IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JIO3AIT®
(LOZAP®)
Cknao:
0itoua peyosuHa: no03apTaH;
1 TabmeTka MiCTUTD JT03apTany Kamiito 50 mr abo 100 mr;

O0ONOMIJCHI PeyoBUHU: LerI03a MiKpOKprcTaniyHa, MaHiT (E 421), KpocoBigoH, KpeMHiro
miokcup Konoiguui 6e3BOMHUM, MarHilo cTeapar, TanbK, OapBHUK Oinmuit Sepifilm 752 (MicTuTh
rimpoMesnosy, 11eJ0JI03y MiKpOKPUCTaJIiYHy, MaKporoay creapart, TuTany aiokcup (E 171)), makporon
6000.

Jlikapcbka ¢popma. TabneTku, BKpUTi 000JI0HKOIO.
OcHOBHI (i3uKo-xiMiuHi 81aCMUBOCMI:

Jlozan® (mo3ysarHs 50 MT): OBaIbHI [BOONYKII TabIeTKH, BKPUTI 060JI0HKO, 6inoro abo
Maiixke 6i/10ro Koabopy, 3 PO3MOIiIbY0I0 PUCKO0, po3MipoM mpubau3no 11,0°5,5 mm;

Jlozan® (mo3ysanHs 100 Mr): oBajIbHI ABOOIYKIII TabIeTKH, BKPUTI 000I0HKOI0, 6i110r0 a6o
Maiixke 6i/10ro KOnbopy, 3 PO3MOTiIbY0I0 PUCKOI0, po3MipoM npubau3no 14,0°7,0 Mm.

dapMakoTepaneBTHYHA rpyma.

[TpocTi npenapaT¥l aHTaroHICTiB pelenTopiB aurioren3uny II. Kog ATX C09C A01.

dPapmakonoeiuHi e1acmueocmi.
®apmakoOuHamika.

Jlo3apTaH - Ile CHHTeTUYHUM aHTaroHiCT pelenTopiB aHrioteH3uny Il (tuny AT,) gnsa nepopaibHOTO
3acTocyBaHHSA. AHTIOTeH3UH Il - OTyXXKHUY Ba30KOHCTPUKTOP - € OCHOBHUM aKTUBHUM IOPMOHOM
peHiH-aHTioTeH3UHOBOIL cucTeMu (PAC) i € ogHUM 3 HaWBaXJIUBIIINX (HaKTOPiB maToizionorii
aprepianbHoi rimeprenaii. AHrioTeH3uH II 3B’a3yeThcs 3 penienTopoM AT, ssKuit 3HaNAEHO ¥ 6araTbox
TKaHWHaX (Halpukiag, y rIafeHbKUX M's13ax CyOUH, HaOHUPKOBUX 3aJ103axX, HUPKax i cepiii),
BU3HAYAlOYX HU3KY BaxkJIMBUX Oionoriunux edekTiB, y TOMY YUCIIi Ba30OKOHCTPHUKIIiIO i 3BiTbHEHHS
anba0CTePOHY. AHTiOTeH3UH II TaKOXK CTUMYIIIOE Ipoidepallito rIafgkoM s30BUX KITiTUH.



Jlo3apTaH cenekTuBHO 6110Kye penentop AT,. B ymoBax in vitro Ta in vivo mo3apTaH Ta #0T0
(dbapMaKoJIoTiuHO aKTHBHUM MeTabomiT KapbokcunbHa Kucnota (E-3174) - 610KyioTh yci ¢iziomoriuno
BaroMi BIJIMBY aHTioTeH3UHY Il He3anmexkHO Bif gxKepena abo MIIAXY CUHTE3Y.

Jlo3apTaH He IPOSBIISE aHi arOHICTHYHOI, aHi OI0KY040] [ii Ha XKO/Hi iHIIT rOpMOHAaIbHI pelenTopu
abo ioHHI KaHanu, 110 BigirpaloTh BaXKJIMBY POJIb Y PETYIIIOBaHHI GQYHKIIIN CeplieBO-CyAUHHOI CUCTEMH.
Binbire Toro, no3apTaH He npurHiuye AII® (kininasy II) - hepMeHT, 1110 CcIIpuse po3nany
OpapukiHiny. BigmoBimHo, He BigOyBa€eThCs MOCUIeHHST HeOaKaHuX e(PeKTiB, OmocepenKOBaHUX
OpapuKiHiHOM.

[Tig yac 3acTocyBaHHS J103apTaHy YCYHEHHSI HeTaTUBHOI 000POTHOI peakii anrioren3uny II Ha
CEKpellilo peHiHy IPU3BOOUTh A0 MiABUILIEHHS aKTUBHOCTI PEeHIHY y ma3Mi KpoBi. Take mifgBUIleHHS
aKTHBHOCTI TPH3BOAUTH 10 3POCTaHHA aHTioTeH3uHY II y mma3mi KpoBi. Xouda BinOyBa€eThCs Take
3pPOCTaHHS, aHTUTINIePTEeH3WBHA aKTUBHICTh i CyIIpecisi KOHIIeHTpallii albJ0CTEPOHY Y IIJIa3Mi KpoBi
30epiraThCs, 10 CBIAYUTH IIPO ePeKTUBHY O0Kany perentopis anriorer3uny llI. Ilicnsa BigMinu
JI03apTaHy aKTUBHICTh PEeHIHY Y I1JIa3Mi KPOBI 1 TOKa3HUKY PiBHIB aHTioTeH3uHY Il mpoTsarom 3 gHiB
IIOBEPTAITHCS [0 [T0YaTKOBUX 3HAYEHbE.

4K no3apTaH, Tak i #0ro 0OCHOBHUM MeTabOJIIT MalOTh BUILY CIIOPigHEHICTh 1o AT, pelienTopiBs, Hixk
AT,. AktuBHuUiIt MeTabomnit y 10-40 pa3iB akKTUBHIILINH, HiXK JT03apTaH (y MepepaxyHKy Ha Macy).

3acTOCyBaHHA J103apTaHy Ja€ 3MOT'y 3MEHIIUTH 3arajabHy KiJIbKiCTh JIeTaJIbHUX BUIIQKIB i3 C€pLEBO-
CYOVWHHUX IPUYUH, iHCYNIbTY Ta iH(apKTy MioKapaa y Hali€eHTiB 3 apTepiaabHOIO TinepTeHsieo 3
rinepTpodielo N1iBOTO MIIyHOUYKA, 3a0e3neyye 3aXUCT HUPOK Y XBOPHUX Ha IIyKpoBui miabet II tuny 3
IpOTeIHypi€to.

dapmakoKiHemuka.

Abcopbuis. TTicns mepopanbHOTO MPUUOMY JI03apTaH Jo6pe BCMOKTYEThCS i mifgsarae MmeTaboizmy
TIEePIIOT0 ITPOXOMXKEHHS 3 (HOPMYBaHHSIM aKTHBHOI'0 MeTaboTiTy KapOOKCHUIIbHOI KMCIOTH Ta
HeaKTUBHUX MeTaboriTiB. CucTeMHa 0i0fOCTYIIHICTh TabIeTOK 103apTaHy CTAHOBUTD IIPUOIM3HO
33 %. CepeqHi miKOBi KOHIIEHTpallil T03apTaHy Ta WOT0 aKTUBHOT'O METa00IIiTy HOCATAI0ThCS
BigmoBigHO 4yepe3 1 roguny i 3-4 rOouHY.

Po3nodia. Jlo3apTaH i #ioro akTuBHUM MeTaboIiT Ha 3 99 % 3B’sI3yI0ThCS 3 IPOTeIHaMU IIJTa3MU KPOBI,
nepepnycim 3 anbOyminom. O0’eM PO3MOAiNy I03apTaHy CTaHOBUTHL 34 JI.

FiompaHcgpopmauia. Ilpubnusuo 14 % nolapraHy nNpu BHYTPIIIHLOBEHHOMY BBefleHHI a0
IepopabHOMY 3aCTOCYBaHHI IEPETBOPIOETLCA Ha aKTUBHUYN MeTaOosIiT. [Tic/is BHYTPIIIHHOBEHHOTO i
TIepOPaIbHOTO BBEMIEHHS JI03apTaHy KaJlilo, MiyeHoro ''C, pafiioakTHBHICTh y IUPKYIIO0Yii I1a3Mi
KPOBIi, SIK MPaBUJI0, XapaKTEePU3YETHCS JI03apPTAaHOM Ta #oro MetabosiToM. MiHiManbHa KOHBEPCis
JI03apTaHy 10 M0Tr0 aKTUBHOTO MeTaboJIiTy crocTepiranacs mpubnusuo B 1 % BumnagkiB. OKpim
aKTHBHOI'0 MeTaboJIiTy YTBOPIOIOTHCS i HeaKTUBHI MeTa0OoJIiTH.

