IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

AMIJIOJMIIIH €BPO

(AMLODIPINE EURO)

Cknao:
ditoua peuosuHa: amlodipine;
1 TabmeTKa 10 5 MT MiCTUThL aMJIOOuIliHy 6ecunaty 6,935 Mr eKBiBaJIeHTHO aMJIOTUITIHY 5 MT;

1 Tabnetka o 10 mMr mictuth amnoguniny 6ecunaty 13,870 Mr ekBiBanieHTHO aMofguminy 10
MT;

donomidicHi pevoguHu: Kambllilo TimpodochaT 6e3BOIHNIY, 1Ie/0I03a MiKPOKPHUCTAliuHa,
KPEMHil0 TiOKCH[ KOJOImHUYM 0e3BOOHMM, HAaTPil0 KPOXMAJIBITKOJAT (THII A), MarHio
cTeapar.

JlikapcbKka ¢popma. TabneTku.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: Big 6imoro go Maiixe 6i710r0 KOJIbOPY KPYTIi II0CKi TabeTKu
31 CKOIIeHUMH KpasiMU 3 PO3MOAiNBbY00 PUCKOIO 3 OGHOTO OOKY.

®apmakoTepaneBTHYHaA rpyna. CeleKTUBHI aHTAarOHICTH KaJlbIlii0 3 IepPeBazKHUM BIIJTHBOM Ha
cynunu. [ToxigHi gurigpomipuguny. Kog ATX C08C A01.

dPapmakon02iuHi eaacmueocmi.
dapmakoOuHamika.

AMJTOfIUIIIH - aHTATOHICT Kasbllilo (IIoXigHe OUTigpomipuauHy), Mo 6/10Kye HagXO[KeHHs i0HiB
KaJIBbI[iI0 O MIOKapAy Ta OO KIITHAH IJIafKuX M’A31B.

MexaHi3M TilTOTEH3UBHOI il aMJIONUIIIHY 3yMOBJIEHK 0e3MocepeNHbOI0 PO3CiabiIoBaNbHOIO Ai€i0 Ha
rnagki M'si3u cynuH. TOYHUN MeXaHi3M aHTHaHTiHAIBHOTO e(PeKTy aMJIOAUIIiHY BU3HAYEeHUH
HeJOCTAaTHbO, OOHAK HUXK4Ye3a3HaueHi epeKTH BifirpaiTh NEBHY POJIb:

- aMJIO[UIIIH PO3MINPIOE TeprudepUdHi apTepionu i, TaKUM YUHOM, 3HUXKYE NeprudepruyHuil omip
(mocTHaBaHTaxXeHHS). OCKiJTbKY CEepLEeBU pUTM 3aJTUIIAETHCS CTAOiTbHUM, 3HUKEHHS
HaBaHTaXXEHHS Ha Cceplle MPU3BONUTE 10 3HUXKEHHS CIIOXKUBaHHS eHeprii Ta moTpebu Miokapaa B



KHUCHI.

- Po3mmpenHs rojIoBHUX KOPOHAPHUX apTepiil Ta KOPOHAPHUX apTepion (HOpMaabHUX Ta
ilmemi3oBaHUX), MOXKJINBO, TaKOXK Biflirpae poJb y MexaHi3Mi fil amnoguniny. Take po3mMpeHHs
IiABUINYE HACUYEHICTh MiOKapAa KMCHEM y NallieHTiB 31 clla3MOM KOPOHApHOI apTepil (CTeHOKapHis
[TpuniMeTana abo BapiaHTHa CTEHOKAPIis).

Y mariieHTiB 3 apTepianbHOO TinepTeH3i€l0 3aCTOCyBaHHS Ipenapaty 1 pa3 Ha no0y 3abe3neuye
KJIIHIYHO 3Hauyllle 3HUXKEHHS apTepiaJbHOr0 TUCKY IPOTATOM 24 FOAMH y IIOJIOKEHH] IK JIeXkaydl,
TakK i cTosiun. Yepe3 MOBIMIbHUM II0YATOK Ail aMJIOAUIIIHY TOCTPa apTepianbHa TinOTeH3isa 3a3BU4ail He
CIIOCTEPIraeThCA.

Y natieHTiB 3i cTeHOKap/i€to IpX 3aCTOCYBaHHI ofHiel 1060BOI 03U IpemnapaTy MigBUIIYEThCS
3araiibHMM 9ac (pisuvyHOro HaBaHTaXKEeHHS, Yac [0 I0YaTKy CTeHOKapAil i 4ac mo 1 MM menpecii
cermenTa ST. [IpenapaT 3HUXKY€E YACTOTY HalaiB CTeHOKap/il Ta 3MeHIITye OTPe0y y 3aCTOCYBaHHi
HITPOTJIiLIEpUHY.

AMIIOOUIIiH HE aCOILII0ETHCS 3 Oyab-IKUMU IMOOIYHUMU MeTa0OTiYHUMY OiIMU Y¥ 3MiHaMU PiBHS
nimifpiB y mima3Mmi KpoBi, HOT0 MOXKHa 3aCTOCOBYBATH IallieHTaM 3 aCTMOIO, IIyKPOBUM fiabeToM Ta
II0Jarpoio.

dapmakokiHemuxka.

BCcMOKTYBaHHSA/PO3MOMIT.

[Ticnst mepopasbHOTO 3aCTOCYBaHHS TEPANEBTUYHUX N03 aMJIOTUIIIH ITOCTYIIOBO abCcopOyETHCS Y
n1a3My KpoBi. AGcosmoTHa 6i00CTYIHICTE HE3MIHEHOI MOJIEKY/IM CTAHOBUTE ITPUOIMN3HO

64-80 %. MakcuManbHa KOHILIEHTpalif y IIjIa3Mi KPOBi JOCATAETHCS IPOTATOM 6-12 roguH micns
3acTtocyBaHHs. O6’€M PO3MOOiNy CTaHOBUTH Mpubu3HO0 21 JI/KT; KOHCTAHTa gucotialii kucioTtu (pKa)
aMJIOAUIIIHY CTaHOBUTH 8,6. [laHi om0 nmposeneHHs [OCTigXKeHHS in Vitro IpogeMOHCTPYBallu, 110
3B’s13yBaHHS aMJIOAUIIIHY 3 GiTKaMu IJ1a3MU KPOBi CTaHOBUTH MpubIu3Ho 97,5 %.

