Ckian

Oitoui pewoguHu: ambroxol hydrochloride, loratadine;
1 TabrmeTka MicTUTh aMOpPOKCOy Tigpoxnopuny 60 Mr, jopaTaguHy 5 MT;

OONOMIJCHI peuoB8uHU: JTaKTO3a MOHOTIApaT, KpoxXMaJllb KyKypPya3sTHUH, IeJII0I03a
MiKpOKpUCTallidyHa, MOBiMOH, MarHilo cTeapaT, KPeMHIiI0 OJiOKCHU KOJIOIOHUMI
0e3BOOHMI, HAaTPil0O KpOXMaslb I'JIIKOJIAT.

JIikapcbKa ¢opMma

TabneTku.

OcHoOBHI (pi3uKo-xiMiuHi 81acmMuBocmi: MJIOCKi, Kpyriii TabneTku, Malxke 6isoro
KOJIbOPY, 3 PUCKOIO Ha OJIHi! CTOPOHi, 663 000JIOHKMU.

®dapMaKoTepalneBTHYHA rpymna

3aco0bu, siKi 3aCTOCOBYIOTH IIPU KAIITIO Ta 3aCTyOHUX 3aXBOPIOBaAHHSAX. BimxapKyBasbHi
3aco0u, 3a BUHATKOM KOMOiHOBaHMX IpelapariB, 110 MiCTSATh TPOTUKAIIIHOBI 3aco0u.

Kog ATX RO5C.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.
Ambpokcoa.

AMOpOKCOI 30ilbIIIyE CEKPEIlilo 3a103 AUXalbHUX IIISXiB, TOCUJTIOE BUMIIEHHS
JIETEHEBOTr0 Cyp(daKTaHTa IIJITXOM IIPSIMOIO BIUIUBY Ha mHeBMouuTHu II Tuny B
anbBeoJiax Ta KiiTuHax Knapa y 6poHxionax, a TaKOXK CTUMYJIIOE ITUJIiapHy
aKTUBHICTH, BHACJIIIOK YOT0 MOJIETIIYETHCS BUMOIIEHHS CJIU3Yy Ta MOT0 BUBEOEHHS
(MyKOLIMTiapHUY KJTipEHC).

AKTHBAalis cekpellii pifuHYu i 30iIbIIIeHHS MYKOILHUIiapHOTO KJIiPEHCY MONIETIIyIOTh
BUBEOEHHS CJIM3y Ta MOJIETIIYIOTh Kalllellb.

[TokpallleHHsT MyKOITUJTiapHOT0 KJTipeHCcy OyJI0 MOBeOeHO ITi Yac KITiHiKO-
(apMakKOIOTiYHUX OOCTIAXKEHD.

IocmigzkeHHs in vitro oKka3aiu, 10 aMOPOKCOJI BOJIOMIi€ MiCLIEBUM aHECTE3YIOYUM
edexToM. Ile MoKe ITOSICHIOBATHUCS BJIACTUBOCTSIMH OJIOKYBaHHSI HAaTPi€EBUX KaHAJIiB



(3B’s13yBaHHs O0ys10 000POTHUM i 3aJIe’KHUM Bif KOHIIeHTpallil).

TakoxXK y IOCHiXKeHHSX in vitro 0y10 IpOoaeMOHCTPOBAHO IIPOTU3aIalbHUM epeKT
aMOpOKCOIy, ITOB’sI3aHUM 3i 3MEHIIIeHHSIM BUBITbHEHHS ITUTOKIHIB 3 KPOBi Ta
TKaHMHHUM 3B sI3yBaHHSIM MOHOHYKJIEAPHUX i ITOTIMOP(HOHYKJI€EapHUX KIIiTHH.

3acTocyBaHHS aMOpPOKCOJIy MiABUIIyE€ KOHIIEHTPAllil0 aHTUOIOTUKIB (aMOKCULIUIIIHY,
11ehpYPOKCUMY, EPUTPOMIIIMHY Ta HOKCULIUKIIIHY) ¥ OPOHXO0JIET€HEBOMY CEKPETi Ta Y
MOKPOTHHHI.

JIopamaoduH.

