Ckian

0itoua pevyoBuHd: UEeTUPUINHY OUTIOPOXIIOPHUL;

1 TabreTka, BKpuTa 000JI0HKOIO, MiCTUTD LIETUPU3UHY Aaurigpoxmopuny 10 mr;
OONOMIJCHI peuoB8uHU: JTaKTO03a, MOHOTIApaT; eJIil0j103a MiKpOKpHUCTaslidHa; KpoXMalb
KyKypyA3saHui; noBigoH K-25; MarHiioo cteapart; HaTpPilo KpoxXxManbrIikoaAT (Tum C);
KPEMHiIo OiOKCU[ KOJIOImHUY 0e3BOOHUM; HATPil0 ITaypusicyiabdar;

ck/1a0 060/0HKU: TimpoMesio3a, Mmakporoi 6000.

JIikapcbKa ¢popmMma

TabneTku, BKPUTiI 000JI0HKOIO.

OcHOBHI (i3uko-ximiuHi 81acmueocmi: TabIeTKU, BKPUTi 0600JI0HKOIO, Bix 6isoro mo
KPEeMOBOI'0 KOJILOPY, HOBracTi, ABOOIIYKJIi, 3 IJIafKOI0 [IOBEPXHEIO, 3 PO3MNOMIIHYO0I0
PHCKOIO 3 OHOT'O OOKY.

®dapMaKoTepalneBTHUYHA Irpyna

AHTUTiCcTaMiHHI 3aco0u IJIsT CUCTEeMHOT0 3acTocyBaHHs. [ToxigHi minepa3uny. Kom ATX
RO6GA EO7.

dapMakKogHHaMiKa

MexaHism 0ii

LleTupusuH, MeTabOJIIT TiTPOKCU3NHY, € CUIbHOMOIIOYNM CEIeKTUBHUM aHTArOHiCTOM
nepudepuyHUx peuenTtopis ricraminy H1. J[locnigKeHHs 3B’s13yBaHHS 3 PELIEIITOPOM
in vitro He MoKa3anu iCTOTHOI CIIOPiAHEHOCTI 3 iHIIUMHU pelenTopamMu, Kpim H1.

dapmakoduHaMmiyHi epekmu

OKpiM aHTaroHiCTU4YHOI Ail mopo penentopiB H1, HeTUpU3KUH YMHUTH IPOTHAIEPTiIYHY
miro: y mo3i 10 mr 1 a6o 2 pa3u Ha moOy npenapart iHTiOye mi3Hio dhaly Mirparilii KimiTuH,
siKi 6epyTh y4acCTh y 3allajibHil peaxiiil (mepeBaxHo eo3uHOG}INiB), y HIKipi Ta
KOH'IOHKTHUBIi 0Ci0 3 aTomi€eio, IKUM BBOOUJIN aHTUTEH;

KaiHniuHa edpekmusHicmb ma 6e3neka

IocmigXeHHs y 300POBUX TOOPOBOJIBIIB MOKA3a/Iu, I1I0 IIeTUPU3UH ¥ mo3ax 5 Ta 10 mr
iHTEeHCUBHO iHTi0y€ BUHUKHEHHS ITYXUPIIB Ta TOYEPBOHIHHS, CIIPUYUHEHUX MyKe
BHCOKHMHU KOHIIEHTPAIiIMHU riCTaMiHy B IIIKipi, XO04a CIiBBIJHOIIEHHS 3 €(PEKTHUBHICTIO



He BCTaHOBJIEHO.

Y 6-TuxkHEeBOMY MJ1alle00-KOHTPOJILOBAHOMY HOCIiIXKeHHi 3 y4acTio 186 maiieHTiB 3
aJIeprivHuM PUHITOM Ta CyNyTHBLOIO OPOHXiaTbHOIO aCTMOIO (Bifl JIETKOI 1O MTOMipHOI 3a
TSXKKICTIO) IPUMOM LeTUpU3uHy y 103i 10 mr 1 pa3 Ha moOy mokpalllyBaB CTaH IpHU
CUMIITOMAaxX PUHITY Ta He BIUIMBaB Ha QYyHKIIiI0 nereHb. Lle mocmigKeHHS NinTBEPOKYE
0e3IeKy 3aCTOCYBaHHS IIeTUPU3NHY XBOPUM Ha OpoHXiaJlbHY aCTMY JIETKOTO Ta
IIOMIPHOI'O CTyIIeHS TAXKKOCTI.

[Tmaie60-KOHTPOJIbOBaHE MOCIIIXKEHHS, B SKOMY IeTUPU3UH 3aCTOCOBYBAJIH Y BEJIUKIil
no0OoBii mo3i (60 Mr) npoTsirom 7 #i6, He mMOKa3aJjio CTaTUCTUYHO 3HAUYIIIOTO
nonoBxkKeHHd iHTepBany QT.

