Ckian

Oitoua peuosuHa: S(-) amlodipine besylate;
1 TabneTka mMicTuTh S(-) amnoguItiny 6ecunaTt eKBiBajieHTHO S(-) aMJIOOUITiHYy 2,5 MT;

OONOMIJCHI peuoB8uHU: LIeII0JI03a MiKpOKPHCTalidyHa, Kabllifo rinpodocdat gurigpar,
3amiza okcupm xoBtuit (E 172), KpeMHio miokcum KonoigHuit 6e3BOOHUM, HATPiI0
KPOXMaJbIJIKOJAT (THUI A), MarHito cteapar.

JIikapcbKa ¢opMma

TabneTku.

OCHOBHI (pi3uKO-XiMiuHI 81acMuB0OCMI: CBITI0-3KOBTOTO KOJILOPY KPYTIIi,
IJIOCKOIMITiHAPUYHI TabmeTku 3 packoio Ta norotunoM «K» 3 omHOTO OOKY.

®dapMaKoTepalneBTHYHA rpymna

CeneKTHUBHI aHTaroHiCTH KaJbIliio 3 IIepeBazKHUM BIIJIMBOM Ha CyOWHH.

Kom ATX C08C AO01.
dapMakogHHaMiKa

Amnopurnis - panemiuHa cymim S(-) Ta R(+) i3omepiB. S(-) amlodipine - akTuBHa
xipanbHa opMa aMIOOUIIHY - aHTArOHICT Kabllilo (MOoXigHe OUTiOpONipUONHY), IO
0J7I0Ky€ HaaXOOKeHHs i0HiB KaJblIlitfo 10 MioKapaa Ta A0 KIiTUH I'JIafeHbKUX M’ S3iB.

MexaHi3M rimoTeH3uBHOI [ii aMJIOOUITIHY 3yMOBIIeHUM 0e311ocepenHbOI0
po3cnabiIioi0Yo0io [i€l0 Ha ITageHbKi M’ 13U CyOuH. TOYHUN MeXaHi3M
aHTHAHTIHAJIbHOTO ePEeKTy aMJIOOUIIiHY BU3SHAUYEHUN HEeJOCTaTHbO, OOJHaK
HUXK4Ye3a3HaueHi e(eKTH BimirpaioTh IEBHY POJIb.

1. AMnogumid po3muploe nepudeprudHi apTepionu i TaKUM YUHOM 3HUXKYE
nepudepuyHUl onip (MocTHaBaHTaxKeHH$). OCKIJIBKY CepLieBUN PUTM 3aJIUIIIaETHCS
cTabinbHUM, 3HMKEHHS HaBaHTaXXEeHHS Ha ceplie IPU3BOAUTH A0 3HUKEHHS
CIIOKMBAHHS eHepril Ta moTpebu MioKapma y KHCHI.

2. PosimpeHHs rOJIOBHUX KOPOHAPHUX apTepii Ta KOPOHAPHUX apTepion
(HopManbHUX Ta illleMi30BaHUX), MOXKJIMBO, TAKOXK Bifirpa€e ponb y MexaHi3mi mil
amyioguitiny. Take po3IIMpeHH MiABUINYE HACUYEHICTh MiOKapaa KUCHEM Y ITAlll€HTIB
3i crma3aMoM KOpoHapHOoI apTepil (cteHoKapmist [IpuHIIMeTana abo BapiaHTHA



CTEeHOKapmis).

Y nanieHTiB 3 apTepianbHOIO TillepTeH3i€l0 3aCTOCyBaHHs npemnapaTty 1 pa3 Ha 7oy
3abe3meuye KITiHIiYHO 3HauUyllle 3HUKEHHS apTepialbHOI0 TUCKY MPOTATOM 24 TOOUH Y
MOJIOXKEHHI SIK JIexkKayM, Tak i cTossuu. Yepes MOBiIbHUM IMOYATOK il aMIOAUTIIHY
rocTpa apTepiajbHa TillOTEeH3is 3a3BUYal He CIIOCTEPIraeThCH.

Y mailieHTiB 3i cTeHOKapOi€lo Mpu 3aCTOCYBaHHi ofHiel ;o60oBOI 03U IIpemnapary
MiABUIIYETHCS 3arajlbHUU Yac (Pi3sMYHOro HaBaHTaXKEHHS, Yac A0 II0YaTKy CTeHOKap[il
i gac mo 1 MM menpecil cermenTa ST. [IpenapaT 3HMKY€E YaCTOTYy HallafiB CTEeHOKapAil
Ta 3MeHIIye NoTpeldy Yy 3aCTOCYBaHHI HITPOTJIillepUHY.

