IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

JIO3AII®
(LOZAP®)
Cknao:
ditoua pevyosuHa: J103apTaH;
1 TabneTka MicTUTL n03apTany Kaio 50 mr a6o 100 mr;

donoMidcHi pevosuHu: TEJTI0I03a MiKpoKpHuCcTaiiyHa, MaHiT (E 421), KpoCIoBigOH, KPEMHIIO
mioKcup KoJoiguui 0e3BOJHMM, MarHilo cTeapar, TallbK, O0apBHUK Oinuit Sepifilm 752
(MiCTHTB TimpoMeno3y, Le0I03y MiKpOKPUCTAiuHy, MaKpOTroly cTeapaT, TUTaHy JiOKCHU[
(E 171)), makporomn 6000.

JIikapcbka ¢opma. TabreTku, BKpUTi 060I0HKOIO.
OCHOBHI (pi3uKko-XiMiYHI 81acMuUBOCMI:

Jlo3zan® (mo3yBaHHs 50 MT): OBaIbHi ABOONYKII TabIeTKH, BKPUTi 060I0HKOI0, 6i1oro abo Maiixe
6i710r0 KONIBOPY, 3 PO3MOIiIbY0I0 PUCKO0, po3MipoM mpubau3no 11,0°5,5 mym;

Jlozan® (mo3yBanHs 100 Mr): oBanmbHi ABOONYKJIi TaONIeTKYU, BKPUTI 000710HKO10, 6istoro abo Marixe
6iyoro KoIbopy, 3 PO3MOMiIBY0I0 PUCKOI0, po3MipoM mpubnusno 14,0°7,0 Mmm.

®dapMakKoTepaneBTUYHa Irpyna.

[IpocTi npenapaTy aHTAroHiCTiB perenTtopis aHriotren3uny II. Kog ATX C09C A01.

dapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Jlo3apTaH - Ile CHHTeTUYHHUM aHTaroHiCT pelenTopiB aHrioteH3uny Il (tuny AT,) gnsa nepopaibHOTO
3acTocyBaHHSA. AHTiOTeH3UH Il - mOTyKHUY Ba30KOHCTPUKTOP - € OCHOBHUM aKTUBHUM IOPMOHOM
peHiH-aHTioTeH3UHOBOI cucTeMu (PAC) i € ogHUM 3 HalBaXkJIUBiIIKX (HaKTOPiB maTodizionorii
aprepianpHoi rinepTensil. AurioTen3uH Il 3B’ga3yeThes 3 petientopoM AT, sikuil 3HaliieHo y 6araTbox
TKaHWHaX (Halpukiaf, y rIafeHbKUX M's13ax CyOUuH, HaOHUPKOBUX 3aJ103ax, HUPKax i cepii),
BM3HaYal04X HU3KY BaK/IUBHUX 6i070TiYHUX e(eKTiB, y TOMY YKCIIi BA30KOHCTPUKIIIIO i 3BiTbHEHHS



anboocTepoHy. AHrioteH3uH Il TakoX CTHMYITIOE IPoJTideparliiio rIagkoM’ 130BUX KITiTHH.

Jlo3apTaH ceneKTUBHO 0710Kye penentop AT,. B ymoBax in vitro Ta in vivo 103apTaH Ta #0TO
(dbapMaKoJIOTiYHO aKTUBHUM MeTabomiT KapbokcunbHa Kucnorta (E-3174) - 610Kyi0Th yci ¢isiomoriuno
BaroMi BIJIMBY aHTioTeH3uHY Il He3anmexkHO Bif gxKepena abo MIIAXY CUHTE3Y.

Jlo3apTaH He MPOSBIISE aHi arOHICTUYHOI, aHi 0JI0KY040] [ii Ha XKO/Hi iHIIT rTOpMOHAaIbHI pelenTopu
abo ioHHI KaHanH, 110 BigirpaloTh BaXKJIUBY POJIb Y PETYIIOBaHHI GYHKIIIN CeplieBO-CYOAUHHOI CUCTEMH.
Bineie Toro, mo3apraH He npurHiuye ATIO (kiniHa3sy II) - hepMeHT, 110 cIpusie po3namy
Opanukininy. BinmosigHo, He BinOyBa€eThCS MOCUIIEHHS HeOaxkaHUX e(EeKTIB, OITOCEepPeIKOBAaHUX
OpapuKiHiHOM.

[Tig yac 3acToCcyBaHHS JI03apTaHy YCYHEHHS HeTaTHBHOI 000POTHOI peakilil anrioteH3uny Il Ha
CEKpeLlil0 peHiHy IPU3BOAUTE 00 MiABUINEHHS aKTUBHOCTI PeHiHYy y 11a3Mi KpoBi. Take MifBUIIEHHS
aKTHBHOCTI TPU3BOAUTH 10 3POCTaHHS aHTioTeH3uHY II y mma3mi KpoBi. Xoua BinOyBa€eThCs Take
3pOCTaHHS, aHTUTIIePTEeH3UBHA aKTUBHICTH 1 CyIIpecis KOHIIEHTpallil albIOCTEPOHY y IJ1a3Mi KpOBi
36epiratoThCs, 110 CBimUUTH PO ePeKTUBHY O0Kany pelentopiB anrioren3uny II. ITicns BigMinu
JI03apTaHy aKTUBHICTh PEeHIHY Y IJIa3Mi KPOBI i TOKa3HUKY PiBHIB aHTioTeH3uHY Il mpoTsarom 3 gHiB
IIOBEPTAITHCA [0 I0YaTKOBUX 3HAYEHbE.

4K no3apTaH, Tak i ¥Oro OCHOBHMI MeTabo0IiT MaloTh BUILY CIIOPifHEHICTh #o AT, pelenTopis, HixX
AT,. AktuBHuit Metabomnit y 10-40 pa3iB akTUBHIIINH, HiXK JT03apTaH (y MepepaxyHKy Ha Macy).

3acToCyBaHHA J103apTaHy fa€ 3MOT'y 3MEHIIUTH 3arajabHy KiJIbKiCTh JIeTaJIbHUX BUIIQAKIB i3 C€pLEeBO-
CYOWHHUX IPUYMH, iHCYNbTY Ta iH(hapKTy MioKapaa y Hali€HTiB 3 apTepiaabHOIO TinepTeHsieo 3
rinepTpodiero N1iBOTO MIIyHOUYKA, 3a0e3meyye 3aXUCT HUPOK Y XBOPHUX Ha IIyKpoBui miabet II tumy 3
IPOTEIHYpIElo.

dapmakokiHemuxka.

Abcopbuis. TTicns mepopanbHOTrO MPUEOMY JTI03apTaH J06pe BCMOKTYEThCS i migmsarae MeTaboizmy
IIEePIIOr0 IMPOXOMXKEHHS 3 HOPMYBaHHSIM aKTHBHOT'0 MeTab0TiTy KapOOKCHIIBHOI KHCIOTH Ta
HeaKTUBHUX MeTaboriTiB. CucTeMHa 6i0OCTYIHICTh TabIeTOK 103apTaHy CTAHOBUTD MIPUOIM3HO
33 %. CepeqHi miKOBi KOHIIEHTpAllil J03apTaHy Ta KOT0 aKTUBHOT'O META00IIITy IOCATAIOThCS
BigmoBigHO 4yepe3 1 roguny i 3-4 roguHU.

Po3nodia. Jlo3apTaH i #ioro akTuBHUM MeTaboIiT Ha 3 99 % 3B’sI3yI0ThCS 3 MPOTeIHAMU IIJTa3MU KPOBI,
nepepnycim 3 anpOyminoM. O0’eM pPO3MOAiNy 103apTaHy CTaHOBUTHL 34 JI.

FiompaHcgpopmauis. TTpubnusuo 14 % nolapTaHy npu BHYTPIIIHLOBEHHOMY BBefleHHI a0
IIepopajbHOMY 3aCTOCYBaHHI IePETBOPIOETLCS Ha aKTUBHUYN MeTa0oJIiT. [Tic/is BHYTPIIIHHOBEHHOTO i
TIepOPaIbHOTO BBEMIEHHS JI03apTady KaJlilo, MiyeHoro '‘C, pafiioakTHBHICTh y IUPKYIIO0Yii I1a3Mi
KDOBI, fIK PaBUJI0, XapaKTepU3yETLCA 103apTaHOM Ta #oro MeTabosiToM. MiHiManbHa KOHBEDCis
7103apTaHy [0 H0ro akTUBHOTO MeTaboIiTy crocTepiranacs npubnausuo B 1 % Bunagkis. Okpim
aKTUBHOTO MeTaboJIiTy yTBOPIOIOTHCS i HEaKTUBHI MeTaboiTH.