3acTocyBaHHS IIeTUPU3UHY B 3BUYaMHUX [03aX IMOKpPAIy€ SAKICTh XKUTTS IaAIli€HTIB i3
XPOHIYHYM i C€30HHUM aJIeprivyHuM PUHITOM.

dapMaKOKiHEeTHKA

Abcopbuis

PiBHOBakHa MaKcuMalbHa KOHIIEHTpAIlid y IjIa3Mi KPoBi cTaHOBUTH ITpubnusuo 300
HIr/MI i mocsaraetbes npoTsaroMm 1+0,5 roouru. Po3nogin dapMakoOKiHETUYHUX
ImapaMeTpiB, TAKUX SIK IIIKOBi KOHIIeHTpallil y m1a3Mi KpoBi (Cmax) Ta mioma mif,
kpuBoio (AUC), € omHOPIigHUMU.

O6’eM abcopO1lil IeTUPU3UHY He 3MEHIIIyBaBCs IPU OOQHOYACHOMY IIPUMOMI 3 1Kel0,
X04a IIBUAKICTh abcopObilil 3MeHITyBanacsa. O6’eM 6i0mO0CTYyIHOCTI MOAiOHUM IpU
3aCTOCyBaHHI LIeTUPU3UHY ¥ POopMi po3unHy, Karcya abo TablIeToK.

Po3nodia

Bupumuit 06’em po3nopiny ctaHoBuTh 0,5 7/Kr. 3B’s13yBaHHS IIETUPU3UHY 3 OiTKamMu
y1a3Mu KpoBi cTaHOBUTE 93+0,3 %. LleTUpHU3KUH He BIIJIMBAE Ha 3B’A3yYBaHHA
BapdapuHy 3 6iTIKaMu KpPOBI.

BiompaHcgpopmauisn

LleTupu3uH He 3a3HA€E eKCTEHCUBHOTO MeTab0JIiaMy ITpU IIePIIOMY IIPOXOIXKEeHHI.

BugeOdeHHA

KinmeBui mepioq HaliBBUBeOEHHS CTAHOBUTL ITPrOn3H0 10 roguH. [Ipu npu3HadyeHHi
y mo6oBiit mo3i 10 Mr nmpoTsiroMm 10 OHIB KyMysilil HETUPU3UHY HE CIIOCTEpPIramocs.
[Tpubnmu3HOo 2/3 003U BUBOOUTHLCSA Y HE3MiHEHOMY BUTJIS[I i3 ceuero.



JIiHiUHIiCMb/HEeAIHIUHICMDb

LleTupu3uH BUABJISE JIIHIMHY KIHETUKY IIPU O03yBaHHI Big 5 7o 60 mr.

OKpeMi epynu nauieHmis

ITauienmu 3 nopyweHHAMU PYHKUII HUPOK

dapMaKOKiHeTHKa TiKapChKOTro 3aco0y MpU NEerkKux MOPYyIIeHHSX (QYHKIII HUPOK
(kmipeHC KpeaTuHiny HuxX4e 40 MJy/xB) 6ya cxoxKa 3 TaKOI0 Yy 3[TOPOBUX
DOOPOBOIBIIIB. Y IAlliEHTiB 3 TOMipHUMU po3amaMyu QyHKITI HUPOK mepiof
HalliBBUBeOEeHHS OyB yTPUYi HOBIIUM, a KiipeHC - Ha 70 % HUKYUM, HiXK Y 3[TOPOBUX
IO0OPOBOJIBIIIB.

Y nauieHTiB, sKi mepeOyBaloTh Ha remMofianisi (KjIipeHc KpeaTuHIHy HUXK4Ye 7 MII/XB),
IIPU 3aCTOCYBaHHIi IETUPU3UHY B pa30Bilt go3i 10 Mr nmepion HamiBBUBeOeHHS OyB
yTpUUi JOBHIUM, a KiipeHC - Ha 70 % HUXKXYUM, HiXK Y 3T0POBUX AOOPOBOIIBIIIB. [Ipu
remMofiasni3i UeTUPU3UH BUOAJISIETHCA 3 IIJIa3MU HE3HAYHOI0 Miporo. IlamierTam 3
MMOMipHUMHU ab0 TIXKKHMHU po3jiafaMu QYHKIII HUPOK HeoOXigHa KOPEeKIlisi o3yBaHHS
(muB. po3pin «Cmocib 3acToCyBaHHS Ta HO3U»).

[TamienTH 3 po3namamMu GYHKIL IeYiHKY

Y mailieHTiB i3 XpoHiYHMMH XBopoOaMu mediHky (6imiapHUM IMPO3, 3aXBOPIOBAHHS
MMeYiHKH, 1110 OB’sI3aHi 3 xoecTta3oM), siKi mpuiimanu 10 a6o 20 MT 1IeTUPUIUHY
pPas30Bo, IIepiod HalliBBUBEOEeHH MOO0BXKUBCA Ha 50 %, a KiipeHc 3Hu3uBCA Ha 40 %
MMOPiBHSHO 3i 30pOBUMHU HOOPOBOMBLAMU. KOpeKIlisi ;O3yBaHHS HeoOXifHa TiJIbKU y
pa3i ogHOYacHOl HasIBHOCTI IMOPYIIEHb i PyHKIII MediHKY, i QyHKIIil HUPOK.