AwmrogumniH He acOILilOETHCS 3 OyOb-IKMMU ITOOIYHUMU MeTaOOoMiYHUMHU OissMu abo
3MiHaAMM PiBHA JIIIAIB y IJIa3Mi KPOBI 1 MOZXKe 3aCTOCOBYBATHUCS MallieHTaM 13 aCTMOIO,
IIYKPOBUM HiaOeTOM Ta IMOoHAarpoio.

dapMaKOKiHEeTHKA

BcmoxkmyesaHHA/po3n00in

ITicnst mepopabHOr0 3aCTOCYBaHHS TepalleBTUYHUX 003 aMJIOOUIIIH IIOCTYIIOBO
abcopOyeThes y ma3My KpoBi. OmHOYacHe BXKMBAHHS iXKi He BIIJIMBAE Ha
BCMOKTYBaHHS aMJIOOUITiHY. AGCOJIIOTHa 0iOfOCTYIIHICTh HE3MiHEHOI MOJIEKYIH
CTaHOBUTH NMpubIu3Ho 64-80 %. MakcuManbHa KOHIIEHTPALlis y mIa3Mi KpoBi
OOoCATaeThbC NIPOTAroM 6-12 rogus micnisg 3acTtocyBaHHA. O6’€M PO3MOAINTY CTAHOBUTH
npubnu3Ho 21 I/Kr; KOHCTaHTa gucolialii kuciaoTu (pKa) ammoguItiny CTaHOBUTS 8,6.
HocnigkeHH in vitro IpogeMoOHCTPyBay, 110 3B A3yBaHHS aMJIOOUNIHY 3 OlIKaMu
IJIa3MU KPOBi CTaHOBUTH MpubIu3Ho 97,5 %.

Memaboaizm/BusedeHHA

[lepion HamiBBUBEOEHHS i3 IJIa3MMU KPOBi CTAHOBUTH NpubIM3HO 35-50 rogux.
PiBHOBaxkKHa KOHIIEHTpAIlid Yy IJIa3Mi KPOBi JOCSATA€ETHLCS ITicysa 7-8 mHiB 6e31epepBHOTO
3aCTOCyBaHHS IIpemnapaTy. AMJIOOUIIIH TOJIOBHUM YHMHOM MeTabo0J1i3yeThCs 3
YTBOPEHHSAM HeaKTUBHUX MeTabosiTiB. [TpubnusuHo 60 % BBemeHOl 103U BUBOOUTHCS i3
ceueto, mpubmu3Ho 10 % 3 IKUX CTAaHOBUTH aMJIOAUIIIH Y HE3MiHEHOMY BUTJISAII.

ITauieHmu AiMHBLO20 BIKY

Yac mocsrHeHHS PiBHOBaXKHUX KOHIEHTPAIlill aMJIOAUNIHY V IJIa3Mi KpOBi MOgiOHUM y
Malli€HTIiB JIITHBOTO BIKY Ta Y JOPOCJINX Malli€HTiB MOJIOAIIOro BiKy. KitipeHc
aMJIOOUITIHY 3a3BUYay HOello 3HUXKEHUH, 110 Y Malll€HTIiB JIITHbOTO BiKy IPU3BOOUTH [0
30iyTbIIIeHHS TIJIOMII i KPUBOIO «KOHIIeHTpallis/4ac» (AUC) Ta mepiomy
HalliBBUBEOEHHS IIpelapary.



ITauienmu i3 nopyweHHAMU PYHKUIl HUPOK

Awmrnogunin eKCTeHCUBHO 6ioTpaHCHOPMYETHCS M0 HEaKTUBHUX MeTabosiTiB. 10 %
aMJIOJUITIHY BUOIISAETLCA Y HE3MiIHEHOMY BUTJISAML i3 cedyero. 3MiHM KOHIIEHTpPAIlil
aMJIOOUITIIHY Y IJIa3Mi KPOBi He KOPEIOIOTh 3i CTYIIeHEM ITOPYIIeHHS (PYHKIII HUPOK.
[NamieHTaM i3 mopyleHHAMU (PYHKIII HUPOK MOXKHA 3aCTOCOBYBaTU 3BHYalHi HO3U
aMJIOOUITIHY. AMJIOOUIIIH He BUOAJISAETHCA LIJIIXOM [Oiali3y.

ITauienmu i3 nopyweHHAMU PYHKUII neyiHKu

IHdopMaliis 0m0 3aCTOCYBaHHS aMJIOOUIIIHY IalliEHTaM i3 MOPYHMIeHHAMU (PYHKIIi1
MeYiHKY ayKe oOMexkeHa. Y MallieHTiB i3 Me4iHKOBOIO HeLOCTaTHICTIO KITipeHC
aMJIOOUITiHY 3HUKEHUMH, 110 MPU3BOAUTH OO 30iJIbIIIeHHS TPUBAJIOCTI ITepioay
HamiBposnany Ta go 30inbmeHHss AUC npubnu3sHo Ha 40-60 %.

IToka3aHHSA

e ApTepiayibHa rinepTeH3id.
e XpoHiuHa cTabislbHA CTEHOKApPMis.
e BasocnmacTtuuHa cTeHOKapmis (cteHoKapmis [IpuHiiMeTana).

HpOTHHOKaSaHHH

Bigoma mimBuilleHa 4y TIMBICTh OO OUTIAPOIiPUAOUHIB, aMJIOOUITIHY ab0 1o OyOb-
SIKOT'O 1HIIIOT0 KOMIIOHEHTAa IIperapary.

ApTepiasnibHa TilIOTEH31A TAXKKOIO CTYIIEHH.

IITok (BKIIOYaO4YM KapOiOTeHHHUU IIIOK).

OOCTpyKIisi BUBIIHOTO TPAKTY JIiBOTO IIJIYHOYKA (HaIlpUKJia[, CTEHO3 aOpPTHU
TS2KKOT'O CTyII€HH).