OpHOYacHe BXXKUBAHHA 1XKi He BIJIMBA€ Ha BCMOKTYBaHHSA aMJIOAUIIHY.

MeTaboi3M/BUBEIEHHS.

[Tepion HamiBBHMBeNEHHS i3 MIa3MU KPOBi CTaHOBUTE Ipubnu3Ho 35-50 roguH. PiBHOBaXKHa
KOHIIEHTPAIlis V IIJ1a3Mi KPOBi JOCSATAETHCS Ticis 7-8 mHiB 6e3mepepBHOr0 3aCTOCYBaHHS IIpemapary.
AMJIOOUIIIH TOJIOBHUM YMHOM MeTabo0JIi3yEThCSA 3 YTBOPEHHIM HEeaKTUBHUX MeTaboriTiB. biussko 60
% BBEIEHOI 03U BUBOAUTHCS i3 ceyero, mpubnau3Ho 10 % 3 IKUX CTaHOBUTHL aMJIOAUIIIH V
He3MiHEeHOMY BUTJIAMIL.

[TalieHTH JIITHLOIO BiKY.

Yac mocATHeHHS PiBHOBaXKHUX KOHIIEHTPAIliM aMJIOAUIIIHY Y MJ1a3Mi KpOBi mOomiOHUY Y MallieHTiB
JIITHBOTO BiKY Ta y JOPOCNIMX Iali€HTiB. KipeHC aMIoAumiHy 3a3Bu4ai A0 3HUXKEHNUH, 1110 Y
TAllieHTIB JIITHHOTO BiKYy MPU3BOAUTE [0 30i/IbIIIEHHS IIJIOMII il KPHBOIO «KOHIIeHTpatis/dac» (AUC)
Ta IIepioy HalliBBUBEOEHHS IIpemapary.

[larieHTy 3 NOPYIIEHHAM (YHKIIIM HUPOK.

AMTOfIUTIiH eKCTEHCUBHO OioTpaHCchOPMYETLCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy



BUMINSAETHCS Y HE3MIHEHOMY BUTJISAMI 3 ceuelo. 3MiHM KOHI[eHTpallil aMJIOfHUIIiHY y IIJla3Mi KPOBi He
KOPEJIOI0Th 3i CTyleHeM NOpyIIeHHS PyHKIiM HUPOK. [lanieHTaM i3 nopymeHHAM QYHKII HUPOK
MOXKHA 3aCTOCOBYBATU 3BUYAUHI 03U aMJIOOUIIIHY. AMJIOOUIIIH He BUNAISETHCA LIIAX0M Aiai3y.

[lammieHTH 3 MOPYIIEeHHAM QYHKIIII TeYiHKMN.

[HpopMaLis mo0[0 3aCTOCYBaHHS aMJIOAUIIIHY NalliEeHTaM i3 MOpyLIeHHAM (QYHKII] IeYiHKY OyxKe
oOMexkeHa. Y TallieHTiB i3 Ie4iHKOBOIO HeIOCTATHICTIO KITipeHC aMJIOUIIIHY 3HUKEHUH, 1110
IPU3BOAUTH [0 30iNbIlIeHHS TPUBAJIOCTI epiofy HamiBpo3nany Ta Ao 36inemenHs AUC npubnu3Ho Ha
40-60 %.

iTH.

€ naHi oo IPOoBeNeHHs OOCHiiKeHb (hapMaKOKIiHETUKY 3 y4acTio 74 [iTed 3 apTepiaabHOI0
rinepreHnsieio BikoM Bifg 12 mo 17 pokiB (Takoxk 34 mamieHTH BiKOM Bif 6 1o 12 pokiB Ta

28 marienTiB BikoM Bif 13 mo 17 pokiB), IKi 3aCTOCOBYBajIM aMJIOAUIIIH ¥ fo3ax 1,25-20 mMr Ha mo0y 3a
1 a6o 3a 2 mpuiiomu. Lli gocmimKeHHs TPOIEMOHCTPYBAIH, 110 KIIiPpeHC IIPU ITePOpPaTbHOMY
3aCTOCYyBaHHI AiTaM BikoM Bif 6 7o 12 pokis Ta Big 13 mo 17 pokiB 3a3Bu4Yai CTaHOBUB 22,5 Ta 27,4
JI/TOOUHY BiATIOBIAHO A1 XJIOMUYMKIB i 16,4 Ta 21,3 n/roguHy BifNOBIAHO [AJIS NiBYaTOK.
CnocTepiranacsi 3HayHa BapiaOebHICTh €KCIIO3uIIil ¥ pi3HuX MmallieHTiB. [HpopMallis oo maieHTiB
BiKOM 10 6 POKiB oOMexKeHa.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

- AprepianbHa rinepreHsis.

- XpoHiyHa cTabinbHa CTEHOKAPMIs.

- BazocmactuyHa cTeHOKapmia (cTeHOKaphisa [IpuniiMeTana).

IIpomunoka3aHHs.

Bimoma migBuINeHa 4yTIUBICTh OO OUTINPONIPUANHIB, aMJIOAUITiHY a00 0o OyOb-IKOI0 iHIIOT0
KOMITOHEHTA TIperapaTy; apTepiajbHa Til0TeH3is TAKKOI0 CTyIeHs; 0K (BKII04Yaydu
KapAioreHHU 1I0K); 00CTPYKIlis BUBIIHOT'O TPAKTY /TiBOr0 LIUIYHOYKA (HAIPUKIIaM, CTEHO3
a0pTH TSXKKOTO CTYIEHS); TeMOOUHaMiuHO HecTabiflbHa ceplieBa HelOCTATHICTh MiCs
rOCTPOro iHdapKTy MioOKapha; OUTSYUM BiK 10 6 POKiB.