ITauieHmu AiMHBLO20 BIKY

Y miicTHaOUSATH Malli€HTIB IiTHBOTO BiKY ITiCIIS IIPUHMOMY BHYTPIIIIHBEO pa3oBol mo3u 10
MT IIepiof HaliBBUBeOEeHHS 30inbIINBCS MpubIu3Ho Ha 50 %, a KiTipeHc 3HU3UBCS Ha
40 % TOpPIiBHSAHO 3 IHIIUMMU IallieHTaMu. MOXKJINBO, 3HUKEHHSA KIIIPEHCY ETUPUIUHY Y
DOOPOBOBIIIB JIITHROTO BiKYy IOB’sI3aHe 3 IMOPYIIEeHHSIM (QYHKII1 HUPOK.

Limu, y m.y. Hemosaama

Y mite#t BikoM 6-12 poOKiB mepion HalliBBUBEIEHHS II€eTUPU3UHY CTAHOBUTHL OJTM3BKO 6
TOAOMH, a y OiTei BiKoM 2-6 POKiB - 5 TOOMH. Y HEMOBJIAT i OiTel BiKOM Bifg 6 mo 24
MiCSIIiB mepioq HalliBBUBEeOeHHS 3HUXKeHuu 0o 3,1 roguHu.

IToxa3aHHSA

CumnmomamuyHa mepaniA:



e Ha3aJIbLHUX Ta OYHUX CUMIITOMIB CE30HHOI'0 Ta IIOCTIMHOTO aJIepridyHoro puHITy;
e XPOHIYHOI iIiomTaTUYHOl KPOIUB' SHKHU.

IIporunnoka3aHHs

[TigBuileHa YyTJIMBICTh OO Hil0Y0l pe4OBUHHU ab0 A0 OyOb-IKOl AOMOMi?KHOI PEYOBUHY,
I110 BXOOUTH OO CKJIaAy mpelrapary, O0 FigpoKcusuHy abo mo Oymb-IKOl MOXigHOl
ninepas3uHy.

TsxKi mopyiieHHS QYHKIIII HUPOK (KJIipeHC KpeaTuHiHy MeHIIe 10 mii/xB).

PigkicHi cmagkoBi hopMu HEeIlepeHOCUMOCTI rajakTo3u, nedinut nakrasu Jlanmna abo
ManTbabcopOIlis ITI0KO3U-TalaKTO3H.

B3aeMmogisi 3 iHIIEMH JTiKapCHKHMH 3aC00aMH Ta iHIII BHOIH B3a€EMOIIH

[ocnigkeHHsS ¢papMaKOKIiHETUYHOI B3a€EMOJIil IIPOBOOUIN OJIS LETUPU3UHY Ta
ncepmoedeqpruHy, HIMMETUANHY, KETOKOHA30J/Iy, EpPUTPOMIILINHY, a3UTPOMILINHY;
(apmMakoKiHETHYHNX B3aEMOJIiMi HE CIIOCTEepirasnocs. Y mocCiimKeHHi 6araTropa3oBoro
3acTtocyBaHHs Teodininy (400 mr 1 pa3 Ha mo0y) Ta LIETUPU3UHY CIIOCTEPIiramocs
He3HayHe (16 %) 3HUKEeHHS KIIPEeHCy NEeTUPU3UHY, TOH1 K ITOKa3HUKU TeOo(iliHy He
opyuryBajiacs Ipu OGHOYACHOMY IIPUUOMI IEeTUPUIUHY.

Y pocnigKeHHsSIX 3aCTOCYBaHHSA LIETUPU3KUHY 3 MUMETUANHOM, IJINi3UA0M, Ola3ernaMoM
Ta nceBmoedeOIprUHOM He BUSBJIEHO OOKa3iB IMOOIiYHUX ¢apMaKOOUHAMIYHUX
B3a€EMOIN.

Y mocrimKeHHSX 3aCTOCYBAHHS IIETUPU3UHY 3 a3UTPOMIIITMHOM, EPUTPOMIIIMHOM,
KEeTOKOHA30JI0M Ta Teo(disliHOM He BUSIBJIEHO MOKa3iB MOOIYHUX KITIHIYHUX B3aEMOIM.
OKpiM TOTO, OJHOYACHE 3aCTOCYBaHHS IIETUPU3NHY 3 MaKpoJrimaMu abo
KEeTOKOHA30JIOM HIKOJIY He ITPU3BOOUJIIO OO0 KIIIHIYHO 3Hauymux 3Mid Ha EKI'.

Y mocnigxeHHi 6araTopa30BOro 3aCTOCyBaHHSA puToHaBipy (600 Mr 2 pa3u Ha go0y) Ta
netupu3uHy (10 Mr Ha HoOy) TPUBaAIICTh €KCIO3ULIil IeTUPU3UHY 30iIbIINIIacsI
mpubnau3Ho Ha 40 %, Tofi SIK eKCITI03ullisd pUTOHABIPY melro mopyiryBanacs (-11 %)
IIpU OOHOYACHOMY IIPUNOMI LIETUPU3UHY.

O6’em abcopOiiii 1TeTUPU3UHY HE 3HUKYETHCSA MIPU MPUNOMI 1Ki, X04a MIBUOKICTH
abcopO11ii 3MeHNITyeTHCS Ha 1 TOOUHY.

Hemae maHux 1100 mocuieHHs epeKTy cefaTUBHUX 3aCc00iB ITpU 3aCTOCYyBaHHi ¥
TepalreBTUYHUX J03aX. AJie CHIiJl yHUKATH 3aCTOCYBaHHS CcefaTUBHUX 3aco0iB i dac
IpUUOMY IIpernapary.