JlopaTaguH HAJIEXKUTDh OO0 TPULUKITIYHUX CEIeKTUBHUX OJIOKATOPiB epudpepudIHmx Hl-
ricraminoBux penentopiB. [Ipu 3acTocyBaHHI Yy peKOMEHOO0BaHi 0031 He YUHUTH
KJIiHIYHO 3HAYyII0l CeJaTUBHOI Ta aHTUXOIiHepriy#oi mii. [IpoTaroM TpuBamoro
JIIKyBaHHS He OYJI0 BUSIBJIEHO KOOHUX KJIIHIYHO 3HAYYHIIUX 3MiH y ITOKa3HUKaX
XKUTTEBO BaXJIUBUX PYHKIIIM, pe3ynbTaTax 1abopaTOPHUX OOCIiIXKeHb, TaHUX
dizukambHOro 006CTEXRKEHHS XBOPOro abo eleKTpokapaiorpamMmu. JlopaTaguH HE Ma€
3HAYYIIOIr'o BIIJIMBY HAa aKTUBHICTH H2-1"iCTaMiHOBI/IX pelienTopiB. He G11okye
3axOIIeHHs HopelliHepprHy Ta (aKTUYHO He BIIJIMBA€E Ha CEPLIEBO-CYAUHHY CUCTEMY
Ta aKTUBHICTh BOOISI PUTMY.

dapmaKoKiHemuKa.
Ambpokcou.

[Ticnss mepopasibHOTO 3aCTOCYBaHHS aMOPOKCOJIY TiApOXJIOPUI Malke ITOBHICTIO
abcopOyeThCs 3 TPABHOTO TPpaKTy. MakcuMaribHa KOHIIEHTPALlisl JOCATAaEThCSA Yyepes
1-2,5 roguaun. [Ipu nepopanbHOMY IIPUNOMI PO3IOAiITI aMOPOKCOJIY TiZpOXJIOPULY 3
KPOBi 10 TKAHUWH IIBUOKUM i BUpaKeHUM, 3 HalBUIIOI0 KOHIIEHTPAIli€l0 aKTUBHOIL
PEYOBUHMU Y JIETeHSX. 3B’ I3yBaHHSA 3 OiIKaMU MJjia3Mu CTaHOBUTH 85 % (80-90 %).
AMOpOKCOy Timpoxyiopug IPOHUKAE Yy liepedpocHiHanbHy PiouHy, Yyepe3
IJlalleHTapHuM 6ap’ep Ta y rpygHe MOJIOKO.

BrHacnigok mepBUHHOTO MeTaboi3aMy abcomoTHa 6i0J0CTYyIHICTh aMOPOKCOTY
rigpoxmopuny 3MeHIIyeTbcsa Ha 1/3. MeTtabomnidyetrbeca y nedinili. bnmussko 90 %
aMOPOKCOITy TiZpOX/I0pUay BUBOAUTHCS HUPKaMu y ¢hopmi MeTabomiTiB, meHIte 10 % -
HUpPKaMU Y He3MiHEeHOMY BUTJIA]L.

[Nepion HamiBBUBEOEHHS 3 IJIa3MU KPOBi CTaHOBUTH 0/113bK0 10 roguH. 3araabHUN
KJIipeHC 3HaXOOUThCS y Mexkax 660 mn/xB. HUpKOBUY KiIipeHC CTAHOBUTh NPUOINU3HO
83 % Bim 3arajbHOTO.



He ouikyeThcs, 110 mianis abo mpuckopeHu miype3 Oyae CTUMYJIOBAaTH BUBEOEHHS
aMOPOKCOIY TimpoxJIopuay 3 OTJISIOY Ha BUCOKHM CTYITiHb 3B’si3yBaHHs 3 Oimkamu,
BeJIMKUYM 00’€M PO3MOMiTy Ta MOBIIbHUY IIEPEPO3IOIisl 3 TKAHUH Yy KPOB.

Ocobausi kameeaopii nauieHmis.

Y nanieHTiB i3 nopyleHHAM (YHKIIIl TeYiHKY BUBEOEeHHS aMOpPOKCOIY TiTPOXIOPUAY
3MeHIIIeHe, 110 3yMOBJIO€ B 1,3-2 pa3u BUIIUU PiBeHb y y1a3Mi KpoBi. OCKIIbKHU
TepaleBTUYHUH [iana3oH aMOPOKCOIY TiApOXJIOPUAY AOCTAaTHLO IITUPOKUM, 3MiHIOBATH
N03yBaHHS He IOTPiOHO.