B3aemodisa 3 iHwumu nikapcvkumu 3acobamu ma inwi eudu e3aemoditl.

Bnaue iHwux aikapcvkux 3acobig Ha ama00uniH.



HasiBHi gaHi moq0 6€3MeYHoro 3aCTOCYBaHHS aMJIOAUIIIHY 3 Tia3uIHUMHU [iypeTHKaMHu, aiabda-
6mokaTtopamu, 6eta-6;10kaTopamy, iHribitopamu ATI®, HiTpaTaMu IPOIOHTOBAHOI [il,
CyOIiHTBaIbHOIO (OPMOIO HiTPOTIiIIepUHY, HECTEPOITHUMH ITPOTU3ANAIbHUMHY JTIKapChKUMHU
3acobamu, aHTHOIOTHKAMHY, OPaJIbHUMH TilOTIIiKeMiYHUMU JTiIKapChKUMHU 3ac00aMu.

[laHi, oTpuMaHi y X0fi in vitro gOCIigXKeHb i3 M1a3MO0I0 KPOBI JIIOAWHY, CBIAYaTh PO BiACYTHICTh
BIIJIUBY aMJIOJHUIIIHY Ha 3B’s3yBaHHS 3 6iTKaMu KPOBi IOCTIIZKyBaHUX JTiKapChKUX 3aC00iB (AUTOKCUH,
¢deniToin, BapbapuH abo iHgOMeTaIUH).

IHneibimopu CYP3A4.

OpHOYacHe 3aCTOCyBaHHS amyiofuminy Ta iHribitopis CYP3A4 notyxkHoi abo momipHoi il (iHribiTopu
IIpOTea3, a30JIbHI MPOTUTPUOKOBI 3ac00M, MAaKPOJIiIK, TaKi SK epUTPOMIIIMH YU KIaPUTPOMIITHH,
Bepanamin abo fusTiazeM) MoxKe IIPU3BECTH A0 3HAUYIIOr0 MigBUIIEHHS €KCIIO3UIlil aMJIONUIIIHY, 1110
TAKOXK MOXKe IIPU3BECTHU [0 MigBUIIIEHHS PU3UKY BUHUKHEHHS TinoTeH3ii. KimiHiuHe 3HaUYeHHS TaKuX
3MiH MoKe OyTH Oinblll BUpaKEeHUM Y TaIliEHTIB IITHHOTO BiKy. Moxe OyTy HEOOXimHUM KITiHiuHe
CIIOCTEPEeKEHHS 3a CTAHOM ITallieHTa Ta migbip mo3w.

He pekoMeHOyeTbCS OOHOYACHO 3aCTOCOBYBATH aMJIOAUIIIH Ta rpeindpyTu abo rpeidndpyToBuil Cik,
OCKIiJIbKY Y IesKUX MalieHTiB 610M0CTYIHICTh aMIOOUIIIHY MOXKe IiBUIITYBATUCS, 1110, Y CBOIO Yepry,
IIPU3BOOUTH [I0 MIOCUIEHHS TiMOTEH3UBHOI [il.

Inoykmopu CYP3A4.

KOoHLIeHTpaLisa aMJIOOUITIiHY y I1JIa3Mi KPOB1 MOXKe 3MiHIOBATUCH IIiC/ISL OMHOYACHOT 0
3aCTOCYyBaHHA BifoMux iHAyKTOPiB CYP3A4. ToMy CIig MPOBOAUTH MOHITOPHHT apTepialbHOTO
TUCKY 1 KOperyBaTH 03y 3 ypaXyBaHHSIM OIHOYACHOTO NIPUUOMY IUX JIIKapPChKUX 3aC00iB K
YIIPOMOBXK, TaK i MiCJIsT CYIyTHHOTO JIIKYBaHHS, 0COOIMBO I1€ CTOCYETHCS CUITbHUX iHOYyKTOpPiB CYP3A4
(Hampuknan, pudaMminyuHy, 3Bipo00I0 3BUYANHOTO).

LlanmpoaseH (iHdy3ii).

Y TBapuH CIOCTepiranucs IMUTYHOYKOBI GiOpunsLil 3 1eTanbHUM HACIIiTKOM Ta CEPLIEBO-CyIUHHUN
KOJIaIC, 110 aCOLif0BaIuCA 3 TillepKaslieMi€lo, Micis 3aCTOCYBaHHS BepalaMiny Ta JaHTPOJIeHy
BHYTPIITHEOBEHHO. Yepe3 PU3UK PO3BUTKY TilepKalieMii peKOMeHOOBaHO YHUKATH 3aCTOCYBaHHS
0JI0KaTOpiB Ka/JbI[iEBUX KaHAJIIB, TAKUX SK aMJIOOUITIH, CXUJIBHUM [0 3JI0SKiCHOI TimepTepMii
nalieHTaM Ta IIPHU JIiKyBaHHi 37I05IKiCHOI rimepTepMil.

Bnaue amaoduniHy Ha iHWi AiKkapcwki 3acobu.

limoTeH3uBHUY e(pEKT aMJIOAUIIIHY IOTEHIIIOE TiITOTEH3UBHUM €(DEeKT iHIINX aHTUTINEePTEeH3UBHUX
3aco0biB.

Takpoaimyc.

I[cHye pu3uK migBuIeHHS PIBHIB TAKPOJIIMYCY B KPOBI IIPU OOHOYACHOMY 3aCTOCYBaHHI 3
aMJIOOUIIIHOM, OgHAK (hapMaKOKiHEeTUUYHHUY MeXaHi3M TaKol B3a€EMO/Iii TIOBHICTIO He
BCTaHOBJeHO. [1[06 YHUKHYTHA TOKCUYHOCTI TaKPOJIiMyCy, IIPH CYIIyTHHOMY 3aCTOCyBaHHi
aMJIOOUIIIHY IallieHTaM, gKi IpUUMaTh TAaKPOJIIMYC, CJIifi IPOBOOAUTHU PETyIAPHUN
MOHITOPHHT PiBHIB TaKpOJIiMyCy B KPOBi Ta, y pa3i Heo0XigHOCTi, KOPUTYBaTH HO3Y
TaKpOJIIMYyCy.



mTOR iHeibimopu (mammalian target of rapamycin - miweHi panamiuuHy y ccasuis).

