IHCTPYKUIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

AMJIOJIUITIIH-®APMAK
(AMLODIPINE-FARMAK)

Cknao:

Oitoua pevwosuna: 1 Tabnerka MiCTUTh amioauminy 6ecmnary 13,90 mr ab6o 6,95 mr (B mepepaxyBaHHi
Ha amwtoauiia 10 Mr abo 5 mr);

oonomigxcHi pewosunu. Tabnetkun Amnoaumnin-®Papmak 10 Mr — JaKTO3W MOHOTIIPAT, KPOXMalb
KapTOIUISTHUH, KPOCHOBIIOH, KOTTOBIIOH, KPEMHIIO JTIOKCH] KOJIOITHUN O€3BOHUIA, MarHil0 cTeapar;
tabnetkn AmnoaumiH-PapmMak 5 Mr — JaKTO3W MOHOTIIpAT, KPOXMaib KYKypYyI3sHUH, HaTpito
KpOCKapMeno3a, OBII0OH, KPEeMHIIO JIOKCUJ KOJIOIMHUN O€3BOIHUM, MAarHio cTeapar.

Jlikapcbka ¢opma. TabneTku.

OcHosni ¢hizuxo-ximiuni enacmusocmi. AmnonumniH-®apmak 10 mr — tabnetku Ou1oro abo Maixe
OUTOT0 KOIBOPY 3 TUIOCKOKO MTOBEPXHEI0, 3 PUCKOIO Ta (ackoro; Amioaumin-Oapmak 5 Mr — TabiaeTku
Kpyriioi ¢opMu 3 JBOOMYKJIOIO TMOBEpXHEI Ouloro abo maibke Outoro kompopy. Ha moBepxHi
TabJIETOK JOMYCKAETHCS MAPMYPOBICTb.

dapMmakoTepaneBTHYHA rpyna.
CenekTHBHI aHTAaroOHICTH KaJIBIII0 3 TEPEBAXHOIO I€I0 Ha CyAuHH. [lOXIIHI AMTIAPOMIPUIUHY.
Kox ATX C08C AO01.

Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.

AMJIOAMIIH — aHTAroHICT Kajbllil0 (MOXIAHE JUTIIPOMIPUIMHY), IO OJIOKYE HAJAXOKCHHS I10HIB
KaJIBITIFO 10 MIOKapy Ta 10 KIITHH TJIAJKUX M’ S31B.

MexaHi13M TimoTEeH3UBHOT i aMJIOJUIIIHY 3yMOBJICHHH 06€3M0CepeIHROI0 PO3CIabII0BaIBLHOIO €0 HA
rmaaki M’s3u cyauH. TOYHME MeXaHI3M aHTHAHTIHAJIBHOTO e(eKTy aMIIOAUIIHYy BH3HAYCHUH
HEJI0OCTaTHBO, OJHAK HIKYe3a3HaueH1 e(DeKTH BiIrparoTh MEBHY POJIb.

AMIoaumiH po3mMproe TMepudeprudHi apTepiod 1 TaKUM YMHOM 3HWKYE NepuPEpUUHUNA OITip
(moctHaBaHTaxkeHHS). OCKUIBKU CEPIEBUN PUTM 3aIHILIAETHCS CTAOUILHUM, 3HIKEHHS HaBaHTAKEHHS
Ha ceplie MPU3BOAUTH J0 3HKEHHS CIIOKUBAHHS €HEprii Ta NoTpedu Miokapa B KUCHI.

PosmupenHss TroJIoBHMX KOPOHApHHX apTepiii Ta KOpPOHApHUX aprepiond (HOpMallbHUX Ta
IIIeMI30BaHMX), MOJKJIMBO, TaKOX BUIIrpae posib y MexaHi3mi Jii amuomuiiny. Take po3IIupeHHs
MIBUIIYE HACUYEHICTh MIOKapJa KUCHEM Yy MAIIEHTIB 31 Ca3MOM KOpOHapHOI apTepii (CTeHOKapis
[TpuHnMerana abo BapiaHTHA CTEHOKAP/Iis).

VY maiieHTiB 3 apTepiaiibHOIO TIEPTEH3IEI0 3acTOCyBaHHsS mpemnapaTy 1 pa3 Ha A00y 3abe3meudye
KIIIHIYHO 3HA4YIE 3HMKEHHS apTepialbHOTO TUCKY IPOTATOM 24 TOJMH y MOJOKEHHI K Jie)Kauu, TakK
1 crosun. Yepe3 MoOBUILHUI MOYATOK [Iii aMJIOJUITIHY TOCTpa apTepiaibHa TIMOTEH3Is 3a3BUYail HE
CIIOCTEPIra€eThCs.