BusedeHHs. [Tna3aMoBuil KJIipeHC 103apTaHy Ta HOTO aKTUBHOT'0 MeTaboTiTy cTaHOBUTL 600 Mi1/xB i
50 m/xB BignoBigHO. HUPKOBUI KJTipeHC 103apTaHy Ta H0ro akTUBHOTO MeTaboJIiTy CTaHOBUTH
npubnu3Ho 74 mMn/xB i 26 Mi1/xB BifnoBigHo. Konu no3apTad 3aCTOCOBYBATH IIepOPajIbHO, IPUOIN3HO
4 % mo3u BUAINSETHCS Y He3MiHEHOMY BUTJISALIL i3 ceyero, a TpuOIKU3HO 6 % 003U BUMINMAETHCA i3
cedelo Y BUTJIAMI akKTUBHOTO MeTaboiTy. ®apMaKoKiHEeTUYHi BTaCTUBOCTI JI03apTaHy Ta oro
aKTUBHOTO MeTaboMiTy NiHilHI TpU MepopanbHUX [03aX JI03apTaHy Kajito g0 200 Mmr.



[Ticns mepopalbHOTO 3aCTOCYBaHHS KOHIIEHTpAIlil y T1a3Mi KPOBi JI03apTaHy Ta KOT0 aKTUBHOTO
MeTaboIiTy 3MEeHINYIOTHCS TOJTIeKCITOHEHITIMHO 3 TepMiHaIbHUM YacOM HalliBBUBeeHHs IPUOIN3HO
2 roguH i 6-9 roguH BigmosigHo. ITicns mepopanbHOro npuiioMy '*C-MapKOBaHOTO JI03apTaHy
npubnu3no 35 % pamioaKTUBHOCTI 3HAXOOSATH V cedi, a 58 % - y Kati.

PapMakoKiHemuka 8 OKpeMux 2pynax nauieHmia

ITauieHmu AiMHb0O20 BIKY.

KonneHnTpatii 103apTaly Ta X10ro akTUBHOT'O MeTalOJIiTy y IJla3Mi KPOBi MAIiEHTIB JIiITHHOTO BiKy 3
apTepianbHOIO TilIePTEH3i€10 3HAUYIIO He PI3HATHCS Bifl JaHUX ITOKa3HUKIB y MOJIOAUX MAalli€HTIB 3
apTepianbHOIO TillePTEeH3iEl0.

Cmame.

KonnenTpauii 103apTany y maa3Mi KpoBi Oyniv y 2 pa3u BUIII y XKiHOK 3 apTepiajbHOIO TillepTeH3i€0
TIOpiBHSAHO 3 YosioBikaMu. KoHLIeHTpallii akTUBHOT0 MeTabOoJIiTy Yy YOIOBIKiB i XKiHOK He pi3HUITUCS.

ITopyweHHA pyHKUII neuiHKu ma HUPOK.

[Tpu npuiiomi BHYTPIIIHBO NallieHTaM 3 JIETKUM Ta IIOMipHUM aJIKOTOJIbHUM LIIPO30M IIEeYiHKU
KOHIIEHTpAIlil JI03apTaHy Ta MOT0 aKTUBHOT'0 MeTaboiTy y Mmy1a3Mi KPOBi BUSBIISIIUCS BiITIOBIoHO Y
1,7-5 pa3u GinbLUIMMY, HiXK Y MOJIOOUX T0OPOBOJIBLIIB YOJIOBIUOI CTATI.

KonneHnTpauii 103apTany y Ijaa3Mi KpoBi y NallieHTIB i3 KIipeHCOM KpeaTuHiny Buile 10 mMi/xB He
Bifipi3HsANMCS Bif Takux B 0Cib i3 He3MiHeHOI0 GYHKIIi€0 HUPOK. [Ipu MopiBHSAHHI IO i KPUBOIO
kKoHneHTpalil (I1[1K) y mamieHTiB i3 HopManbHOIO HUPKOBOWO QyHKLiew0 [1I1K mo3apTrany y XBOpux, SKi
nepebyBaloTh Ha TOMOTPaHCIIJIaHTallii, BUSIBUJIACS MPUOIN3HO y 2 pa3u b6inbImoio. [1n1a3aMoBi
KOHIIeHTPaIlil aKTUBHOTO MeTa0oJIiTy He 3MiHIOIOThCS Y MAlli€HTiB i3 MOpyIIeHHAM QYHKIII HUPOK abo
XBOPHX, SKi TepeOyBaioTh Ha reMopianisi. JIozapTaH i 10T0 aKTUBHUY MEeTa0bO0IT HE MOXKYTh OyTH
BUJIYYEH] 3a AOMOMOI 0 reMomiamnizy.

dapMakOKiHEeTHKA V OiTeH.

dapMaKOKiHETHKa J103apTaHy BUBYanacs 3 y4acTio 50 fiTell 3 apTepialbHO rinepTeH3ieto, BikOM Bif
1 micsitst mo 16 poKiB, micnst mepopanbHOT0 3acTOCyBaHHS 1 pa3 Ha moby y mo3ax Bim 0,54 mo

0,77 mr/kr (cepenHi mo3u). Pe3ynbTaTi MOKa3ay, 110 aKTUBHUN MeTa0OoJIiT 103apTaHy YTBOPIOETHCS
y TaIlieHTIiB yCix BiKOBUX rpym. Pe3ynbTaTu BKa3yiOTh Ha IPUOIU3HO aHAOTiYHI TOKAa3HUKHU
(hapMakKOKiHETHKY JI03apTaHy IIiCJId IIepOpaIbHOT0 3aCTOCYBaHHS Y HOBOHAPOOKEHUX 1 IiTEel BIKOM
2-3 pOKH, [iTed OOIIKINBHOIO, WKIJIBHOTO BiKY 1 y mifAmniTKiB. ®apMakKOKiHEeTUYHI IOKa3HUKHU
MeTabomiTy Bigpi3HsAnucs Oilbllle 3a7eKHO Bif BikOoBOI rpynu. IIpu NOpiBHSIHHI AiTEX OOLIKITHHOTO
BiKYy i mimmiTKiB, Taki BigMiHHOCTi Oy/¥ CTaTUCTUYHO 3HAUYLIIMMHU. EXCIIO3u1Iis Y HOBOHAPOIXKEHUX i
miteit BikoM 2-3 poku Oysa IOPiBHSHO BHCOKOIO.

KriniyHi xapaKTepHCTHKH.
Iloka3anus.
JlikyBaHHS eCeHIlia/IbHOI TinepTeH3il y JOPOCNNX, a TaK0XK AiTeH i mimmiTKiB BikoM 6-18 pokis.

JIikyBaHHSI 3aXBOPIOBaHHS HAPOK y IOPOCJIKX TAIi€HTIB i3 rinepTensieio i uykposuM giabetom II tumy



3 mporeinypieio = 0,5 r/no0y - sIK YaCTWHA aHTUTINEePTEeH3UBHOI Tepairii.

JIikyBaHHSI XpOHIYHOI CepIieBOl HEJOCTATHOCTI ¥ JOPOC/INX TAallieHTiB, KO 3aCTOCYBaHHA iHTi0iTOpiB
aHTi0TEH3WHIIEPETBOPIOBAIbHOTO (hepMeHTY (AIID) BBaKa€ThCSI HEMOKIIMBUM Yepe3 HECYMIiCHICTE,
oco0nuBo mpH Kamwti, abo mpoTtunokasane. [TamieHTiB i3 cepiieBo0 HeJOCTATHICTIO, CTaH SKUX
crabinizyBaBcs Ipu 3acToCyBaHHi inribiTopa AII®, He i MepeBOAUTH Ha JIIKYBaHHS JI03apTaHOM. Y
natieHTa ¢paxilis BUKUAY JiBOTO LITYHOYKa Ma€e CTaHOBUTH < 40 %, cTaH Mae OyTU KITiHIYHO
cTabimbHUM, TAaKOXK IAIliEHTOBI CIIif JOTPUMYBATHCS BCTAHOBJIEHOTO PEXUMY JIiKyBaHHS 1070
XPOHIYHOI cepIieBOl HEJOCTaTHOCTI.