Bik Ta cTaTh He MalOTh KJIIHIYHO 3HAYYIIOT0 BOJIMBY Ha (hpapMaKOKIHETUKY
aMOPpOKCOIy Timpoxyiopuay, TOMy Oyab-sgKa KOpPEeKIIisi Oo3U He IMoTpiOHa.

[MTpuitoMm 1Xki He BOKUBa€ Ha 0i0OOCTYNHICT, aMOPOKCOY TiApPOXJIOPHUAY.
JlopamaoduH.

[Ticnst mepopalbHOTO 3aCTOCYBaHHA JlopaTaguH J0Ope BCMOKTYETHCS 3 TPABHOTO
TPaKTy Ta MeTaboni3yeThbcs min BrnuBoM ¢pepmeHTiB CYP3A4 ta CYP2D6, ronmoBHUM
YHMHOM Yy Ae37opaTaiuH. Yac JOoCATHEHHS MaKCHUMaJllbHOI KOHIIeHTpallil JIopaTaguHy Ta
me3jiopaTaguHy B IJIa3Mi KpoOBi cTaHOBUTH 1-1,5 rogusu Ta 1,5-3,7 roouemn
BimmoBimHO. JIopaTaguH Ta #oro MmetaboJiiT goOpe 3B’sAI3yI0ThCS 3 OilKaMu II1a3Mu.
BiogocTynHiCTh MOopaTaguHy Ta Ae3JjiopaTafgyuHy IPSMONPONOopIiiHa no3i. [TpuiioM 1xi
He3Ha4yHO MMOJ0BXKYE YaC BCMOKTYBaHHS JlIopaTaguHYy, ajie He BIIJIMBA€ Ha KJIIHIYHUMN
edeKT.

[lepion HamiBBUBEOEHHS JTOpaTaguHy Ta MOro MeTaboiTy cTaHOBUB 24 roguHu Ta 37
TOOUH BiATIOBiAHO Ta 30i/IbITyBaBCS 3aJIe’KHO Bifl TAXKKOCTiI 3aXBOPIOBAHHS MEYiHKU.

Ocobauei kameeaopii nauieHmis.

dapMakOKiHeTUYHUY MTPOoQink JIopaTaguHy Ta HOoTro MeTaboJIiTiB y 3T0POBUX HOPOCTIUX
n0OpOBOJIBIIIB TOPiBHIOBAHUYN 3 TAKMM Y JOOPOBOJIBIIIB IiTHLOTO BiKYy.

Y xBOpHUX i3 XPOHIYHOIO HUPKOBOIO HEJOCTATHICTIO 3HAYEHHS (hapMaKOKIiHETUYHUX
ImapaMeTpiB He 30iNbITyBaioCs MOPIBHAHO 3 MalliEHTaMX 3 HOPMaJIbHOIO QYHKIIIEIO
HUPOK. [Iepion HamniBBUBEOEeHHS 3HAYHO He 3MiHIOBaBCs, a reMo[ialii3 He BIIJIUBaB Ha
dbapMaKOKiHETHUKY JIOpaTagUuHy Ta MOro MeTaboIiTiB.

Y XxBOpHUX i3 aJIKOTOJIPHUM ypaXkKeHHSAM IIe€4YiHKHU CIIOCTepirajocs IIigBUIIEHHS 3Ha4YEeHb
(bapmMakoOKiHETMYHMX ITapaMeTPiB JopaTaguHy BABIYi, TOAl SK (papMaKOKiHETUYHUUA
mpodins MeTaboJIiTYy He 3MiHIOBABCS ITOPiBHSAHO 3 MalliEHTaMU 3 HOPMaJIbHOIO
(pyHKIIi€0 TEYiHKN.



IToxa3zaHHA

CumMIToMaTUYHA Tepallisi 3aXBOPIOBaHb AUXAIbHUX LIISIXIB 3 aJIepridyHUM
KOMIIOHEHTOM, ITOB’SI3aHUX i3 MOpPYIlIeHHIM OpPOHXiaJIbHOI ceKpellil Ta ocjiableHHAM
IIPOCYBaHHS CIINU3Y.

IIporunoka3aHHs

[TigBuIleHa YyTJIUBICTh MO OiIOYMX PEeYOBUH ab0 MO iHITMX KOMIIOHEHTIB IIpemnapary.