VY mnaumieHTiB 31 CTEHOKapJi€l0 MpU 3acTOCYBaHHI O/HIET 10OOBOi 103K mpenapary IMiJBUILYETHCS
3aranbHUM 4ac (HI3MYHOTO HaBAaHTAXEHHS, Yac J0 MOYaTKy CTEHOKapAil i yac Ao 1 mm nempecii
cermenTa ST. [Ipenapat 3HWXKYe 4acTOTY HalajiB CTEHOKap/il Ta 3MEHIIYe MOTpedy y 3acTOCYBaHHI
HITPOTJILIEPHUHY.

AMIIOTUTIIH HE acOIIOEThCA 3 OyIb-IKUMH MOOIYHUMH METabOMIYHUMHU TiSIMH YH 3MIHAMU PIiBHA
JIMiIB y Miaa3Mi KpoBi 1 HOro MOXHa 3aCTOCOBYBATH MalliEHTaM 13 aCTMOIO, I[yKPOBUM JiabeToM Ta
M0JIarpoxo.

Dapmaxokinemuxa.

BemoxryBanss/posnonin. Ilicns mepopajibHOTO 3aCTOCYBaHHS TEpaleBTUYHHX JI03 aMJIOIUIIH
MOCTYNOBO abcopOyeThcss y IUIa3My KpoBi. AOcComOTHa O10J0CTYMHICTh HE3MIHEHOI MOJEKYIH
CTaHOBUTH NpuoIN3HO 64-80 %. MakcumanbHa KOHIIEHTpAIsl y MJ1a3Mi KPOBi IOCSATAETbCS MPOTATOM
6-12 romuH micns 3acrocyBaHHA. O0’eM pPO3MONLTY CTAaHOBUTH NPUOMM3HO 21 J/Kr; KOHCTaHTa
mucorianii kucinotu (pKa) amnoaumniny craHoBuTh 8,6. 3B’s13yBaHHS aMJIOAMITIHY 3 OUTKaMU IUIa3MHU




KpOBI1 CTAaHOBUTH MPpHOIN3HO 97,5 %.

OpnnouacHe BXKMBAaHHA DK1 HE BIUIMBA€ HA BCMOKTYBAHHS aMJIOAUITIHY.

Mertabonism/BuBenieHHs. llepion HamiBBHBEIEHHS 3 IUIa3MH KpPOBI CTaHOBUTH NpuOmm3HO 35-50
roguH. PiBHOBa)XHa KOHIIEHTpalis y IUla3Mi KPOB1 JOocATaeThes Mmicis 7-8 AHIB Oe3nepepBHOTO
3aCTOCYBaHHS Mpernapary. AMIIOIUIIH FOJIOBHUM YHHOM METa0O0I3y€eThCs 3 YTBOPCHHSIM HEAKTUBHUX
metabomitiB. bruzpko 60 % BBemeHOi J03M BUBOAUTHECH 13 cedero, mpubimszno 10 % 3 sKxux
CTaHOBHUTH aMJIOJIUIIIH Y HE3MIHEHOMY BUTJISAII.

[amienTy aiTHHOrO BiKy. Yac MOCATHEHHS PIBHOBR)XKHUX KOHIEHTpAId aMIIOAMITIHY Yy TUIa3Mi KpOBi
NMoMiOHMH y MAIi€HTIB JITHHOTO BIKY Ta y HOpOCHHX mnarieHTiB. KitipeHc amimonumniny 3a3Buyail aenio
3HIKCHWH, [0 Yy TNAI€HTIB JITHHOTO BIKY HPHU3BOIUTH 1O 3OUTBIICHHS IUIONI IiJ KPUBOIO
«koHnentpamnis/gacy (AUC) Ta nepioy HaniBBUBEACHHS Ipenapary.

[MamieaTn 3 mopymieHHSM (QVYHKIH HUPOK. AMIIOJHMITIH EKCTCHCHBHO 010TpaHCHOPMYETHCS 10
HeakTUBHUX MeTabomiTiB. 10 % amnoaumiHy BUIUISETbCS Y HE3MIHEHOMY BUIVISIZL 3 CE€4Yero. 3MIHU
KOHIICHTpAIIli aMJIOIUITIHY y TIJIa3M1 KPOB1 HE KOPEJIOIOTH 31 CTYIEHEM MOPYIIEeHHS (PYHKI[IH HUPOK.
[TamientaM 13 mopymeHHSAM (QYHKIIA HUPOK MOXHA 3aCTOCOBYBATH 3BHUYAIHI /103U aMJIOJUIIHY.
AMIOANTIH HE BUJASIETHCS IISIXOM J1aizy.