BusedeHHs. [Tna3aMoBui KJIipeHC 103apTaHy Ta MOT0 aKTUBHOI'0 MeTaboJ1iTy cTaHOBUTL 600 MI1/XB i
50 My1/xB BigmoBimHO. HUPKOBHUI KITipeHC JI03apTaHy Ta MOr0 aKTUBHOT'O METab0JIiTy CTAHOBUTD
npubnu3Ho 74 M/xB i 26 Mi1/xB BifnoBigHo. Konu no3apTad 3aCTOCOBYBaTH IIepOpajIbHO, MPUOIN3HO
4 % mo3u BUAINSIETHCS Y HE3MiHEHOMY BUTJISALI i3 ceyero, a TPUOIKU3HO 6 % 003U BUMINMAETHCA i3
Cevel0 y BUTJIAMI aKTUBHOTO MeTabomiTy. PapMaKoKiHETHYHI BTaCTUBOCTI JI03apTaHy Ta MOTO
aKTUBHOTO MeTaboiTy NiHilHI TpU epopanbHUX [03aX JI03apTaHy Kajito mo 200 Mmr.

[Ticns mepopalbHOTO 3aCTOCYBaHHS KOHIIEHTpAIlil y IIa3Mi KPOBi JI03apTaHy Ta KOr0 aKTUBHOTO



MeTabOIiTy 3MEHITYIOTLCS MOTIEKCIIOHEHIIIMHO 3 TEPMiHaIbHUM YaCOM HalliBBUBENEHHS MPUOIU3HO
2 roguHHu i 6-9 roguH BigmosigHo. ITicns mepopabHOro mpuitoMy *C-MapKOBaHOTO JI03apTaHy
npubnu3Ho 35 % pamioaKTUBHOCTI 3HAXOOSATH V cedi, a 58 % - y Kauti.

PapMakoKiHemukad 8 OKpeMux 2pynax nauieHmia

ITayieHmu AiMHbO20 BIKY.

KoHIeHTpauii 103apTany Ta #0ro akTUBHOTO MeTabOoIiTy ¥ Ij1a3Mi KpOBi [TallieHTiB JIITHROTO BiKy 3
apTepiayibHOIO TinepTeH3ie€0 3HAYYIIO0 He Pi3HATHCS Bif JaHUX MOKA3HUKIB ¥ MOJIOAUX MHAlli€HTIB 3
apTepianbHO0 rinepTeH3siekn.

Cmame.

KonneHnTpatii 103apTany y maa3Mi KpoBi Oynix y 2 pa3u BUIII y XKiHOK 3 apTepiabHOIO TillepTeH3ieio
IIOPiBHSHO 3 YoJioBikaMu. KoHIIeHTpaIlil aKkTUBHOTO MeTa0OoJIiTy Y YO/IOBIKiB i XKiHOK He Pi3HUIIHUCS.

ITopyweHHA pYHKUII neuiHKu ma HUPOK.

[Tpu npuiiomi BHYTPIIIHBO NallieHTaM 3 JIETKUM Ta IIOMipHUM aJIKOTOJIbBHUM LIHPO30M II€YiHKU
KOHIIEHTpaIlil JI03apTaHy Ta U0T0 aKTUBHOI'0 MeTaboiTy y yia3Mi KPOBi BUSBIISAINCS BiTIOBIAHO Y
1,7-5 pa3u GinbUIMMY, HiXK Y MOJIOOUX K0GPOBOJIBLIIB YOJIOBIUOI CTATI.

KonneHnTpatii 103apTany y mjaa3Mi KpoBi y NallieHTiB i3 KIipeHCcoM KpeaTuHiny Buie 10 Mi/xB He
Biipi3HsANMCS Bif Takux B 0Cib i3 He3MiHeHOI0 GYHKIIi€0 HUPOK. [1pu MOpiBHSIHHI IIOIMII i KPUBOIO
koHUeHTpaMil (TITIK) y mamienTis i3 HopManpHO HUPKOBOIO QyHKUie [ITIK no3aprany y XBopux, gKi
nepebyBalOTh Ha TOMOTPAHCIIJIaHTAallil, BUSBUJIACS MPUOIN3HO y 2 pa3u 6inbIroio. [1n1a3MoBi
KOHIIeHTPallil aKTUBHOT'O MeTa0OoJIiTy He 3MiHIOIOTLCS Y IAIli€HTiB i3 mopylIeHHAM QYHKIII HUPOK abo
XBODUX, gKi TepeOyBaloTh Ha reMopiaisi. JlozapTaH i #10ro akTUBHUM MeTa0OJIIT He MOXYTh OyTH
BUJIYYEHi 3a JOIIOMOT 00 TeMOofiai3y.

dapMaKOKiHETHKa Y IiTeH.

dapMaKOKiHeTHKa J103apTaHy BUBYajacs 3 y4acTio 50 [iTei 3 apTepiaabHOIO TinepTeHsi€lo,
BikoM Bif 1 micsiis mo 16 pokis, micist mepopanbHOro 3aCTOCyBaHHSA 1 pa3 Ha mo0y y mo3ax
Big 0,54 mo

0,77 mr/kr (cepenHi no3u). Pe3ynbraTu Mokasajy, 1[0 aKTUBHUIN MeTalOIIiT 103apTaHy
YTBOPIOETLCS Y MAIiEHTIB yCiX BiKOBUX I'pyml. Pe3ynbTaTi BKa3yloTh Ha MPUOIN3HO
aHaJIOTiYHi IOKa3HUKY (papMaKOKiHETUKY J103apTaHy MiC/Is IepopaabHOT0 3aCTOCYBaHHS Y
HOBOHAPOMXKEHUX 1 AiTeld BIKOM 2-3 POKH, AiTe OOIIKINIBHOTO, WIKIILHOI'O BIKY 1y MiJIITKIB.
dapMaKOKiHeTUYHi ITOKa3HUKKU MeTaloJIiTy Bifipi3Hsnucs Oinbllle 3aeKHO Bif BiKOBOI TPyIIH.
[Tpu mopiBHSHHI giTel AOIMIKINMBHOTO BiKY i MiAJiTKiB, TaKi BiAMiHHOCTI Oy CTaTUCTUYHO
3HauymuMu. EXCrIo3ullis y HOBOHAPOAKEHUX 1 IiTed BIKOM 2-3 pPOKU OyJia HOPiBHSHO BUCOKOIO.

KniniyHi XxapakKTepHCTHKH.
Iloka3anus.

JlikyBaHHS eCeHIlia/IbHOL TinepTeH3il y JOPOCINX, a TaK0XK AiTel i mimmiTKiB BikoM 6-18 pokis.



JIikyBaHHSI 3aXBOPIOBAaHHS HUPOK Y IOPOCIIKX MAIi€HTIB i3 rineprensieio i nykposuM giadetom II tumy
3 mporeinypieio = 0,5 r/no0y - K YacTWHA aHTUTIEePTEeH3UBHOI Teparrii.

JIikyBaHHST XPOHIYHOI CceplieBOl HEJOCTATHOCTI Y TOPOC/IMX IAIliEHTIB, KOJIX 3aCTOCYBaHHS iHTiOiTOpPIB
aHTi0TEeH3UWHIIEPETBOPIOBaIbHOTO (pepMeHTY (ATI®) BBaKa€THCS HEMOXKIMBAM Yepe3 HECYMiCHICTh,
0co0IHBO IIpH Kalwt, abo mpoTunoka3aHe. [TamieHTiB i3 ceplieBo0 HeJOCTATHICTIO, CTAH STKUX
crabinizyBaBcs Ipu 3acToCyBaHHi iHribiTopa AII®, He cif MepeBOAUTH Ha JIiKyBaHHS JI03apTaHOM. Y
naiieHTa ¢pakxilis BUKUAY JIiBOTO LIIYHOYKa Ma€e CTaHOBUTU < 40 %, cTaH Mae OyTU KITiHIYHO
cTabimbHUM, TAaKOXK IAIliEHTOBI CIIif JOTPUMYBATHCS BCTAHOBJIEHOTO PEXUMY JIiKyBaHHS LI0J0
XPOHIYHOI CepIieBOl HeJOCTaTHOCTI.

