepanisd. [I[poMuBaHHS MUIYHKA CJIif IPOBOLUTH SIKHAWUILIBULLIE
micns mpuiioMy npemnaparty. LleTupus3uH HeeeKTUBHO BUBOOUTHLCS IIPU IPOBENEHHI Aiami3y.

ITobiuni peakuii.

KniHiuHi 0ocaidxceHHA TT0Ka3anH, 1110 eTUPU3UH IIPU 3aCTOCYBaHHI ¥ PeKOMEHOOBaHUX A03aX Ma€
He3HauHU M0GIYHUY BIJIMB Ha IIeHTPaIbHy HEPBOBY CUCTEMY, 1110 BKJIIOYAE COHJIMBICTD, IiIBUIIEHY
BTOMJIIOBAHICTh, BEPTHUT0, Ta I'OJIOBHUH Oiflb. Y mesiKMX BUIIagKaX IMOBiIOMIISIIIOCS IIPO
napafioKcaabHy CTUMYJISIIIO IIeHTPaIbHOI HEPBOBOI CUCTEMHU.

MeTunmnaparigpokcubeH30aT Ta MpoImianaparigpokcubeH30ar, 10 BXOASTh J0 CKIady
OpanbHUX Kpallejlb, MOXKYTh CIIPUYUHSATH PO3BUTOK aJIePriYHUX peakiiil (MOKIIMBO,
BiICTPOYEHHUX).

Xoya LIeTUPU3UH € CEeJIEKTUBHUM aHTAroHiCcTOM mepudepuyHux H,-pelenTopiB Ta MalixKe He YNHUTD
AHTUXOJIMHEPTIUHOI Ail, MOBiMOMIISIIOCS PO MOOAWHOKI BUNIAAKN BUHUKHEHHS YTPYOHEHHS
CEYOBUITYCKaHHS, MOPYIIEeHHS aKOMOAallil 0Ka, CyXOCTi ¥ POTi.

[ToBimoMIISNIOCS TIPO BUIIQKHY MOPYIIEHHS (QYHKIIII TeYiHKH, 1[0 XapaKTepUu3yBaJIuCs MigBUIIEHUMU
piBHAMU (DepMeHTIB NTeYiHKM i3 MiABUIleHHSAM pPiBHSA 0inipy0iHy. 3a3BUYail CTaH HOPMaJli3yBaBCs
IicJIs IPUNIMHEHH [IPUIOMY IIpenapary.

Y nopBifHO CIINUX, KOHTPOJIbOBAHUX KIIIHIYHUX AOCIIIXKEHHSAX, B SKUX IPOBOAUIOCH IOPiBHAHHSA
IIeTUPU3KNHY 3 ITanebo abo 3 pekoMeHmoBaHUMU fo3aMu (10 MT Ha [00Y AJIs LIETUPU3UHY) IHIITUX
aHTuricTaMinHUX 3ac06iB Ta B pe3yJIbTaTi AKUX Oy/IM pefCTaBlieHi KinbKiCHI faHi CTOCOBHO Oe3IeKH,
B34J10 y4acTh noHap 3200 nalieHTiB, sKi Ipu¥Matu LeTUPU3KH.

Y nnane60-KOHTPOIbOBAHUX NOCTIIXKEHHIX NIPY 3aCTOCYBaHHI IeTUpU3UHY B f03i 10 Mr y
moHarMenIe 1,0 % maIieHTiB cocTepiranucs Taki HebaxaHi epekTH:

HebaxaHui epexT [Hetupusun 10 Mr [Tname6o
(3a Tepminonoriero BOO3) (n = 3260) (n = 3061)
3a2a/1bHI NOPYWEeHHA