HuTsayuy BiK o 12 pokis.
B3aemMonisi 3 iHOIHMH JTiKapChbKHMH 3ac00aMu Ta iHIIIi BUIH B3a€EMOIil

OpHo4YacHe 3aCTOCYBaHHS aMOPOKCOJTY 3 ajikorosjeM abo iHmmMu iHribiTopaMu
IIeHTPaJIbHOI HEPBOBOI CUCTEMH MOXKE MPU3BECTHU MO0 COHIUBOCTI.

AmMOpoxkcon MeTaboi3yeTsest 3a moroMmoroi ¢hepmenTiB CYP3A4 ta CYP2D6, Tomy
MOro CJIif 3aCTOCyBaTH 3 00ePEeKHICTIO IPU OJHOYACHOMY NPHU3Ha4YeHHi i3 3acobamuy,
1110 MeTabo0J1i3yI0ThCSA TUMU (hepMeHTaMu (HallpuKiazg 3 TUMEeTUAUHOM,
KEeTOKOHA30JI0M, XiHifuHOM, (PJIYKOHA30JI0M, (PJIyOKCETHHOM), Yepe3 MOXKIINBE
nmocusieHHsa nobiyHMX peakuii. OgHOYacHe 3aCTOCyBaHHSA aMOpPOKCOIy Ta 3aco0iB, 110
IPUTHIYYIOTH KallleJib, MOXKe IIPU3BECTHU A0 HaJMipHOTO HAKOIIUYEHHS CIIN3Y
BHACJIiMOK NMPUTHIYEHHS KaIlIboBOTO pediekcy. ToMmy Taka KoMOiHallisi MOXKIIMBa
TiJILKY IIiCJISA PETEIbHOI OIL[IHKHY JIiIKapeM CITIiBBiIHOIIIEHHS O04YiKyBaHOl KOPUCTI Ta
MOKJIMBOT'O PU3UKY BiZl 3aCTOCyBaHHS.

3acTocyBaHHS aMOPOKCOJIy TiZpOXJIOPUAY ITiABUIIYy€E KOHIIEHTpPAIlil0 aHTHOiIOTUKIB
(amokcunuminy, 1edypoKCuMy, epUTPOMIIIMHY Ta HOKCULUKIIIHY) ¥ OPOHXO0JIETE€HEBOMY
cekpeTi Ta y MOKpoTi. Ha chorogHi He OyJ10 BUSIBIIEHO HisSIKOl KJTiHiYHOI 3HAYyIIOCTi
IILOTO (pakKTy.

BigcyTHi moBimomiieHHs 11010 HeOaKaHUX B3a€EMOMIN 3 iHIIMMU JTiKapChbKUMU
3acobamu.

JlopaTaguH He MOCUJITIOE IIPUTHIUYBaJbHY [il0 aJIKOTOJII0 Ha IICUXOMOTOPHI peaxiiil.

OmHOYacHe 3aCTOCYBaHHs jopaTtanuny 3 iHriditopamu CYP3A4 a6o CYP2D6 moxe
MMPU3BOOUTHU [0 MiTBUIIIEHHS PiBHS JIOpaTagUHYy, III0 B CBOIO YePTy MOCUJITIOE ITO0iuHi
edekTH.

IIpu ompHOYacHOMY 3aCTOCYBaHHI jlopaTaguHy 3 KETOKOHa30JI0M, EPUTPOMILIMHOM,
IMMETUONHOM Bil3Ha4YaJIoCs MigBUINEHHSA KOHIIEHTpAllil JopaTaguHy y IJla3Mi KPOBi,
ajie Iie MMiOBUINEHHSA HisIK He BUSBJIAJIOCA KIIIHIYHO, Y TOMY YHUCJIl 3a JaHUMU



eJIeKTPOKapaiorpaMu.
Oco6MBOCTi 3aCTOCYBaHHS.