Taki mTOR iHribiTopu 9K cuposiMyc, TeMcupoiniMyc i eBeporimyc € cyocTpatamu CYP3A. AMopumin
€ cnabkum inriditopom CYP3A. Ilpu ogHOYacHOMY 3acTocyBaHHI amnoguniny 3 mTOR iHribiTopamu
BiH MOXe€ MOCUJIIOBATH BIIJIUB OCTAHHIX.

LukaocnopuH.

HocmimKeHb B3aEMOIil IMKJIOCIIOPHUHY Ta aMJIOAUIIIHY ITPX 3aCTOCYBAHHI 3I0POBUM JOOPOBOJIBIIM
abo B iHIIUX I'PyIax He MPOBOAUIIN, 3@ BUHSTKOM 3aCTOCYBaHHS IallieHTaM i3 TpaHCIJIaHTOBAHOIO
HUPKOIO, Y SIKUX CIIOCTEepirasiocs MiHIMBe MigBUINEHHS 3aJIMIIKOBOI KOHI[EHTPAIlil IUKIIOCIIOPUHY (B
cepenaboMy Ha 0-40 %). [I11g malfieHTiB i3 TPaHCIIAHTOBAHO HUPKOM, SIKi 3aCTOCOBYIOTh
aMJIOIUIIIH, CHIif PO3TISHYTU MOXKJIUBICTh MOHITOPUHTY KOHIIEHTPALiX IUKJIOCIIOPUHY Ta, ¥ pasi
He0OXimHOCTI, 3MEHIIUTH 003y LUKIJIOCTIOPUHY.

Cumsacmamut.

OpHOYacHe 3aCTOCYyBaHHS OaraTopa3oBux 03 amnoauniny 10 Mr Ta cMiMBacTaTUHY B 7031 80 Mr
IIPU3BOMIUIIO [I0 30ibIIIEHHS €KCIIO3UIlil CUMBAcTaTUHY Ha 77 % MOPIBHSHO i3 3aCTOCYBaHHSAM JIMIIIE
CMMBacTaTHHY. [IJ1s mamieHTiB, SKi 3aCTOCOBYIOTh aMJIOUIIIH, O3y CUMBACTaTUHY CJIifl 0OMEXUTH [0
20 mr Ha mo0y.

Cundenagin.

Opnopa3zosuu npuiioMm 100 Mr cunpeHadiny nauieHTaMu 3 eCeHIiaIbHOIO TilepTeH3i€l0 He BIIJIMBaB
Ha (hapMaKOKiHeTUKYy aMJIOfUIiHy. [Ipy ogHOYAaCHOMY 3aCTOCYBaHHI aMJIOAUIIIHY Ta cunfeHadiny B
SKOCTI KOMOiHOBaHOI Tepallil KOXeH i3 IpeltapaTiB NPOSBIAB TilIOTEH3UBHUY e(heKT He3aleXkHO Bif
iHImoro.

IHwi nikapcwki 3acobu.

Kniniyni mocmipkeHHS B3a€EMO[Iii TpemapaTty mokKa3aiy, 110 aMJIOAUIIiH He BIIJIUBAE Ha
(bapMaKOKiHETHKY aTOPBaCTaTUHY, TUTOKCUHY a00 BapdapuHy.

EmaHo (ankoeosw).

OpHopa3oBui Ta 6araTopa3oBui mpuitoM 10 MT aMJIOgUIIiHYy HE MaB CYTTEBOTO BIUIMBY Ha
(bapMaKOKiHETUKY €TaHOJy.

CywmicHe 3aCTOCYBaHHS aMJIOOUIIIHY 3 DUMETUANHOM, He MaJio BIJIUBY Ha (papMaKOKiHETUKY
aMJIOUIIIHY.

CywmicHe 3aCTOCyBaHHS IIpellaparTiB allOMiHil0/MarHio (aHTalXiB) i3 pa30BO0 J03010 aMJIOAUIIIHY He
MaJio CYTTEBOTO BIIJIUBY Ha (hapMaKOKiHETUKY aMJIONUIIIHY.

JlabopamopHi mecmu.

BrnnuB Ha MOKA3HUKYU 1a00PaTOPHUX TECTIB HEBiHOMMUI.

Oco06.1ueocmi 3acmocye8aHHs1.

Besneka Ta e(peKTUBHICTh 3aCTOCYBaHHS aMJIOAUIIIHY IPY TiIePTOHIYHOMY KpH3i He OI[iHIOBaIUCH.



ITauieHmu i3 cepue8or HedocmamHicmio.

[TarienTaM i3 3acCTiliHOIO CepIEBOI0 HEOCTATHICTIO 67I0KAaTOPU KaJIbIlieBUX KaHalliB, BKIIOYAl0Un
aMJIOMMITIH, CITiJ] 3aCTOCOBYBATH 3 00€PEeXkKHiCTIO, OCKIJIbKA BOHU MOXKYTb MiJBUIIYBATH PUIUK
CepleBO-CYAUHHUX IOfIii Ta IeTalbHUX BUNAAKIB ¥ MalibyTHROMY. € [aHi, 110 y IallieHTiB i3
CepleBOI0 HeOCTaTHICTIO TsAKKoro cTyneHs (knac III ta IV 3a knacudikanieio NYHA) npu
3aCTOCYBaHHi aMJIOOUIIIHY YaCTOTa BUIAIKiB PO3BUTKY HaOPSIKY JereHs Oyya BUIIOI0 MTOPIiBHSIHO i3
3aCTOCYBaHHSIM IIarnebo.

ITauienmu 3 nopyweHHAM QYHKUII neyiHKU.