3HUKEHHS PU3UKY PO3BUTKY iHCY/IBTY Y AOPOCIIUX MallieHTiB 3 apTepialbHOIO TinepTeHsieo i
rinepTpodie€ro niBoro MIMyHOYKa, 110 migTBepaxKeHo EKT.

IIpomunoka3aHHA.

limep4yTnuBiCTh M0 Hif040l PeYOBHMHYU Ta OO OyIb-SIKOI IOTIOMiXKHOI pEeHYOBUHHY, 1110 BXOAUTH OO CKIIamy
mpernapary.

IT i III TprMecCTpH BariTHOCTI.
Taxki mopymeHHs QYHKIIIl IeYiHKY.

[TpoTunokasaHe OgHOYACHE 3aCTOCYBaHHS JI03apTaHy 3 JIiKapChbKUMU 3ac00aMHu, STKi MiCTATh
aJickipeH, mauieHTaM 3 IyKPoBUM fiabeToM Ta nmopyuieHHIM ¢yHKUii HUPOoK (IIK® [mBuaKicTs
K1y604KoBoi dimbrpamnii] < 60 mi/xs/1,73 M°).

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[HIIi rinoTeH3UBHI IIpenapaTyd MOXKYTh IIOCUIIOBATH TilTOTEH3UBHUM ePeKT j103apTaHy. OgHOYacHe
3aCTOCYBaHHS 3 iHIIMMU IIpernapaTaMy, 10 MOXYTh iHOYKYBaTH TaKy IM00iYHY peakiliio K
apTepianbHa TiMoTeH3is (TPUIUKIIIYHI aHTUIeIPeCaHTH, aHTUIICUXOTUYHI 3aco0u, 6aknodeH i
aMmipocTHH), MOXKe MigBUIIYBaTH PU3UK BUHUKHEHHS apTepiasbHOI TimoTeHs3il.

Jlo3apTaH MeTa0o0JIi3yeThCs TepeBaXKHO 3 y4acTio cuctemMu muToxpomy P450 (CYP) 2C9 mo akTHBHOTO
Kapbokcu-kucnaoro Metabonity. ®mykonason (iuribitop CYP2C9) 3HKWKYE €KCIO3KUIiI0 aKTUBHOTO
meTabomity mpubau3no Ha 50 %. BcTaHOBNIEHO, 1110 OMHOYACHE JIIKYBaHHS JI03aPTaHOM i
pudamminuHoM (iHOYKTOpP hepMeHTiB MeTabo01i3My) IPU3BOAUTH 00 3HUXKEeHHS Ha 40 % KoHLeHTpalii
aKTHBHOT'0 MeTaboJliTy y nia3mi Kposi. KiiHiuHe 3HaueHHS 11boro ehekTy HeBinoMme. HeMae
BiIMiHHOCTI B €KCIIO3UIIil TpX OMHOYaCHOMY 3aCTOCYBaHHI JI03apTaHy i ¢piyBacTatuny (crnabkoro
inribiTopy CYP2C9).

4K i mpu 3acToCyBaHHI iHINX IIpernaparis, o 610Ky0Th aHrioTeH3uH I abo #oro epekTH, CynmyTHE
3aCTOCyBaHHS IIpelaparis, 10 3aTPUMYIOTh KaJlii B OpraHi3Mi (HampuKiag, Kanii3bepirarouux
[iypeTHKiB: CIIipOHOJIAKTOHY, TpiaMTEpPEeHy, aMifiopuay), abo MOXKYTh IiABUIIYBATH PiBHI Kaliio
(HampuKIaf, relapyH, Mpernaparis, M0 MiCTATh TPUMETONPUM), H0OABOK Kastiio a0 KamiliBMiCHUX
3aMiHHUKIB COJIi, MOXe MPU3BECTHU [0 IiOBUIIEHHS BMICTY KaJlilo y CHpoBaTii KpoBi. OgHOYacHe
3aCTOCYBaHHS TaKuX 3ac00iB He peKOMeH[0BaHe.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi IpemapariB miTito 3 iHribiTopamu AII® Oyu mMOBimOMIEHHS PO



3BOPOTHE MiABUILIEHHS KOHIIEHTPAIIi} JIiTif0 B CUPOBATIIi KPOBi Ta HOTO TOKCUYHUY BIIJIUB. TaKOXK
TIOBiDOMJISANIM TIPO AY2Ke PidKiCHi BUAJKM TaKol B3aEMOZII i Tpyu 3aCcTOCyBaHHI 6710KaTOPiB
petienrTopiB aHrioTeH3uny II. OmHOYacHe 3aCTOCYBAHHS JIiTii0 Ta JI03apTaHy BUMarae 06epekKHOCTI.
fK110 3acTOCyBaHHS Takol KoMOiHallil po31iHI0EThCS IK He0OXigHe, peKOMEHI0BaHO MOHITOPYBaTH
CHAPOBATKOBI PiBHi JIiTif0 Ha TJIi OMHOYACHOI0 IPUKXOMY LIUX IIpernaparib.

[Ipy ogHOYaCHOMY 3aCTOCYBaHHI aHTArOHICTIB aHTioTeH3UHY Il i HecTepOoigHUX MPOTU3anaabHUX
mpenapariB (HaIpUKiIafl, CeleKTUBHI iHTi0iTOpy 1uKnookcureHasu-2 (LI0OT-2), anetuncaninuinosa
KICJIOTa ¥ A03aX, 110 YMHATH MIPOTH3anabHy fifo, HecenekTuBHI HII3IT) Moxke nmocnaboBaTucs
aHTUTinepTeH3uBHUY eekT. OqHOYACHE 3aCTOCYBAHHS aHTAroOHICTIB aHTioTeH3uHY Il abo miypeTukis
i3 HIT3II Moke IpU3BOAUTH OO MiABULIEHHS PU3UKY MOTipIIaHHS (QYHKII HUPOK, BKIIOUA4YU
MOXKJIMBUY PO3BUTOK I'OCTPOI HUPKOBOI HEAOCTATHOCTI, @ TaKOXK M0 MifBUILIEHHS PiBHSA KaJlilo y
CHPOBATIIi KPOBi, 0COOIMBO Yy MAIiEHTIB 3 iCHYI0UMM IOpyIIeHHAM GyKIlil HUpok. Taky KombiHaIliio
CJip mpu3HayaTH 3 00epexkHiCTIO, 0COO/IMBO MallieHTaM JIiTHBOTO BiKy. [lallieHTaM CJIifi MPOBOJUTH
BiITIOBigHY HerigpaTaliiio, TaKOXK CIIiJ PO3TISHYTHA MOXKJIABICTh IIOI0 KOHTPOJIIO0 QYHKII HUPOK MiC/s
II0YaTKy CyIyTHBOI Teparil, Hafiai - mepioguyHo.

IcHyIOTh maHi, 110 mofBiliHaA 0/10Kafa peHiH-aHTiOTeH3UH-anba0CTEPOHOBOI cucTteMu (PAAC)
KOMOiHOBaHUM 3aCTOCYBaHHSM iHTiGiTOpiB ATI®, 610KaTOPIB PelenTopiB aHrioTeH3uny 11 yu
aNiCKipeHy acollif0eThCS 3 OINIbIIIOI0 YACTOTOI BUHUKHEHHS TaKUX HeOaxKaHUX SIBUII SIK
aprepianbHa TiOTEH3is, TinepKaieMisa Ta 3HUKeHHS QYHKII HUPOK (BKJI0YAI04YX TOCTPY
HUPKOBY HEOCTATHICTh) IOPIiBHSHO i3 3aCTOCYBaHHSAM OIHOT0 3aco0y, 110 BriuBae Ha PAAC.

Oco6 1ueocmi 3acmocyeaHHsi.

linepuymaugicmy

AHzioHegapomuyHuli Habpsak. Crig 9aCcTO KOHTPOJIIOBATH CTaH MAI[iEHTIB 3 @aHTI0HEBPOTUYHUM
HabpsKoM (HaOpsiku o6muyys, Ty0, ropia Ta/abo si3WKa) B aHaMHe3i.