3HUXKEHHS PU3UKY PO3BUTKY IHCY/IBTY Y JOPOCIUX IALi€HTIB 3 apTepialbHOIO rinepTeHsiero i
rinepTpodie€ro IiBOro MWIMyHOYKa, o nigTBepaxKeHo EKT.

IIpomunoka3zaHnus.

[inepuyyTnuBicTh [0 [i0Y0I peYOBUHU Ta OO OYOb-SKOI JOIOMIXKHOI peYOBUHH, 1[0 BXOOUTH 10
CKJIafly Ipemnapary.

IT 1 IIl TpuMecTpu BariTHOCTI.
TsxKi mopymeHHS QyHKII1 TeYiHKH.

[IpoTunoka3aHe OMHOYACHE 3aCTOCYBaHHS JI03apTaHy 3 TiKapChbKUMM 3aco0aMH, SIKi MiCTATh
asickipeH, malieHTaM 3 I[yKPOBUM [iiabeToM Ta mopymeHHAM QyHKII HUPoK ([IIK®
[mBuAKicTs Ky6ouKoBoi pinbTpanii] < 60 m/xs/1,73 M°).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[HIIi rinoTeH3uBHI IpenapaTyé MOXKYTh IOCUIIOBATH TilIOTEH3UBHUM ePeKT j103apTaHy. OgHOYacHe
3aCTOCYBaHHA 3 IHIIMMU IIpenapaTtaMy, 1[0 MOXYTh iHAyKyBaTH TaKy I00i4HY peakiio K
apTepianbHa rinoTeH3id (TPULMKIIIYHI aHTUEIPeCaHTH, aHTUIICUXOTUYHI 3acobu, OakmodeH i
aMmipoCcTHH), MOXKe MigBUIIYBaTH PU3UK BUHUKHEHHS apTepiaibHOl TimoTeHs3il.

Jlo3apTaH MeTabo0mi3yeThCs ITepeBaxkHO 3 y4acTio cuctemu muroxpomy P450 (CYP) 2C9 mo akTUBHOTO
KapOokcu-kucaoro Mmetabomity. ®nykonason (iuribitop CYP2C9) 3HMKYE €KCIIO3HUIIiI0 aKTUBHOT'O
MeTabomiTy mpubnu3Ho Ha 50 %. BcTaHOBIEHO, 1110 OOHOYACHE JTIKyBaHHS J103apTaHOM i
pudamninuHoM (iHOYKTOP PepMeHTiB MeTab0mi3My) IpU3BOOUTE A0 3HKUXKEHHS Ha 40 % KOHIleHTpaIllil
aKTHBHOT0 MeTaboJIiTy y nia3Mi Kposi. KitiHiuHe 3HaueHH 11boro edekTy HeBinoMe. HeMae
BiIMIHHOCTI B €KCIIO3MUIIil TP OMHOYACHOMY 3aCTOCYBaHHI JI03apTaHy i ¢pyBacTatuny (cnabkoro
inri6iTopy CYP2C9).

4K i mpu 3acTOCyBaHHI iHINNX Ipenaparis, o 0I0Ky0Th aurioTeH3uH I abo 1oro eekTy, CynmyTHE
3aCTOCYBaHHS IIperaparis, 10 3aTPUMYIOTh KaJliil B OpraHi3Mi (HampuKiag, Kamii3bepiraroyux
IiypeTHKiB: CIIipOHOIAKTOHY, TPiaMTepeHy, aMiiopuny), abo MOXKYTh MiABUIYBaTH PiBHI KaJliio
(HampWKIIaf, TemapyuH, Ipenaparis, Mo MiCTITh TPEMETOIPUM), HOOABOK Kasliio a00 KaTiiBMiCHUX
3aMiHHUKIB COJIi, MOXKe NIPU3BECTHU OO MiABUIIEHHS BMICTY KaJlilo y CHpOBaTIi KpoBi. OgHOYACHE
3aCTOCyBaHHS TaKMX 3aCc00iB He peKOMeHIOBaHe.



[Tpu ogHOYACHOMY 3aCTOCYBaHHI IIpemnaparis jiTito 3 iHriditopamu AII® Oyu MOBiTOMIEHHS IIPO
3BOPOTHE MiBUIIEHHS KOHI[EHTpPAaLlliil JIiTit0 B CUPOBATLI KPOBi Ta UOI0 TOKCUYHUM BIJIUB. TaKOXK
TIOBIIOMIISINIM TIPO Ay2Ke PigKicHi BUMIafKU TaKol B3a€MOMIi i Mpu 3acTOoCyBaHHi 6;10KaTOPiB
petieniTopiB aHrioTeH3uny II. OmHOYacHe 3aCTOCYBAaHHS JIiTii0 Ta JIo3apTaHy BUMarae 06epekHOCTI.
fK110 3acTOoCyBaHHS TaKol KoMOiHallil po3LiHI0EThCS IK He0OXigHe, peKOMEHJ0BAaHO MOHITOPYBaTH
CHAPOBATKOBI PiBHI JIiTif0 Ha TJIi OMHOYACHOI0 IPUKXOMY LIUX IIpernaparib.

[Tpu ofHOYACHOMY 3aCTOCYBaHHi aHTaroHiCTiB aHTioTeH3uHy Il i HecTepoigHUX
IPOTHU3aNaIbHUX ITpenapaTiB (HalpuKiIaf, CeJeKTUBHI iHTi6ITOPY IIMKIIO0KCHUTEeHA3HU-2
(LIOT'-2), aueTuncaniuuioBa KUCI0Ta Y 403aX, 110 YMHATh IPOTU3AllabHY [0, HECeJIeKTUBHI
HIT3IT) moxke mocnabmoBaTUCS aHTUTiNEePTeH3UBHUY epeKT. OmHOUYaCHe 3aCTOCYBaHHS
aHTaroHicTiB aurioTen3uny II abo miypeTtukis i3 HIT3I1 Moxe MPU3BOAUTY [0 MiIBUIIEHHS
PU3UKY NOTipiIaHHsg (QYHKII HUPOK, BKIIIOUAI0UYX MOXKJIMBUAM PO3BUTOK IOCTPOI HUPKOBOI
HEJIOCTATHOCTI, @ TAKOXK MO IMiIBUINEHHS PiBHS KaJlilo Y CUPOBaTIIi KPOBi, 0COOMUBO Y
NallieHTIB 3 iCHYyI0YUM MOpPYyIIeHHAM GyKIlil Hupok. Taky KoMOiHalliio Cllifg npu3HadaT 3
00epexkHiCTI0, 0COOIKMBO MalliEHTaM JIiTHHOTO BiKYy. [TallieHTaM CJlif IPOBOJXTH BiATIOBIIHY
merigparartito, TaKOXK CJIi[l pO3TISHYTH MOXKJIUBICTh OO0 KOHTPOIIO GYHKII HUPOK ITics
I0YaTKy CYNyTHBOI Tepallil, HafaJsi - IepiogudHo.

[cHyIOTE maHi, 0 moABiliHa 010Kafia peHiH-aHTi0TeH3UH-aIbA0CcTepoHoBol cucteMu (PAAC)
KOMOiHOBaHUM 3aCTOCYBaHHSM iHTi6iTOpiB ATI®, 610KaTOPIB PelenTopiB aurioreH3uny 11 uu
aJicKipeHy acoLilOeTHCS 3 OINIBIIOI0 YaCTOTOI BUHUKHEHHS TakuxX HeOaXkaHUX SIBUII SIK apTepianbHa
TioOTeH3is, TinepKalieMis Ta 3HUXKEHHS (QYHKIIl HUPOK (BK/I0Yal04u rOCTPY HUPKOBY
HEeJOCTaTHICTh) IMOPIBHSHO i3 3aCTOCYBaHHSIM OFHOT0 3aco0y, 1o BiirBa€e Ha PAAC.

Ocob6 1ueocmi 3acmocy8aHHs1.

l'inepuymausicmo

AHzioHespomuy4Hutll Habpsxk. Crifg 9acTo KOHTPOJIIOBATH CTAH IMAIliEHTIB 3 aHTIOHEBPOTUYHUM
HaOpsKoM (HaOpsiku o0nuyys, Ty0, ropia Ta/abo sSi3WKa) B aHaMHe3i.

