IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AMJIOJJMIIIH €BPO

(AMLODIPINE EURO)

Cknao:

ditoua pevosuHa: amlodipine;

1 TabneTka 1Mo 5 Mr MiCTUTEL amJyiofuIiHy 6ecusnaty 6,935 Mr eKBiBaJIeHTHO aMJIONHUIIIHY 5 MT;

1 tabnetka no 10 Mr micTuTh amnopumniny 6ecunaty 13,870 Mr ekBiBasieHTHO aMnoguIiny 10 mr;

0onomidcHi peyoguHU: KasbIliio rifpodocdaTt 6€3BOTHMH, I1€JTI0JT03a MiKPOKPHCTAJliYHa, KPEMHIiI0
miokcup KonoigHuy 6e3BOMHUM, HATPil0 KPOXMaIbITKOIAT (TUIl A), MarHiio cTeapar.

JIikapcbKka ¢opma. TabneTku.

OcHosHi pizuko-xiMiuHi 8aacmusocmi: 6ini abo Matizke 6isti KPyTJIi IIOCKi TaONIETKY 31 CKOIIEHUMU
KpasMU 3 PO3MOAiNIbY0I0 PUCKOIO 3 OGHOTO OOKY.

®dapMakoTepaneBTH4YHA rpyna. CeleKTUBHI aHTaroOHICTH KaJblilo 3 IIepeBaKHUM BIIJINBOM Ha
cynunu. [ToxigHi gurigponipuguny. Kog ATX C08C A01.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

AMJTOfIUIIIH - aHTATOHICT Kasbllilo (IIoXigHe OUTiApomipuauHy), Mo 6JI0Kye HagXO[KeHHS i0HiB
KaJIBbI[iI0 O MIOKapAy Ta OO KIITHUH I'JIafkKuX M’A31B.

MexaHi3M TilTOTEH3UBHOI il aMJIONUIIIHY 3yMOBJIEHK Oe3MocepeNHbOI0 PO3CiabIioBaNibHOIO Ai€l0 Ha
rnafki M'si3u cynuH. TOYHKN MeXaHi3M aHTHaHTiHAIBHOTO epeKTy aMJIOAUIIiHY BU3HAYEeHUH
HeIOCTaTHHO, OIHAK HUXKYe3a3HaueHi e()eKTH BifirpaloTh MMEBHY POJIb:

- aMJIO[UIIIH PO3MINPIOE TeprudepUdHi apTepionu i, TaKUM YUHOM, 3HUXKYE NeprudepruyHuil omip
(mocTHaBaHTaxeHHs). OCKiIbKY CepLeBUN PUTM 3aJIUIIAETHCS CTA0ITbHUM, 3HUKEHHS
HaBaHTAXKEHHS Ha ceplie IPHU3BOIUTH [0 3HMKEHHS CIIOXMBAaHHS eHeprii Ta moTpedu MioKapaa B
KHCHI.

- Po3mmpenHs roIoBHUX KOPOHAPHUX apTepil Ta KOPOHAPHUX apTepion (HOpMaIbHUX Ta



ilmemizoBaHUX), MOXKJIMBO, TaKOXK Biflirpae poJib y MexaHi3Mi fil amnoguniny. Take po3mImpeHHs
IiABUINYE HACUYEHICTh MiOKapAa KMCHEM y NallieHTiB 3i cClla3MOM KOPOHaApHOI apTepil (CTeHOKapHis
[TpuniMeTana abo BapiaHTHA CTEHOKAPIis).

Y mariieHTiB 3 apTepianbHOO TinepTEH3i€l0 3aCTOCyBaHHS Ipenapaty 1 pa3 Ha no0y 3abe3neuye
KJIIHIYHO 3Hauyllle 3HUXKEHHS apTepiaJbHOr0 TUCKY MPOTATOM 24 FOAMH y IIOJIOKEHH] IK JeXkaydl,
TakK i cTosiun. Yepe3 MOBIIbHUM II0YATOK Ail aMJIOAUIIIHY TOCTPa apTepianbHa TiNoTeH3isa 3a3BU4ail He
CIIOCTEPIra€eThCA.

Y natieHTiB 3i cTeHOKap/i€to Py 3aCTOCYBaHHI ofHiel 1060BOI 03U IpemapaTy MigBUIIYEThCS
3aranibHMM 9ac (pisudyHOro HaBaHTaXKEeHHS, Yac [0 I0YaTKy CTeHOKapAil i 4ac mo 1 MM menpecii
cermenTa ST. [IpenapaT 3HUKY€E YaCTOTy HallafliB CTEHOKapii Ta 3MeHIIye MoTpedy y 3acToCyBaHHI
HITPOTJIiLIEpUHY.

AMIIOOUIIiH HE aCOII0ETHCS 3 OyIb-IKUMU MOOIYHUMY MeTaOOTiYHUMY OiIMU UM 3MiHaMHU PiBHS
nimifgiB y mima3Mmi KpoBi, HOT0 MOXKHa 3aCTOCOBYBATH IMallieHTaM 3 aCTMOIO, IIyKPOBUM [iabeToM Ta
[oJarpoxo.

dapmakokiHemuxka.

BCMOKTYBaHHSA/PO3MOMIIT.

[Ticns mepopalbHOTO 3aCTOCYBaHHS TEPANEBTUYHUX 103 aMJIONUIIIH IIOCTYIIOBO abCOpOy€EThCS y
m1a3My KpoBi. AOCOm0THa 6iOMOCTYIIHICTE He3MiHEHO01 MOJIEKYTX CTAHOBUThL ITPHUOIU3HO

64-80 %. MakcuManbHa KOHILIEHTpallif y IIjIa3Mi KPOBi JOCATaEThCS IPOTAroM 6-12 roguH micns
3acTtocyBaHHs. O6’€M PO3MOOiNy CTaHOBUTH MpubIu3HO0 21 JI/KT; KOHCTAHTa gucorialii kuciotu (pKa)
aMJIOAUIIIHY CTaHOBUTH 8,6. [laHi o010 mpoBeneHHs [OCTigXKeHHS in Vitro IpogeMOHCTPYBall, 110
3B’sI3yBaHHS aMJIOAUIIIHY 3 GiTKaMu I1JIa3MU KPOBi CTaHOBUTH MPubIu3Ho 97,5 %.