ApmepiaabHa 2inomeHsis i 800HO-eaeKkmpoaimHull ducbasaHc

Y natieHTiB 3 rimoBosyiemieio Ta/abo rinmoHaTpieMielo, IKi pO3BUHYINCS Yepe3 iIHTEHCUBHY Teparlilo
miypeTukKamu, oOMeXXeHHS COJIi B pallioHi XxapuyBaHHS, Oiapeio abo 6/1I0BaHHS, MOXKe PO3BUHYTHUCS
CHMIITOMHA apTepiabHa TimoTeH3is, 0Co6IUBO MiC/s MPUOMY IEPIIol 03U Mperapary Ta Micis
migBuUIeHHs [03u. Taki cTaHu IOoTpeOyI0Th KOPEKITii mepef Io4aTKOM JTiKyBaHHS 103apTaHOM abo
3HUKEHHS II04YaTKOBOI 03U mpemnapary (quB. «Crocib 3acTocyBaHHS Ta f03u»). Taki K peKoMeHpalii
CTOCYIOTBHCS [iTel BIKOM Bifi 6 POKIiB.

EjekmpoaimHull ducbanaHc

EnexkTpomniTHU# gucHanaHC 4acTO CIIOCTEPIraEThCS Y MAIliEeHTIB i3 mopyleHHM QYHKIII HUPOK (3 abo
6e3 1yKpoBoro miabeTy), 1o ciif 6paTy 0o yBard. Y KJIiHiYHOMY OOCIiIKeHHi 3 y4acTiO XBOPUX Ha
ykposuii miabet II Tuny Ta 3 Hedpomnarielo YacToTa BUHUKHEHHS Tinepkaniemil O6ya GinbIIoo mpu
JIiKyBaHHI 103apTaHOM MOPiBHAHO 3 mane6o. Tomy ciif 4acTo nepeBipsTA KOHIEHTpalil Kaiio y
n1a3Mi KpOBi i MOKAa3HUKY KJTipEHCY KpeaTuHiHy, 0COONIMBO y TAI[iEHTIB i3 ceplieBOl0 HEAOCTATHICTIO i
KiipeHcoM KpeaTtuHiny 30-50 Mi/xB.

OnHouacHe 3aCTOCYBaHHA Kaia0epirarounx OiypeTHKiB, KajlieBUX XapyoBUX J00aBOK, KaTilBMiCHIX
3aMiHHUKIB coj1i a0 iHIIMX ImIpernapariB, SKi MOXKYTb IPU3BOAUTH [0 IMiIBUILIEHHS KOHIIEHTpAIil



KaJliio B CUPOBATIIi KPOBi (HalpuKiaf, Ipenaparis, 1[0 MiCTATbh TPUMETOIIPUM) i3 T03apTaHOM He
peKoMeHoBaHe (OuB. Po3min «B3aemopmis 3 iHIIMMYU JTiKapCbKUMHU 3aco0aMu Ta iHIM BUOU
B3aEMOIiN»).

ITodsitiHa 610kada peHiH-aHziomeH3uH-aa1b00cmepoHosoi cucmemu (PAAC)

€ moKa3o0Bi maHi MMpo Te, 110 OHOYACHE 3aCTOCYBaHHS iHTibiTOpiB AII®, 6110KaTOPiB pelenTopiB
anrioren3uny Il abo amickipeHy migBuIlye pu3uK BUHUKHEHHS apTepiaibHOI rinoTeHsii, rinepkamiemii
Ta IPUTHiYye QYHKIIiI0 HUPOK (BKJII0YAIO4YM PO3BUTOK T'OCTPOI HUPKOBOI HEIOCTATHOCTI). Y 3B’A3KY 3
1M nopBiiiHa 61mokama PAAC koMOiHOBaHMM 3aTOCyBaHHSM iHTiOiTOpiB AII®, 6110KaTOPiB pelenTopiB
aHrioTeH3uny Il abo amickipeHy He peKOMEHYETHLCS.

Y BunagKy KparHbol HeoOximHOCTI noaBiftHoI 6110Kamu PAAC, ii citig mpoBOAUTH IIifl HATISIAOM
CIeliaiicTa Ta 3 peTeJlbHUM MOHITOPUHTOM (YHKIIii HUPOK, eIeKTPOJIiTHOTO GanaHCy Ta
apTepiajibHOTO TUCKY.

[uribiTopu AII® Ta 610KaTOPH PELENTOpPiB aHTioTeH3uHY I He CIlifg 3aCTOCOBYBaTH OJHOYACHO
malfieHTaM 3 giabeTUYHOI0 HedpomaTi€ero.

KowmbiHanis 3 anicKipeHoOM IpoTHUIIOKa3aHa [Jid MallieHTiB 3 yKPOBUM AiabeToM abo MOopyIIeHHIM
¢yuxuii aupok (IIK® < 60 ma/xs/1,73 M°).

IMopyweHHA GYHKUII neviHKu

Bepyuu mo yBaru (papMakoKiHeTHUYHi HaHi, 110 BKa3yIOTh Ha iCTOTHE MigBUINEHHS KOHIIeHTpallil
JI03apTaHy y IUla3Mi KPOBL XBOPUX Ha LIUPO3 [IEYIHKY, CIIJ PO3IJIAHYTH IUTAHHS [P0 3HUXKEHHS 03U
IS TIAIli€eHTiB i3 HagBHICTIO B aHaMHe3i nopylieHs QyHKIN1 nedinkyd. HeMae 0ocBimy 3acTOCyBaHHSA
npenapary NalieHTaM i3 TAXKKUMU NOPYIIeHHAMY (YHKIIIl IeYiHKHU.

Jlo3apTaH He peKOMeHIOBaHUM [AJIs 3aCTOCYBAaHHS HiTAM i3 MOPYLUIEHHSAMU (PYHKII] MeYiHKY.

IlopyweHHA pyHKUil HUPOK

[ToBimoMISANIK TIPO BUHUKHEHHS 3MiH (QYHKIII HUPOK, BKIII0UYal0Yy HUPKOBY HEOOCTATHICTD, IO
10B’s13yBasny 3 nmpurHiveHHsAM PAC (oco0nuBO y Malli€HTiB i3 3a/Ie3KHICTI0 PYHKIIl HUPOK Bifl CUCTEMHU
PeHiH-aHTi0OTEH3UH-aIbI0CTEPOH, TOOTO MAIiEHTH 3 TAKKHAMU IOPYIIEHHAMEU QYHKII1 cepust abo 3
yXke iCHyI0YMMU [IOPYIIEeHHIMU QYHKIil HUPOK).

[Tpemapaty, mo BInuBaioTh Ha PAAC, MOXYTh CIPUYUHSATY HMiABUINIEHHS PiBHIB CEUOBUHU KPOBIi Ta
KpeaTUHIHYy CHPOBATKY KPOBIi y TAIliEHTIB i3 ABOOIYHNM CTEHO30M HUPKOBUX apTepiit abo 3i cTeHO30M
aprepii emuHol HUPKH. Lli 3MiHM ¥ GQYHKIIII HUPOK MOXKYTh OyTH 000POTHUMH ITiCII IPUIUHEHHS
Teparil. Crig 3 00epexkHiCTI0 3aCTOCOBYBATH JI03apTaH IMallieHTaM i3 JBOGIYHUM CTEHO30M HUPKOBUX
aprepiit abo 3i CTeHO30M apTepii EgUHOI HUPKH.

3acmocysaHHs 0imsAM i3 nopyweHHAMU QYHKUil HUPOK

[TpemapaT He peKOMEeHIOBaHUM M1 3aCTOCYBaHHS HiTSAM 3i MIBUOKICTIO KJTyO0YKOBOI (pinbTparrii
< 30 mut/xB/1,73M°, OCKilIbKY HEMA€E BiMMOBIMHUX MaHUX IIIOMO 3aCTOCYBaHHS.

[IpoTsarom nepiomy 3aCcTOCYyBaHHS JI03apTaHy CIIif PETYISPHO NMEePeBipATH QYHKIIII0 HUPOK, OCKIIbKU
Mok uBe ii moripurants. Oco0IuBO 1ie CTOCYETLCS CUTYaIllili, KON J103apTaH HeoOXimHO
3aCTOCOBYBATH IIPU HASIBHOCTI iHIMX [TATOJIOTIYHUX CTaHIB (rapsyka, Aerigparalis), o MOXYyThb
BIIJINBATH Ha HUPKOBY (DYHKIIIIO.



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

TpaHCOaHTallis HUPKU

Hewmae mocsigy mono Oe3neku 3aCTOCYBaHHS IIpeliapaTy MallieHTaM, SKAM IOWHO IIPOBEEHO
TPaHCIIaHTallil0 HUPKH.