IF'emomuHaMiuyHO HecTabinmbHa cepiieBa HEIOCTATHICTD ITiCJIA TOCTPOTO iHPapKTy
MioKapma.

B3aeMmopisi 3 iHIIEMH JTiKapCHKHMH 3aCO00aMH Ta iHIII BHOIH B3a€EMOIIiH

Bnaue iHwux aikapceKux 3acobie Ha ama100UniH

HasaBHi maHi mopo 6e3me4YHOoro 3aCTOCYBaHHSA aMJIOOUITIHY 3 Tia3UOHUMU
miypeTukaMu, anbda-0nokaTopaMu, 6eTa-6/10kaTopamu, iHribiTopamu AIT®, HiTpaTaMu
ITPOJIOHTOBAHOI Ail, CyOnIiHTrBaIbHOIO (POPMOIO HiTPOTJIiIEpUHY, HECTEPOIAHUMU
MMPOTU3anaiIbHUMU JTiKapCbKUMU 3aco0amMu, aHTHOIOTHKaMU, OpalbHUMU
TiImoTIiKeMiYHUMHU JTiIKapChbKUMHU 3acob0aMMu.



IaHi, oTpuMaHi y npoiieci in vitro gocnigKeHb i3 m1a3M0I0 KPOBI JIIOOWHU, CBiA4YaTh
PO BiACYTHICTH BILJIMBY aMJIOOUIIiHY Ha 3B’sI3yBaHHS 3 OilTKaMu KPOBi JOCTiIXKyBaHUX
JIiKapCchbKuX 3aco0iB (QUrokcuH, ¢peHiToIH, BapdapuH abo iHmoMeTalluH).

IHeibimopu CYP3A4

OpmHOYacHe 3acTOCyBaHHs aMyioguIriHy Ta iHri6iTopiB CYP3A4 noTykHO01 ab0 1moMipHOI1
mii (iHribiTopu mpoTeas, a30JIbHiI MPOTUTPUOKOBI 3aco01, MaKpPOJIigx, TaKi sIK
epPUTPOMIIIUH ab0 KIapUTPOMILIMH, BeparnaMin abo aunTiazeM) MoxkKe ITPU3BECTHU [0
3HAUYIIOr0 MiABUIIEHHS €KCIIO3UIIil aMJIOJHUITIHY, 110 TAKOXK MOXKe IIPU3BECTHU [0
MTiABUIIEHHS PU3UKY BUHUKHEHHS rinmoTteH3il. KiiHiyHe 3HaYeHHS TaKUX 3MiH MOXKe
OyTu OinbIll BUpPaXKeHUM y HalliEHTIB JIITHLOTO BiKy. Moxke OyTH HeOoOXimHUM KITiHidHe
CIIOCTEpPEeKEeHHS 3a CTAHOM ITallieHTa Ta Imigbip Ao3u.

He pekoMeHOy€ETHCS OJIHOYACHO 3aCTOCOBYBATHU aMJIOAUIIIH Ta rpeundpyTu abo
rpeunpyToOBU CiK, OCKIIbKY Y OeSKUX IalliEHTiB 6i0J0CTYIIHICTh aMIOAUNIIHY MOXKe
MTiABUITYBATHUCH, 1110 31 CBOT0 OOKY, MPU3BOAUTH 10 MOCUJIEHHS TilIOTEeH3UBHOI Mil.

Inoykmopu CYP3A4

KoHueHTpalia aMJIOOUITIHY B IIJIa3Mi MOXK€e 3MIHIOBaATUCS IIICIIA OMHOYaCHOI'O
3acTocyBaHHA BigoMux iHayKTOpiB CYP3A4. Tomy Cilif IPOBOOUTU MOHITOPUHT
apTepiaJbHOI0 TUCKY 1 KOperyBaTu 403y 3 ypaxyBaHHSAM OOHOYACHOT'0O IPUUOMY ITUX
JIiIKapChbKUX 3aC00iB K BIIPOMOBIK TaK i ITiCJIsI CYyNIyTHLOTO JIiKyBaHHS, 0COOJIUBO 1ie
cTocyeTbCcsi cunbHUX iHOYKTOPiB CYP3A4 (Hampukian pudaMITiiuHy, 3Bipo6oio
3BUYAMHOTIO0).

IaumpoaeH (iHpy3ii)

Y TBapuH cHOCTepiraaucs MIIyHOUYKOBI GiOpussdiii 3 meTaTbHUM HACIITKOM Ta
CepleBO-CYOUHHUU KOJIallC, 110 aCOLil0BaJIUCS 3 rinepKajiieMi€ro, micias 3aCTOCYBaHHSA
BepamnaMijly Ta JaHTPOJIEHY BHYTPIIIHbOBEHHO. Yepe3 pU3UK PO3BUTKY TilepKaliemil
PEKOMEHIOBAHO YHUKATH 3aCTOCYBaHHS 0JI0KATOPiB KaJlbI[iEBUX KaHalliB, TAKUX SIK
aMJIOOUITiH, CXUJIBHUM [0 3JI0SIKiCHOI rimepTepMil mailieHTaM Ta IIpU JTiKyBaHHI
37I05IKiCHOI] rinepTepMil.