[Tepion HaniBBUBeneHHS aMIoAuNiHy Ta napaMmeTpu AUC 30imbIIyI0TCSA Y NALEHTIB i3 MOPYIIEHHAM
GyHKIIII Te4iHKY; peKOMeHallill CTOCOBHO 103 IIpeflapaTy HeMae. ToMy [aHill KaTeropil maljieHTiB
CJIi[T pO3TMOYMHATH 3aCTOCYBAHHS MpemnapaTty i3 HalHuKYo1 mo3u. Crig Oyt 06epeXHUMHU SIK Ha
IIOYaTKY 3aCTOCYBAHHS IpenapaTy, Tak i mig gac 30inbiueHHs qo3u. IlarieHTam i3 TsKK0I0

IIe4iHKOBOIO HEIOCTATHICTIO MOXke OyTH HeoOXimHMM IOBiNbHUY Mif0ip 03U Ta peTenbHe
CIIOCTEPEeKEHHS 3a CTAHOM IIaIlieHTa.

ITayieHmu AiMHbO20 BIK)Y.
30inpiIyBaTy q03y IpelapaTy fAaHil KaTeropii maiieHTiB ciif 3 06epexkHiCcTIO.
ITauieHmu 3 HUPKOBOI HedocmamHicmio.

[aHii KaTeropil nali€HTiB CJIiff 32CTOCOBYBaTH 3BMYaliHi 103U IpelapaTy. 3MiHYA KOHIIEHTpallil
aMJIOIUITIHY y IJ1a3Mi KPOBi He KOPEJIOIOTh 3i CTyIeHeM MopyIleHb (GYHKIIIN HUPOK. AMJIO[UIIIH He
BUMAJIETHCS LIJIIXOM Aiai3y.

AMJTOIUTIIH He BIIJIUBAE Ha Pe3y/IbTaTH J1ab0pPaTOPHUX [OCTiIXKEHb.

He pekoMeHOy€eThCST 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rpeindpyrom abo 3 rpeindpyToBUM COKOM,
OCKIiJIbKY ¥ IeSKUX NallieHTiB 6i0f0CTyMHICTh Moxke OyTu 30inbieHa, 1110 pu3Bene 0o MOCUIeHHS
TimOTEeH3UBHOT0 e(PeKTy mpemnapary.

Hampiti.

Lleit nikapchKui 3aci6 MicTuTh 1,6 Mr HaTpio Ha TabJIeTKY. Lle moTPiOHO BpaxoByBaTH MAIli€HTaM,
SIK1 MOTPUMYIOTHCA OIETU 3 KOHTPOJIEM BMICTY HaTpIk0.

depmuabHicmb.

[ToBimomunsinu po o00poTHI GioximMiyHi 3MiHM TOJTOBKM cIIepMaTo30ifla V¥ AeSKUX NallieHTiB Ipu
3acToCcyBaHHI 0710KaToOpPiB KanbllieBUX KaHauiB. KiiHiuHoi iHdopMallil 1100 IOTEHIIIHHOTO BIIJIUBY
aMJIO[UIIIHY Ha (PepPTUIIbHICTh HeIOCTATHERO.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

BesneuHicTs 3aCTOCYBAaHHA aMJIOAUIIIHY KIHKaM y II€pIOf BariTHOCTI He BCTaHOBJIEHA.
3aCTOCOBYBaTU aMJIOUIIIH y NIePiof] BariTHOCTI PEKOMEHAYEThCA JIUIIE Y BUIIaAKaX, KOJIX HeMae



Oe3neuHilIol albTePHATUBY, @ PU3UK, TI0B’I3aHUY i3 CAaMUM 3aXBOPIOBAHHSIM, IEPEBUIIYE MOKIIUBY
IIKOAY Bif JIiIKyBaHHS [OJ1d MaTepi Ta IJI0fa.

Y xomi gocmigKeHb Ha TBapUHaX IIPU 3aCTOCYBaHHI BUCOKMX 03 CIIOCTepiranacs penpoayKThBHA
TOKCUUHICTB.

ITepiod 200ysaHHA 2py00H0.

AMJIOOUIIIH IPOHUKAE ¥ MaTEPUHCHKE MOJIOKO. KiNBbKICTh aMJIOAUIIIHY, SKa MOXKe IOTPAaIIaTy JUTHAHI
3 TPyAHKAM MOJIOKOM MaTepi, MOKe CTaHOBUTH Bif 3-7 10 15 % mo3wm, 1110 3aCTOCOBYyBajacs MaTip’io.
[lis aMopuniny Ha HEMOBJIAT HeBigoMa. [Ipu NIpuMHATI pillieHHs PO IPONOBXKEHHS TONyBaHHS
TPYOI0 YX PO 3aCTOCYBaHHS aMJIOAUIIIHY HeoOXiIHO OILiHIOBaTH KOPUCTh TOMYBAHHS TPYIMIO TS
OUTUHYU Ta KOPUCTH Bifl 3aCTOCYBaHHA IIpenapary jisd MaTepi.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

AMronurmin MOXKe IIPOSIBNIATY He3HaYHKU ab0 IIOMipHUI BIJIUB Ha 30aTHICTh KepyBaTH
aBTOTpaHCIOPTOM abo mpalffoBaTH 3 iHIMUMHU MeXaHi3aMaMu. [[IBUAKICTh peakilii Moxke OyTH
3HMXKEHa MTPU HasBHOCTiI TaKUX CUMIITOMIB SIK 3allaMOpPOY€eHHS, TOJIOBHUM Oifb, CIITyTaHICTh
CBIIOMOCTI 44 Hy[HOTa.

Cnip 6yTy 06epekHUMH, 0COOTMBO Ha MMOYATKy Teparrii.

Cnocib 3acmocyeaHHsi ma do3u.
Hopocai.

[lns mikyBaHHSI apTepianbHOI TiepTeH3il Ta CTeHOKapil 3Bu4aiiHa peKOMeHI0BaHa MoYaTKOBa [103a
CTQHOBUTH b Mr amiofguiiny 1 pa3 Ha mo0y. 3ajeXXHO Bif peakilil malieHTa Ha Tepallilo f03y MOXKHa
30iMBIIUTY IO MaKCUMaJIbHOI [03H, 1110 cCTaHOBUThL 10 Mr 1 pa3 Ha moly.