[TepBUHHNY TilepaabO0CTEPOHI3M

Y narmi€eHTiB i3 NepPBUHHUM TilepaabA0CTEPOHI3MOM, K IIPAaBUJIO0, HE CIIOCTEPITaEThCS ePeKTy IIpU
3aCTOCyBaHHI IpenapartiB, 10 AifoTh nuIsixoM iHribimil PAC. ToMy no3apTaH He peKOMeHIOBaHUM A
ITi€l TPyNY MalliEHTIB.

3aXBOQIOBaHH$I KOPOHAPHHUX apTepiﬂ Ta EeQe6QOBaCKyHHQHi 3aXBOPIOBAHHA

fK 1 Ip¥ 3aCTOCYBaHHI IHIINX aHTUTINIEPTEH3UBHUX [IPeraparis, HaAMipHe 3HUXKEHHS apTepiabHOro
TUCKY y TAIli€HTIB 3 ilMeMiYHUMM 3aXBOPIOBAHHSIMU KOPOHAPHUX apTepiil Ta 1epeOpoBacKyIIpHUMU
3aXBOPIOBaHHSIMU MOXKe ITPU3BOOUTH 10 PO3BUTKY iH(DapKTy Miokapaa abo iHCYTIbTY.

CepliieBa HeIOCTaTHICTh

4K i mpu 3aCTOCyBaHHI iHIIKX IpemnaparTis, 10 BIiBaioTh Ha PAAC, y nauieHTiB i3 cepiieBoo
HEeJOCTaTHICTIO 3/0e3 MopylLIeHHS QYHKIil HUPOK iCHY€ PU3UK PO3BUTKY TSAXKKOI apTepiaabHOL
rinoTeH3il i (4acTo rocTporo) mopymeHHs GyHKIIil HUPOK.

HeMae mocTaTHLOTO TEPANIEBTUYHOTO OOCBiAy 3aCTOCYBaHHS 103apTaHy IMalliEHTaM i3 cepleBOoi0
HEJOCTATHICTIO i CYIyTHIM TSIKKUM IOPYIIEHHSM (PYHKII1 HUPOK, HalliEHTaM i3 TSKKOI0 CePIEeBOI0
HepocTaTHicTIO (Knac IV 3a NYHA), a TakoxX MallieHTaM i3 cepIiieBo0 HeMOCTaTHICTIO i
CHMIITOMaTUYHOI0 HeOEe3MEeUHOI0 [AJIS JKUTTS CEPIIEBOI0 apuTMiet0. ToMy yt03apTaH CIIif
3aCTOCOBYBaTH 3 00epeXkKHiCTIO TakKiil rpymi maifieHTiB. Crif 3 06epekHICTIO OHHOYACHO
3aCTOCOBYBATH JI03apTaH i B-0710KaTOpH.

CTeHO3 aopTanbHOTO i MiTpaNbHOTO KIalaHiB, 0OCTPYKTHBHA TinepTpodiyHa KapaioMionarisa

4K i mpu 3acToCyBaHHI iHIMX Ba30AUIaTaTOPiB, 3 0COOINBOI0 00€PEeKHICTIO CITif TPU3HAYaTH
IIpernapar IaljlieHTaM 3i CTEHO30M aopPTaJbHOTO i MiTpasbHOTO KilamaHiB abo 00CTPYKTUBHOIO
rinepTpodigHo0 KapaiomionaTiero.

BaritHicTb

He cnip po3noyrHaTy NiKyBaHHS J103apTaHOM Y IEPiof BariTHOCTI. 3a BUHATKOM BUIAKiB, KON
IIPOJOBKEHHS Tepallil J03apTaHOM PO3LiHIOETHCS SIK HarajlbHO He0OXifiHe, y NallieHTOK, fKi
TIaHYIOTh 3aBariTHITH, HEOOXIIHO 3aMiHUTH IIpernapaT Ha albTepPHATUBHI aHTHUTiepTeH3UBHI 3aco0u,
nns sikux Oyra migTBepaKeHa 0e3MmeyHiCTh IXHBOT'0 3aCTOCYBaHHS y Mepiofl BariTHOCTI. [Tpu
MiarHOCTYBaHHI BariTHOCTI CIIifl HeTaWHO MPUIIMHUTHY IIPUUOM JI03apTaHy i 3a HeoOxigHOCTI
PO3M0oYaTH TiKyBaHHS allbTePHATUBHUMHU JIiKapChbKUMU 3aco0aMu (OuB. po3pinu «[IpoTumnokasaHHSI»
Ta «3aCTOCYBaHHS Y Ilepiof BariTHOCTI abo rogyBaHHS I'PYALIO»).

IH1I1i 3aCTEpeXRKEHHS

¢IK BCTaHOBIIEHO LI0/0 iHTiIOiTOPIB @HTi0TeH3UHIIEPETBOPIOBAILHOTO0 PEePMEHTY, T103apTaH Ta iHMmIi
AQHTATOHICTH aHTiOTEeH3WHY MeHIN e)eKTUBHI y IallieHTiB HETPOIgHOI pacy, HiXK B iHIINX Malli€eHTiB,



MOXKJIMBO, Yepe3 HU3bKYy aKTUBHICTh PEHiHY Y IallieHTiB 3 apTepialbHOIO TinepTeH3i€lo, SKi €
IpefCcTaBHUKAaMU HETPOIAHOL PacH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaeimHicmb

[Tig yac I TpuMecTpy BariTHOCTI 3aCTOCYBaHHS JI03apTaHy He PEKOMEH0BaHe (OuB. PO3Miln
«OcobnuBocCTi 3acTocyBaHHs»). [1ig yac II i IIT TpuMecTpiB BariTHOCTI 3aCTOCYyBaHHS JI03apTaHy
IPOTHUIIOKA3aHe (OuB. po3minu «[IpoTunokasanHs» Ta «OC0O6GIUBOCTI 3aCTOCYBaHHS» ).

Ioka30Bi faHi emifeMionoriyHux JOCIiAXKEHb CTOCOBHO PU3UKY TE€PAaTOT€HHOTO BIUIUBY iHTiOiTOPIB
ATI® npu IXHBOMY 3aCTOCYBaHHi IIif 4yac [ TpuMecTpy BariTHOCTI He € IEPEKOHIUBUMU; TUM He
MeHIIle, He MOXXHa BUKJIIOUUTHU HEeBeJIMKe IIIBUIIeHHS TaKOro pu3uKy. OCKIiIbKY BiACYTHI faHi
KOHTPOJIbOBAHUX eIifeMi0oJIOTIYHUX NOCIIAXKEHD 1010 PA3UKY, [10B’I3aHOI0 13 3aCTOCYBaHHAM
aHTaroHiCTiB penenTtopisB aurioten3uny I (APAII), momiOHI pU3UKKN MOXKYTh OyTH IPUTaMaHHUMHU [T
IIbOT'0 KJIaCy JTiKapChKuX 3aco0iB. 3a BUHSITKOM BUIIAAKIiB, KOJIU IPOMOBXKEHHS Teparii APAII
PO3IIHIOETHCS SIK HaralbHO HEOOXiflHe, y MallieHTOK, SKi MJIaHyI0Th 3aBaTiTHITH, HEOOXiTHO 3aMiHUTH
mpenapar Ha aJlbTePHATHBHI aHTUTINePTEeH3WBHI 3ac00, sIKi MaIOTh MATBEPIXKEHUHN IPOQiIh
0e3nevHOCTi BUKOPUCTAHHS y TePiof] BariTHOCTI. Y pa3i fiarHoCTyBaHHS BaTriTHOCTI MOTPiGHO
HeralHo BiIMiHWTU 3aCTOCYBaHHS JI03apTaHy Ta ¥ pa3i HeoOXiAHOCTi MPU3HAYUTH albTEPHATUBHY
Teparito.

Bigomo, mo 3actocyBarus APAII i yac II Ta III TpuMecTpiB BariTHOCTI y JIIOAUHU IIPA3BOSUTH IO
TOKCUYHOTO BIUIMBY Ha IUTi (3HUKEHHS (PYHKIIi1 HUPOK, OJIirorifpaMHioH, 3aTpMMKa ocuikarii
KICTOK 4epera) Ta Ha HOBOHAPOAXKeHY OUTUHY (HUPKOBa HEIOCTATHICTh, apTepiasibHa TilloTeH3is,
rimepkasiemis).