[amienty 3 nopymeHHsM GyHKIIT neviHky. [HopMmallis m10/10 3acTOCYBaHHS aMJIOAMIIIHY HallleHTaM
13 MOpPYIIEHHSAM (QYHKIII MEeYiHKU TyXke OoOMekeHa. Y MallleHTIB 13 MEeYIHKOBOI HEJOCTaTHICTIO
KJIIPEHC aMJIOJIMITIHY 3HIDKCHHH, 10 TMPU3BOAUTH J0 30UTBIIIEHHS TPUBAJIOCTI MEPIOAYy HAIIBPO3MaIy
ta 10 30utbmenHs AUC mpubiausno Ha 40-60 %.

Hitu. 3a3Buuail KJIipeHc Npu NepopaibHOMY 3aCTOCYBaHHI JIITSIM BikOM Bif 6 10 12 pokiB Ta Bix 13 g0
17 poxiB cranoBuB 22,5 Ta 27,4 n/ronvHy BIANOBIAHO aJs1 XJjom4ukiB 1 16,4 ta 21,3 n/roguny
BIMOBIMHO ayisi MiBYaTOK. CrOCTEpIraeThCsl 3HaYHA BapiaOeIbHICTh €KCITO3HINT y PI3HUX IMAIlIEHTIB.
[Hdopmarris mo0 namieHTiB BikoM 10 6 pOKiB 0OMeKeHa.

KuiniuHi XapakTepucTUKH.

Ilokazanns.

— ApTepianbHa rinepTeH3is.

— XpoHiuHa cTaOlIhHA CTCHOKAPIIA.

— Bazocnactuuna crenokapis (cteHokapais [Ipuninmerana).

Ilpomunoka3zanns.

— Bigoma migBuIeHa YYTJIMBICTH A0 AMTIAPOIIPUIMHIB, aMJIOJIUIIIHY a00 10 OyIb-sIKOTro IHIIOTO
KOMIIOHEHTa Ipernapary.

— ApTepianbpHa TIMOTEH3Is TSKKOTO CTYIIEHS.

— [ok (BK:IHOYAIOYM KapAIOTEHHHUH IIOK).

— OO6cTpyKIlist BUBLAHOTO TPAKTY JIIBOTO HUTYHOUYKA (HAMPUKIIAI, CTEHO3 A0PTH TSAKKOTO CTYIICHS).

— I'eMoiHaMi4HO HecTabUIbHA ceplieBa HEJAOCTATHICTD MICHSI TOCTPOro iH(apKTy Miokapaa.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inwii 6uou 63aemooiil.

Bnaues inwux nikapcokux 3aco0ié Ha amio0uniu.

HasBHi manHi mono 06e3me4yHOro 3acTOCyBaHHsS aMIJIOJUMIHY 3 Tia3UAHUMHU JAlypeTuKaMmu, anbda-
O6nmokaropamu, Oera-Oiokaropamu, iHridiropamu  AII®D, HiTparaMu  NPOJOHTOBaHOI  Jii,
CyOJIIHTBaJIbHOIO  (POPMOIO  HITPOTJILEPUHY, HECTEPOINHUMHU TMPOTU3AMNAIBHUMHU  JIKAPCHKUMHU
3aco0amMu, aHTHOI0TUKAMU, OpaIbHUMHU TMOTIIKEMIYHUMH JIKapChKUMH 3aC00aMHu.

Jlani, oTprMaHi y XOi in vitro TOCIIKeHb TUIa3MH KPOBI JIOJUHH, CBITYATh MPO BiACYTHICThH BILTUBY
aMJIO/IMIIIHY Ha 3B’A3yBaHHS 3 OUIKAMM KpOBI JOCHKYBAHUX JIIKApPChKUX 3acO0iB (JIUTOKCHH,
¢eniToin, BappapuH abo iHIOMETAIH).

Ineioimopu CYP3A4.