OnmHOYacCHUM NPUMOM IpelapaTy 3 ajJkorojgeM abo iHImMMu 3acobaMu, 1110
NIPUTHIYYIOTh lIEeHTPaJIbHy HEPBOBY CUCTEMY, MOXK€E CIPUYUHUTHU OOOATKOBE
IIOTIpIIIEeHHs yBaru Ta MOPYILIeHHs Ipale3faTHOCTI, X04a LeTUPU3UH He IIOTEHIIII0E
edekT ankorosmo (IIpu pPiBHSIX alKOroiai y Kposi 0,5 r/m).



Oc006/1MBOCTi 3aCTOCYyBaHHSA

[Tpu npurioMi y TepalleBTUYHUX O03aX He CIIOCTepirajaocs KJIiHIYHO 3HaYyIIuX
B3a€EMOMIN 3 alIKoroieM (IIpu piBHSAX ajIKOroJjiro y Kposi 0,5 r/mi), mporte
PEKOMEHI0OBaHO YHUKATU OOHOYACHOI'O BXKUBAHHS aJIKOT'OJIIO.

3 06epexXHICTIO 3aCTOCOBYBATH ITAIliEHTAM, CXUJIbHUM [0 3aTPUMKHU Cedi
(momkomXeHHA xpelTa, rinepnna3lis IpocTaT), TOMY II[0 HEeTUPU3UH MOXKe
MiABUIIATH PU3UK PO3BUTKY 3aTPUMKHU CEUi.

PekomeHOgoBaHO 3 00epEeXHICTIO IPHU3HAYaTH IIperapar MallieHTaM 3 eIliJIerncieio Ta
rnarieHTaM 3 pU3UKOM BUHUKHEHHS CYyIOM.

AHTUTiCTAaMiHHI TpenapaTu NPUTHIYYIOTH IIKIPHY ajlepriyHy npoly, ToOMy nepeq ii
ITPOBEOEHHSIM ITPUNOM ITpernapaTy HeoOXimHO MIPUNUHUTY 3a 3 OHi A0 OOCIigXKeHHSI
(rmepion BUBEOEHHS).

3 00epekHiCTIO 3aCTOCOBYBATH ITAlliEHTAM i3 XPOHIYHOIO HUPKOBOIO HEIOCTATHICTIO
(moTpibHa KOpeKIlisi pexkuMy H03yBaHHS) Ta HalliEeHTaM JIiITHHOTO BiKy 3 HUPKOBOIO
HeIOOCTaTHICTIO (MOXKJIMBE 3HUXKEHHS KITyO0UKOBOI1 ¢inbTpartiii).

CBep0bixk Ta/ab0 KPONUB’'IHKA MOXKYTh 3’ IBUTUCS ITIiC/IS IPUIIMHEHHS 3aCTOCyBaHHSA
IIETUPU3UHY, HaBIiTh AKIIO IIi CHMIITOMHY He Oy/Iu HasBHi 0 MOYaTKYy JIiKyBaHHS. Y
OesIKUX BUMaJKaX CUMIITOMU MOXKYTh OyTH iHTEHCUBHUM i MOXKe 3HagOOUTHUCS
IIOBTOPHE 3aCTOCYBaHHS JIIKyBaHHSA MiC/ISA UOTO NIPUIIMHEHHS. TiIbKY y pa3i
3HUKHEHHS CUMIITOMIB MOXHa IIOBTOPHO PO3MI0YaTH JIIKyBaHHS.

3maTHICTH BIUITMBATH Ha IMBUIKICTH peakiIlii NIpH KepyBaHHI aBTOTPaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

OG’eKTUBHI OOCITiIXKEeHHS i3 3aCTOCYBaHHSM LIETUPU3NHY ITOKa3aJid, 10 B 3BUYANHIN
no3i (10 mr Ha moOy) mpenapaT He CIIPUYHUHSE iCTOTHOI COHJIMBOCTI Ta 3HUXKEHHS
ncuxo@di3zsnyHOol aKTUBHOCTI, TOMY BILJIMB Ha 3[IaTHICTh KepyBaTU aBTOMOOiTieM
HEe3Ha4YHUM.

[TamieHTH, SKi MIaHYIOTh KePyBaTHu aBTOMOOiIeM, 06CIyroByBaTH PyXxoMi MexaHiuHi
MIPUCTPO1 ab0 BUKOHYBATH POOOTY, 110 TOTPEeOYE MiABUIIIEHOTO IICUX0EMOIIiNHOTO
HaBaHTaXKeHHs, He IIOBUHHI IepeBUIIlyBaTU 3BUYaNWHy A000BYy H03y; i IM ciif
BpaxOByBaTH MOXKJIMBY pPeakliilo OpraHi3My Ha IPUKOM IIpemnapary. Y 4yTIUBUX
MalliEeHTiB OOHOYACHUU MPUKOM MIpelapary 3 iHIMUMHU 3acob0aMi, 110 IPUTHIYYIOTh
OiSJIbHICTD LIEHTPaJIbHOI HEPBOBO1 CUCTEMH, MOXKE CIIPUYMHUTHU OOOATKOBE
MIOTipIIeHHSI KOHIIEHTPallil yBaru Ta 3HU2KEHHS NPOAyKTUBHOCTI.