OpHOYacHe BXXKUBAHHA 1XKi He BIJIMBA€ Ha BCMOKTYBaHHS aMJIONUIIHY.

MeTaboi3M/BUBEIEHHS.

[Tepion HamiBBHMBeNEHHS i3 MIa3MU KPOBi CTaHOBUTE npubnu3Ho 35-50 roguH. PiBHOBaXKHa
KOHIIEHTPAIlis y IJ1a3Mi KPOBi JOCsATAETHCS Ticas 7-8 mHiB 6e3mepepBHOr0 3aCTOCYBaHHS Ipemapary.
AMJIOOUIIIH TOJIOBHUM YMHOM MeTabo0JIi3yEThCSA 3 YTBOPEHHSIM HEeaKTUBHUX MeTaboriTiB. biussko 60
% BBeIEHOI 03U BUBOAUTHCS i3 ceyero, mpubnau3Ho 10 % 3 IKUX CTaHOBUTHL aMJIOAUIIIH V
He3MiHEeHOMY BUTJIAML.

[TalieHTH JIITHLOIO BiKY.

Yac mocsATHeHHS PiBHOBaXKHUX KOHIIEHTPAIliM aMJIOAUIIIHY Y MJ1a3Mi KpOBi OmiOHUY Y MallieHTiB
JIITHBOTO BiKY Ta Yy JOPOCNIMX Iali€eHTiB. KiipeHC aMIOAumiHy 3a3Bu4ai A0 3HUKEHNUH, 1110 Y
TAllieHTIB JIITHHOTO BiKy MPU3BOOUTE A0 30i/bIIEHHS IIJIONII IIifi KPHBOIO «KOHIIeHTpatis/dac» (AUC)
Ta IIepiofy HalliBBUBEIEHHS IIpemapary.

[larieHTy 3 NOPYIIEHHAM (QYHKIIIM HUPOK.

AMITOfIUTIIH eKCTEHCUBHO 0ioTpaHChOPMYETLCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy
BUMINSAETHCS Y HE3MiIHEHOMY BUTJISAMI 3 ceuelo. 3MiHM KOHI[eHTpallil aMJIONHUIIiHY y IIJIa3Mi KPOBi He
KOPEJIOI0Th 3i CTyIeHeM MOopyIleHHs QyHKIiM HUPOK. [lalieHTaM i3 mopymeHHAM QYHKIIN HUPOK
MOZKHa 3aCTOCOBYBaTU 3BUYalHI 031 aMJIOOUIIIHY. AMIOOUIIIH HEe BUOAISETHCS LUIIXOM Hiamizy.



[NarienTy 3 MOpPyIIeHHSIM QYHKIIII MeYiHKHU.

[HdopMaliis mog0 3aCTOCYyBaHHSA aMJIOAXIIIHY TallieHTaM i3 IopymeHHAM QYHKII IeYiHKA OyXKe
oOMexkeHa. Y MallieHTiB i3 MeYiHKOBOIO HEJIOCTATHICTIO KITipEHC aMJIO[UIIIHY 3HUKEHUH, 1110
IPU3BOAUTH 10 30iNbIIeHHS TPUBAJIOCTI Iepiofly HamiBpo3nany Ta mo 36insmenas AUC npubnusHo Ha
40-60 %.

iTH.

€ maHi 100 IPOBeieHHS MOCiIkKeHb (hapMaKOKiHEeTUKY 3 y4acTio 74 [iTel 3 apTepiaabHOIO
rimepTeH3ieio BikoM Bif 12 mo 17 pokiB (Takoxk 34 maiieHTu BikoM Bif 6 10 12 pokiB Ta

28 marrienTiB BikoM Big 13 mo 17 pokiB), sIKi 3aCTOCOBYBa/I aMJIOAMITIH y mo3ax 1,25-20 mr Ha mo0y 3a
1 a6o 3a 2 npuitomu. Li gocnifxkeHHSs TPOAEMOHCTPYBAJIH, 110 KIiPEeHC MPY epOpPabHOMY
3aCTOCYBaHHI AiTaM BikoM Bif 6 7o 12 pokis Ta Big 13 mo 17 pokiB 3a3Bu4Yai CTaHOBUB 22,5 Ta 27,4
JI/TOOUHY BiATIOBIAHO AJ1 XJIONMUYMKIB i 16,4 Ta 21,3 n/roguHy BiflIOBIMHO [JIS OiBYATOK.
CnocTepiranacsi 3HayHa BapiaOebHICTh €KCIIO3UIIil ¥ pi3HUX MallieHTiB. [HpopMaliis mogo naieHTiB
BiKOM 110 6 POKiB 0OMeXKeHa.

KitiHiyHi XapaKTepHUCTHKH.
Iloka3annsa.

- ApTepiasibHa rinepTeHsis.

- XponiyHa ctabinbHa CTEHOKAPHis.

- BazocnmactuuyHa cTeHOKapmisa (cTeHoKapmis ITpuHIIMeTana).

IIpomunoka3aHHsA.

Bimoma migBuIlieHa YyTIUBICTh OO OUTIAPONIPUANHIB, aMJIOAXIIIHY a00 0o OyOb-IKOI0 iHIIOTO0
KOMIIOHEHTa Ipenapary; apTepiajabHa Till0TeH3is TAXKKOr0 CTYIEeHS; 0K (BK/TI04Yalyy KapaioreHHUN
II0K); 0OCTPYKIIisi BUBITHOTO TPAKTY JIiBOTO ITYHOYKA (HAIIPHUKJIIAM, CTEHO3 A0PTH TSIKKOTO CTYIEHS);
reMofuHaMiuHO HecTalillbHa ceplieBa HeIOCTATHICTH IiC/Is TOCTPOTO0 iHPapKTy MioKapaa; AUTSIUMH
BiK [0 6 POKiB.