Ycroro KinibKa oBiIOMJIEHb HAOINIIJIO IIPO TAXKKI YypazkeHHS IIKIipU: CUHIPOM
CriBeHca - [I>KOHCOHa Ta TOKCUYHUU elligjepMalbHUA HEKPOJIi3 (cuHaopoM Jlanenna),
MOB’sI3aHi i3 3aCTOCyBaHHSAM BifxapKyBaJIbHUX 3aC00iB, TaKUX K aMOpPOKCOII.
3mebinmbuIoro ix MoxkHa O0yJI0 MOSICHUTHU TSIXKKICTIO ITepebiry 0CHOBHOT'O 3aXBOPIOBAHHSI
y maIieHTiB i/abo oHOYaCHUM 3aCTOCYBAaHHSIM iHIIIOTO IIpemapaTy. Takoxk
MIOBIHOMIISIJIOCS ITPO PO3BUTOK TAKUX TSIKKHUX IIKIPHUX peakllii, K MyIbTU(POpPMHA
epuTeMa Ta TOCTPUM reHepajli3oBaHUU €eK3aHTeMaTO3HUM NYyCTyJIb03, OB sI3aHUX i3
3acTocyBaHHSIM aMOpokcony. [Ipy BUHUKHEHHI a0 MporpecyBaHHi MIKipHUX BUCHUIIIB
(iHomi acoliioBaHUX 3 IMMyXUPSAMHU a00 ypaxKeHHSIM CIIM30BUX 000JIOHOK) CJIiZl HErallHO
MMPUIHUHUTH 3aCTOCYBaHHS aMOPOKCOJIY Ta 3BEPHYTHUCS [0 JIiKaps.

Takozk Ha Mo4aTKOBiM cTapil cuaapomy CTiBeHca - [[2KoHCOHa abo cuHapomy Jlarenna
y IallieHTiB MOXYTh OyTU Hecrenu@iuHi, mogidbHi Mo 03HAK ITOYaTKy I'PUNY CUMIITOMH,
TaKi K IIPOIIaCHUIIS, JIOMOTa, PUHIT, Kaliesnb i 6inb y ropii. [IoMUIKOBO IpU TaKUX
HecrienupiyHUX, MOOiOHKUX OO0 O3HAK IMOYaTKy I'PUITy CUMIITOMax MOKHa 3aCTOCyBaTH
CUMIITOMaTH4YHe JIiKyBaHHS IIpelapaTaMy IPOTH KallJIio i 3acTyqu. ToMy npu MmosiBi
HOBUX ypaXKeHb IIKipu abo cmu30BUX 000JI0HOK CJIif HETallHO 3BEPHYTHUCS 3a
MeOUYHOIO TOIIOMOT 010 Ta IPUNUHUTHU JIIKyBaHHS aMOPOKCOJIY TilpOXJIOPUAOM.

[TpuitoMm npenapaty CIIif IPUIIMHUTU He IIi3Hille HiXK 3a 48 rogvH [0 IIPOBEOeHHS
IIKiPHUX OiarHOCTUYHUX ajepromnpob Ajid 3anobiranHsa XuOHUM pe3ybTaTaM.

[Tpu mopy1ieHHi 6poHXialbHOI MOTOPUKHU Ta IMOCHUJIEHIN ceKpellil cnmu3y (Hanpukiam,
IpU TAaKOMY PigKiCHOMY 3aXBOPIOBaHHI, K IIepPBUHHA [IUJIiapHa OUCKiHEe3is) mmpenapar
CJIii 3aCTOCOBYBATH 3 00€PEKHICTIO, OCKITBKY aMOPOKCOJI MOXKe ITOCUJTIOBATH
CeKpeLilo CIInU3y.

[ManieHTaM i3 mopyIeHo0 (yHKIIEI0O HUPOK ab0 TAXKKUM CTyIIeHEM Me4YiHKOBOI
HEeIOOCTaTHOCTI CJIil 3aCTOCOBYBaTH ITpellapaT TiIbKU MiC/Is KOHCYIbTallil 3 JIikapeM.
[Tpu 3acTocyBaHHI aMOpPOKCOIy, K i OyAb-IKO1 Oil040l pe4OBUHH, KA
MeTaboIi3y€eThCS y MEeUiHIli, a TOTiM BUBOOUTHCSA HUPKaAMU, BinOyBa€eThCSA
HaKONUYeHHS MeTaboJIiTiB, IKi yTBOPIOIOTHCS y MEUiHIli y MaIliEHTIB 3 TAXKKOIO
HUPKOBOIO HEOCTaTHICTIO.

AK110 y naljieHTa BCTAHOBJIEHA HEIIEPEHOCUMICTDh AesAKUX LIyKPiB, TOMY CIIif
MTPOKOHCYJIbTYBATUCS 3 JIiKapeM, MePIl HiXK IIpuiMaTu el JTikapChbKuu 3acio.

[IpenapaT MiCTUTB JIaKTO3y, TOMY MOTI'0 He CJIif 3aCTOCOBYBaTHU JIIOAAM i3 PigKiCHOO
CIIaJIKOBOIO HEIIEPEHOCUMICTIO rajlakTo3u, Lapp-1akTa3Hoio HeJoCTaTHICTIO abo
TJII0K030-TaJIaKTO3HOI0 Maibabcopoiriero.