3acTocyBaHHs y nepioa BaritTHocTti ad0 rogmyBaHHsI IPyaaio

BaeimHicmb.

3a maHuUMU OOCIiAXKEHb, Pe3yJIbTaTHU BariTHOCTI He BKa3yTh Ha HAsABHICTh



BPO/KeHUX Baj abo ¢eTaibHOI/HEOHATAIbHOI TOKCUYHOCTI IIPX 3aCTOCYBaHHI
LIETUPU3UHY 3 YiTKMM NPUUYUHHO-HACJIIZKOBUM 3B’sI3KOM. [OCITiIXKEeHHS Ha TBApPHUHAaX
He BUSIBUIIU MPSAMOT0 ab0 HEIPsSIMOTO IIKiIJIMBOTO BIIJIUBY Ha BaTiTHICTB,
eMOpioHanbHUM/deTaTbHUN PO3BUTOK, ITOJIOTH ab0 IMOCTHATAJILHUMN PO3BUTOK. Crrin 3
00epexXKHICTIO IpU3HavaTH IIpenapaT BariTHUM KiHKaM JUllle TOMOi, KOJIM, Ha OyMKY
JIiKapsi, KOPUCTh Bifl 3aCTOCYBaHHS ITepeBazKa€ MOTEHIINHUYN PU3UK O MIII0a.

Ilepio0 200yB8aHHA 2py0010.

lleTupr3mH NPOHUKAE V TPyLHE MOJIOKO V KOHIIEHTpALiAX, 110 CTAHOBIATEL 25-90 %
Bil KOHIIEHTpallii y IJjIa3Mi KPOBi 3aJIe’KHO Bif] Yacy sIKHUU IIPOMIILIOB MHiC/Isd
3acTOCyBaHHS IIpemapaTy. ToMy 3 00epezKHICTIO CIlif Ipr3HaYaTH npemnapar XKiHKaMm,
SIK1 TOOYIOTH TPYAOIO.

depmusibHIiCMb

IcHy10oTH OOMezK€eHi maHi om0 BIIIUBY Ha GEePTUIILHICTD JIIOOUHY, OJHAK BIIJIUBY
CTOCOBHO 0e31eKu He 0yJI0 BUSBIIEHO.
IaHi gocmigKeHb Ha TBApHUHAX He BUSBUJIN HeOe3IeKH moa0 ¢GepTUIbHOCTI JIIOOUHH.

Cmocib 3acTocyBaHHSI Ta I03H

3aCcTOCOBYIOTh IIEPOPAJIbHO, 3aIUBa0OuYy TabJIeTKy CKJISTHKOIO Bogu. TabGeTKu KOBTAaTH
He PO3KOBYIOUM.

Ilitu BikoM Big 6 mo 12 pokiB: 5 Mr (Y2 TabneTku) 2 pa3u Ha go0y.

Iopocni i gitu BikoMm Big 12 pokiB: 10 mr (1 TabieTka) 1 pa3 Ha goOy.

IlauieHmu AiMHBO20 BIKY

Hemae maHuX, 1110 BKa3yIOTh Ha HEOOXiOHICTh 3HMKEHHS 03U OJis1 0Ci0 JTiTHBOTO BiKY,
SIKIIIO (PYHKIIiI HUPOK He MOopyllIeHa.

ITauieHmu 3 noMipHUMU ab0 MANCKUMU PO31a0aMu PYHKUiII HUPOK

HeMmae gaHux mpo CHiBBIAHOIIEHHS KOPUCTBH/PU3UK OJIA IALllEHTIB 3 po3jlafaMu
dyHKIIil HUPOK. AJle OCKIiNTbKU e TUPU3UH BUBOOUTHCS I'OJIOBHUM YMHOM HUPKaMHU,
SIKIIIO0 HEMOXKJIMBE 3aCTOCYBAHHS aJIbTEPHAaTUBHOTO JIIKYBaHHS, IPOMiKKU MiXK
mpuiioMaMu IIpellapaTy CJIi BU3Ha4YaTU iHOWBiAyalabHO, 3aJIe?KHO Bifl QyHKIIIl HUPOK.
Ilo3yBaHHS CIIiI KOPUTYBaATH, IK BKa3aHO B TaOJIUIIi HUXKYE.

[ITo6 ckopucTaTucsa TabnuIeo, NoTPi6HO BU3HAUYUTHU KilipeHC KpeaTuHiny (Clkp)



mi/xB. Clkp (MJ1/XB) MOKHa po3paxyBaTH Ha OCHOBI KOHIIEHTPAIlil KpeaTUuHiHY B
CHUpPOBAaTII KPOBi (Mr/mi) 3a ¢popmMynoio:

Cl=((140 - Bik (B poKax)) x Maca Tina (Kr) / 72 X KpeaTHHiH CUPOBATKMN KPOBi (Mr/Oim)) x
0,85 mis XiHOK;