[TamieHTaM 3i cTeHOKapHi€elo mpemapaT MOXkKHa 3aCTOCOBYBaTH SIK MOHOTepallilo YX y KoMbiHaIril 3
iHIMMMY aHTHAHTIHATBHUMM JTiKapChKHMU 3aco0aMy IIPU Pe3UCTEHTHOCTI 10 HiTpaTiB Ta/abo
aJleKBaTHUX 003 O6eTa-6710KaTopiB.

€ mocBig 3acToCyBaHHS IIpenapary y KoM0OiHalii 3 Tia3augHuMu AiypeTuKaMu, anbda-010KaTopaMu,
Oera-0nokaTopamu abo iHTibGiTOpaMu aHTi0TeH3WHIIEPETBOPIOBAILHOTO (PePMEHTY IMallieHTaM 3
apTepianbHO0 rinepTeH3siek.

Hemae HeoOximHOCTI ¥ mimbopi mo3u mpenapaTy Ipy OMHOYAaCHOMY 3aCTOCYBaHHI 3 Tia3uIHUMU
miypetukamu, 6eTa-010KaTopaMu Ta iHribiTopaMu aHTi0TeH3WH-TIEPETBOPIOBAIBHOTO (PEPMEHTY.

Limu eikom 8i0 6 pokie 3 apmepia/sbHOoI0 2inepmeHaieto. PeKoMeHI0BaHa MOYaTKOBa f03a
aMJIOOUIIHY A7 11iel KaTeropii mauieHTiB cTaHOBUTH 2,5 MT 1 pa3 Ha moby. AKio HeoOXigHMU piBeHb
apTepianbHOTO TUCKY He 0yae JOCATHYTHM IPOTITOM 4 TUXKHIB, O3y MOXKHA 30i/bIIUTY 10 5 MT' Ha
no0y. 3acTocyBaHHS IIpelapaTy y [03ax BUllle 5 MT IJIs JaHOl KaTeropil mallieHTiB He [MOCTiIXKyBalu.

ITauienmu aimHboe2o e8iky. Hemae HeobximHOCTI ¥ migbopi mo3u [A7g maHOI KaTeropii marmieHTis.



[TigBUIIIEHHS MO3U CIIi[l MPOBOAUTHU 3 00EPEKHICTIO.

ITauienmu 3 nopyweHHAM pyHKUii HUPOK. PeKOMEHIyEThCS 3aCTOCOBYBATH 3BUYAlHI 103U
npemnapary, OCKiIbKY 3MiHU KOHIIEHTpallil aMJI0OJUIIiHy y IJ1a3Mi KPOBi He T0B’s13aHi 3i CTymeHeM
TSKKOCTI HIPKOBOI HEIOCTaTHOCTi. AMJIONUIIiH HEe BUBOAUTHCS LINAXOM Hiasi3y.

ITauienmu 3 nopyweHHAM PyHKUii nevinku. [103U IpenapaTy Ajid 3aCTOCYBaHHSA IallieHTaM 3
OPYIIEeHHAM GYHKIIII MeYiHKY Bifl JIETKOTO 10 ITOMIPHOTO CTYIIeHs TSKKOCTi He BCTAHOBJIEHI,
TOMY Mi0ip MO3U CITif MPoBOAUTY 3 00ePEeKHICTIO Ta MOYMHATH 3aCTOCYBAHHS i3 HAMHUKYO]
no3u (ouB. po3ain «OcobIUBOCTI 3aCTOCyBaHHA» i «®apMaKOJIOTiYHi BITaCTUBOCTI.
dapMakoKiHeTHKa»). ®apMaKOKIiHETUKY aMJIOJUIIIHY He NOCIigXKyBaIl y MallieHTiB i3
OPYIIEeHHAM (QYHKII1 IEeYiHKY TAKKOTO CTyneHs. 114 nalieHTiB i3 mopymeHHIM (QyHKITi1
IIeYiHKY TSKKOT0 CTYIIeHsS 3aCTOCYBaHHS aMJIOJUIIIHY CIIif] TOYMHATH i3 HAWHUKYOl IO3U Ta
IIOCTYIIOBO ii 30i/bIIyBaTH.

TabneTku 1Mo 5 MI' MOXKHA PO3MiMUTH HABIIIJ I7IT OTPUMaHHS OO3U 2,5 MT.

Himu. [IpenapaT MOXHa 3aCTOCOBYBaTH AiTAM BiKOM Bifj 6 POKIB.

BrnnuB aMiopuniHy Ha apTepiajlbHUM THUCK MAIll€HTiB BIKOM [0 6 POKiB HEBIIOMUIL.

ITepedo3yeanns. [10cBig HABMUCHOTO Ilepe03yBaHHA IpefapaTy 00MeKeHUH.

Cumnmomu nepedo3yearHs. HasiBHa iH(GoOpMallisa ga€ MificTaBu BBaXKaTH, II[0 3HAUYHE
Iiepeno3yBaHHs aMJIOOUIIIHY IPU3Bee OO0 HaAMipHOlL Tepu(epryHol Ba3ofuIaTalil Ta, MOXIIKUBO, IO
pednekTopHOl Taxikapmil. [ToBimoMIIsinK PO PO3BUTOK 3HAYHOI Ta, MOXKJIMBO, TPUBAJIOl CHCTEMHOI
apTepianbHOI TinoTeH3ii, BKI0Yal04Yy IIOK i3 IeTaIbHUM HACIiIKOM.

Pinko moBimoMisinocs mpo PO3BUTOK HEKAPAiOTeHHOr0 HaOPSIKY JIeTeHiB SK HACIiIOK Iepefo3yBaHHs
aMJIOUIIIHY, SKUU MOXKe MPOSBIISITUACS 3 BiICTPOUEHUM IT0YaTKOM (depe3 24-48 rogus micns
IpuitoMy) i moTpebyBaTH ITYYHOI BEHTHIIALIL Teredb. PaKTOpaMy, 110 CIIPUSIOTh PO3BUTKY
HeKapaioreHHOTo HaOpSKY JleTeHb, MOXKYTh OyTH paHHi peaHiMalliiiHi 3aX0u (BK/II04al0Yu
IlepeBaHTaXKeHHS PiAMHOIO) [JId MiATPUMKH 1epdy3il Ta CepIieBOro BUKULY.