3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.

[IpennapaT He peKOMEHOYETLCA 3aCTOCOBYBATHU y Ilepiof BariTHOCTI Ta rogyBaHHA
rpynnto.

3maTHICTh BIIMBATH Ha MIBUOKICTH peakilil Ipu KepyBaHHi aBTOTPaHCIIOPTOM abo
IHIIMMU MeXaHi3MaMu.

KnirigHUX gociimXeHb BOJIMBY aMOPOKCOJTy Ha IIBUAOKICTh Peakilil mpu KepyBaHHi
aBTOTPAHCIIOPTOM abo iHIINMU MeXaHi3aMaMU He TPOBOAUIOCE.

Y KIiHIYHUX OOCHIAXKEeHHSIX JTopaTaguHy He Big3HadaBCs BIJIMB Ha IIBUOKICTh peakilil
IIPY KePyBaHHiI aBTOTPaAHCIOPTOM abo iHIMMHU MexaHidmaMu. [TIpoTe mallieHTiB ciifg
npoindopMyBaTH IIPO OyKe PiOKiCHI BUagKM COHJIMBOCTI, SIKi MOXKYTh BIIJINBATH Ha
3[aTHICTh KEPyBaTU aBTOTPAHCIIOPTOM abo0 iHIIMMM MeXaHi3MaMHu.

OcCo0/IMBOCTI 1010 3aCTOCYBaHHS

Ycroro KisibKa moBiiOMJIEHb HAOINIIJIO PO TAXKKI ypazkeHHS IIKIpU: CUHIPOM
CriBeHca-/I2)KOHCOHa Ta TOKCUYHUH ellijepMalbHUN HEKPOIIi3 (cuHOgpoM Jlatienna),
MMOB’sI3aHi i3 3aCTOCyBaHHSAM BifxapKyBaJIbHUX 3aC00iB, TaKUX IK aMOpPOKCOII.
3me0inbIIoro ix MoxKHa O0yJI0 MOSICHUTH TSAXKKICTIO Tepebiry OCHOBHOT'O 3aXBOPIOBAHHSA
i/abo omHOYaCHMM 3aCTOCYBaHHSIM iHIIOTO mpemapaTry. TakKoXK Ha Mo04YaTKOBiM cTafmil
cuagpoMy CriBeHca-[IKoHCOHa abo cuHapoMy Jlalienna y nauieHTiB MOXYTh OyTu
HecrienndiyHi, momiOHi MO 03HAK MOYATKy I'PUNY CUMIITOMHU, TaKi K IIPOIACHUIIS,
JIOMOTa, PUHIT, Kauiesb i 6inb y ropii. [ToMUIKOBO MpU TaKUuX HeclenupivHux,
MoniOHUX MO O3HaK IMOoYaTKy IPUNY CUMITOMAaxX MOKHa 3aCTOCyBaTH CUMIITOMaTU4YHE
JIIKyBaHHS IIpellapaTaMu IIPOTHU KaLIo i 3acTygu. ToMy IIpu OSABI HOBUX YpaXKeHb
IMKipy“ ab0 CIM30BUX OO0JIOHOK CJIil HETAaHO 3BEPHYTUCS 3a MEIUYHOIO JOIIOMOT 00
Ta IPUIIMHUTY JIiKyBaHHSI aMOPOKCOJY TiApOXJIIOPULOM.

[Tpuiiom npemnapaTy CJIig OPUIIMHUTHU He IIi3Hille HiXK 3a 48 roguH A0 NIPOBEOEeHHS
IIKiPpHUX OiarHOCTUYHUX ajepromnpoO Ajig 3anobiraHnHsa XuOHUM pe3yabTaTaM.

[Tpu nmopy1reHHi OpoHXiaTbHOI MOTOPUKM Ta MOCUJIEHIM ceKpellil ciu3y (Hampukiag,
IIPY TaKOMY PigKiCHOMY 3aXBOPIOBaHHI, SIK IepBUHHA LIM/IiapHa OUCKiHe3is) mpenapar
CJIii 3aCTOCOBYBATH 3 00€PEeKHICTIO, OCKITBKY aMOPOKCOJI MOXKe ITOCUJTIOBATH
CeKpeLilo CIInu3y.