Kopeknis mo3yBaHHS OJis HOPOCJIMX IAIli€HTIB 3 po3jiagamMu QyHKIIl HUPOK

Tabnuisa 1
) Knipenc IHo3a Ta
OyHKIA .
KpeaTUHiHy|[4aCcTOTa
HUPOK .
(MJ11/XB) MIPUKAOMY
Ho 10 1
pMa-ana - 80 Mmr 1 pas Ha
dyHKITIS mo0y
Jlerka dopma 50-79 10 mr 1 pa3 Ha
TIOPYIIIEeHHS mo0y
[TomipHa 30-49 5 Mr 1 pa3 Ha
bopma oGy
5 mr 1 pa3s

Tsxka ¢popma |< 30 )
KOXKHUX 2 OHI

TepMmiHanbHa
cTafmid
HUPKOBOI
HEeOOCTaTHOCTI
i <10 IPOTUIIOKA3aHO
- TMALi€HTH,
SIKUM

ITPOBOJISITh

miai3

IIiTsM 3 po3namaMu QyHKIII HUPOK [03Y CJIifg IpU3HAYaTH iHOUBIOyalbHO,
BpaxOBYIOYM KJIIpEHC KpeaTHUHIHY, BIK 1 MacCy Tijla IaljieHTa.

ITauieHmu 3 po3aadamu pyHKUII nediHKU

HeMmae HeoOXigHOCTI ¥ KOpeKIlii ;o3yBaHHS MalliEeHTaM 3 MOPYIIeHHAM QYHKIIii
IIEeYiHKHU.



ITauieHmu 3 po3aadamu pyHKUil HUPOK I neyiHKU

PekomeHOyeThCS MpU3HaYaTH JO3YBAHHS 3aj/Ie’KHO Bifl CTaHy IallieHTa (OUB. BUILE
«ITamieHTn 3 moMipHUMU ab0 TAXKKUMHU po3namaMu QyHKITI HUPOK»).

TpuBamicTh JIiKkyBaHHS BU3HaA4a€ JIikKap iHOMBiAyaJibHO, 3aJIe3KHO Bif mepebiry
3axXBOPIOBaHHS.

itk

[IpemapaT npu3HavYaTH OiTSIM BikoM Bim 6 pokiB. [Ipenapat y ¢dopmi TabeToK,
BKPUTHUX 000JIOHKOIO, HE PEKOMEHIOYETHCS 3aCTOCOBYBATH OiTSIM BiKOM [10 6 POKiB,
OCKIIbKHM [1aHa JIikapchKa opMa He Ja€ MOXKJIMBOCTI MigiopaTu noTpiOHY A03Yy.

Ilepemo3yBaHHs

Cumnmomu.

CumMnToMHu Iepeno3yBaHHA LIETUPU3UHY I10B sA3aHi, IIepIll 3a BCe, 3 BIIJINBOM Ha
IleHTpaJibHy HEPBOBY cuUcTeMy abo0 3 ITposgBaMH, III0 MOXKYTh HaragyBaTHU
QHTUXOJIIHEPriyHuM e(PeKT.

[Ticnst 3HAYHOTO ITepeno3yBaHHs (ITepeBUIlleHHSI 3BUYaiHOl J000BOI 103U SIK MiHIMyM
y 5 pasiB) BigMidanucs CIIyTaHICTh CBiHOMOCTI, Aiapesi, 3allaMOPOY€EeHH S, ITiABUIIleHa
BTOMJIIOBAHICTh, TOJIOBHUM OiNlb, He3OyKaHH, Mipia3, cBepOixK, HECIIOKil,
cemaTUBHUM e(peKT, COHJIUBICTD, CTYNIOP, TaxikapAis, TPeMOp Ta 3aTpuMKa
CE4YOBUNIYCKaHHS.

JIiIKy8aHHA.
CrenudigyHOTO aHTUAOTY HEMAE.

Y pa3si nepeno3yBaHHsS HEOOXiAHO MPOMUTH IIIYHOK, SKIIO 3 MOMEHTY 3aCTOCYBaHHS
penapary IPOUIIIO He Oiibllle TOOWHY, i TPOBOOUTU CUMIITOMaATHUYHE JIIKYBaHHS.
[liami3 He € epeKTUBHUM METOOM BUIOAJIE€HHS LETUPU3NHY 3 OPTraHi3My.

IToOiuni peakmii

KniniuHi mocmigkKeHHS MoKas3aiu, 10 eTUPU3UH ¥ 3BUYaHuX no3ax (10 mr Ha moby)
MOXKe CIIPUYUHUTHU HebaxKaHi peakilil 3 00Ky IIeHTpaJIbHOl HEPBOBOI CUCTEMH,
COHJIMBICTB, ITiABUIIIEHY BTOMJIIOBAHICTh, TOJIOBHUY Oi/lb i 3amaMopo4YeHHs. BoHU €
crnabKo BUpaXKeHi Ta MaloTh TUMYaCOBUM XapaKkTep.

Y pmesikux BUIIafgKaX CIIOCTepiramocs mapagokcanbHe 30yOKeHHS LeHTPaIbHOL
HEPBOBOI CUCTEMH.