ApmepiaabHa 2inomeH3is i 800H0-eseKkmpoaimHul ducbasaHc

Y nauieHTiB 3 rimoBosyiemielo Ta/abo rimoHaTpiemielo, SIKi pO3BUHYIUCS Yepe3 iIHTEHCUBHY Tepatiio
niypeTrkKamu, oOMezKeHHS COJIi B pallioHi XxapuyBaHHS, giapeto abo 6/10BaHHS, MOXKE PO3BUHYTUCS
CHMIITOMHa apTepiabHa rinoTeH3is, 0Co6IUBO Mics MPUitoMy TEepIIol AO3H Iperapary Ta Micis
MigBUIIEHHS NO3U. Taki cTaHu MOTPeOYIOTh KOPEKIIii Tepefl M0YaTKOM JIiKyBaHHS J103apTaHOM abo
3HUKEHHS II0YaTKOBOI M03u mpemnapary (quB. «Crmocib 3acToCyBaHHS Ta m03u»). Taki K peKoMeHparii
CTOCYIOTBCS IiTeU BIKOM Bif] 6 POKiB.

EaexmpoaimHuti ducbaaauc

EnekTtpomniTHuii mrucbanaHCc 4acTO CIIOCTEPIra€ThCs y MalliEHTIB i3 MOpyIIeHHAM GYHKINI HUPOK (3 abo
6e3 1IyKpoBoro miabeTy), 1o ciim 6paTy 0o yBard. Y KIIiHiYHOMY OOCIiIKeHHi 3 y4acTIO XBOPUX Ha
1ykposuii miabet II Tuny Ta 3 Hedpomnarielo YacToTa BUHUKHEHHS TinepKaniemil 6ya 6iybIno0 mpu
JiKyBaHHI 103apTaHOM TOPiBHSHO 3 mane6o. ToMy citif 4acTo mepeBipsTA KOHIIEHTpAllii KaJiio y
171a3Mi KPOBi i TOKa3HUKY KITipeHCY KpeaTuHiHy, 0COOIMBO y NAlli€HTIB i3 ceplieBoi0 HeJOCTATHICTIO i
KJIipeHCcoM KpeaTuHiny 30-50 MJ1/xB.



OpHoYacHe 3aCTOCYyBaHHS KaJili30epiraoyux OiypeTHKiB, KajlieBUX XapuyoBUX 000aBOK, KaTiliBMiCHUX
3aMiHHUKIB coi ab0 iHIMX MpenapariB, SKi MOXKYTh IPU3BOAUTH [0 MiBUILIEHHS KOHIIEHTPAIlil
KaJlilo B CUPOBATIIi KPOBi (HampuKiaf, penaparis, 110 MiCTATh TPUMETOIIPUM) i3 103apTaHOM He
peKoMeHnoBaHe (IuB. PO3[in «B3aemoisa 3 iHIIMMHY JTiIKapChKUMY 3aco0aMu Ta iHIT BUOU
B3aEMOMIN»).

IToositliHa 6.10ka0a peHiH-aH2iomeH3uH-aab0ocmepoHosoi cucmemu (PAAC)

€ moka30Bi aHi Ipo Te, 1110 OHOYACHE 3aCcTOCyBaHHs iHribiTopiB AII®, 6510KaTOPiB pelenTopis
aHrioTeH3uny Il abo amickipeHy migBuIlye pu3uUK BUHUKHEHHS apTepianbHOI TinoTeHsii, rimepkaniemii
Ta MPUTHIYY€E QYHKIIiI0 HUPOK (BK/II0UAI0YX PO3BUTOK I'OCTPOI HUPKOBOI HEOCTATHOCTI). Y 3B’S3KY 3
M nopaBiiiHa 611okaga PAAC koM0iHOBaHUM 3aTOCyBaHHSAM iHTiOiTOpiB AII®, 6510KaTOPiB peLenTopiB
aHrioTeH3uny Il abo amickipeHy He peKOMEHIYETHCS.

Y Bumagky KpaiHbol HeoOxigHOCTI moaBitiHo1 611okagu PAAC, 11 ciifg TpoBOOUTH IIif HATTISIOOM
creniasicTa Ta 3 peTeJIbHUM MOHITOPUHTOM (DYHKIIil HUPOK, eJIeKTPOJiTHOTO 6ajaHcy Ta
apTepianbHOTO TUCKY.

[uribitopu AII® Ta 610KaTOPU PELENTOPiB aHTiOTeH3UHY I He CyIi 3acTOCOBYBaTH OOHOYACHO
malfieHTaM 3 giabeTHYHOI0 HedpomaTiero.

Komb6inariis 3 ajnickipeHoM IIpoTUNOKa3aHa [Jisd MallieHTiB 3 IyKPOoBUM AiabeToM af0 MOpYLIIEHHSIM
dyukuii Hupok (IIK® < 60 mn/xs/1,73 M°).

IopyweHHAa pYHKUII neviHKu

Bepyuu mo yBaru (papMakoKiHeTHUYHi faHi, 110 BKa3yI0Th Ha iCTOTHE MigBUIEHHS KOHIIEHTpPallil
JI03apTaHy y IJIa3Mi KPOBI XBOPUX Ha LUPO3 MIEYiHKY, CIIi PO3IJIAHYTU NUTaHHS [IPO 3HUXKEHHS N03U
[JIs TIAlli€eHTiB i3 HagBHICTIO B aHAMHE31 NopylIeHb QyHKII nedinku. HeMae 0oCBimy 3aCTOCYyBaHHSA
Ipenapary HalieHTaM i3 TIXKKUMU MOPYLIeHHIMHU (PYHKIIil TeYiHKHU.

Jlo3apTaH He PEKOMEHIOBaHUM [AJIS 3aCTOCYBAHHS HIiTAM i3 MOPYLUIEHHSIMU (QYHKII] IEYiHKY.
IopyweHHA GYHKUII HUPOK

[ToBimoMIsiNK NP0 BUHUKHEHHS 3MiH (PYHKIII HUPOK, BKJII0UYal0Yy HUPKOBY HELOCTATHICTH, IO
noB’s13yBanu 3 npurHiveHHssM PAC (0co67uBO y MallieHTiB i3 3aIekHicTio QYHKIII HUPOK Bifi CUCTEMU
PEeHiH-aHTiOTEeH3WH-aIbI0CTEPOH, TOOTO MAIliEHTH 3 TSIXKKHUMHU MOPYILIeHHIMU QYHKIII cepiist abo 3
yXKe iCHYI0YUMH MOPYIIeHHIMHU QYHKIII HUPOK).

[Ipenapaty, wo BinBaoTh Ha PAAC, MOXYTh CIPUYUHSATU IiABUILIEHHS PIBHIB CEYOBUHU KPOBIi Ta
KpeaTUHiHy CHPOBAaTKH{ KPOBi y MAaIli€HTiB i3 ABOOIYHUM CTEHO30M HHPKOBUX apTepiit abo 3i cTeHO30M
aprepil enrHOI HUPKU. 1i 3MiHYM y GYHKII HUPOK MOXKYTh OyTH 000POTHUMH MiCTI NPUNUHEHHS
Teparii. Crig 3 060epeXkHiCTI0 3aCTOCOBYBATH JI03apTaH IMallieHTaM i3 IBOOIYHUM CTEHO30M HUPKOBUX
aprepiit abo 3i cTeHO30M apTepii eguHOI HUPKHU.

3acmocysaHHsa 0imsaM i3 nopyweHHAMU pYHKUii HUPOK

[TpemapaT He peKOMeHIOBaHUM [iJi 3aCTOCYBaHHS HiTSAM 3i IIBAOKICTIO KJTyOOYKOBOI PinbTparril
< 30 mn1/x8/1,73M°, OCKiNIbKM HeMa€ BifIOBiIHMUX JaHUX IIOT0 3aCTOCYBAHHS.

[IpoTsarom nepiomy 3aCcTOCYBaHHS JI03apTaHy CJIif PETYISPHO NEPEeBIpATH PYHKI[II0 HUPOK, OCKiIbKU
MOXKJHBe ii rmoripmanHs. OcoOIMBO 1€ CTOCYETHCS CUTYaIlil, KOJIM I03apTaH HeoOXigHO



3aCTOCOBYBATH IIPH HASIBHOCTI iHIITMX MATOJIOTIYHKUX CTaHiB (rapsyka, fAerigpaTaillis), 10 MOXKYTh
BIIJIUBATH HA HUPKOBY QYHKIIIO.