B3aemodin 3 inwumu nikapcvbkKumu 3acobamu ma iHwi eudu e3aemodiii.
Bnaue iHwux aikapcvkux 3acobig Ha ama00uniH.

HasiBHi gaHi moq0 6€31meyHoro 3aCTOCYBaHHS aMJIOAUIIIHY 3 Tia3uIHUMMU [iypeTUKaMu, anbda-
OnokaTtopamu, OeTa-6110KaTopaMy, iHribiTopamu AII®, HiTpaTamMu IIPOJIOHTOBAHOI [ii,
cyOmiHTBaIbHOIO (POPMOIO HITPOTIillepHHY, HECTEPOITHUMH IIPOTU3aNaIbHUMU JTiIKapChKUMU
3acobamMu, aHTHOIOTUKAMHU, OPaIbHUMH TilOTJIiIKeMiYHUMHU JTiKapChKUMU 3acobaMu.



[TaHi, oTpuMaHi y X0fi in vitro DOCTigXKeHb i3 MI1a3M0I0 KPOBi TIOAWHYU, CBIqYaTh PO BiACYTHICTD
BIUIMBY aMJIOOUIIIHY Ha 3B’s3yBaHHS 3 OilKaMu KPOBi HOCTIIXKYyBaHUX JIiKapChKUX 3aC00iB (TUTOKCHH,
GbeniToiH, Bapdpapur abo iHmOMETAIINH).

IHeibimopu CYP3A4.

OpHoYacHe 3aCTOCyBaHHS amyioauminy Ta iHriditopis CYP3A4 notyxkHo1 abo nomipHol il (iHribiTopu
poTeas, a30/IbHi MPOTUTrPUOKOBi 3aco06U, MAaKpOJIiAK, Taki K ePUTPOMIIIUH YU KJTAPUTPOMIIUH,
Bepamnamin abo ounTiazeM) Moxke IIPU3BECTH OO 3HAYYLIOTO MiABUIIEHHS €KCIIO3UIlil aMIOAUIIIHY, 1110
TaAKOXK MOXKe IIPU3BECTHU [0 IMiABUIIeHHS PU3UKY BUHUKHEHHS rinoteH3il. KimiHiuHe 3HaUYeHHS TaKuX
3MiH Moxke OyTu OilbIll BUpaXKeHUM Y IMallieHTiB TITHROTO BiKy. Moxke O0yTH HeoOXimHUM KITiHiYHe
CIIOCTEpPEeXKEHHS 3a CTAHOM TallieHTa Ta Mmigdip mo3u.

He pekoMeHOy€eThCSI OMHOYACHO 3aCTOCOBYBATU aMJIOTUIIIH Ta TpeindpyTu abo rpeindpyToBuii CiK,
OCKIiJIbKM ¥ IeIKUX NallieHTiB 0i0f0CTYIHICTh aMJIOTUIIIHY MOXKe IMiABUIIYBATHUCS, 110, Y CBOIO YEPTy,
IPU3BONUTH O IOCUJIEHHS TIOTEH3UBHOI [il.

Inoykmopu CYP3A4.

KonuenTtpanis amnoguminy y mjaa3Mi KpoBi MOXKe 3MiHIOBATUCH ITiCJIA OGHOYACHOI'0 3aCTOCYBaHHSA
Bigomux inpykTopis CYP3A4. Tomy Cif IPOBOAUTYA MOHITOPUHT apTepiaIbHOI0 TUCKY 1
KOpeTryBaTHU 403y 3 ypaxyBaHHSAM ONHOYACHOTO IIPUMOMY IUX JIiIKapChKUX 3aC00iB IK
YIIPOMOBK, TaK i MiCIIsT CYIyTHBOTO JIiKyBaHHS, 0COOIMBO 1Ie CTOCYETHCS CUIBHUX iHAYKTOPIB
CYP3A4 (manpukrnaf, pudamMnoinuHy, 38ipo60i0 3BUYaiHOT0).

LanmposeH (iHPya3il).

Y TBapHH CIloCcTepiranucs MITyHOYKoBi GiOpuisLii 3 meTalbHIM HACTiTKOM Ta CEPLIEBO-CYIUHHUN
KOJIAIIC, 1[0 aCOLiI0BaIUCA 3 rilepKalieMi€lo, Ticig 3aCTOCYBaHHSA BepalaMiily Ta JaHTPOJIeHY
BHYTPIIIHEOBEHHO. Uepe3 pU3UK PO3BUTKY TimepKasieMii peKOMEHO0BaHO YHUKATU 3aCTOCYBaHHS
6710KaToOPiB KaJbI[iEBUX KaHaiB, TAaKUX K aMJIOAUIIIH, CXUILHUM [0 3JI0SIKICHOI TinmepTepmii
malfieHTaM Ta IPH JIiKyBaHHI 37I0SKiCHOI TillepTepMil.

Bnaue amaoduniHy Ha iHWIi aikapcbKi 3acobu.

linoTeH3uBHUM e()eKT aMIOOUIIIHY IOTEHINIOE TIMOTeH3UBHUYN e(PEKT iHIIKUX aHTUTINePTEeH3UBHUX
3aco0iB.

Takpoaimyc.

[cHye pU3UK MigBUILEHHS PiBHIB TAKPOJIIMYCY B KPOBi IIpX OOHOYACHOMY 3aCTOCYBaHHI 3
aMJIOAUIIIHOM, OgHaK (hapMaKOKiHEeTUYHHUM MeXaHi3M TaKol B3a€MO/Iii TOBHICTIO He
BCTaHOBJIEHO. 11100 YHUKHYTH TOKCUYHOCTI TaKPOJIIMyCy, IPHU CYIIyTHHOMY 3aCTOCYBaHHi
aMJIOJUIIIHY IallieHTaM, IKi IpUIUMaTh TaKPOJIiMYyC, CHIifi IPOBOAUTHU PETYIAPHUN
MOHITOPHHT PiBHIB TaKPOJIiMyCy B KPOBi Ta, y pa3i HeoOXigHOCTi, KOPUTYBATHU NO3Y
TaKpOJIiMYyCy.