Bnaue amao0uniHy Ha iHWi aikapcvki 3acobu

lNnoTteH3uBHUU eheKT aMJIOOUNIHY ITOTEHIIIIOE TIMOTEH3UBHUMN €(PEeKT iHIINX
QHTUTINEPTEeH3UBHUX 3aC00iB. AMJIOUIIIH He BIJIMBA€E Ha (papMaKOKiHETUKY
aTopBacCTaTUHY, OUTOKCHUHY, BapdapuHy.

Takpoaimyc



IcHy€ pU3UK MMiABUILIEHHS PiBHSA TAaKPOJIIMYyCYy B KPOBIi IIPY OJHOYaCHOMY 3aCTOCYBaHHI
3 aMJIOOHUITIHOM, OOHAK (papMaKOKiHETUYHUYN MeXaHi3M TaKoOl B3a€MO[il ITIOBHICTIO He
BCTaHOBIEHO. 11100 YHUKHYTH TOKCUYHOCTI TAaKPOJIiMyCy IIPU CYyIIyTHHOMY
3aCTOCYBaHHi aMJIOOUITIHY, ITOTPiOEeH peryispHUN MOHITOPUHT PiBHS TaKpPOJIiMyCy B
KPOBIi Ta, 3a HeOOXiMHOCTI, KOPEKIlisd M03yBaHHS.

IHeibimopu mTOR

[uri6iTopu mTOR, Taki IK cuposriMyc, TEMCHUPOJIIMyC Ta eBepPOJIiMyc, € cybcTpaTaMu
CYP3A. Amnopunin € cnabkuM inri6itopom CYP3A. IIpu ogHOYaCHOMY 3aCTOCYBaHHI
aMJIOOUITiH MOKe ITPU3BOAUTHU IO 30iblIeHHs eKcIio3uilil inribiTtopis mTOR.

IMukaocnopuH

IocnigXKeHb B3a€EMO[iN IMKJIOCIIOPUHY Ta aMJIOOUIIIHY IIPU 3aCTOCYBaHHI 310POBUMHU
noOPOBOIBIISIMU ab0 iHIITMMHU IPylIaMU He IIPOBOAUIIOCS, 32 BUHSITKOM 3aCTOCYBaHHS
rnalieHTaMu i3 TpaHCIJIAaHTOBAHOI HUPKOIO, Y AIKUX CIIOCTEPIrasocs MiHIUBe
MigBUILIEHHS 3aJIMIIKOBOl KOHIIEHTpPAallil HUKIocnopuHy (B cepegabomy Ha 0-40 %).
IIJ1s malieHTiB i3 TPaHCIIJIAaHTOBAHO HUPKOIO, AKi 3aCTOCOBYIOTh aMJIOOUIIIH, CJIif
PO3TJISHYTH MOXKJIMBICTh MOHITOPUHTY KOHIIEHTpAallil IIMKJIOCIOPUHY Ta, 3a
HeOoOXimHOCTi, 3HU3UTU 03y ITUKJIOCTIOPUHY.

CumeacmamuH

OpmHouyacHe 3aCTOCYyBaHHSA OaraTopa3oBuX [03 aMuonumniny 10 Mr Ta CMUMBaCTaTHUHY B
no3i 80 Mr npu3BoAmMIIO OO0 30ibIIIEeHHS €KCIO3Ullil CUMBacTaTUHY Ha 77 % IOPiBHSHO
13 3aCTOCYBaHHSAM JIMILle CUMBacTaTUHY. [[JI4 mali€eHTiB, 1Ki 3aCTOCOBYIOTh aMJIOAUIIIH,
003y CUMBaCTaTUHY CIig oO0Mexkutu go 20 Mr Ha no0y.

IHIIi miKapchbKi 3acobu

KrniniuHi gocnigkKeHHS B3a€MOZil IpenapaTy IIoKa3aly, 10 aMJIOOUIIiH He BIIJINBAa€ Ha
(bapMakoKiHETUKY aTOpPBAaCTaTUHY, MUTOKCUHY a00 BapdapuHy.

EmaHon (ankoeonaw)

OpHopa3oBui Ta 6araTopas3oBuii mpuiiomMm 10 Mr amMJIoguNiHYy HE MaB CyTTEBOTO BIIJIUBY
Ha (papMOKiHETUKY €TaHOJIy.

CyMicHe 3aCTOCyBaHHSA aMJIOOUIIHY 3 UMETUOWHOM He MaJio BIIJIUBY Ha
(bapMakiHEeTHUKY aMJIOOUIIIHY.

CyMicHe 3aCTOCYBaHHS IIpelaparTiB ajJlOMiHil0/MarHiio (aHTaluaiB) i3 pa30BOI0 0300
aMJIOJUIIIHY HEe MaJio CYTTEBOTOBILJIMBY Ha (papMaKOKiHETHUKY aMJIOOUIIIHY.



JlabopamopHi mecmu

BrnnuB Ha MOKaA3HUKHU JITaOOPATOPHUX TECTIiB HEBIMOMUM.
Oc006/1MBOCTi 3aCTOCYBaHHS

Be3neka Ta epeKTUBHICTh 3aCTOCYBaHHS aMJIOOUIIIHY IPU TiIePTOHIYHOMY KPHU3i He
OLIiHIOBAJINCH.