OpgHoYacHe 3aCTOCYyBaHHS J103apTaHy i iHridiTopi AII® moripmye GyHKIIiI0 HUPOK, TOMY Taka
KoMOiHalliss He peKOMeHJ0BaHa.

TpaHCOaHTallis HUPKU

Hewmae mocsiny mono Oe3neku 3aCTOCYBaHHS IIpeliapaTy MallieHTaM, SKUM IOWHO IIPOBEEHO
TPaHCIJIaHTallil0 HUPKU.

[TepBUHHNY TillepaabO0CTEPOHI3M

Y nani€eHTiB i3 NepBUHHUM TilepaabAoCTEPOHI3MOM, K IIPABUJIO0, HE CIIOCTEPIraeThCSI ePeKTy IIpU
3aCTOCyBaHHI Ipenapartis, 1o AifoTh nuisixoM iHribimii PAC. ToMmy 103apTaH He peKOMeHIOBaHUM 7
ITi€l TPYTIM MalliEHTIB.

3axBOpIOBAaHHST KOPOHAPHUX apTEPi Ta 11lepeOpPOoBaCKyIISPHI 3aXBOPIOBAHHS

fK 1 Ipy 3aCTOCYBaHHI IHIIINX aHTUTINIEPTEH3UBHUX [IPeraparis, HaAMipHe 3HUXKEHHS apTepiabHOro
TUCKY y TAIli€HTIB 3 illeMiYHUMM 3aXBOPIOBAHHSIMU KOPOHAPHUX apTepiil Ta 1epeOpoBacKyIIpHUMU
3aXBOPIOBaHHSIMU MOXKe IIPU3BOOUTH 10 PO3BUTKY iH(apKTy Miokapaa abo iHCYTIbTY.

CeplieBa HeIOCTaTHICTh

4K i mpu 3aCTOCyBaHHI iHIIKX IpemnaparTis, 110 BIiBaioTh Ha PAAC, y nalieHTiB i3 ceplieBoo
HEeJOCTaTHICTIO 3/0e3 MOopyILIeHHS (QYHKIIl HUPOK iCHY€ PU3UK PO3BUTKY TAXKKOI apTepiaabHOL
rinoTeH3il i (4acTo rocTporo) mopymeHHs QyHKIIil HUPOK.

Hemae mocTaTHBOr0 TEpaANeBTUYHOIO JOCBiNYy 3aCTOCYBaHHS JI03apTaHy IallieHTaM i3 ceplieBok
HEJOCTATHICTIO i CYIyTHIM TSIXKKUM IOPYIIEHHSM (PYHKII1 HUPOK, HallieHTaM i3 TSKKOI CePIEeBO0
HepocTaTHicTIO (Knmac IV 3a NYHA), a TakoxX MallieHTaM i3 cepIiieBo0 HeMOCTaTHICTIO i
CHMIITOMaTUYHOI0 HeOe3eUHOI0 AJIS JKUTTS CEPIIEBOI0 apuTMiet0. ToMy /T03apTaH CIif
3aCTOCOBYBaTH 3 00epeXkKHiCTIO TakKiil rpymi marfieHTiB. Crifm 3 06epekHICTI0 OGHOYACHO
3aCTOCOBYBATH JI03apTaH i B-0710KaTOpH.

CTeHO3 a0pTanbHOTO i MiTPaNbHOTO KIalaHiB, 0OCTPYKTHBHA TinepTpodiyHa KapaioMionarisa

4K i mpu 3acToCyBaHHI iHIINX Ba30AUIaTaTOPiB, 3 0COO/IMBOI0 00€PEKHICTIO CITif TPU3HAavYaTH
IIpernapar IaljieHTaM 3i CTEHO30M aopPTaJbHOTO i MiTPasbHOTO KilanaHiB abo 00CTPYKTUBHOIO
rinepTpodigHo0 KaphgiomionaTiero.

BaritHicTb

He cnip po3noyrHaTy NiKyBaHHS J103apTaHOM Y IEPiof BariTHOCTI. 3a BUHATKOM BUIAKiB, KON
IIPOJOBXKEHHS Tepallil J03apTaHOM PO3LIHIOETHCS K HarajlbHO He0OXifiHe, y NallieHTOK, fKi
TIaHYIOTh 3aBariTHITH, HEOOXiMHO 3aMiHUTH IIpernapaT Ha albTepPHATUBHI aHTHUTiepTeH3UBHI 3aco0u,
nns sikux Oyra migTBepaxkeHa 0e3MeyHiCTh IXHBOT'0 3aCTOCYBaHHS y Mepiof BariTHOCTI. [Tpu
MiarHOCTYBaHHI BariTHOCTI CIIifl HETAaWHO MPUIIMHUTHY IIPUUOM JI03apTaHy i 3a HeoOXigHOCTI
PO3MoYaTH TiKyBaHHS allbTePHATUBHUMHU JIiKapCbKUMU 3aco0aMu (OuB. po3pinu «[IpoTumnokasaHHSI»
Ta «3aCTOCYBaHHS Y Ilepiof BariTHOCTI abo rogyBaHHS I'PYALIO»).

IH1IIi 3aCTepeXKEHHS



fK BCTaHOBIIEHO LIOJO iHTiIOITOPIB aHTi0TeH3UHIIEPETBOPIOBAILHOTO (PEPMEHTY, J103apTaH Ta iHMmIi
AQHTATrOHICTH aHTIOTEH3UHY MeHIN e()eKTUBHI y NallieHTiB HETPOIOHOI pacy, HiXK B iHIINX Malli€HTiB,
MOZKJIMBO, Yepe3 HU3bKY aKTUBHICTh PEHIHY Y MaLli€HTIB 3 apTepialbHOIO TilepTEeH3i€lo, SIKi €
IIpefCcTaBHUKAMU HETPOITHOI pacH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0o0to.
BazimHicmo

[Tig yac I TpuMecTpy BariTHOCTI 3aCTOCYBaHHS JI03apTaHy He PEKOMEH0BaHe (OuB. PO3Min
«Oco6nuBocCTi 3acTocyBaHHs»). ITig vac II i III TpuMecTpiB BariTHOCTI 3aCTOCYBaHHS JI03apTaHy
IpoTunokasaHe (ouB. po3minu «[IpoTunokasaHus» Ta «OC0OGIUBOCTI 3aCTOCYBaHHS» ).

IIoka30Bi faHi emigeMionoriyHux OOCigXKeHb CTOCOBHO PU3UKY TEPATOTeHHOT0 BILUIUBY iHTiOiTOPIB
ATI® npu IXHROMY 3aCTOCYBaHHi ITiff 4ac | TpUMeCTPY BariTHOCTI He € IePEKOHJIMBUMU; TUM He
MeHIIle, He MOXKHa BUKJIIOUUTH HEBeJIMKe IMiBUILIeHHS TaKoro pu3uky. OCKiIbKY BiICYTHI AaHi
KOHTPOJIbOBaHUX €MifeMiOJIOriYHUX OOCTIIXKEeHb LI0N0 PU3UKY, II0B'I3aHOT0 13 3aCTOCYBaHHAM
aHTaroHicTiB peuenTopis anrioren3uny II (APAII), momi6Hi pu3uku MOXKyTh OYTH IPUTAMaHHUMMU [JI51
IThOT'0 KJIacy JiKapchKux 3aco6iB. 3a BUHSATKOM BHUIIQMIKiB, KOJIK MTPOMIOBXKeHHs Teparii APAII
PO3MIHIOETHCS SIK HaraiabHO HeoOXifHe, ¥ MallieHTOK, SIKi MJIaHYIOTh 3aBariTHITH, HEOOXiIHO 3aMiHUTH
npernapar Ha aJbTepHATUBHI aHTUTINEPTEeH3UBHI 3ac00H, SIKi MalOTh MigTBEPHKEHUN IPodinb
0e3nedHOCTi BUKOPUCTAHHS y TePiof] BariTHOCTI. Y pa3i [iarHOCTyBaHHS BariTHOCTI MOTPiOHO
HeraHO BiIMiHUTHU 3aCTOCYBaHHS JI03apTaHy Ta Y Pa3i HeoOXiIHOCTI MPU3HAYUTH albTEPHATUBHY
Teparito.