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

Taki mTOR inri6iTopu K cuposiMmyc, TeMcupoiimyc i eBeposimyc € cyocTpatamu CYP3A. AMmopuin
€ cnabkum inri6itopom CYP3A. Ilpu ogHoYacHOMY 3acTocyBaHHI amnoguniny 3 mTOR inriGiTopamu
BiH MOXKe ITIOCUJIOBATH BIJIUB OCTAHHIX.



LukaocnopuH.

HocmimKeHb B3aEMOIill IXKJIOCTIOPHHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 3[[0POBUM JOOPOBOJIBIAM
a0o B iHIIMX Ipymnax He MPOBOAMUIY, 3a BUHSITKOM 3aCTOCYBaHHS MalliEeHTaM i3 TPaHCIIIaHTOBAHOO
HUPKOIO, Y SIKUX CIIOCTEPiranocst MiHIMBe MigBUIIEHHS 3aJIMIIKOBOI KOHIIEHTpAllil IIMKI0CIOPUHY (B
cepeguboMy Ha 0-40 %). 111 malieHTiB i3 TpaHCIJIAHTOBAHOI HUPKOIO, SIKi 3aCTOCOBYIOTh
aMJIOJUIIIH, CJIif PO3TISHYTH MOXKJIMBICTh MOHITOPUHTY KOHIIEHTPALlild IUKJIOCIIOPHHY Ta, ¥ pasi
HeoOXiTHOCTi, 3MEHIIUTH 003y IUKJIOCIIOPUHY.

CumsacmamuH.

OpHOYacHe 3aCTOCYyBaHHS GaraTopa3oBux 03 amnoauniny 10 Mr Ta cMiMBacTaTUHY B 7031 80 Mr
IIPU3BOMIUIIO [I0 30iIbIIIEHHS €KCIIO3UIlil CUMBAacTaTUHY Ha 77 % MOPIBHSHO i3 3aCTOCYBaHHSM JIMIIIE
CMMBacTaTHHY. [IJ1s malieHTiB, SKi 3aCTOCOBYIOTh aMJIOUIIIH, O3y CUMBACTaTUHY CJIifl 0OMEeXUTU [0
20 mr Ha mo0y.

Cundenagin.

Opnopa3zosuu npuiioMm 100 Mr cunpeHadiny nauieHTaMu 3 eCeHIiaIbHOIO TiepTeH3i€l0 He BIIJINBaB
Ha (apMaKOKiHeTUKYy aMJIOfUIiHy. [Ipy ogHOYAaCHOMY 3aCTOCYBaHHI aMJIONUIIIHY Ta cunfeHadiny B
SKOCTI KOMOiHOBaHOI Tepallii KOXeH i3 IIpeltapaTiB NPOSBIAB TilIOTEH3UBHUY e(heKT He3aleXkKHOo Bif
iHImoro.

THwi nikapcwki 3acobu.

Kniniyni gocmigkeHHS B3a€EMO[Iii Tpemaparty mokKa3ajiy, 110 aMJIOAUIIiH He BIIJIUBA€E Ha
(bapMaKOKiHETHKY aTOPBaCTaTUHY, TUTOKCUHY a00 BapdapuHy.

EmaHo (ankoeonw).

OpHopa3oBui Ta 6araTopa3oBui npuitoM 10 MI aMJIOgUIIiHYy HE MaB CYTTEBOTO BIUIMBY Ha
(bapMaKOKiHETUKY €TaHOJTy.

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

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

JlabopamopHi mecmu.

By Ha MOKA3HUKYU 1a00PaTOPHUX TECTIB HEBiMOMMUI.

Oco6.1ueocmi 3acmocyeaHHsi.
Besneka Ta e(peKTUBHICTh 3aCTOCYBaHHS aMJIOAUIIIHY IPY TiIePTOHIYHOMY KpPH3i He OI[iHIOBaIUCH.
ITauienmu i3 cepueaor HedocmamHicmio.

[TamieHTaM i3 3aCTiitHOIO CepleBOI0 HEeMOCTATHICTIO 6T0KATOPY KalbliEBUX KaHaliB, BKITIOYAI0UH
aMJIOMMITIH, CITiJ] 32aCTOCOBYBATH 3 00€PeXkKHiCTIO, OCKIIbKA BOHU MOXKYTb MiJBUIIYBAaTH PUIUK
CeplieBO-CYAUHHUX IOfIii Ta IeTalbHUX BUNAAKIB ¥ MalibyTHROMY. € [aHi, 1110 Y IallieHTiB i3



CepleBoI0 HeOCTaTHICTIO TAKKoro cTyneHs (knac III ta IV 3a knacudikaniero NYHA) npu
3aCTOCYBaHHI aMJIONUIIIHY YaCTOTa BUMIAAKiB PO3BUTKY HaOpSAKY JiereHb Oysa BUILIOIO MOPiBHSHO i3
3aCTOCyBaHHSIM I11anebo.

ITauieHmu 3 nopyweHHAM (PYHKUiI neviHKU.

[Tepion HamiBBUBe#eHHS aMJIonuMiny Ta napaMeTpu AUC 30i/bIIyI0THCS Y MAI[iEHTIB i3 TOPYIIEeHHAM
GbyHKILII TeYiHKY; peKOMeHallill CTOCOBHO 103 IIpenapaTy HeMae. ToMy IaHill KaTeropil nalji€HTiB
CJIi[l pO3TMOYMHATH 3aCTOCYBAHHS Mpenapaty i3 HalHuKYo1 fo3u. Crig Oyt 06epeXHUMHU SIK Ha
IIOYaTKY 3aCTOCYBaHHS IpenaparTy, Tak i mig gac 30inbiieHHs qo3u. ITalieHTam i3 TsKK0I0
IIe4iHKOBOIO HEIOCTaTHICTIO MOXKe OyTH HeoOXimHMM IOBiIbHUM Mif0ip 03U Ta peTenbHe
CIIOCTepeXKEeHHS 3a CTAHOM IallieHTa.