AK110 103apTald 3aCTOCOBYBaBCA 3 II TpuMeCcTpy BariTHOCTI, TOLI PEKOMEHAYEThCS IPOBECTU
yJIbTPa3BYKOBe OOCIiKEHHsI HUPOK Ta Yepela JUTUHU.

3a HEMOBJIATaMH, MaTepi AKX IPUIMaNH J103apTaH y Nepiof BariTHOCTi, HeoOXigHO 3MiliCHIOBATH
peTenbHUM HaTJad Ha IpegMeT HasBHOCTI apTepialbHOI TinoTeH3il (IUB. TaK0XK PO3iiu
«IIpoTunoka3aHHsI» Ta «OCOBIMBOCTI 3aCTOCYBaHHS»).

I'odyeaHHA 2py00to

Ockinbku HeMae iH(popMallil Mof0 3aCTOCYBaHHS JI03apTaHy y epiof ronyBaHHS IPYLLI0, He
PEKOMEeHyeThCS IPU3HAaYaTH Ied ImpemnapaT. baxkaHe anbTepHaTUBHE JIiIKyBaHHS IIperapaTaMy 3
Kpallle BUBYeHUM IIpodinieM Oe3meKy 00 rofyBaHHS IPYALI0, 0COOIUBO Yy Iepion
HOBOHAPOIKEHOCTi abo0 K0 IUTHHA He[OHOIIeHa.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

He npoBopunu OoCIiAXKeHb 100 BIJIUBY IIpernapaTy Ha 30aTHICTh YIPaBiIATU
aBTOTPAHCIIOPTOM i MexaHi3MaMu. OfHaK CIIif I1aM’ATaTU PO MOXKJIUBICTh PO3BUTKY TaKUX
no0iYHUX peakKlliil IK 3aTaMOPOYEHHS Ta COHJIMBICTh, 0COOIMBO Ha IIOYATKY JIiKyBaHHS Ta
IIpY IiABUILIEHH] 03U IIpernapary.



Cnocib 3acmocyeaHHsi ma do3u.

TabmeTK MOXKHA 3aCTOCOBYBATHU He3aJIeKHO Biff IpuioMy 1XKi, 3anuBaioyu 1 CKISTHKOIO BOIH.

ApmepiaabHa 2inepmeH3is

3a3BUyall IOYaTKOBa i migTpuMytoda no3a mjis 6ibIIocTi XBopux cTaHOBUTH 50 Mr mpemapaty 1 pas
Ha 700y. MaKCcUMalbHUM aHTUTITePTEeH3UBHUM e(eKT MOCATAETLCS Ha 3-6 TUKOEHD BiJ IOYATKY
JIIKyBaHHA IpenapaToM. [ OesgKUX Nal[ileHTiB MOXKe BUABUTUCS CIPUATIMBIIINUM ITiIBUIEHHS 003U
npemnapaty f0 100 Mr 1 pa3 Ha goOy (BpaHiii).

[IpemapaT MOXKHa 3aCTOCOBYBaTH Yy IOENHAHHI 3 IHIIMMY aHTUTINIEPTEeH3UBHUMU IIperapaTaMy,
0co0NMBO 3 AiypeTukamu (HanpuKiIaf, TigpoXI0poTia3umoM).

ITauieHmu 3 apmepiaabHOW 2inepmeHnsiero ma uykposum diabemom II muny (npomeiHypis
= 0,5 2/006y)

3a3Buyail moyaTKoBa fio3a cTaHoBUThL 50 Mr 1 pa3 Ha mo0y. o3y MoxHa 30inpmuTu o 100 mr 1 pas
Ha 700y 3a/Ie’KHO Biff TOT0, IKUMH € ITOKa3HUKHU apTepiaTbHOTO TUCKY Yepe3 1 Micslp Micyig mo4aTKy
JiKyBaHHS. JIo3apTaH MOXKHa 3aCTOCOBYBATH 3 iHIIMMU aHTUTINEPTEH3UBHUMMU IIpelapaTaMu
(HampuKan, oiypeTukaMu, 6710KaTopaMy KaJlblieBUX KaHaiB, 6110KaTopaMu o- abo B-perenTopis,
IIpernapaTaMy LIeHTPalbHOI fii), @ TAKOXK 3 iHCYJIIHOM Ta iHIIMMHU TilOrIiKeMiYHUMHU IIpernapaTaMy,
110 IIMPOKO 3aCTOCOBYIOTHCA (HANPUKIIaA, IOXiITHUMHU CYJIb(OHIICEYOBHUHOIO, IJIiTa30HAMHU Ta
inribiTopaMu rIOKO3UOA3H).

Cepuesa HedocmamHicmb

3a3Buuay No4yaTKOBa [03a JI03apTaHy [AJIS Nali€HTIB i3 CepLeBO0 HeJOCTaTHICTIO CTAHOBUTH

12,5 mr 1 pa3s Ha mo6y. K npaBuio, f[o3y CJif TUTPYBaTH 3 TUKHEBUMHU iHTepBaiamu (To6to 12,5 mMr
Ha go0y, 25 Mr Ha go0y, 50 mMr Ha 1oy, 100 Mr Ha mo0y, J0 HOCATHEHHS MaKCHManbHOl fo3u 150 mr
OIMH pa3 Ha 0o0y), B 3a/Ie2KHOCTI Bifl TEPEHOCUMOCTI IIpenapaTy Iali€HToM.

3MeHWeHHA pu3ukKy po3sumky iHCcy1bmy y nduieHmis 3 apmepiaibHO0 2inepmeHsiero i
einepmpodiero niBoeo wWaAyHOYKaA, niomaeepoaceHow Ha EKT

3a3Buyail moYyaTKOBa fi03a cTaHOBUTL 50 Mr jo3apTany 1 pa3 Ha go0y. 3amexkHo Biff 3MiH piBHSI
apTepianbHOTO TUCKY HO JKYBAHHS CIIiI MOOATH TimpOXIOpOTia3uy y HU3bKil 0o3i Ta/a00 30iMbmIuTu
mo3y nmo3aptany mo 100 mr 1 pa3s Ha mo0y.

OxpeMi rpyny naiieHTiB

3acmocyedHHA nauieHmam 3i 3HUMCeHUM 006’EMOM UUPKYII0Y0I KPosi

[TauieHTaM 3i 3HUKEHUM 06’€MOM IIMPKYII0I0490i KPOBi (HalpUKyaf, YHACIIOK TiKyBaHHS BUCOKMUMU
[03aMu OiypeTHKiB) CIIifi 3BaXKUTHU AOLITbHICTh 3aCTOCYBaHHS Mpenapary y I04aTKOBii 1031 25 MT
OIMH pa3 Ha Ho0y.

3acmocysaHHa nauieHmam i3 nopyweHHAM QYHKUII HUPOK Mad nduieHmam, SKuUM nposoosamb
eemo0iania

[Tpu mpu3HAYEHH] JI03apTaHy MallieHTaM i3 IOpPYyLUIEeHHIM (QYHKIIii HUPOK, a TAaKOXK IallieHTaM, SKUM



IIPOBOOATH FeMOI[iaJ'[i3, II049aTKOBY KOpeKI_IiIO JO3H IIPOBOOUTHU HE HOTpi6HO.

3acmocy8dHHA nduieHmMaM i3 nopyuleHHAM GVHKUI] nevyiHKuU

I nalieHTiB i3 mopymeHHsIM QyHKII MeYiHKy B aHaMHe3i CIlif] PO3T/ISHYTH MATaHHS 11010
IIpU3HAYEeHHd IIpenapary y MeHIIiu no3i. Hemae nocsiny nikyBaHHS IALI€HTIB i3 TAXKUMU
NOpyIIeHHAMY (YHKIIil Te4iHKY, TOMY JI03apTaH MPOTUIIOKa3aHu Iill TPyTi Mallie€HTiB.

3acmocysaHHA nauiceHMaM AimHb020 8iKY

4K mpaBuio, HeMa€ MOTPebu y KOPUTyBaHHiI T0YaTKOBOI HO3H IJIS MAlli€HTIiB JIITHLOTO BiKy, X04a CIIif
BpaxOBYBaTU MOXKJIMBICTh IPU3HAUYEHHS IIpenapaTty y o4aTKOBIM 4031 25 MT [Jid IallieHTiB BIKOM Bif
75 pOKiB.

imu

BesneuHicTh Ta e(peKTUBHICTL 3aCTOCYBaHHS IIpenapaTy y AiTed BiKOM Bif 6 MicsAiB 10 6 POKiB Ha
IaHu{ 9ac He BCTaHOB/eHi. [IOCTyIHI Ha JaHUM Yac JaHi MpeacTaBiaeHi B po3aini «PapMaKonoriyHi
BJTaCTUBOCTI», ajie JKOJHUX peKOMeHOallii 100 J03yBaHHS MpernapaTy JaTh He MOXKHa.