Bipomo, mo 3actocyBanas APAII mipg yac II Ta III TpuMecTpiB BariTHOCTI y JIIOOUHYU IIPU3BOLUTE JO
TOKCUYHOT'O BILJIUBY Ha IUIiM (3HUKEHHS (QYHKIIil HUPOK, OJIirorifpaMHiOH, 3aTpMMKa ocudikarlil
KICTOK 4epela) Ta Ha HOBOHApPOAXKeHY JUTUHY (HUPKOBa HEIOCTATHICTh, apTepiasibHa TillOTeH3is,
rinepkamiemis).

fAxK11o j103apTaH 3aCcTOCOBYBaBCA 3 Il TpuMecTpy BariTHOCTI, TOAI PEKOMEHOYETHCS IPOBECTHU
yIbTPa3ByKOBE JOCTIAKEHHS HUPOK Ta Yepela OUTUHU.

3a HEMOBJIATAMU, MaTePi SKUX IPUAMau Jio3apTaH y Iepiof BariTHOCTI, He0OXigHO 37iliCHIOBAaTH
peTenbHUN HarJgf Ha IpegMeT HasgBHOCTI apTepiaibHOI rinoTeH3il (IUB. TaK0XK PO3MiNK
«IIpoTtunoka3anHs» Ta «OCOOIUBOCTI 3aCTOCYBAHHS»).

I'o0ysaHHA 2pydoro

Ockinbku HeMae iH(popMaliil o0 3aCTOCYBaHHSA JI03apTaHy y Nepion rogyBaHHS TPYAOIo, HEe
PEKOMEeHIYeThCA IIpU3HavaTy Lied npenapaT. baxxaHe ajbTepHaTUBHE JIiIKyBaHHS
IIpellapaTaMy 3 Kpallle BUBYeHUM NIpodineM Oe3neKu 00 TOAyBaHHS IPYAAI0, 0COOIUBO Y
1iepion HOBOHAPOAKEHOCTi ab0 K0 JUTHHA HEeJOHOIIEHA.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHiamamu.

He npoBogumnu gocnifKeHs 000 BIJIMBY IIpenapaTy Ha 30aTHICTh YIIPaBIATHA aBTOTPAHCIOPTOM i
MexaHi3aMamu. OgHaK CJIifi maM’aTaTi PO MOXKJINBICTh PO3BUTKY TaKUX NMOOIYHUX pPeakliil K



3allaMOPOYEHHS Ta COHJIMBICTb, 0COGIMBO Ha MMOYATKY JiKyBaHHS Ta IIPU MigBUILEHHI D031
Ipenapary.

Cnoci6 3acmocyeaHHss ma do3u.
TabneTku MOXKHa 3aCTOCOBYBATH He3aJIeXKHO Bif MpuitoMy ixi, 3anmuBaioyu 1 CKISTHKOIO BOAM.

ApmepiaavHa 2inepmeH3is

3a3BuyYail IOYaTKOBA i MiATpHMYyIoda 0o3a [7g GiNbIIoCTi XBOpUX CTaHOBUTH 50 Mr mpemapary 1 pas
Ha go0y. MakcuMabHUM aHTUTIIEePTEH3UBHUM e(DEeKT JOCATAEThCA Ha 3-6 TUAKOEHD Bif IOYATKY
JIIKYBaHHS IpenapaToM. g fesKuX MalieHTiB MOXKe BUSBUTUCS CIPUSATIUBILINM MiIBUIIEHHS 003U
npemnapaty g0 100 mr 1 pa3 Ha goOy (BpaHIii).

[IpenapaT MOXXHa 3aCTOCOBYBATH Y ITOEOHAHHI 3 iHIIMMY aHTUTINIEePTEH3UBHUMHU IIperapaTaMy,
0co0NIMBO 3 AiypeTuKaMu (HalpuKIIafd, TigpoXI0pPOTia3umoM).

ITauieHmu 3 apmepia/nbHO 2inepmex3ieo ma uykpoaum diabemom II muny (npomeiHypis
= (0,5 2/006y)

3a3Buyai MoYyaTKOBa f03a cTaHOBUTL 50 Mr 1 pa3 Ha moOy. o3y MoxkHa 36imemutu 1o 100 Mr 1 pa3
Ha 700y 3a/Ie3KHO Biff TOT0, IKUMH € ITOKA3HUKHU apTepialbHOTO TUCKY Yepe3 1 Micsilpb Mmicis mo4aTKy
JIiKyBaHHA. JIo3apTaH MOXKHA 3aCTOCOBYBATH 3 IHIIIMMU aHTUTIEPTEH3UBHUMMU IIpeliapaTaMu
(Hampukiafg, giypeTukaMu, O7l0KaTOpaMHy KaslbllieBUX KaHaJliB, 6110KaTopaMyu o- abo B-penenTopis,
ImpenapaTaMu lIeHTPabHOI [Iii), @ TaKOXK 3 iHCYJIiHOM Ta iHIIMMH TiMOoTrIiKeMiYHUMHU ITperapaTaMy,
110 IIIMPOKO 3aCTOCOBYIOTHCA (HAMPUKIIAM, IOXiTHUMHU CYIb(OHIICEYOBHUHOIO, TIiTa30HAMHU Ta
inribiTopaMu TITI0KO3UOA3M).

Cepuesa HedocmamHicmb

3a3Buyay Mo4YaTKOBA [103a JI03apTaHy [AJIS NalliEHTIB i3 CepleBO0 HeJOCTaTHICTIO CTAHOBUTH

12,5 mr 1 pas Ha go0y. K mpaBuio, 03y CIif TUTPYBaTH 3 TUKHEBUMH iHTepBanamu (To6To 12,5 Mr
Ha no0y, 25 Mr Ha fo0y, 50 Mr Ha go6y, 100 Mr Ha 700y, K0 JOCATHEHHS MaKCUMasbHOi 1o3u 150 mMr
OJIMH pa3 Ha mo0y), B 3aJIe2KHOCTI BiJ] IepeHOCUMOCTi IpernapaTy MalieHToM.

3MeHWeHHA PU3UKy PO38UMKY IHCY/1bMYy Y NAUIEHMIB 3 APMepidAbHOK 2inepmeHsi€ero i
einepmpodgiero nigoeo wWaAyHOYKd, niomeepdiceHorw Ha EKT

3a3Buyai MoYaTKOBa fI03a CTaHOBUTL 50 Mr j103apTany 1 pa3 Ha go0y. 3amexHo Bifl 3MiH piBHS
apTepianbHOTO TUCKY [0 JiKYBaHHS CIIiJ MOOATH TiApOXIOpOTia3uy y HU3bKil 003i Ta/ab0 30inbIIuTH
no3y no3aprtany po 100 mr 1 pa3s Ha mo0y.

OKpeMi rpyny ODalli€eHTiB

3acmocysaHHA nauieHmam 3i 3HUMCeHUM 06’€MOM LLUPKY1H00Y0i Kposi

[MTamieHTaM 3i 3HUKEHUM 06’€MOM ITMPKYII0I0Y0i KPOBi (HAIPUKJIIa/, YHACINOK TiKyBaHHS BUCOKHUMU
[03aMU [iypeTHKiB) CIIif 3BaKUTHU OOLIIBHICT 3aCTOCYBaHHA IIpernapaTy y I04aTKOBil [03i 25 MT
OJMH pa3 Ha [o0y.

3acmocysaHHa nauieHmamM i3 nopyweHHAM GVHKUII HUDOK Md NAuieHmam, AKUM nposooimsb



eemo0iania

[Tpu npu3HayveHHi 103apTaHy MallieHTaM i3 IOpyIIeHHAM (QYHKIIl HUPOK, a TaKOXK IMallieHTaM, IKUM
IIPOBOASATH TeMOfiai3, I04aTKOBY KOPEKI[iI0 03U IPOBOAUTH He MOTPiOHO.

3acmocy8dHHA NduieHmMaM i3 nopyuleHHAM (GVHKUI] nevyiHKu

I nauieHTiB i3 mopymeHHsIM QyHKIII MeYiHKy B aHaMHe3i CJlif] PO3T/ISHYTH MATaHHS II0[I0
IIpU3Ha4YeHHd IIpenapary y MeHIIiu no3i. Hemae nocsiny nikyBaHHS IALI€HTIB i3 TAXKUMU
OpYyIIeHHAMY (YHKIIil TeYiHKY, TOMY JI03apTaH NPOTUIIOKa3aHUM IIill TPy Nalli€HTiB.