ITayieHmu AiMHbO20 BIKY.
30inpIIyBaTy gO3y IpelapaTy fAaHil KaTeropii maiieHTiB ciif 3 06epexkHiCTIO.
ITauieHmu 3 HUPKOBOIO HEAOCMAMHICMIO.

IaHiii KaTeropil mMaIfieHTiB C/Iif 3aCTOCOBYBaTH 3BUYalHi [03H Mpenapary. 3MiHU KOHIIeHTpallil
aMJIOJUITIHY Yy IJ1a3Mi KPOBi He KOPEJIOIOTh 3i CTylleHeM MopylleHb QYHKIIN HUPOK. AMJIOAUIIIH He
BUMAJIIETHCS LIJIIXOM Aiai3y.

AMJTOfIUTIIH He BIIJIUBA€E Ha pe3y/IbTaTH J1ab0pPaTOPHUX [OCTiIXKEHb.

He pekoMeHIy€eThCSI 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rpendpyrom abo 3 rpeindpyToBUM COKOM,
OCKIiJIbKM ¥ IeSKHUX NallieHTiB 6i00CTyMHICTh Moxke OyTu 30inbieHa, 1110 IpU3Bene 00 MOCUIeHHS
TiOTEeH3UBHOI0 e(PeKTy mpemnapary.

Hampitl.

Lleit nmikapceku# 3aci6 micTuTh 1,6 Mr HaTpito Ha TabeTKy. e moTpi6HO BpaxoByBaTH
narieHTaM, sKi JOTPUMYIOThCS OiETU 3 KOHTPOJIEM BMICTY HaTpiko.

depmubHicmb.

[MoBigomnsinu mpo 060poTHI GioxiMiuHi 3MiHM I'OJIOBKY CIIEpMATO30ifla Y AEesSKUX Malli€HTiB IPK
3acToCyBaHHI 6710KaTOPiB KasblieBuX KaHasiB. Kniniunoi indopMarii 11010 TOTEHLIRHOTO BILIUBY
aMJIOOUIIIHY Ha (epTUIbHICTh HeOCTaTHEO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Be3neyHiCTh 3aCTOCYBaHHS aMJIOAUIIIHY XKIHKaM Yy I1epiof BariTHOCTI He BCTAHOBJIEHA.
3acTOCOBYBaTH aMJIOQUIIIH y IIePiof BariTHOCTI peKOMEHYEThCA JIUIIle Y BUIIaAKaX, KOJIU HEMae
Oe3neuHilIol anbTePHATUBY, a PU3UK, II0B’I3aHUM i3 cCAaMUM 3aXBOPIOBAHHSIM, IIEPEBUIIYE MOKIIUBY
ITKOMY Bif JTiKyBaHHS [JI MaTepi Ta miaoaa.

Y xopi mocmigKeHs Ha TBapUHAX IIPU 3aCTOCYBaHHI BUCOKUX [[03 CIIOCTepiranacsa penpogyKTUBHA
TOKCUYHICTb.



ITepiod 200ysarHs 2py0o0.

AMJIOOUIIIH IPOHUKAE Y MaTEPUHCHKE MOJIOKO. KiBKICTh aMJIOAUIIIHY, SKa MOXKe IOTPAaIIaTy JUTHAHI
3 TPyAHKAM MOJIOKOM MaTepi, MOxKe CTaHOBUTH Bif 3-7 10 15 % mo3wu, 1110 3aCTOCOBYyBajacs MaTip’io.
[lis aMopuniny Ha HEMOBJIAT HeBigoMa. [Ipu NpuiHATI pillieHHs PO IPONOBXKEHHS TOOyBaHHS
T'PYAIIO YM NP0 3aCTOCYBaHHS aMJIOAUIIIHY HEe0OXiIHO OIliHIOBaTH KOPUCTh FOOYBAHHS I'PYALIO A5
OUTHUHU Ta KOPUCTD Bifl 32CTOCYBaHHA IIpenapary A MaTepi.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

AwmopuIiH MoXke TIPOSIBISATA He3HaYHUM a0 MOMipHUH BIJIUB Ha 3JaTHICTb KEPyBaTH
aBTOTPAHCIIOPTOM abo IMpallfoBaTH 3 iHIMUMU MexaHi3MaMu. [IIBUAKICTh peakiiii Moxke OyTH 3HUKEHA
IIPY HasIBHOCTi TaKUX CUMIITOMIB SIK 3allaMOPOYeHHs, TOJIOBHUM Gib, CIIIyTaHICTh CBiOMOCTI 4
Hy[OTa.

Cnip 6yTr 06epekHUMU, 0COONIMBO Ha MOYATKy Tepartii.

Cnocid 3acmocyeaHHsi ma do3u.
Hopocai.

[ mikyBaHHSI apTepiasbHOI TiepTeH3il Ta CTeHOKap/il 3Bu4YaliHa peKOMeHI0BaHa IMo4YaTKOBa [103a
CTQHOBUTH b Mr amiofguiiny 1 pa3 Ha mo0y. 3ajeXHO Bifi peakilil malieHTa Ha Tepallilo 403y MOXKHa
30iBIIUTY IO MaKCUMaJIbHOI [03H, 1110 cCTaHOBUThL 10 Mr 1 pa3 Ha moly.