ITauienmu i3 cepuesoto HeOoCcmamHicmio

IMaHit KaTeropil maIlieHTiB aMJIOOUIIIH CJIif 3aCTOCOBYBaTHu 3 00epexkHicTI0. Byno
IIOKa3aHOo, 10 y Halli€eHTiB i3 cepleBOI0 HeJOCTAaTHICTIO TAXKKOro cTyneHsa (knac III ta
IV 3a knacudikaiiero NYHA) npu 3acTocyBaHHI aMJIOOQUIIiHY 3pOCTa€ YacToTa
BUTIQ[IKiB PO3BUTKY HAOPsKY nereHs. [lallieHTaM i3 3acCTiliHOIO CEPIIEBOIO
HeIOOCTaTHICTIO 6JI0KATOPH KaJIbI[iEBUX KaHAaIiB, BKITIOYAIOYN aMJIOOUITIH, CIIif
3aCTOCOBYBATU 3 00€ePEeKHICTIO, OCKIJIbKM BOHU MOXKYTb ITiIBUIIYBAaTH PU3UK CEPIIEBO-
CYOVWHHUX IIOAiN Ta JieTaJlbHUX BUNAIKIB Y MallOyTHHEOMY.

ITauieHmu i3 nopyweHHAMU PYHKUiII neyiHKu

Ilepion HamiBBUBEOEeHHS aMIoOulliny Ta napaMetpu AUC Bullli y nalji€eHTiB i3
MOpyHUIeHHSAMH (QYHKIIil MeYiHKN; peKOMeHOallill 100 003 mpemnapaTry HeMae. ToMy
OaHil KaTeropil naIfieHTiB CJIif PO3MOYMHATH 3aCTOCYBaHHS IIpenapaTy 3 HalHUXKY01
no3u. HeoOxigmHO OyTU 00epeKHUMH K Ha IT0YaTKy 3aCTOCYBaHHS IIpelnapary, Tak i
nig gac 30inpIIeHHsa 0o3U. [lalmieHTaM i3 TIKKOI0 IIeYiHKOBOIO HEeJOCTATHICTI0O MOXKe
OyTu HeOoOXigHUM MOBiIIbHUY IiAOip J03U Ta peTesibHe CIIOCTEPEKEHHS 3a CTAHOM
aljieHTa.

ITauienmu aimHb020 BIKY
30imbIIIyBaTHU O3y IIpelapaTy AaHill KaTeropil naiieHTiB ciig 3 o6epexHiCcTIO.
ITauieHmu 3 HUPKOBOIO HEOOCMAMHICMIO

IMaHit KaTeropili mailieHTiB HeOOXiMHO 3aCTOCOBYBaTU 3BUYalHi HO3U mpernapary.
3MiHM KOHIIEeHTpallil aMJIOQUIIiHY Y I1JIa3Mi KPOBi He KOPEIIOIOTh 3i CTYyIIeHEM
MMOpYyIlIeHb (QYHKII] HUPOK.

AMa00uniH He 8uUOANSAEMbCA WAAXOM 0iani3y
AwmrogumniH He BIIJIMBA€ Ha pe3yJIbTaTH JIaO0PaATOPHUX MOCITiAXKEHb.

He pekoMeHOy€ETHCS 3aCTOCOBYBATU aMJIOAUIIIH pa3oM i3 rpeundpyTomMm abo 3
rpeundpyToBUM COKOM, OCKiJIbKM y OeSIKHUX IallieHTiB 6i0J0CTyIHICTh MOXKe OyTH



30isbIlIeHa, 110 IPU3Bene OO0 IIOCUJIeHHS TilOTeH3UBHOT0 e(heKTy Ipernapary.

3maTHiCTH BIUIMBATH Ha HIBHAKICTHh peaklil mpu KepyBaHHiI aBTOTPaHCIOPTOM
a0o0 iHmMIMMHu MexaHi3ZMaMu

AMonunia MoXKe YMHUTH He3HauHMM a00 IMOMipHUY BIIJIUB Ha 3[aTHICTh KepyBaTHU
ABTOTPAHCIIOPTOM abo IIpalfoBaTH 3 iHIIMMH MeXaHi3MaMHu.

[IIBuaOKicTh peakiiil Moxke OyTU 3HUIKEHA ITPU HAaIBHOCTiI TAKUX CUMIITOMIB, K
3aIraMOpOYEeHHSs, TOJIOBHUM Oilb, CIIJIyTaHiCTh CBimoMocCTi abo HymoTa.

Cnig 0yTu o6epeXHUMHU, 0COOJIMBO Ha IMOYaTKy Teparil.
3acTrocyBaHHs1 y niepion BariTHOCTi ad00 rogyBaHHs IPyaaio

Besneka 3acTocyBaHHA aMJIOOUIIIHY XKIHKaM y Iepiof BariTHOCTI He BCTAHOBJIEHA.

3acToCcoByBaTH aMJIOQUIIIH y IIePiof BariTHOCTI PEKOMEHOYETHCS JIUILE Y TUX
BUIIafKaX, KOJIM HeMa€ 0e3IeYHillol albTePHAaTUBU, @ PU3HUK, ITOB’I3aHUM i3 caMUM
3aXBOPIOBaHHAM, IIepEeBUILlye MOXKJIIUBY IIIKOAY Bif JIIKyBaHHSA OJI1 MaTepi Ta MJoza.