MigBUINleHA BTOMITIOBAHICTH 1,63 % 0,95 %

3 60Ky Hepeosoi cucmemu

BEPTUTO 1,10 % 0,98 %
TOJIOBHUM Oi/Th 7,42 % 8,07 %

3 60Ky WAYHK0BO-KUWKOB020 MpAKmMy

0i/b y MITYHKY 0,98 % 1,08 %
CYXiCTb y POTi 2,09 % 0,82 %
HYLOTa 1,07 % 1,14 %

3 6oky ncuxiku

COHJIMBICTB 9,63 % 5,00 %

3 6oky OuxaabHOi cucmemu

3aIajieHHs TJIOTKH 1,29 % 1,34 %
(apuHTIT




3 60Ky ueHmpaabHOi ma nepugpepuyHoi Hep8oeoi

cucmemu
BEPTUTO 1,10 % 0,98 %
TOJIOBHUHU 0ilb 7,42 % 8,07 %

HesBaxaiouu Ha Te, 110 COHJIMBICTh 3yCTPiYasach CTATUCTUYHO GiIbII YacTo, HiX y rpymi mianebo, y
OiNbINIOCTI BUMTAAKIB COHIUBICTH Oyy1a JIeTK0I0 a0 momipHoo. [HI HoCTigKeHHs ToKa3aly, 10 Y
3[OPOBUX MOJIOAUX TOOPOBOJIBIIIB IPUHOM JTiIKapChKOI0 3aco0y B peKOMeH0BaHi# no0oBiit 1031 He
BIIJINBA€ Ha 3BUYalHy NOBCAKAEHHY aKTUBHICTb.

[To6iuni edpekTH, 1m0 criocTepiranucs y maamnedo-KOHTPOIbOBAaHUX OOCITiMKEeHHAX IoHaiMeHIne y 1 %
OiTer BiKOM Bif 6 MicsIliB 1o 12 pokisg:

HebaxaHui epexT LleTupu3uH [Tname6o
(3a Tepminonorieto HeOaxanux peakiit BOO3) (n =16506) (n = 1294)
3 60Ky WAYHKOBO-KUWKOBO20 MPAKMy

miapes 1,0 % 0,6 %

3 60Ky ncuxiku

COHJIMBICTD 1,8 % 1,4 %

3 60Ky duxaabHOi cucmemu

PUHIT 1,4 % 1,1 %
3aeanvHi nopyweHHA

MMigBUIlleHa BTOMIJIIOBAHICTh 1,0 % 0,3 %

ITocmmapkemuHeo8i cnocmepexceHHs.

[To6iuni eekTu HaBemeHi 3a cucteMaMu opraHiB 3rigHo 3 MedDRA Ta 3a 4acToTOI0.

YacToTy BU3HAUEHO TaKUM YUHOM: AyXKe dacTo (=1/10); gacto (Big =1/100 mo <1/10); HevyacTo (Bif
=>1/1000 mo <1/100); pigko (Big =1/10000 mo <1/1000); myxe pigko (<1/10000); yacToTa HEBiTOMa
(HeMOZKJINBO BCTAHOBUTH 3a HASIBHUMU TaHUMH).

ObcmediceHH s

Pigko: 30inbIIeHHST MacH Tifna.

3 6oky cepus

Pigko: Taxikapmis.

3 boky cucmemu Kposi ma aiMpamu4Hoi cucmemu

Iyxke pigko: TpPOMOOILIUTOIIEHiS.

3 boky Hepeogoi cucmemu

Heuacro: mapecTeais.



Pigko: cymomu.

IlyXe piOKo: qUCTeB3is, JUCKIHE3is, TUCTOHIA, CUHKOIIE, TPEMOD.
YacTtoTa HeBimoOMa: aMHe3is, IOPYIIeHHS ITaM’ ATi.

3 6oky opeaHis 30py

Iye pigko: MOpyILIeHHsS aKOMOIallil KpUINTanruKa, HediTKiCTh 30Dy, MOPYIIEHHS PYXiB 0YHOTO
a6myKa.

3 60Ky opaaHis cayxy ma pisHosazu
YacToTa HEBioMa: BEPTUTO.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY
HeuacrTo: mgiapes.

3 60Ky HUPOK ma ce4yosugioHoi cucmemu
Ilyxe pigKo: ou3ypisd, eHypes.
YacToTa HeBijoMa: 3aTPUMKa Ceui.

3 60Ky wkipu ma nidwkKipHOi KAimKo8uHU
HeuacTo: cBepOixK, BUCUIIAHHS.