[TamieHTaM 3i cTeHOKapHi€lo mpemapaT MOXkKHa 3aCTOCOBYBaTH SIK MOHOTepallilo Y1 y KoMbiHaIlil 3
iHITMMY aHTHAHTiIHAJTBHUMU JIIKapChKUMU 3acobaMy P PE3UCTEHTHOCTI N0 HiTpaTiB Ta/abo
aJleKBaTHUX 003 O6eTa-6710KaTopiB.

€ mocBig 3acToCyBaHHS IIpenapary y KoMOiHalii 3 Tia3augHUMU AiypeTuKaMu, anbda-010KaTopaMu,
6eTa-611oKaTopaMu abo iHribiTOpaMu aHTiOTEH3MHIIEPETBOPIOBAILHOTO (PEPMEHTY MallieHTaM 3
apTepianbHO0 rinepTeH3siek.

Hemae HeoOxigHOCTI y mig6opi 03w Impenapary npyu 0MHOYaCHOMY 3aCTOCYBaHHI 3 Tia3ugHUMU
niypetukamu, 6eTa-0110KaTopaMu Ta iHTri6iTopaMu aHTi0TEH3UH-TIEPEeTBOPIOBAIBHOTO (PEPMEHTY.

Ilimu sixom 8i0 6 pokie 3 apmepiaabHOW 2inepmeH3ielo. PeKoOMeHOOBaHa IT0YaTKOBa 403a
aMJIOOUIIHY A7 11iel KaTeropii mauieHTiB cTaHOBUTH 2,5 MT 1 pa3 Ha moby. AKio HeoOXigHMI piBeHb
apTepianbHOTO TUCKY He 0yae OJOCATHYTUMN IPOTITOM 4 TUXKHIB, O3y MOXKHA 30i/bIIUTH 10 5 MT Ha
no0y. 3acToCcyBaHHS IIpellapaTy y [03ax BUllle 5 MT IJIs JaHOlI KaTeropil mallieHTiB He [MOCTiIXKyBalu.

ITauienmu aimHboeo e8iky. HemMae HeobximHOCTI y migGopi mo3u [A7g maHOI KaTeropii maiieHTis.
[TigBUIIIeHHS MO3U CIIi[l MPOBOOUTH 3 00EPEKHICTIO.

ITauieHmu 3 nopyweHHAM PyHKUil HUPOK. PEKOMEHAY€EThCS 3aCTOCOBYBATH 3BUYalHi f03U
Ipernapary, OCKiIbKY 3MiHUM KOHIIEHTpallil aMJIOguIIiHy y IJ1a3Mi KPOBi He II0B’s13aHi 3i CTymeHeM
TSKKOCTi HIPKOBOI HEIOCTaTHOCTi. AMJIONUIIiH HEe BUBOAUTHCS LITIAXOM Hiasi3y.



ITauienmu 3 nopyweHHAM QpyHKUil neviHku. [103u penapaTy A1 3aCTOCYBaHHS MallieHTaM 3
NOpYyIIeHHAM (YHKIIil IeYiHKY Bif JI€TKOT0 OO MOMIPDHOTO CTYTEHS TAKKOCTiI He BCTaHOBJIEHi, TOMY
nig6ip mo3u CyIif MpoBOOUTH 3 00EPEKHICTIO Ta MOYNHATH 3aCTOCYBAHHS i3 HAWHUAKYOI 03U (OUB.
po3min «Oco6auBOCTI 3acTOCyBaHHS» i «®@apMakonoriyHi BmacTuBocTi. PapMakoKiHETHKA»).
dapMaKoKiHETUKY aMJIOAUIIIHY He [OCIiXKyBalIK y MallieHTiB i3 MopyuIeHHAM QyHKIII neYinKu
TSI2KKOT'O CTyIIeHs. [[715 MallieHTiB i3 NOpyLIIeHHAM QYHKIii Ie4iHKHN TAXKKOT0 CTYIeHS 3aCTOCYBAHHSI
aMJIOIUITIIHY CIIiJ MTOYHMHATH i3 HAWHUKYOI 03U Ta IOCTYIIOBO ii 30inbIIyBaTH.

TabneTku 1Mo 5 MI' MOXKHA PO3MiMUTH HABIIIJI IS OTPUMaHHS OO3U 2,5 MT.

Himu. ITpenapaT MOXKHa 3aCTOCOBYBAaTH [OiTIM BIKOM Bifj 6 pOKIB.

BrnnuB aMropuniny Ha apTepiajlbHUM TUCK MAIll€HTIB BIKOM [0 6 POKiB HEBIIOMUIL.

ITepedo3yeanHs. [10CBig HABMUCHOTO MTePe03yBaHHS IIpenapaTy 00MexkeHuH.

Cumnmomu nepedo3ysanHs. HassBHa iH(popMallis fa€ migcTaBu BBaXKaTH, III0 3HAYHE
Iepefo3yBaHHSI aMJIOOUIIiHY IPU3Bee A0 HagMipHOI nepudepryHol Ba3oguiaTallil Ta,
MOZKJIMBO, 00 pedneKkTopHol Taxikapmil. [ToBimoMIsinu IPO PO3BUTOK 3HAUHOI Ta, MOXKJIIUBO,
TPUBAJIOL CUCTEMHOI apTepianbHOl TiloTeH3ii, BK/II0Yaloyy 10K i3 JIeTaIbHUM HaCIiTKOM.

Pigko moBimoMIIsiiocst PO PO3BUTOK HEKAPIiOTeHHOTO HAOPSIKY JIETeHiB K HACTIIIOK Iepem03yBaHHs
aMJIOJUIIIHY, SKUU MOXKe MPOSBIISTUACS 3 BiICTPOUEHUM IT0YaTKOM (depe3 24-48 rogun micnis
nIpuioMy) i motpeldyBaTH MITYYHOI BEHTUIIAII] IereHb. ®aKTopaMu, 10 CIPUSIOTH PO3BUTKY
HeKapioreHHOTo HaOpsKy JiereHb, MOXKYTh OyTH paHHI peaHiMalliliHi 3axou (BKII0Ya04n
nepeBaHTakKeHHS PiIXHOIO) [ MATPUMKY Iepdy3ii Ta CepIieBoro BUKULY.