Y nporneci gociigkeHb Ha TBapUHAX IPU 3aCTOCYBaHHI BUCOKHUX J03 CIIOCTepiranacs
PEIPOOYKTUBHA TOKCUYHICTE.

ITepiod 200yB8aHHA 2py00t0

AMJIOOWUIIIH €eKCKPETYETHCSA Y TPyOHE MOJIOKO. KIJIBKICTh aMJIOOUIIIHY, IKa MOXKe
OTPaNJIsATU OUTUHI i3 TPYAHUM MOJIOKOM MaTepi, MOXXe CTaHOBUTHU Bif 3-7 o 15 %
03, 110 3aCTOCOBYyBasiacs MaTip’to. BIiuB aMIoguniHy Ha HOBOHAPOIXKEHUX
HeBigomuu. [1py OPpUNHATTI PIllIEeHHS NP0 HPOOOBXKEHHS IrOAyBaHHS I'PYAOI0 YU IIPO
3aCTOCYBaHHS aMJIOOUITIHY HEOOXiTHO OIiHIOBATH KOPUCTDL TOAYBAHHS T'PYOOI0 OIS
OUTUHU Ta KOPUCTH Biff 3aCTOCYBaHHJ IIperapaTy OJisi MaTepi.

depmusibHIiCMb

IToBimoMmisiyiocst mpo 000pOTHI GioxiMiuHI 3MiHK TOTOBKHM CIIepMaTo30ifa V OesTKUX
MallieHTiB TP 3aCTOCyBaHHi 6JI0KATOPiB KasbllieBUX KaHaJiB. Kiminiunol indopmariii
IIIOA0 MOTEHIIMHOTO BIJINBY aMJIOOUITIHY Ha (PepTUIbHICTE HEZOCTAaTHEO.

Cmocid 3acTocyBaHHs Ta I03H

Ilopoci

[l71a miKyBaHHS apTepialbHOI rinepTeH3il Ta CTeHOKapHil 3BUYaliHa ITo4YaTKoBa A03a
npemnapaty Cemnonii® cTtaHoBUTH 2,5 MTr S(-) amnoguItiny 1 pa3 Ha mo0Oy. 3anexHo



Bim peakiiii maifieHTa Ha Tepalriio 103y MOXKHa 30iIbIIUTY A0 MaKCUMaJIbHOI T03H, 1110
cTaHOBUTH 5 MT S(-) ammoguttiny 1 pa3 Ha go0y.

[NamieHTaM 3i cTeHOKapIi€lo IIpemapaT MOXXHa 3aCTOCOBYBaTH SIK MOHOTepariio abo y
KoMOiHalil 3 iHIMMMY aHTHAHTiHAJIBbHUMU JIiIKapChKUMU 3aC00aMU IPU PE3UCTEHTHOCTI
oo HiTpaTiB Ta/ab0 amekKBaTHUX A03 OeTa-0/10KaTOPIB.

€ mocBifg 3acToCyBaHHS ITpenapaTy y KomOiHallii 3 Tia3ugHUMM OiypeTukKamMu, anbda-
6rokaTtopamu, 6eTa-671okaTopamMu abo iHribitopamu AII® nauieHTaM 3 apTepialbHOIO
rinepTeHsi€lo.

HeMmae HeoOxigHOCTI y migOopi mo3u npemnapaTty IpU OOHOYaCHOMY 3aCTOCyBaHHI 3
Tia3MOHUMU OiypeTukaMu, OeTa-0/10KaTopamMu Ta iHridiTopamu AITO.

ITauieHmu AiMHbLO20 BIKY

Hemae HeoOxigHOCTI v mmimbopi mo3wm [Ojist maHoi KaTeropil naimieHTiB. ITigBUIleHHS T03U
CIIi TPOBOOUTH 3 00ePEXKHICTIO.

ITauienmu i3 nopyweHHAMU PYHKUIl HUDPOK

PekoMmeHOy€eThCSA 3aCTOCOBYBaTU 3BUYaMHI HO3U IIpenapaTy, OCKiIbKA 3MiHU
KOHIIeHTpallil aMJIOUIIiHY Y TIJIa3Mi KPOBi He TTOB’s3aHi 3i CTynmeHeM TSKKOCTi
HHUPKOBOIL HEJOCTATHOCTi. AMJIOOUNIH HE BUBOOUTHCS LIIAXOM Hiai3y.

3acmocysaHHA nauieHmam i3 nopyweHHAMU PYHKUIl neviHKu

[lo3u mmpemnaparty [OJid 3aCTOCYBaHHS MalliEHTaM i3 MOPYyIIeHHIMHU QYHKITII TeYiHKA Bifg
JIETKOT'O OO ITOMipHOT'O CTYIEHS TSI2KKOCTi He BCTaHOBJIEHi, TOMY Iifbip mo3u ciif
ITPOBOAUTHU 3 00EPEXKHICTIO Ta MOYMHATH 3aCTOCYBaHHS i3 HaWHUKYO01 0O3U (OUB.
po3ninu «®apmakoauHaMika. PapMakokiHeTuKa» i «OcoOIMBOCTI 3aCTOCYyBaHHSI»).

dapMaKOKiHETUKY aMJIOOUIIHY He OOCIiAXKyBalId y MalliEHTIB i3 MOPYIIeHHIMHI
(pyHKIIi1 TeUiHKYM TSAXKKOrO CTyIIeHs. Y Halli€HTiB i3 MOpymIeHHIMU (QYHKIIil TeYiHKHA
TSI2KKOTO CTYIIEHS 3aCTOCYyBaHHS aMJIOOUITIHY CJIiZl TIOYMHATH 3 HAWHUKYO0l JO3U Ta
IIOCTYIOBO 11 30ibIITyBaTH.