XoyYa LIETUPU3UH € CEJIEKTUBHUM aHTaroHictoMm H1-pelenTopis i IpaKTUYHO
1mo30aBJIEHNM XOMiHOMITUYHOI aKTUBHOCTI, BifMidanucss oOKpeMi BUTTIaJKU YTPYAHEHOTO



CEeYOBUIYCKAHHS, IIOPYIIIEHHS aKOMOAIlil OKa i CyXiCTh CTM30BOI 000JIOHKHU
MIOPOKHUHU poTa. TaKOoK CIIOCTepiraanucsa NopylleHHsa QyHKIIi]l eYiHKU: MiOBUIIeHHSI
aKTUBHOCTI Me4iHKOBUX (PepPMEHTIB i 30iIbIlIeHHST KOHIIeHTpallil O0inipyb6iny. ¥
OiNbIIIOCTI BUNAAKIB I[i CAMIITOMM 3HUKAJIU MiC/Is IIPUNUHEHHS IIPUKOMY LIETUPUIUHY.
KrniHiuHI mocmigkeHHA

Y nanieHTiB, 1m0 6panu y4acThb Y OOCIIIXKEHHSIX ITOPiBHIHHS IIeTUPUIUHY Ta I1anebo
Yy iHINUX aHTUTICTaMiHHUX IIpelapaTiB y peKOMEeHIOBaHUX f03aX, CIIoCTepirajaucs
HeOaxkaHi IBUINlA BHACIIMOK IIPpUOMY IIeTUPU3UHY B 0031 10 Mr (gus. Tabii. 2):
Tabnuiis 2

Hebaxane
sButle (3rigHo 3|Lletupusun |[Inamedo
TepMmiHonorieo (10 mr (n =
HeOaXKaHUX (n = 3260) (3061)
ssBuIl, BOO?3)
OpeaaHi3m 8
uiszomy -
3az2aavHi

1,63 % 0,95 %
po3aadu

[TigpBuIIIEHA
BTOMJIIOBAHICTDb

Po3nadu 3 6oky
UeHmpanavHoi
ma

nepugepuuHoi
Hepsoasoi 1,10 % 0,98 %
cucmemu 7,42 % 8,07 %

3amaMOpOYeHHS
T'omoBHUH Oinb

Po3nadu 3 6oky

W1YHKOBO-

KUWKOBO20

mpakmy 0,98 % 1,08 %
Binb y xuBoti  |2.09 % 0,82 %
Cyxicts y poti  [1,07 % 1,14 %
Hynota

Po3nadu 3 6oky

ncuxiku
) 9,63 % 5,00 %
COHJIUBICTDH




Po3saadu 3 60ky
ouxasnvHol

cucmemu
1,29 % 1,34 %

®apuHriT

Xoy4a COHJIMBICTh BUHMKAJIa CTaTUCTUYHO YacTillle, HiXK y rpyni nnauebo, y 6iabIIocTi
BUIMIAJKIiB 11 cTyniHb OyB jierkuM abo noMipHuM. O0’€KTUBHI TeCTH, K
IIPOOEMOHCTPOBAHO B IHIIIUX OOCIIIAXKEHHIX, II0Ka3aiu, 10 IIPU 3aCTOCYBaHHI
ImperapaTy B PeKOMeHI0BaHUX JOO0OBUX [A03aX Y 3TOPOBUX MOJIOAUX HOOPOBOJIBIIIB
MOBCAKIOEHHA aKTUBHICTh He IMOpYyIllyBaacs.

Cepeq miTeit BikoM Binm 6 micsiiriB go 12 pokiB, siki Oynu BKJIIOYeHi B Ijiaiiebo-
KOHTPOJIbOBAHI KIiHiuHI yu (papMaKOKITiHIYHI goCITimXKeHHs, Bin3Hadanucs HebaxKaHi
peaxliiii Ha mpemnapar, YacToTa ssKux ctaHoBuia 1 % uu Buite (ous. Tabi. 3):
Tabmnuisa 3

Hebaxxani
peaxiiii Ha
npenapar [Tnaue6o
(3rigHO 3 Hetupusit (n=
: . |(n=1656)
TEPMIHOJIOTIEIO 1294)
HeOaXXaHUX

sapunl BOO3)

Poznamu 3
00Ky

IIJTyHKOBO-
KHIITKOBOT'O 1% 0,6 %
TPaKTy
Hiapes
Pozmnanu 3
06oky ncuxiku 1,8 % 1,4 %

COHIIUBICTDL

Po3nagu 3
00Ky

OUXaJIbHOIL
1,4 % 1,1 %
CUCTEMHU

Punit




Opranism y
oMy -
3arajbHi
po3nanu 1% 0,3 %
[TinBHuIIIEHA
BTOMJIIOBaAHICTh

JToceio nicaspeecmpau,iliHo20 3aCMOCYBAHH A
KpiMm nobiunmx edeKkTiB, IIpo sKi OyJI0 IMOBiZOMJIEHO ITifl Yac KIiHIYHUX OOCHiAXKeHb Ta
sIK1 HaBe[IeHO BHUIIlEe, BIIPOOOBXK MiCIIPEECTPALIiMHOT0 3aCTOCYBaHHS MOBIIOMIISAIOCS

IIPO ITOOAMHOKI BUIIaAKM HUXK4Ye3a3HaueHUX HeOaxXKaHUX peaklliii Ha nmpenapart. [laHi
mobiuHi epeKTH, IMPO SIKi ITOBiMOMIISIIIOCS pifilie, OLiHIOBAIMCS 3a YaCTOTOIO
BUHUKHEeHHS (HedacTo: = 1/1000 mo < 1/100, pigko: = 1/10000 go < 1/1000, nyxe
pimko: < 1/10000 aGo HeBimoMi: OolliHKa HEMOXKJIMBa Ha OCHOBI iCHYIOYMX [aHUX) Ha
OCHOBI IOCBiy HmicasipeecTpaniiHOro 3aCTOCyBaHHS.