3acmocysaHHA nauicHmMamM AimHb020 8iKY

4K mpaBuio, HeMa€ MOTPebu y KOPUTyBaHHiI T0OYaTKOBOI NO3H IJIS MAlli€HTiB JTITHLOTO BiKy, X04a CIIif
BpPaXxOBYBaTU MOXKJIMBICTh IPU3HAUYEHH IIpenapaTty y 0o4aTKOBIM 4031 25 MT [Jid Ialli€HTiB BIKOM Bif
75 pOKiB.

imu

BesneuHicTh Ta e(peKTUBHICTh 3aCTOCYBaHHS IIpenapaTy y AiTed BiKOM Bif 6 MicsiB 1o 6 POKiB Ha
IaHui{ 9ac He BCTaHOB/eHi. [IOCTyIHI Ha JaHUM Yac fJaHi MpeacTaBiaeHi B po3aini «PapMaKonoriyHi
BJTIaCTUBOCTI», ajie JKOJHUX PeKOMeHOalli 1[0A0 H03yBaHHS IpernapaTy JaTd He MOXKHa.

Inst miTed, IKi MOXKYTh KOBTAaTH TaONETKHU i B IKUX Maca Tina Oinbiie 20 kr Ta MeHIne 50 Kr,
PEeKOMeH0BaHa [103a CTaHOBUTH 25 Mr 1 pa3 Ha m00y. Y BUHSATKOBHUX BUIAOKAX J03Y MOXKHA
36inpmuTH 10 MakcuManbHOl - 50 Mr 1 pa3 Ha mo6y. [[03y Cif KOPUTYyBaTH 3ajIeKHO Bifl BIIJIUBY Ha
PiBEHb apTepiarbHOTO TUCKY.

Y nanieHTiB 3 Maco Tina Ginbie 50 Kr 3a3BUy4ai pa3oBa go3a cTaHOBUTH 50 Mr 1 pa3 Ha go0y. ¥
BHMHSITKOBUX BUIIQ[IKax 03y MOXKHa 30iIbIINUTH [0 MakcuManbHOi - 100 Mr 1 pa3 Ha go0y.
3acTocyBaHHS [103, 110 TepeBuIlyi0Th 1,4 Mr/Kr (abo Ginbiie 100 Mr) Ha mo0y, ¥ OiTel He BUBYAIIU.

Jlo3apTaH He peKOMEHAOBaHUM [IJIs1 3aCTOCYBaHHSA AiTSAM BiKOM [0 6 POKiB, OCKINIbKY JaHUX LIOM0
3aCTOCYBaHHS IIpelapary Lid rpymi Nali€eHTiB HeJOCTAaTHERO.

[TpemapaT He peKOMEHYETLCS 3aCTOCOBYBATH AIiTSM 3i MIBUAKICTIO KITy00uKOBOI (pinbTparii
< 30 mut/xB/1,73M°, OCKilTbKY HEMA€E BiMMOBITHUX MaHUX OO 3aCTOCYBaHHA.

Jlo3apTaH TaK0X He PEKOMEHAYETHCS IJISI 3aCTOCYBAHHS [iTAM i3 MOPYIIEHHSAM (QYHKIII IeYiHKH.

Himu.

Hani mopmo 6e3neku Ta eeKTUBHOCTI 3aCTOCYBaHHS IIpemapaTy y AiTed BikoM Bif 6 MicsIiB g0

6 pokiB He BcTaHOBJeHi. HasBHI Ha maHW Yac OaHi HaBemeHi y po3nini «®apMaKoIoriyHi
BJIaCTUBOCTi», IPOTEe XKOOHUX PEKOMEHALli} 100 403yBaHH IIpenapaTty AiTIM BiIKOM 40 6 POKiB He
Moxke OyTu HaflaHoO.

Ilepedo3yeanHsi.

Cumnmomu iHmokcukayii. He moBimoMsaIu Ipo BUMIafKY [Iepefo3yBaHHS IIpenapary.



HawtiMmoBipHimmuMu cuMIITOMaMH, 3ajIeXKHO Bifg 06’eMy repeo3yBaHHs, OyIyTh apTepiaabHa
rinorensis, Taxikapmis. Moxke BUHUKHYTU OpafiuKapmis Yepe3 CTUMYJIISIIi0 TapacuMIIaTUYHOl
(BarycHol) iHHepBaliil.

JIiKyBaHHA IHMOKCUKAyii.

Y BUMafKy BUHUKHEHHS CUMIITOMHOI apTepialbHOI TimoTeH3ii HeoOXiqHO BUKOPHUCTOBYBATH
HiITpUMYBa/IbHY Teparilo.

JIikyBaHHS 3a71€KUTh Bifl TPUBAJIOCTI Yacy, 10 MUHYB IIiCJIg IPUUOMY IIpernaparTy, a TaKOX Bif
XapakTepy i TAKKOCTI CUMIITOMIB.

[IpiopuTeTHOIO Mipoto Mae OyTu crabinizallis GyHKIII ceplieBo-CyanHHOI cucteMu. ITicns
IIepOpabHOr0 IPUUOMY IIpenapaTy I0Ka3aHe 3aCTOCYBaHHS aKTUBOBAHOI'O BYTLIIA Y
BimmoBimHIM mo3i. [Ti3HiIme cjig 94acTO KOHTPOJIIOBATH OCHOBHI MTOKa3HUKY XUTTETISAIBHOCTL
OpraHi3My Ta KOpUTyBaTu Npu HeoOXimHOCTi. JIo3apTaH Ta aKTUBHI MeTaboIiTH He
BUMAJIAIOTHCA IIPU IPOBEEeHHI reMoiani3y.

ITo6iuni peakuii.
[ToGiyHOI0 peakIli€lo, PO IKy HaidacTilne moBigoMsanu, 0yI0 3aliaMOpOdYeHHS.

YacToTa nobiyHUX peakllili, BKa3aHUX HUXKYe, BU3HAUEHA SK HAaCTyIIHa: Ayxke 4acTto: =1/10; yacro:
Big =1/100 mo <1/10; HeuacTo: Big =1/1000 mo <1/100; pigko: Big =1/10000 mo <1/1000; myxe
pigko: <1/10000; HeBigoMO (HEMOXKJIMBO BU3HAUMUTH 3a iICHYIOUYUMU JaHUMHU).

Tab6muiga 1.

YacTtoTa nobiYHUX peakllil, BUSBIEHUX Y I1ale00-KOHTPOIbOBAHUX KITIHIYHUX JOCITIIXKEHHSIX Ta ITif
Yyac IiCIgpeecTpaliiHOro 3aCTOCyBaHHSA 103apTaHy

[ToGiuHa peakiris YacToTa mOGiYHUX peakIfiii Py Pi3HUX MOKA3aHHIX |IHLue
IApTepianbHa [TauieHTy 3 IXpOoHiYHA IApTepianbHa [TocBin micnspeecTpariftnoro
rinepreH3is apTepianbHOI0 cepueBa rimepTeH3isa Ta 3acTOCyBaHHA Ipenapary

rinepTeHsieio Ta HemocTaTHICTh [uykpoBuit miaber II
riteprpodieto miBoro TUITY 3
[ITyHOYKa 3aXBOPIOBAHHSM HUDPOK

3 60Ky Kpoei ma aimpamuyHoi cucmemu

aHeMis 4acTo [4acToTa HeBigoMa

TPOMOOIIUTONIEHIsST [uacToTa HEBifOMa

3 60Ky iMYHHOI cucmemu

peakil pinKo

rinep4yTInBOCTI,

anadinakTUYHi

[peaxiiii,

@HTIOHEBPOTUYHUU

HaOpAK* Ta BaCKyJiT**

3 60Ky ncuxiku

mempecist | | | | lsacrora mesimoma
3 60Ky Hepeosoi cucmemu

3anaMopOYeHHS 4acTo 4acTo 4acTo [uacto

COHTUBICTD HegacTo

rooBHUY Oib HEYacTo HEYacTo

MOPYIIEHHS CHY HEYacTo

apecresis imKo

MirpeHb [JacTOTa HEBifoMa




wcres3sis | |

JuactoTa Hesimoma

3 60Ky opeaHie cayxy ma pisHosazu

BEPTUTO

4aCTO 4aCTO

[IyM/[I3BiH Y ByXax

[qacToTa HEBimoMa

3 60Ky cepus

MasbIiTalii

[HE4YacCTO

cTeHOKapHis

[HE4YaCTO

CUHKOIIE

imKO

bi6pumsIis
epencepnb

pigKo

11epe0pOBaCKyIIpHa
TTofist

pigKo

3 60Ky cyouH

(opTOCTaTH4HA)
apTepianbHa
rinoteH3is (y Tomy
UUCTIi 0303aJIeXkHi
opTocTaTuuHi ehekTH)