JlikysaHHA. KIliHIYHO 3Hauyllla rinoTeH3is, 3yMOBJIeHa [1epefo3yBaHHIM aMJIOLUIIIHY, BUMarae
aKTHBHOI IiATPUMKHU [iSIIBHOCTI CEPIIeBO-CYOUHHOI CUCTEMHU, BKJII0OUAI0YM YaCTUM MOHITOPUHT
GbyHKIIIM ceplis Ta AUXaHHS, MiOHATTS HUXKHIX KiHIIBOK, MOHITOPUHT 00’ €My IIUPKYJIIOI0YO0l PiquHU Ta
CEeYOBUMITIEHHS.

[ln1s BiTHOBIIEHHS TOHYCY Cy[HWH Ta apTepiabHOr0 TUCKY MOXKHA 3aCTOCYBaTH CYAMHO3BYXKYyBalbHi
mpenapaTy, YIeBHUBIIKCH ¥ BiICYTHOCTI MPOTUIIOKa3aHhb [0 1X 3aCTOCYBaHHSA. 3aCTOCYBaHHS KallblIii0
TJIIOKOHATY BHYTPIIIHbOBEHHO MOXKe OyTH KOPUCHUM MJIS HiBemoBaHHS ePeKTiB 6710Kaiy KalbliEBUX
KaHaJIiB.

YV mesikvx BUIagKax MoxKe OyTH KOPHUCHUM ITPOMUBAHHS LITYHKA. € JaHi, 110 3aCTOCYBaHHS
aKTHBOBAHOTO BYTi/JIS MPOTATOM 2 TONMH IIicns BBefeHHS 10 MI aMIoguminy 3HaYHO 3MEHIIIYE
piBEHBb 10T0 BCMOKTYBAHHS.

OCKinTbKY aMJIOIUIIiH BICOKOIO MipOI0 3B’I3y€ThCS 3 OiikaMu I1a3Mu KpPoBi, epekT miamizy
HEe3HaYHUU.

ITo6iuni peakuii.

[Tpu 3acToCcyBaHHI aMIOOUIIHY HalyacTillle TIOBiJOMIISIIIM IIPO TakKi MOOiUHi peakilil: COHJIUBICTE,



3alraMOPOYeHHSs, TOJIOBHUY Oifib, MasbmiTalis (IOCUIeHe CepLuebuTTs), IPUILIUBHU, Oilb y
YepeBHil TOPOXKHUHI, HylOoTa, HAOPSIKYU TOMiIOK, HAaOpSIKY Ta BTOMIIIOBAHICTh.

[ToOiyHi peaxuii, Ipo SIKi IOBIHOMJISANY i Yac 3aCTOCYBaHHSA aMJIOAXIIIHY, HaBeleHi HUXK4e 3a
CHACTeMaMH Ta KjlacaMH OpraHiB Ta 3a 4YaCTOTOX BUHUMKHEHHS: qyXke 4acTo (= 1/10), yacto

(= 1/100, < 1/10), HeyacTo (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), gyxe pigko
(= 1/10000), HEeBimoMO (HEMOXKJIMBO OLIHUTH 3 HaSIBHUX JAHUX).

3 6oky Kpogi ma aimpamuyHoi cucmemu: TyXKe PimKo - TEUKOUUTONEHisT, TPOMOOIIUTOEHis.
3 6oky iMyHHOI cucmemu: Iyxe PigKo - anepriyHi peaxiiii.

3 6oky memaboaizamy ma asimMeHmapHi po3aadu: oyxe pifko - rinepriaikemis.

IcuxiuHi nopyweHHs: HedacTo - 6€3COHHS, 3MiHU HACTPOIO (BK/II0UAI0YU TPUBOXKHICTD),
Lelpecis; pifKo - CIJIyTaHICTh CBITOMOCTI.

3 60Ky Hepeosoi cucmemMu: 4acTO - COHJIMBICTD, 3alIlaMOPOYEHHS, TOJIOBHUM 0i/lb (TOJIOBHUM YHUHOM
Ha II0YaTKy JIiKyBaHHS); He4aCTO - TPEMOp, AUCTEB3is, CHHKOIIE, TillecTe3is, mapecTesis; AyxKe pigKo
- TinepToHyc, nepudepuyHa HeUPOoIaTis; HEBIJOMO - eKCTpallipaMifHi po3Iaau.

3 60Ky opeaHie 30py: 4acTo - MOPYIIEHHS 30PY (BKI/II0Ya04YX OUIIIOINIIO).
3 60Ky opeaHig cayxy ma aabipuHmy: HeYacTo - A3BiH y ByXaxX.

3 6oky cepus: 4acTo - TOCUIIEHE CepLeOUTTS; HeYacTo - apUTMis (BKIIOUalouu OpaguKapmio,
IIUTYHOYKOBY TaXiKap[ilo Ta TPIMOTiHHS Mepefcepab); AyXKe pigko - iH(apKT MioKappa.

3 6oky cyOuH: 4acTo - IPUIIJIMBYU; HEYaCcTO - apTepiasibHa Ti0TeH3isd; JyXKe PigKo - BaCKYIIiT.

PecnipamopHi, mopakaavHi ma mediacmuHaabHi NOPyweHHA: 4aCTO - OUCIIHOe; HedacCTO -PHUHIT,
KallleJb.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: YacTo - OiNlb ¥ KUBOTI, Hy[I0Ta, OUCIIEIICis, TOPYLIIeHHS
IepUCTaIbTUKYU KUIIEYHUKY (BKJII0Ual04M 3allop Ta Aiapero); HedacTo - O/II0BaHHS, CyXiCTh ¥ POTi;
OyXKe pigKo - ITaHKpeaTHUT, TaCTPUT, Tinepriasia sceH.