JlixysaHHA. KniHiYHO 3HaYyllla TiNOTEH3is, 3yMOBJIeHa [1epef03yBaHHSAM aMJIOQUIIiHY, BUMarae
aKTUBHOI IiATPUMKH TisITbHOCTI CEPIEBO-CYOUHHOL CUCTEMHU, BKITIOYAI0YX YaCTUN MOHITOPUHT
GYHKILIN cepls Ta AUXaHHS, TITHATTS HUXKHIX KiHITIBOK, MOHITOPUHT 00’€My LMPKYJIIOI0Y0] PITUHU Ta
CEeYOBU/iIeHHS.

[l1s1 BIGHOBIIEHHS TOHYCY Cy[OUH Ta apTepiaJibHOr0 TUCKY MOXKHA 3aCTOCYBaTU CYAUHO3BYXKYyBaJIbHi
IIpenapaTty, yIeBHUBIIKCH Y BiICYTHOCTI IPOTHIIOKA3aHb [0 IX 3aCTOCYyBaHHS. 3aCTOCYBAHHS KaJlblIif0
TJIIOKOHATY BHYTPIIIHEOBEHHO MOXKe OyTH KOPUCHUM AJIS HiBe/ToBaHHS e(eKTiB 6710Kafu KalblieBUX
KaHaJIiB.

Y mesikux BUIafKax Moxe OyTH KOPUCHUM IIPOMUBAHHS LITyHKA. € JaHi, 10 3aCTOCYBaHHS
aKTMBOBAHOTO BYTIJIJIS MPOTATOM 2 TOOUH ITicisd BBegeHHS 10 Mr aMIOAuIiHy 3Ha4HO 3MEHIIYE
piBeHb MOr0 BCMOKTYBAHHS.



OcKinbKM aMJIOOUIIiH BUCOKOIO MipOI0 3B’SI3y€ThCS 3 OinKaMu Iy1a3Mu KPOBi, epeKT miamizy
HEe3HaYHUU.

ITo6iuni peakuii.

[Tpu 3acTOCyBaHHI aMJIOAUIIIHY Ha#YaCTillle TOBIOMIISANIX PO Taki Mo0iuHi peakiii: COHIUBICTE,
3allaMOPOY€eHHS, TOJI0BHUY Oifb, ManbiTalis (mocuneHe cepleOuTTs), IPUNIUBY, 6ib y YepeBHil
TIOPOXKHUHI, Hyf0Ta, HAaOPSIKK rOMiNTIOK, HaOpPSIKM Ta BTOMJIIOBAHICTh.

[ToGiuHi peakilil, Ipo AKi MOBIAOMJISIIM IIifl Yac 3aCTOCYBaHHS aMJIOAUIIIHY, HaBe[eHi HUXKYe
3a CHCTeMaMu Ta KjlacaMU OpraHiB Ta 3a 4aCTOTOX BUHUKHEHHS: OyXKe 4dacTto (= 1/10),
4acTo

(= 1/100, < 1/10), meuacTo (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), nyxe pigKo
(= 1/10000), HeBigoOMO (HEMOXKJIMBO OLIIHUTH 3 HasIBHUX JAHUX).

3 6oky Kposi ma aimpamuyHoi cucmemu: OyxKe PiAKO - TEUKOIUTOIEHisT, TPOMOOIUTOIIEHIS.

3 60Ky imyHHOT cucmemu: TyKe PiKO - aJepriyHi peakiiil.

3 boky memaboaizMy ma animeHmapHi po3iadu: OyKe PifiKo - rinepriaikeMisd.

ITcuxiuHi nopyweHHsA: He4acCTO - 6e3COHHS, 3MiHM HAaCTPOIO (BKJIIOUAI0YU TPUBOXKHICTD), IEIIPECis;
PiAKO - CITyTaHICTh CBiZOMOCTI.

3 60Ky Hepeosoi cucmemu: 4acTo - COHIUBICTD, 3alTaMOPOYEHHS, TOJIOBHUY OiNlb (TOJIOBHUM
YMHOM Ha II0YaTKY JIiIKyBaHHS); HEYaCTO - TPEMOP, AUCTEeB3isd, CUHKOIIE, TiecTesis,
napecTesis; AyxXKe pigKo - TinepToHyC, mepudepuyHa HeUpoIaTis; HeBiAOMO -
eKCTpallipaMifHi po3afu.

3 60Ky opaaHis 30py: 4aCTO - MOPYIIEHHS 30py (BKIIOYAOYN JUIIIIOIMIIO).
3 6oky opaaHig cayxy ma aabipuHmy: HEYACTO - O3BiH y ByXax.

3 60Ky cepus: 4acTo - TOCHUIIEHE CEPIEOUTTS; HEYaCTO - apUTMis (BKIIOUal0ouy OpaguKapmio,
IIUTYHOYKOBY TaXiKap[ilo Ta TPIMOTiHHS Mepefcepb); AyXKe pigko - iH(apKT MioKapma.

3 60Ky cyOuH: 4acTO - IPUILIIMBY; HEYACTO - apTepianbHa TiMOTEH3is; JyXKe PigKo - BaCKYIIIT.

PecnipamopHi, mopakaavHi ma mediacmuHaabHi NOPYyweHHA: 4aCTO - OUCIHOE; HEYaCTO -PUHIT,
KallleJb.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4acTo - Oi/ib y JKWBOTI, HYOTa, AUCIIEIICis, MOPYIIEHHS
IepUCTaIbTUKY KUIIEYHUKY (BKJII0Yal04y 3aIlop Ta Aiapero); HedyacTo - 0/II0BaHHS, CyXiCTh ¥ POTi;
OyXe pigKo - ITaHKpeaTHUT, TaCTPUT, Tinepiiiasia sceH.