[HE4YaCTO

4acCTO

9acCTo

3 60ky OuxasnbHoi cucmemu, 2pyoHOI KAimKu ma cepedoCmiHHA

3amumka

[HE4YacCTO

[KallIeJIb

[HE4YaCTO

[gacToTa HEBimoMa

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY

6inb y KMBOTI

[HE4YacCcTO

3amop

HEe4YacTo

miapes

[HEYaCTO

[qacToTa HEBimoOMa

HYyZOTa

[HE4YacTo

O1TI0BaHHS

[HE4YacCTO

"enamobiniapHi po3aadu

TIAHKPEATUT

[HacTOoTa HEBimoOMa

rernaTuT

iIKO

nopyIleHHs QYyHKIIT
[eYiHKY

gacToTa HEBimoMa

3 60Ky WKipu ma niOwkipHoi KAimKosuHU

[KPOIIMBHUIIS

HEYACTO

[HacTOTa HEBimOMa

cBepOiHHS

[HE4YacCTO

[HacTOTa HEBigoMa

[BUCUIIaHHA

[HE4YaCTO

[HE4YaCTO

[gacToTa HEBimoMa

boTOUyTIUBICTE

[HacTOTa HEBimOMa

3 60Ky ONOPHO-PYX08020 AnApamy ma cnoAyYHoi MKAHUHU

Mianris

[yacToTa HeBigoMa

apTpanris

[HacToTa HEBimoMa

abmoMmioni3

lyacToTa HeBimoMa

3 60Ky HUPOK ma ceyos

UBIOHUX WAAXi8

nopyIleHHs GQYHKIIT
HIPOK

1acCTO

HHUPKOBa
HEeOCTaTHICTh

1acCTO

3 60Ky penpodykmugHoi cucmemu ma MOJA0YHUX 3d/103

epeKTHuIbHa
nuchyHKITisT/
iMITOTeHIIist

HacTOoTa HEBimOMa

3azanbHi po3aadu ma p

eakuii y Micyi 3acmocyeaHHs npenapamy

3aranmpHa CIaOKICTh

[HE4YacCcTO 4aCTO

[HE4YacCcTOo

4acCTo

migBUIeHa
BTOMJIIOBAHICTh

HEe4YacTo 1acCTo

HEe4YacTo

9acCTo

HaOpsIK

[HE4YaCTO

3araJIbHe HE3OY2KaHHA

[qacTOTa HEBimOMa

Pe3ybmamu o6cmediceHb

rimepkanieMis

4aCTO

HedacTo'

luacto’

TiIBUIIEHUN piBeHb
ananinaMmiHoTpaHCheEP
asu (AJIT)

pinKo

MiOBUIIEHHS PiBHIB
Ce40BUHU B KPOBI,
KpeaTUHiHYy B
CupoBaTIyi KPOBi Ta
KaJliio B CHpOBaTIi
KPOBi

1acCTO

rinoHaTpieMis

[qacToTa HEBimOMa

rinmormikeMis

4acTo

*V ToMy uncii HabpsSK ropTaHi, ToI0COBUX 3B’430K, 001My4s, Ty0, TIOTKU Ta/abo g3uKa (110

3YMOBIIIO€ OOCTPYKIIiI0 AUXaTbHUX LUISXIB); V HEeSKUX i3 LIMX MallieHTiB Y aHaMHe3i criocTepiraBcs




AHTiIOHEBPOTUYHMM HAOPSK Y 3B’SI3Ky 3 MPUHAOMOM iHIIUX JTiKapChKUX 3aC00iB, Y TOMY YKCIIi
inri6iTopis AII.

** Bkitodae nypnypy Ulennsiina-I'enoxa.

" Oco6n1BO y MAIi€HTIB 3 BHYTPIIIHbOCYOUHHOIO TilIOBOJIEMi€I0, HATIPUKJIIAM, Y MAI[iEHTIB 3 TAKKOIO
CEepIEBOI0 HEIOCTATHICTIO ab0 MAIli€HTIB, SKi OTPUMYIOTh JIIKYBaHHS [iypeTUKaMU Y BUCOKHX [103aX.

TL[;{ nmob6iyHa peakiis Oyla 4acTOIO cepef MallieHTiB, sKi oTpuMyBanu 150 Mr no3apTany, a He 50 Mr.

jFY KJIIHIYHOMY [OCIiI2KeHHi, B IKOMY B35LJI1 y4aCTh MaIli€eHTH 3 IyKpoBUM Aiabetom II Tumy ta
HedpomarTieto, rinepkamiemis (> 5,5 MMonw/n) crnoctepiranacsa y 9,9 % maimieHTiB, SKi OTpUMYBaIn
tTabneTKu no3apTany, i v 3,4 % nauieHTiB, ki oTpuMyBanu miaieoo.

§HK IIpaBuUJIo, 15 MobiyHa peakllis 3HUKAJIA MicysA BigMiHU JI03apTaHy.

HactynHi nogaTkoBi no6iuHi peakil y naiieHTiB, SKi OTpUMYyBaJiu 103apTaH, BUHUKAJU YacCTillle, HixX
y TAIliEHTIB, IKi oTpuMyBasu manebo (YacToTa HeBimoMa): 6inb y criuHi, iH(eKIIil ceyoBUBigHUX
IUISXiB i TPUIONONiOHI CUMITOMH.

3 60Ky HUPOK ma ce4o8uBiOHUX WAAXi8

Y mauieHTiB rpynu MifBUIIEHOT0 PU3UKY IOBIJOMIISIIIM IIPO 3MiHM (PYHKIIil HUPOK SK HACTiTOK
inribyBanus PAAC, y ToMy 4uCIIi PO BUMTaIKU HUPKOBOI HEAOCTATHOCTI; Ii 3MiHU GYHKIII HUPOK
MOXKYTb OyTH 3BOPOTHUMHU IIicyIs BiIMiHM mpenapaty (AuB. po3nin «OcobmIuBOCTI 3aCTOCYBAHHS»).

iTH.

[Tpodins mobiynux peakiidt y miteit momiGHMi g0 mpodinto y mopocnux namieHTiB. [laHi momo
no0iYHUX peakllilt y miTest oOMexkeHi.

ITogidoMaeHHsA npo ni0o3pr8aHi nobiyHi peakuii

[ToBimomieHHs PO Migo3poBaHi MoGiYHI peakiiii miciss peecTpariii 1iKapChbKOro 3acoby
PEeryisiTOpHUMM OpraHaMU € BaXKJIMBOIO IIPOLIEeAypor0. BoHa [03BOJIsI€ IPOAOBXKYBAaTU MOHITOPYBaTH
CIIiBBiTHOIIEHHST «KOPHUCTh/PU3UK» AJIS I[LOTO JTIKapChKOro 3aco0y. Memu4HUX IIPalliBHUKIB TPOCATH
TIOBIIOMJISITH TIPO YCi Migo3pioBaHi Mo6GiYHi peakilii yepe3 HallioHANIbHI CUCTEMH TTOBiIOMIIEHD
indopwmariii mpo mobivHi peakiiii.

Tepmin npudamHocmi. 2 POKH.

YMoBH 30epiranHs. 36epiratu npu Temmnepatypi He Buiie 30 °C. 30epiraté y HeOCTYIITHOMY st
OiTey MicIii.

YnakoBka.



Ne 30 (10x3), Ne30 (15x2), Ne 60 (10x6), Ne 60 (15x4), Ne 90 (10x9), Ne 90 (15x6):
o 10 TaGneTok y Omictepi; mo 3, 6 abo 9 GiicTepiB y KapTOHHIM KOPOOIT;

o 15 TabneTok y OmicTepi; mo 2, 4 abo 6 GiicTepiB y KapTOHHIN KOPOOIIi.

Kareropis Bigmycky. 3a pernenTtom.

BupoOHUK.
1. AT «Caneka ®apMachIOTiKaI3».

2. TOB «3eHTiBa».

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAI2KeHHsI HOTO Tis/TbHOCTI.
1. Hitpsinceka 100, 920 27 I'moroBenb, CroBalibka Pecny6iika.

2.V xabemnosuu 130, 102 37 IIpara 10, Oonui Mexonmynu, Yecbka Pecnybiika.

3asIBHHUK.

TOB «Canooi-ABeHTic YKpaiHa».

Mic1ie3HaxomKeHHs 3asIBHUKA.

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