3 6oky eenamobiniapHoi cucmemu: oyxKe PigKo - TEMaTUTH, XKOBTSIHUIS, MIBULIEHHS PiBHS
Ie4iHKOBUX (DepPMEHTIB (110 HaldacCTillle acoliloBanocs i3 X0IecTa3oMm).

3 6oky wkipu ma nidwKipHOi MKAHUHU: HEYaCTO - aJIoNellis, MypIypa, 3MiHa 3a0apBlIeHHS HIKipH,
IigBHUINEeHe TOTOBUIIEHHS, CBepOiXK, BUCHUII, €K3aHTEMa, KPOIIUB THKA; OyXKe PifKo
-aHTiIOHEeBPOTUYHUYM HAOPSK, MyTbTH(GOPMHA epruTeMa, eKCPoiaTUBHUN NEePMaTUT, CHHAPOM
CriBeHca-[IkoHCcOHa, HAOpsAK KBiHKe, POTOUYTIHBICTh; HEBIHOMO (HEMOXKJIMBO OI[IHUTH 3 HasBHUX
OaHuX) - TOKCUYHUY eligepManbHUN HEKPOIi3.

3 60Ky cKesnemHo-m’ 130801 ma cnoay4yHOi MKaHuH: 4acCTO - HaOPsSKaHHS TOMINOK, CyIOMHU M’S3iB;
HeYacCTO - apTparis, mianris, 6inb y criuHi.

3 60Ky HUPOK ma cevyosudinbHO20 MPAKMYy: HEYACTO - TIOPYIIEHHST CEUOBUMITEHHS, HIKTYpis,
IigBUIIleHA YaCTOTa CEYOBUIYCKaHHS.



3 6oky penpodyKkmueHoi cucmemMu ma MO/A0YHUX 3d/103: HEYACTO - iMIIOTEeHIIis, TIHEKOMACTis.

3azanvbHi nopyweHHsA ma cmaHu y micuyi 6e0eHHA: OyXKe PioKo - HAOPSIK; 4acCTo - MigBUIlleHa
BTOMJIIOBaHICTh, aCTEHis; He4acTo - Oinb y rpynsx, 0inb, He3myKaHHS.

LlocaidoceHHA.

HeuacTo: 36inbuieHHs ab0 3MEHIIeHHS MacCH Tija.

[ToBimOMIISINIK PO BUHSITKOBI BUIIAAKKA PO3BUTKY €KTPAIipaMilHOIO CHHIPOMY.
iTH.

AwmmopumiH goOpe epeHOCUTLCS IIPHU 3aCTOCyBaHHi OiTAM. [Ipodint nobiynux peakiiit OyB nomibHUM
[0 TUX, II0 CIIOCTEPITanucs y OPOCIuX. Y HOCTiAXKEHHI 3 y4acTio 268 miTeil HallyacTilie
TIOBiZOMJISLIIOCS TIPO TaKi moOiYHi peaktii: roj0BHUM 0ifib, 3alTaMOPOYEHHS, POIIIUPEHHS
KPOBOHOCHMX CYAMH, HOCOBa KPOBOTeYa, Oifib ¥ )KUBOTI, acTeHis.

Binbmmicts mobGiyHMX peakiiiit Oymu ierkoro abo momipHoro crymens. Tsaxki mobiyHi peakiii
(mepeBaxHO Ton0BHUM 6inb) criocTepiranucs y 7,2 % mpu 3acTOCYBaHHi 2,5 Mr amoputiny, y 4,5 %
IIPU 3aCTOCYBaHHi 5 MT amiionutiny, ta y 4,6 % - y rpymi miame6o. HalinoumpeHiioo NpuiYnHo0
BUK/IIOUEHHS 3 NOCTimKeHHs 0y/la HEKOHTPOJIbOBaHa TrimepTeH3is. 2KogHOTO pa3y BUKIIIOUEHHS 3
[ocTimKeHHs He OyJi0 CIpUYrMHEeHe BigXuIeHHAME 1abopaTopHuX TOKa3HUKIB Big HopMu. He Oyrio
3a(ikcoBaHO CyTTEBUX 3MiH MYIbCY.

ITogidomaeHHs npo nido3pro8aHi nobiuHi peakuii.
[ToBimomeHHs PO Mimo3poBaHi mMOGiYHI peakiii micisg peecTpariii 1iKapchbKOro 3aco0y Ma€e BaxKJIMBe
3HaueHHs. Lle mae 3mMory mpoBoguTy 6e3mepepPBHUN MOHITOPHHT CITiBBiIHOIIEHHS MiXK KOPUCTIO i

pU3KKaMH, TI0B’I3aHUMHU i3 3aCTOCYBaHHSIM I[OTO JIIKapChKOT0 3aco0y. JIikapsiM citig 3BiTyBaTH PO
Oynmb-sKi mimo3pioBaHi Mo0iuHi peakilil BiAoOBigHO M0 BUMOT 3aKOHOJaBCTBa.

Tepmin npudamHocmi. 3 POKHU.

YMmoBH 30epiranssi.

30epiraTtu B OpuriHaibHiY yIaKOBIi Ipu TeMmepaTypi He Buile 30 °C.

30epiratu y HeJOCTYIIHOMY OJISI OiTel MicCIIi.

YnakoBka. [To 10 TabmeTok y KOHTYPHii YapyHKOBIi# ynakoBli 3 antoMinieBoi Gonbru (cTpurmi). ITo 2
abo no 3 cTpunu y Kopo61ii 3 makyBaJbHOT0 KapTOHY.

Kareropis Bignmycky. 3a peremnrtom.



Bupoo6nuk. IOuik ®apmacreiotukan Jlaboparopis (Bigminenss pipmu «Ix. b. Kemikan3 eHp
®apmacrroTukani Jito.»)

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsi MPOBadKeHHsI HOT0 Tis/IbHOCTI.

Hingaka Ne 215-219, IIxi. Au. [i. Ci. Ingactpian Epia, ITaromni - 394 116, okpyr bxapyx, Iamis.