Tabnetku 1o 2,5 Mr npenapaty CemnomniH® He MpuU3Ha4deHi OJig PO3IOMiy HaBIIiI A
oTpuMaHHSA Oo3u 1,25 Mmr.

TabneTku 1o 5 Mr npenapaty CemsomniH® He MpU3HaYeHi [ PO3MOAINTY HaBIIiI OIS
OTPUMaHHA A03U 2,5 MT.

itk



Besneka 3acTtocyBaHHA S(-) aMIoguIiHy OiTAM He moBeneHa. [Ipemapat
MPOTUIIOKA3aHUM OJIs 3aCTOCYBaHHS I1iMl BIKOBiMl KaTeropil Halli€HTiB.

Ilepego3yBaHHs

IlocBim HaBMUCHOTO IIepeNo3yBaHHS aMJIOOUIIIHY 0OMeXKeHUU.

CuMIITOMHU IIepedo3yBaHHs: HasiBHA iH(GopMallii Ja€ OmigcTaBU BBaxKaTH, 110 3HAYHE

nepefo3yBaHHA  aMJIOOUIIHY IIPU3BeAe OO0 HagMipHOl mepudepruyHol Ba3oguiaaTalil
Ta, MOKJIMBO, 00 pedIeKTOpPHOI Taxikapmil. [ToBimoMsainocsa mpo pPO3BUTOK 3HAYHOI Ta,
MO2KJIBO, TPMBAJIOI CUCTEMHOI TinmoTeH3il, BK/II0YaloyH IIOK i3 JTeTalbHUM HACJIigKOM.

JIikyBaHHSA: KJIIHIYHO 3Hauyllla IrilloTeH3isd, 3yMOBJIeHa [1epefo3yBaHHAM aMJIOOUIIIHY,
BHMAara€ akKTUBHOI MiATPUMKH OiIbHOCTI CEPLEeBO-CYAUHHOI CUCTEMH, BKIIIOUAIOUHU
4YaCTUUW MOHITOPUHT QYHKIIIN Cepilsd Ta OUXaHHS, IMITHATTSI HUXKHIX KiHITIBOK,
MOHITOPUHT 00’€MY ITUPKYII0I0YO] PiAUHY Ta CEYOBUMOIIEHHS.

Il BIDHOBJIEHHS TOHYCY CYOUH Ta apTepiajlbHOIO TUCKY MOXKHa 3aCTOCyBaTHU
CYOUHO3BYKYBaJIbHi ITperapaTy, YIIEBHUBIINCH ¥ BiCYyTHOCTi MPOTUIIOKa3aHb A0 1X
3acTOCyBaHHS. 3aCTOCYBaHHS KaJbllil0 ITIIOKOHATY BHYTPIIIIHBOBEHHO MOXKe OyTH
KOPUCHUM [IJIs1 HiBeJIIOBaHHS e(heKTiB OJI0KaaHu KaJIbI[iEBUX KaHAaIiB.

Y pesikux BUINagKax MoKe OyTH KOPUCHUM MPOMMBAHHS HITYHKA. 3aCTOCYBaHHS
aKTHBOBAHOTO BYTiJJISI 3TOPOBUM AOOPOBOJIBIISIM IIPOTSATOM 2-X TOOMH MiCJIsi BBEJEHHS
10 Mr amnoguniny 3Ha4YHO 3MEHIINUIIO PiBEHb MOI'0 BCMOKTYBaHHS.

OCKinbKM aMJIOOUITIH 3HAYHOIO MipOI0 3B’A3yeThCA 3 OinkaMu, e(peKT miaisy
He3Ha4YHUH.

IToOiuni peakmii

3 60Ky Kpoei ma aiMpamuyHoi cucmemu: TeHKOITUTOIEHisT, TPOMOOIIUTOIIEHis,
MypIlypa, aHeMisi, arpaHyI0IUTO3.

3 60Ky iMyHHOI cucmemu: ajepriydi peaxkirii.
3 6oky Memaboaizmy ma asiMeHmapHi po3a1adu: TimepriaikeMmisi, copara.

3 60Ky ncuxiku: 6e3COHHS, HEPBO3HICTh, 3MiHM HACTPOIO (BKII0YAI0OYM TPUBOXKHICTBD),
HeIpecis, CIJIyTaHICTh CBIHOMOCTI, BTpaTa CBiJOMOCTI, IOPYIIEHHS CHY,
OernepcoHaii3alris.

3 60Ky HepB8osoi cucmemu: COHJIUBICTh, 3alIaMOPOYEHHSI, TOJIOBHUM Oilb (IOJIOBHUM
YMHOM Ha IIOYaTKYy JIIKyBaHHS), TPEeMOp, OUCTEeB3isl, CHHKOIIe, TirecTe3ist, mapecrTesis,



rinepToHyc, nepudepudHa HEUpPOIaTisi, eKCTpalipaMigfHUN CUHOPOM.