[MTamieHTaM i3 mopyIiieHo0 (PyHKIIEI0O HUPOK a00 TIXKKUM CTyIIeHEM MEeYiHKOBOI
HeIOOCTaTHOCTI CJIil 3aCTOCOBYBaTH IIpellapaT TiIbKU MiC/Is KOHCYIbTallil 3 JIiKkapeM.
[Tpu 3acTocyBaHHiI aMOPOKCOMyY, SIK i OyOb-IKOI Aif040i peuoBUHHU, STKa
MeTaboJIi3y€eThCs y MeUiHIli, a MOTiM BUBOIUTHCS HUPKAMH, BimOyBa€ThCs
HaKONU4YeHHS MeTaboJIiTiB, IKi yTBOPIOIOTHCS y MEUiHIli y MalliEHTIB 3 TAXKKOIO



HUPKOBOI HEOOCTaTHICTIO.

[IpemapaT MiCTUTh 1aKTO3y, TOMY MOT0 HE CJIif] 3aCTOCOBYBATHU JIIOOAM 13 PiAKICHOIO
CIIaJKOBOIO HETIePEeHOCHUMICTIO TrajJIakKTo3u, Lapp-1akTa3HOI0 HeIoCTaTHICTIO abo
TJII0K030-TaJIaKTO3HOI0 MaibaOCopOIIEO.

Cnocid 3acTocyBaHHs Ta J03H

Ilopocai ma dimu gikom 8i0 12 pokie: mpenapaT 3aCTOCOBYIOTh y mo3i 1 TabGneTka 2
pa3u Ha mooy.

Arne, 3BaKalouu Ha Pi3Hy Macy Tila y OiTeu, He3aJieXKHO Bif BiKy MallieHTa go3a
aMOpOKCOJIy PO3paxoBYETHCS BiAMIOBIMHO OO MacH Tina i ctaHoBuTh 1,2-1,6 Mr/kr/gody
3a gBa npuroMu. TabmeTKu CiIif NpU¥MaTH ITiC/s imy Ta 3alluBaTH JOCTATHBHOIO
KinbKicTio pigunu. [Ipemnapat He CJIifg 3aCTOCOBYyBaTH moBIIe 4-5 mi6 6e3 KOHCy bTallil
3 miKapeM. 3arajioM HeMa€e oOMexKeHb 11010 TPUBAJIOCTi 3aCTOCYBaHHS, aje
OOBrOTpPHUBAJly Tepalilo CIIif IPOBOAUTH i MEOUYHUM HarIsigoM.

Himu.

IIpenapaTt 3acTOCOBYBaTHU OiTSIM BiKOM Bif 12 pokis.
Ilepemo3yBaHHs

[lepeno3yBaHHA jTO0paTagyuHy HigBUIIYE YaCTOTY BUHUKHEHHSI aHTUXOJIIHEPriyHUX
CHMIITOMIB.

ITpu nnepeno3yBaHHI JIopaTagUHOM CIIOCTEPIrajIvuCh TaKi CUMIITOMM: COHJIUBICTH,
TaxiKap[isi Ta TOJIOBHUM Oifb.

CuMITOMU IIepefo3yBaHHs aMOPOKCOIOM BiloMi 3 ITOOOUHOKUX ITOBiOMIIEHE IPO
rmepeno3yBaHHs Ta/a00 BUIIaOKU IIOMUJIKOBOTO 3aCTOCYBAHHS JIiKiB Ta BiIIIOBigalOTh
BimoMuM ITOOIYHUM peakxIlisiM.

JIIKy8aHHA: cMMIITOMaTU4YHA Ta HiATpUMYylo4da Teparllisi. PEKOMeHOyIOThCA CTaHOapTHI
3ax0¥ 100 BUIOAJIEHHS IIpenaparTy 3i LIJIyHKa: IPOMUBaHHS LIJIYHKAa, 3aCTOCYBaHHSA
aKTHBOBAHOTO BYTinnsd. JIopaTaguH He BUBOOUTHCS ILIJIIXOM reModiaidy, TaKOXK
HEeBIOOMO, Y4 BUBOOUTHLCS JIOpaTagUH IIJIIXOM II€PUTOHEaIbHOT O Oiali3y.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHs IPyaaio

[IpenapaT He peKOMEHIYEThCs 3aCTOCOBYBATHU Yy I1ePiofl BariTHOCTI ab0 rogyBaHHA
I'PYyAOAIo.