3 60Ky Kpoei ma aimgpamuyHoi cucmemu
Iyxke pigko: TPOMOOIUTOIIEHIS.

3 60Ky iMmyHHOI cucmemu
Pigko: rimep4yyTiauBICTE.
[y>xke pigko: aHadiTaKTUYHUU MIOK.

3 60Ky xap4ysaHHs ma 0O6MiHYy pe4o8uUH
YacToTa HeBigjoMa - IIiABUINEHUM aIlleTUT.

3 60Ky ncuxiku

HeuacTo: ncuxiyHe 30yaXKeHHS 3 TPUBOXKHICTIO (azKuTallist).

Pigko: arpecis, cninyTaHicTh CBiIOMOCTI, enpecisi, raaonnHaliii, 6e3coHHS.
Ily>Xe piOdKO: HEPBOBUM TUK.

YacToTa HeBifoMa: CyilluganabHi OIyMKH.

3 6boKy Hepsosoi cucmemu
HeuacTo: mapecresis.



Pigko: cymoMu, pyxoBi po3magu.
Iy>XKe pigKoO: OUCTreB3isd, CHUHKOIIEe, TPEMOD, JUCTOHISA, AUCKIHEe3is.
YacToTa HeBifoMa: aMHe3is1, IOPYIIEHHA 1aM’ sATi.

3 60Ky opeaaHis 30py
Ily>Ke pigko: MopyLIeHHST aKoMofallil, HeUiTKiCTh 30py, Po3JIafu PyXiB OYHUX SAOIIYK.

3 60Ky opaaHis cayxy ma pieHosaz2u
YacToTa HeBigjoMa: BEPTUTO.

3 6oky cepus
Pigko: Taxikapmis.

3 60Ky WAYHKOBO-KUWKOB020 MpAKmy
HeuacTo: giapes.

3 6oky 2enamobiaiapHoi cucmemu
Pigko: mopyiieHHEs QyHKII] Ne4iHKY (TiABUIIEeHHS PiBHA TpaHCaMiHa3, JIy?KHO1L
dbocdarasu, ramma-rayTaMinTpaHcrenTuaalu Ta Oinmipyoiny).

3 60Ky wkKipu i niOWKIPHOI KAIMKOBUHU

HeuacTo: cBepOixK, BUCUIIAHHS.

Pigko: KponuB’'sTHKa.

Ily>Ke pimKo: aHTiOHEBPOTUYHUM HaOpAK, pikcoBaHa MeOIuKaMeHTO3Ha epuTreMa.
YacToTa HeBimoMa: TOCTPUU reHepasi3oBaHUM eK3aHTeMaTO3HUHU IYCTYJIbO3.

3 6oky Kicmkoso-m’s13080i cucmemu
YacToTa HeBimoMa: apTpairidi.



3 60Ky HUPOK ma ceyosuBiOHUX WasXi8
IyXe pigKo: ou3ypis, eHypes.
YacToTa HeBigjoMa: 3aTPpUMKa Ceyi.

3azanvHi po3aadu
HeuacTo: acTeHis, He3OyKaHHI.
Pinko: HaOpsKu.

3MmiHu pe3yabmamis 1abopamopHUX Ma iHCMPYMeHMAaabHUX 00CAIOHCeHb
Pinko: 30inbIIeHHST MacH Tina.

Onuc okpemux nobiyHuUx peakuit
[ToBigomrisiziocst mpo cBepOixK (cunbHUM cBep0OiK) Ta/abo KPONUB' THKY IMiCIIA
MIPUNIMHEHHS 3aCTOCYBaHHS LIETUPU3UHY.

TepMiH NpHIAaTHOCTI
4 pokwu.
VYMoBHM 30epiranas

30epiratu npu Temmnepartypi He Buiie 25 °C y 3axullleHOMY Biff BOJIOTH, CBiT/Ia Ta
HEeOOCTYyIIHOMY IJIS OiTeu MicIi.

YnakoBkKa

[To 20 TabneToK, BKpUTUX 000JI0HKOIO, ¥ 6icTepi [IBX/AL;
rmo 1 6micTepy B KapTOHHiM KOPOOIIi.

Karteropis Bignycky
Bes pernenta.
BupoOHUK

dapmatesTuuHuil 3aBog «[IOJIBOAPMA» C.A.
Pharmaceutical Works «<POLPHARMA» S.A.



Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIBHOCTI

BupoGuuue BigminenHs B Hogiut [lem0i, Byn. Metanosiia 2, 39-460 Hosa [Tem0a,
ITonwima/
Production Department in Nowa Deba, 2 Metalowca Str., 39-460 Nowa Deba, Poland.

[Ixepeso iHCTPYyKIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTo mkepesia — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3aC00iB YKpalHH.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