3 60Ky opaaHie 30py: TIOPYIIIEHHS 30PY (BKIII0YAIOYN OUIIJIOINII0), KOH IOHKTUBIT, Oi/lb B
odax.

3 60Ky opeaHie cayxy ma aabipuHmy: O3BiH y ByXax, IITyM Y ByXax.

3 60Ky cepusi: TocuneHe cepuedbuTTs, Taxikapmis, iHbapKT Miokapaa, apuTMis
(BKyIroYalouyu OpaguKapmiio, IIJIYHOYKOBY TaXiKapfilo Ta MepPeXTiHHS Mepeacepnsb),
Haragu CTeHOKapmil, opTocTaTUyHa (OCTypajibHa) TinmoTeH3is, Kosarc, 6inb y rpynsx.

3 60Ky cyOuH: TIPUIIJINBU, apTepiasbHa riloTeH3iss, BacKyJIiT, nepudepudHa imemis.

PecnipamopHi, mopakaavHi ma mediaCmuHAa/1bHI NOPYWeEeHHA: JUCITHOE, PUHIT,
KallleJib, HoOCOBa KpOBOTEeYa.

3 60Ky WAYHKOBO-KUWKOB020 MpPAKmMYy: aHOPEKCisi, BTpaTa alleTUTY, DUCKOMGOPT B
eriracTpa’snbHii ginsgHii, 6ine y XKUBOTI, HymoTa, O/II0BaHHS, QUCIIEICis, ITIOPYIIeHH
MIEepUCTaIbTUKYN KUIIEYHUKY (BK/IIOYAKO4U 3all0p Ta Aiapelo), MeTEOPU3M, KUIIIKOBa
OuCQYHKIIISA, CyXiCTh y POTi, gucdarisa, maHKpeaTUT, TaCTPUT, TillepIjiasis siceH, 3MiHa
CMaKOBUX BiJUYyTTiB.

3 60Ky 2enamobisiapHoi cucmemu: TeIaTUTH, B T.4. QyIbMiHAHTHUM T'eIIaTUT,
JKOBTSIHUIISA, ITiABUINIEHHS PiBHS IIe4iHKOBUX (DepPMEHTIB (1110 HalidacTille
acoIIiIoBaJIOCS 3 X0JIeCTal30M), rinep0binipybinemisi, mopyiieHHs QYHKIII Te9iHKN.

3 60Ky wkKipu ma niOwWKIipHOi MKaHUHU: ajlomelisi, TypIypa, 3MiHa 3a0apBiIeHHS
IIIKipX, IOPYIIEeHHS IMirMeHTallil IKipy, migBuUIlleHe TOTOBUIiJIEHHS, CBEPOixXK,
BHUCHUIIAHHS, eK3aHTeMa, aHTiOHEBPOTUYHUMN HAOPSAK, MyJIbTU(POPMHa epuUTEMA,
epUuTeMaTO3HUM BUCUIIAHHS, MaKyJIONaIlyJsapHi BUCUIIaHHS, KPOIIUB THKA,
eKcdoniaTuBHUY OepMaTuT, CMiHAPOM CTiBeHca-[[;KOHCOHA, TOKCUYHUU
erigepManbHUM HEKPOJi3, HaOpsakK KBiHKe, GOTOUYTIUBICTE.

3 60Ky ckesilemHo-M’530801 ma cno/Ay4yHOi MKAHUH: HaOPSIK TOMIJIOK, apTpairis,
Mianrisi, cymoMu M’s13iB, Oiflb y CIIMHI, pUTigHICTE M’ S3iB.

3 60Ky HUPOK ma ceuosulinbHOI cucmemu: IOPYIIIeHHS CeYOBUIIJIEHHSI, HIKTypis,
MigBHUIlleHA YaCTOTa CEYOBUIIYCKaHHS.

3 60Ky penpodyKkmueHOi cucmemu ma MO/104YHUX 3d/103: iMIIOTEHIIis, TiIHeKOMacTis,
cTaTeBa QUCPYHKITIA.

3azanvHi nopyweHHsA ma cmaHu y Micui e8e0eHH: HaOpPSK, migBUIlleHa
BTOMJIIOBAHICTh, Oifib 3a 'PYOHUHOIO, acTeHis, 6iyib, He3yKaHHH.



ITocaiooceHHs: 30inplIeHHa a00 3MeHIIIeHHsI MacH Tija.
TepMiH NpHIaTHOCTI

3 POKHU.

YMoBHu 30epiranus

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

30epiraTty y HeJOCTYIIHOMY OJIS OiTeW MicCIIi.

YnakoBka

ITo 14 TabneTok y 6iicTepax; mmo 2 6JicTepiB y KapTOHHIN yIIaKOBIIi.
KaTeropist Bignycky

3a penemnTomM.

Bupo6HuK

TOB «KYCYM ®APM».

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIHLHOCTI

40020, Ykpaina, Cymcbka o6sacts, M. Cymu, Byn. Ckpsbina, 54.
[Ixepeso iHCTPYKIIil

[HCTPYKIIiio JTiKapChKOro 3aco0y B3siTO 3 oQillifiHOTO mkepesa — [lepKaBHOTO PEECTPY
JIiKapCchKUX 3aco0iB YKpaiHu.
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