Ilnst 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 CIif KOPUTyBaTH 3ajIeKHO Bifl BIIJIUBY Ha
PiBEHb apTepPiarbHOTO TUCKY.

Y mamienTiB 3 Macoio Tina Ginbie 50 Kr 3a3Budall pa3oBa fo3a cTaHOBUTH 50 Mr 1 pa3 Ha mo0y. ¥
BHHSTKOBUX BUIIQ[IKax 03y MOXKHa 30inbIINUTH [0 MakcuManbHoi - 100 Mr 1 pa3 Ha go0y.
3acTocyBaHHS [103, 110 TepeBully0Th 1,4 Mr/Kr (abo Ginbiie 100 Mr) Ha mo0y, ¥ OiTel He BUBYAIIU.

Jlo3apTaH He PeKOMEH0BaHUM [JIs1 3aCTOCYBaHHSA AiTSAM BiKOM [0 6 POKiB, OCKINIbKY JaHUX LIOM0
3aCTOCYBaHHS IIpelapary Lid rpymi Nali€eHTiB HeJOCTAaTHERO.

[TpemapaT He peKOMEHYETLCS 3aCTOCOBYBATH AIiTSAM 3i MIBUAKICTIO KITy00uKOBOI (pinbTparii
< 30 mut/xB/1,73M°, OCKiNbKY HEMAE BiMMOBITHUX MaHUX OO 3aCTOCYBaHHA.

Jlo3apTaH TaKOX He PEKOMEHAYETHCS [JIg 3aCTOCYBaHHS [iTSAM i3 MOPYIIEHHSAM QYHKIII1 IEeYiHKH.

Himu.

Hani momo 6e3neku Ta eeKTUBHOCTI 3aCTOCYBaHHS IIpemapaTy y AiTed BikoM Big 6 MicsIiiB g0

6 poKiB He BcTaHOBJeHi. HasBHiI Ha maHW Yac OaHi HaBendeHi y po3nini «®apMaKosIoTriyHi
BJIaCTUBOCTI», IPOTEe KOOHUX PEKOMEHALli} 100 403yBaHH IIpenapaTty AiTIM BIKOM OO0 6 POKiB He
Moxke OyTu HaflaHoO.

Ilepedo3yeanns.

Cumnmomu iHmokcukauii. He moBimoMsnu mpo BUMIaiKX ITepefo3yBaHHs IIperapary.
HaitiMOBipHIIIMMY CUMIITOMaMH, 3ajIe2KHO Bif 00’eMy Iepefno3yBaHHs, OyOyTh apTepianbHa
rinoTeH3is, Taxikapgis. Moxe BUHUKHYTH OpafiuKapisa Yepe3 CTUMYJISAIiI0 TapacuMIaTu4IHOl
(BarycHol) iHHepBalril.



JIiKyBaHHA iHMOKCcuKauy;ii.

Y BUnagKy BUHUKHEHHS CUMIITOMHOI apTepiaibHOl TinoTeH3il HeoOXiqHO BUKOPUCTOBYBATH
NiATPUMYyBa/IbHY Tepariiio.

JlikyBaHHS 3aJI€XKUTh Bifl TPUBAJIOCTI Yacy, 10 MUHYB MiC/IsA IPUMOMY IIpenaparTy, a TaKOoX Bif
XapakTepy i TAKKOCTI CUMIITOMIB.

[TpiopuTeTHOI0 Mipoio Mae OyTu cTabinmisamis GyHKIil cepiieBo-CyguHHOI cucTteMH. Ilicns
IIepopaibHOTO IPHUOMY Mpenapary okKa3aHe 3aCTOCYBaHHS aKTMBOBAHOI'O BYTi/IA Y BiAIOBIgHIN
no3i. [Ti3Hime ciif 4acTo KOHTPOIBATY OCHOBHI TOKA3HUKY XUTTENIAIBHOCTLI OPraHi3mMy Ta
KOPUT'YBaTH IIpu HeoOximHOCTi. Jlo3apTaH Ta akTUBHI MeTabOIiTH He BUNANISIOTHCS IIPU IPOBENEHH]
reMopianisy.

ITo6iuni peakuii.
[To6GiyHOI0 peakiri€lo, PO IKy HaidacTilne moBimoMsanu, 0y10 3aliaMOpOYeHHS.
YacToTa nobiyHUX peakllili, BKa3aHUX HUKYe, BU3HAUEHA SK HAaCTyIIHA: AyXke 4acTto: =1/10; yacro:

Big =1/100 mo <1/10; meuacTo: Big =1/1000 mo <1/100; pigko: Big =1/10000 mo <1/1000; myxe
pigko: <1/10000; HeBigoMO (HEMOXKJIMBO BU3HAUMUTH 3a iICHYIOUYHUMU JaHUMHU).

Tabmuig 1.

YacTtoTa nobiYHUX peakllil, BUSBIEHUX Y I1ale00-KOHTPOIbOBAHUX KITIHIYHUX JOCITIIXKEHHSIX Ta ITif
Yyac IicIgpeecTpaliiHoro 3aCTOCyBaHHS J103apTaHy

[Mo6iyHa peakiris HacToTa mo6ivyHMX peakliil TPy Pi3HUX MOKA3aHHIX |IH111e
AprepianbHa [[lamnieHTy 3 XpoHiuHa AprepianbHa  |docBin
rinepTeH3id [apTepiaJbHOI  |ceplLeBa riepTeH3id Ta |IiCIsIpeecTPauiiioro

riepTeH3i€l0 Ta [HEOOCTATHIC |IYKPOBUU 3aCTOCYBaHHSI
rineptpodiero Th niabet II Tuny 3 [upenapaty
1iBOr0 IIIYHOYKa 3aXBOPIOBAHHIM|

HUPOK

3 Ooky Kposi ma aimpamuyHoi cucmemu

QHEMid 4acTo 4acToTa HEBioMa

TPOMOOIIUTONIEHis yacToTa HeBigoMa

3 60Ky iMyHHOI cucmemu

peaxliil rinepuyTInBOCTI, pioko

aHadimakKTUYHI peakxirii,

QHTiIOHEBPOTUYHUU

HaOpSk* Ta BacKymiTH*
3 60Ky ncuxiku

[merpecis | JyacToTa HeBimoMa
3 6oky Hepeosoi cucmemu

3alIaMOPOYEHHS JacTO 4acTo 4acTo JaCTO

COHJIMBICTh HEe4acTo

TOJIOBHHM 0ib HEe4acTo HEeYacTo

MTOPYIIEHHS CHY HEeYacTo

apecresis PioKo

MITDEHb 4acToTa HEBifoOMa
MCreB3is JacToTa HeBigoMa




3 Ooky opeaHis cayxy ma pigHosazu

BEPTUT'O 4aCTO

4aCTO

IITyM/[3BiH V ByXax

JacToTa HeBimoMa

3 Ooky cepus

TTaIbITiTaIil HEe4YacTo

CTEHOKapHis HEeYacTo

CHUHKOIIE

iIKO

hiOpumnsItist mepemcepanb

iIKO

1epe6pPoBaCKyIsIpHA
TIOmist

PioKo

3 60Ky cyOuH

(opTOCTaTH4Ha)
apTepianbHa TiIOTEH3iq
(y ToMy yuchni
[mo303amexHi
OPTOCTATHUYHI eheKTH)