Pinko: Kponus’siHKa.

Iyxke pigko: aHTiOHEBPOTHYHUY HaAOpSK, GikcoBaHAa MeOUKaMEHTO3Ha eK3aHTeMa, MicIeBi
MeI[I/IKaMeHTO3Hi BUCHUIIN.

YacToTa HeBiZOMa: TOCTPUY reHepai30BaHU eK3aHTEMaTO3HUU IYCTYIIbO3.

[Ticnsa BigMiHY LIeTUPHU3UHY MTOBIOMIISIOCS NP0 BUHUKHEHHS cBepOIg4YKy Ta (abo)
KPOIIUB’ STHKM.

3aeanvHi nopyweHHA

HeuacTo: acTeHis, BiTuyTTs BTOMH.

Pinko: HaOpsK.

3 60Ky ckesnemHo-M’ 130801 ma CnoOAYYHOI MKAHUHU
YacToTa HEBijOMa: apTpairis.

3 boky imyHHOI cucmemu

Pigko: rimepuyTnuBicTs.



IyXe pigko: aHa(inaKTHYHUY IIOK.
YacToTa HeBifoMa: anepriuyHi peakiil (MOXKJIHABO, BiICTPOYEHi).
3 6oky eenamobiniapHo20 mpakmy

Pigko: mopyiieHHS QYHKII1 Ie4iHKY (MiABUINEHHS PiBHSA TpaHCaMiHa3, IyxKHO1 ¢hocdarTasy,
y-rayTaminTparucdepasu Ta GinipyOiny).

YacTtoTa HeBiioMa: renaTur.

3 boky ncuxiku

HeuacTo: TPUBOXHICTb.

PigKo: arpecuBHICTD, CITYyTaHICTh CBIIOMOCTI, Jempecis, ranonuHarii, 0e3CoHHS.
[lyXKe pifiKO: HEPBOBUM THK.

YacTtoTa HeBifoMa: CyluugabHI AYMKY, HiYHI KOIIMapH.

3 60Ky xapuy8aHHs ma 06MiHy pPe408UH

YacToTa HeBigoMa: MiNBUILIEHUN alleTUT.

[ToBimoMIIeHHS PO Iim03pIoBaHi HebaXkaHi peakirii

[ToBimoMneHHs PO Mifo3pioBaHi HebaxkaHi peakiii micys cxBaJeHHS JTiKapChKOT0 3ac00y
LO3BIIBHMMU OpraHaM¥ € BaXJIMBOIO IIpoLeayporo. Lle m03Bosisie 3AiMCHIOBAaTU MOHITOPUHT
CIiBBiHOIIEHHST «KOPHUCTH/PU3UK» 3aCTOCYBaHHS JIiIKapChKOTro 3ac00y. MenuyHi mpalliBHUKY ITOBHHHI
noBioMIATH IPo OyAb-sKi migo3pioBaHi HeOaxkaHi peakilii Yyepe3 HallioHAIbHY CUCTEMY
(dbapMaKoHarIsaay.

Tepmin npudamHocmi.

3 pPoKH.

YmoBH 30epiranssi.

He moTtpe0ye cnernianbHux yMoB 30epiranus. 306epiraté y HegOCTYITHOMY [AJIS OiT€ MiCIIi.

YnakoBka.

[To 20 M po3uyuHy y (HIaKoHi 3 KpaneabHULe0, 1o 1 ¢pakoHy B KapTOHHiM KOPOOIIi.



Kareropis Bigmycky.

Be3s pernenra.

BUpPOOHHK.

Eii. Hatrepmann enp Canti. [MOX.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr'0 ajJipeca MicCIsi IPOBaIKeHHsI Tis/IbHOCTI.

Hartrepmannanes 1, Kenss, Hopaopenin-Bectdanen, 50829, HimeuunHa.

3asIBHHUK.

TOB «Omnenna Xenckea YkpaiHa», YKpaiHa.

Micne3HaxomXKeHHS 3asiBHHKA.

Ykpaina, 01033, m. Kuis, Byn. ZKunsuceka, 48-50A.