3 60Ky 2enamobiaiapHoi cucmemu: TyXe PiAKO - TeNaTUTH, JKOBTAHULA, MIIBUILIEHHS PiBHA
IIe4YiHKOBUX (DEPMEHTIB (110 Ha4aCTille acollifoBaloCs i3 X0IeCTa3oM).



3 60Ky wKipu ma nidwkipHoi mkaHuHu: HEYACTO - ajomellisd, IypIypa, 3MiHa 3a0apBlIeHHS
IIKipH, MMiiBUIleHe TIOTOBUIiINTIeHHS, CBep0iX, BUCUII, eK3aHTeMa, KPOIIUB'THKa; AyXKe PiaKo
-aHTiOHEeBPOTUYHUM HAOPSK, MynbTU(QOPMHA epuTeMa, eKChONiaTUBHUN JepMaTUT, CUHAPOM
CriBeHca-[IkoHCOHA, HaOpsK KBiHKe, HOTOUYTNIUBICTh; HEBIZOMO (HEMOXKJIMBO OIIHUTH 3
HasBHUX JAaHUX) - TOKCUYHUMU elliflepMaIbHUN HEKPOIi3.

3 60Ky cKkesnemHo-M’ 5130801 ma CnoAy4YHOI MKAHUH: 9aCTO - HAOPSKAHHS TOMINIOK, CyTOMU M’si3iB;
HEYaCTO - apTpaIris, mianris, 6inb y CIIuHi.

3 60Ky HUPOK ma cevyosudinbHO20 MPAKMYy: HEYACTO - TIOPYIIEHHS CEUOBUMIIEHHS, HIKTYpis,
IigBUIIleHA YaCTOTa CEYOBUIYCKAHHS.

3 60Ky penpodykmueHoi cucmemu ma MO/A0YHUX 3d/103: HEYaCTO - iMITOTEHIIisI, TIHEKOMACTis.

3aeanvHi nopyweHHs ma cmaHu y micyi eeedeHHs: TyXkKe PifKo - HaOPSK; 4aCTo - MiABUIIEHA
BTOMJIIOBAHICTh, aCTEHis; He4YacTo - 6ifb y rpynsx, 6inb, He3oyKaHHS.

HocaiooceHH.

Heuacro: 36inbineHHs abo 3MeHIIIeHHSI MaCH Tifa.

[ToBimOMIISANIM IIPO BUHATKOBL BUITAAKU PO3BUTKY €KTpalipaMifHOr0 CUHAPOMY.
iTH.

Awmnopunin go0Ope MePeHOCUTHCS IPY 3aCTOCyBaHHi miTaM. [Ipodins mobiyHMx peakiiiit 6yB nogi6HuM
[0 TUX, 110 CIOCTePIiraaucs y 4OPOCIuX. Y OOCIiAXKeHHI 3 y4acTio 268 fgiTed HalyacTile
TIOBiMOMJISITIOCS IIPO Taki moOiuHi peakilii: rooBHUY 0ilb, 3aIaMOPOYEHHS, PO3LMIUPEHHS
KPOBOHOCHMX CYOUH, HOCOBa KpOBOTeYa, 0ilb ¥ KUBOTI, acTeHid.

Binburicts mob6iyHKX peakiiidt 6ynu 1erkoro abo nmoMipHoro cryneHs. TsAxKi mobiuni peakiril
(mepeBaxHO Ton0BHUIM 6inb) criocTepiranucs y 7,2 % mpu 3acToCyBaHHi 2,5 Mr amioputiny, y 4,5 %
IIPY 3aCTOCyBaHHI 5 Mr amyoguniny, Ta y 4,6 % - y rpyni mnane6o. HalinomupeHiniowo IpuYnHo0
BUKJIIOYEHHS 3 IOCNTigXKeHHs Oyla HEKOHTPOJIbOBaHa TinepTeH3is. 2KogHOTo pa3y BUKITIOYEHHS 3
IOCHTimKXeHHs He Oy0 CIpUYMHEHE BioXuIeHHsAMU JTabopaTOPHUX TOKa3HUKIB Big HopMu. He Oyio
3a(ikCcOBaAHO CYTTEBUX 3MiH IIYJIbCY.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii.
[ToBimoMIeHHS PO Migo3pioBaHi MOGiYHI peakiii micyisg peecTpaliil 1iKkapchbkoro 3aco0y Ma€e BaKJIMBe
3HaueHH4d. Lle nae 3Mory mpoBoauTy 6e3mepepBHUN MOHITOPUHT CITiBBiIHOIIEHHS MiXK KOPHUCTIO i

pU3UKaMH, TTOB’I3aHUMHU i3 3aCTOCYBAaHHSIM I[LOTO JIIKAPChKOT0 3aco0y. JIikapsiM CITifl 3BiTyBaTH IIPO
Oymb-siKi mimo3proBaHi MoOivyHi peakiril BiAmoBigHO M0 BUMOT 3aKOHOJABCTBA.

Tepmin npudamuocmi. 3 POKH.

YMoBu 30epiranHsi.

306epiraTu B opuriHaibHiN yIakoBIl mpu Temnepatypi He Bulle 30 °C.



30epiraTé y HEOOCTYITHOMY M7 HiTe# MICIII.

YnakoBka. [To 10 TabmeToK y KOHTYPHill YapyHKOBil yIIaKOBIi 3 anoMiHieBoi ¢onbru (ctputi). 1o 2
abo no 3 cTpunu y KopooO1i 3 makyBaJbHOTO0 KApTOHY.

Karteropist Bigmycky. 3a peLenToM.

Bupoonuk. IOHik ®apmacriotukan Jlabopartopi3 (Bimminenus dipmu «JIx. b. Kemikans enp
®apmacwkroTukani JIto.»)

Micue3HaxoIKeHHsI BUPOOHHMKA Ta afipeca Micus MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

Hinsuka Ne 215-219, IOxi. Au. [i. Ci. Iugactpian Epia, ITanomi - 394 116, okpyr bxapyx, Iugis.