HEe4YaCTO

1acCTO

4acTo

3 60Ky OuxanvHOi cucmemu, 2pyOHOI Ki

mMKU ma cepedoCmiHHA

3aJUINKA

HE4YaCTO

Kalll€JIb

HEe4YaCTO

JacToTa HeBimoMa

3 60Ky WIYHKOBO-KUWK0B020 MPAKmMy

Oinb v KUBOTI HEe4acTo

3aI10p [HEe49aCTO

miapes

[HE4YaCTO

4acTOoTa HeBigoMa

HyZOTa

[HE4YaCTO

0TI0BAHHSA

[HEYaCTO

"enamobiaiapHi po3aadu

[MaHKpPeaTUT

JacToTa HeBimoMa

rermaTuT

PiOKO

MOpyIIeHHS QYHKII1
MeYiHKY

JacToTa HeBimoMa

3 Ooxy wKipu ma niOwWKipHOi KAIMKOBUHU

KDOITMBHUIISA

[HE4YaCTO

gacToTa HeBimoMa

cBepOiHHS

HE4YaCTO

JacToTa HeBimoMa

BUCUIIaHHSA HEe49aCTO

HE4YaCTO

JacToTa HeBimoMa

hbOTOUYTIUBICTD

JacToTa HeBimoMa

3 60Ky 0NOPHO-PYX08020 anapamy ma cnoAyYHOi MKAHUHU

lmianris

JyacToTa HeBimoMa

apTpanrisa

4acTOTa HeBigoMa

pabgomioia

4acTOTa HEBigoMa

3 60Ky HUPOK Mma ceyosusiOHUX WAXi8

mopylIeHHsT QyHKIIil
HUPOK

1aCTO

HHMPKOBaA HEeJOCTaTHICTh

4aCTO

3 6oky penpodykmueHoi cucmemu ma m

0/10YHUX 33103

E€PEKTUIIbHA
mucyHKIiS/ iMIIOTEHITiS

JacTOTa HeBimoMa

3azanvHi po3aadu ma peakuii y micui 3a

CMOCYBAdHHA npenapamy

3arajbHa ClabKiCTh [HEe49aCTO

4aCTO [HE49aCTO

4aCTO

TigBHUIlleHA HEe4YacTo
BTOMJIIOBAHICTh

1aCTO [HE4YaCTO

4acCTo

HaOpsIK HEYacTo

3arajibHe HE3OYy2XKaHHSA

4acTOTa HeBigoMa

Pe3ybmamu obcmedceHb

rinepkamieMis JacTo

HEYacTo'

gacTo’

MTiIBUINIEHUN PiBEHb pimKo
anaHiHamMiHOTpaHCdepas
1 (AJIT)’




MTiIBUINIEHHS PiBHIB 4acTo
CE4YOBUHU B KPOBI,
KpeaTUHIHY B CHPOBATL]
KPOBi Ta Kaiio B
CHPOBATIi KPOBi
rimoHaTpieMis JyacToTa HeBimoMa
rimormikemis 4acTo

*YV ToMy uncii HaOpsK TOpTaHi, TOI0COBUX 3B’430K, 001My4s, Ty0, TIOTKU Ta/abo sg3ukKa (1110
3yYMOBJTIOE OOCTPYKIIiI0 ANXANbHUX LIUISAXIB); V HeSKUX i3 1IUX MallieHTiB y aHaMHe3i crocTepirascs
aHTiOHEBPOTUYHUY HaOPSK y 3B’43Ky 3 IPUINOMOM iHIINX JTiKapChKUX 3aC00iB, y TOMY YUCIIi
inri6iTopis AIID.

** Bkitodae nypnypy Ulennsaiina-I'eHoxa.

" Oco0uBO y MallieHTiB 3 BHYTPIIHbOCYIUHHOIO TilIOBOJIEMi€l0, HATIPUKIIA/, Y MAIliEHTIB 3 TAKKOIO
CEepIEBOI0 HEIOCTATHICTIO ab0 MAalli€eHTiB, SIKi OTPUMYIOTH JIIKYBaHHS [iypeTUKaMU Y BUCOKUX [03aX.

TL[;{ mobivyHa peakilis 6yJia 9acToI0 cepeq MallieHTiB, sKi oTpuMyBanu 150 Mr no3apTany, a He 50 Mr.

jFY KJIIHIYHOMY [OCHiIXKeHHi, B IKOMY B35LJI1 y4acCTh MAIli€eHTH 3 LIyKpoBUM Aiabetom II Tuny ta
HedpomarTieto, rinepkaniemis (> 5,5 MMonw/n) cnoctepiranaca y 9,9 % maimieHTiB, SKi OTpPUMYBaIN
TabneTKy o3apTany, iy 3,4 % mauieHTiB, fKi oTpuMyBanu mmnaue6o.

§HK IIPaBUIIO, 1151 Mo0iYHa peakIis 3HWKasIa Mics BiIMiHM JT03apTaHy.

HactynHi nogaTkoBi no6iuHi peakuil y naiieHTiB, SKi OTpUMYyBaiv 103apTaH, BUHUKAJU YacCTillle, HixX
y MaIli€eHTIB, IKi oTpuMyBaju mauebo (YacToTa HeBimoMma): 6inb y criuHi, iHGeKIIil ceyoBUBigHUX
MUISXIB i TPUIONONiOHI CUMITOMH.

3 60Ky HUPOK ma ce4o8uBiOHUX WAAXi8

Y mauieHTiB rpynu MifBUIIEHOT0 PU3UKY IOBIJOMIISIIM IIPO 3MiHU (PYHKIIi1 HUPOK K HACTIiTOK
inri6yBanus PAAC, y TOMy YKCIIi TPO BUIAAKX HUPKOBOI HEJOCTATHOCTI; ITi 3MiHU QYHKIIii HUPOK
MOXKYTb OyTH 3BOPOTHUMHU IIiC/Is BiIMiHM IpenapaTy (AuB. po3nin «OcobIuBOCTI 3aCTOCYBAHHS»).

iTH.

[Tpodins mobiyHux peakiiit y miteit momiGHM g0 mpodinio y mopocnux naiieHTiB. [JaHi mono
no0iYHUX peakllilt y miTest oOMexkeHi.

ITosidomaeHHA npo nido3peaHi nobiuHi peakuii

[ToBimomeHHs PO Migo3poBaHi MoGiYHI peakiiii micyisg peecTpaliii T1iKapchbKoro 3acoby
PEryIsiTOPHUMM OpraHaMU € BaXKJIMBOIO IIPOLIEAyPor0. BoHa [03BOJIsI€ IPOAOBXKYBAaTU MOHITOPYBaTU
CIIiBBiTHOIIEHHST «KOPHUCTH/PU3UK» AJIS I[bOTO JTIKapChKOro 3aco0y. Memu4HUX IIPalliBHUKIB IPOCATH
TIOBIIOMJISITH TIPO YCi Mifo3pioBaHi M0oGiYHi peakilil yepe3 HallioHANIbHI CUCTEMH TTOBiIOMJIIEHD
indopwmariil mpo mobivHi peakiiil.

Tepmin npudamHuocmi. 2 POKHU.




YMmoBu 306epiranns. 30epiratu npu teMmnepatypi He Buire 30 °C. 30epiraTv y HeOCTyITHOMY
01 OiTey MicCIi.

YnakoBka.

JIO3AII®, TabneTKu, BKPUTi 060JI0HKOI0, 110 50 MT

Ne30 (15x2), Ne 60 (10x6), Ne 60 (15x4), Ne 90 (10x9), Ne 90 (15x6):
o 10 tabeTok y 61micTepi; mo 6 abo 9 GmicTepiB y KapTOHHIN KOpOOITi;
o 15 tabneTok y 6micTepi; mo 2, 4 abo 6 GicTepiB y KapTOHHI# KOPOOTIIi.

JIO3AII®, TabneTku, BKPUTi 060710HKOI0, 10 100 MT

Ne 30 (10x3), Ne30 (15x2), Ne 60 (10x6), Ne 60 (15x4), Ne 90 (10x9), Ne 90 (15x6):
o 10 tabneTok y 6micTepi; mo 3, 6 abo 9 GicTepiB y KapTOHHI KOPOO1Ii;

o 15 tabneTok y 6micTepi; mo 2, 4 abo 6 GicTepiB y KapTOHHIM KOPOOIIi.

Karteropist Bimmycky. 3a pelLenToM.

BupoOHHUK.
1. AT «Caneka ®apMachIOTiKan3».

2. TOB «3enTtiBa».

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca Micls MpoBaIXkKeHHS HOTr0 Tis/IbHOCTI.
1. Hitpsirceka 100, 920 27 I'moroseus, CioBaiibka PecnyOimika.

2.Y xabenosuu 130, 102 37 IIpara 10, Jonui Mexonymnu, Yechka Pecmyb6iika.

3asiBHHUK.

TOB «CaHnodi-ABeHTic YKpaiHa».



Miciie3HaxomXeHHs 3asBHHUKA.

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