IToGiuni epexTn

3 60Ky cepueso-cy0uHHOI cucmemu: TaxikKapmis, Bif4yTTs CeplieOUTTsI, MaJIbIiTalris

3 60Ky Hepsosoi cucmemu: COHIUBICTDb, TOJIOBHUM Oib, MigBUIIIEHUM aIlleTUT,
0e3COHHS, 3allaMOPOYEHHSs, CYIOMHU, JUCTEB3isi, HEPBO3HICTh, BTOMA.

3 60Ky duxasnvHOI cucmemu, op2aHie 2pyOHOI KAIMKU ma cepedoCmiHHsA: PUHOpPes,
OUCHHOE (K peakllis rinep4yTInuBOCTi).

3 60Ky mpasHo20 mpakmy: HyooTa, Ot0BaHHs, Oiapes, abmoMiHambHUM Oinb,
OUCIIEICis, 3aIop, CyXiCTh y POTi Ta rOpJii, CIMHOTeYa, TaCTPUT, SHUKEHHS
YyTJIUBOCTI Y POTOBIN IIOPOKHUHI.

3 60Ky 2enamobisiapHoi cucmemu: IOPYIIeHH GYHKITII TeYiHKH.
3 60Ky ceuosulinbHOI cucmemu: OU3ypis.

3 60Ky iMyHHOI cucmemu, WKIipu ma niOWKIpHOi KAIMKOBUHU: peaxiiil
Timep4YyTIUBOCTI, Y TOMY YUCIIi BUCUIIAHHSI, PeakKilil 3 60Ky CIU30BUX 000JIOHOK,
KPOIIMB’THKa, JUCIIHOE, aHTiOHEBPOTUYHUM HAOPsK, cBepbixk, aHadinmakTUYHI peakiii
(BKTIOUa04M aHadilaKTUYHUN II0K), EPUTEMaA, aJoIlellis, TIXKKi ypaxKeHHs IIKipu:
cungpom CrTiBeHcCa - [[2KOHCOHA Ta TOKCUYHUU ellifepMaIbHUN HEKPOJIi3 (CHHOAPOM
Jlanienna), MyIbTU(GOPMHA epUuTEMa Ta TOCTPUU reHepalli3oBaHUM €K3aHTeMaTO3HUMN
IIyCTYJIb03).

3azanvHi nposAsu: MigBUIlleHa BTOMIIOBAHICTh, IMXOMaHKa, Peakilil 3 60Ky CIIU30BUX
000JI0HOK.

JIlabopamopHi noka3HuKu: 30iJIbIIIeHHSI MacH Tija.

3maTHiCTHh BIUTMBAaTH HA NIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 podoTi 3 iHmMIMMH MexaHi3ZMaMHu

KniniuHux gociimXkeHb BIIIMBY aMOPOKCOJIy Ha HIBUAKICTh peakllil Mpu KepyBaHHi
ABTOTPAHCIIOPTOM abo0 iHIIMMUM MexXaHi3aMaMM He TPOBOOUJIIOCE.

Y KniHiYHUX OOCHTiAXKEHHIX JIoOpaTaAuHy He Bifjl3HaYaBCs BIUJIMB Ha IIBUIOKICTh peakxiiil
ITPU KepyBaHHI aBTOTpaHCcHopToM abo iHmMMHU MexaHizMaMu. [IpoTe malieHTiB ciif
IpoiH(opMyBaTH PO OyzKe PiOKiCHI BUIIQAKM COHJIUBOCTI, IKi MOXKYTh BIIJIMBATH Ha
3[ATHICTh KePYyBaTH aBTOTPAHCIIOPTOM abo0 iHIIMMM MeXaHi3MaMu.

TepMiH NpHIAaTHOCTI



3 POKH.

itk

[IpenapaT 3aCTOCOBYIOTH AiTAM BiKOM Bif 12 pokKiB.
YMoBHu 30epiranus

30epiraTtu B OpuTiHanbHil yIIaKOBIIi ITpu TeMIrepaTypi He Buile 25 °C.

30epiraTtu y HeQOCTYIIHOMY [JIs OiTeU MicCIii.

YnakoBka

[To 10 TabneTok y GmicTepi. [To 1 a6o 2 6ricTepu y maytii.
KaTeropist Bignycky

be3 penernra.

Bupo6HuK

EBeptomxen Jlaip Caencus Jlimiten/ Evertogen Life Sciences Limited.