OnnouacHe 3acTtocyBaHHs amionuniny Ta iHridiropis CYP3A4 mnotyxHoi abo mnomipHoi aii
(iHribitopu mpoTeas, a30JIbHI NPOTUTPUOKOBI 3acO0M, MAaKpOJiaH, Taki SK EpUTPOMILMH abo
KIAPUTPOMILIMH, BeparnaMit abo TuiITia3eM) MOXKe MPU3BECTH JI0 3HAUYIIOTO IMiIBUIIEHHS €KCIIO3UIIIT
aMJIO/IUITIHY, 110 TAaKOXX MOXKE MPU3BECTH JI0 MIABHILEHHS PU3UKY BUHUKHEHHS TinoTensii. Kiminiune
3HA4YeHHs TaKUX 3MIH MoO)Xe OyTH OUIbII BHpaXE€HHM Y TMAaIliEHTIB JIITHHOro BiKy. Moxe Oyru
HEOOX1THUM KIIIHIYHHIA HATJISIT 332 CTAHOM TAIli€eHTa Ta miaoip A03H.



He pexoMeHayeThCsi 0JHOYACHO 3aCTOCOBYBAaTH aMIIOAMITIH Ta rpednpyru abo rpeidndpyroBuii Cik,
OCKUIBKH y JISSIKUX MAalli€HTIB 01010CTYIHICTh aMJIOAMITIHY MOJKE MiJIBULITYBAaTHUCS, 1110, Y CBOIO Yepry,
MPU3BOAMTH JIO MMOCHIICHHS TIOTEH3UBHOT JIii.

Inoykmopu CYP3A4.

Indopmarii mono BmmBy iHAYKTOpiB CYP3A4 Ha ammonumnid Hemae. OIHOYACHE 3aCTOCYBaHHS
aMJIO/IUIIIHY Ta pe4oBUH, O € iHgykropamMu CYP3A4 (mampuxian pudamiinuny, 3Bipo6oio), Moxke
MPU3BOIUTH /0 3HIKCHHS KOHIICHTpALii aMJIOJMITIHY y IUIa3Mi KpPOBi, TOMY 3aCTOCOBYBATH TaKi
KOMOIHAIIIT 111 3 00EPEKHICTIO.

Jlanmponen (inghysii).

VY TBapWH CHOCTEpiraJiucs MUTYHOYKOBI (PiOPWIIAIIT 3 JETaTbHUM HACIIAKOM Ta CEpIEBO-CyTUHHUN
KOJIAIC, [0 AaCOIUIOBAJIMCS 3 TiNepKallieMi€o, MICHs 3aCTOCYBaHHS Bepanamily Ta JaHTPOJICHY
BHYTPIITHROBEHHO. Yepe3 pHU3UK PO3BUTKY TilepKallieMil PEKOMEHJOBAHO YHHUKATH 3aCTOCYBaHHS
OJIOKaTOpIB KaJbI[IEBUX KaHAIIB, TAaKUX SK aMJIOJUIIH, CXWJIBHUM JI0 3JIOSKICHOI Trineprepmii
MalieHTaM Ta IpU JIKyBaHHI 3JI0SKICHOT riepTepMii.

Bnaue amnoouniny na inwi nikapceki 3acoou.

INmoteH3uBHUI ePEeKT aMIIOAUIIHY MOTEHIIOE€ TIMOTEH3UBHUN €(eKT IHIIUX AHTUTINEPTEH3UBHUX
3ac00iB.

Taxponimyc.

IcHye pu3uK mNiABMIEHHS PIBHIB TakpoJdiMycy B KpOBI IpPU OJHOYACHOMY 3acTOCYBaHHI 3
aMJIOJIUITIHOM, OJIHAaK (papMaKOKIHETUYHUNW MEXaHI3M TaKoi B3a€MOJii MOBHICTIO HE BCTAHOBJICHO.
1106 YHUKHYTH TOKCHUYHOCTI TaKpoOJIMYCY, IIPU CYIIyTHHOMY 3aCTOCYBaHH1 aMJIOJIUIIIHY MAalli€HTaM,
K1 TPUMMAIOTh TaKpOIIMYC, CJIIJ] IPOBOJUTH PEryISIpHUN MOHITOPUHI PIBHIB TaKpOJIIMYCY B KPOBI
Ta, y pa3i HEOOX1THOCT1, KOPUTYBATH JI03Y TAKPOJIIMYCY.

MTOR ineibimopu (mammalian target of rapamycin - miweni panamiyuny y ccasyis).

Taki MTOR iHribiTopH, SK CHpONIMYC, TEMCHpPOJIMyC 1 eBepodimyc € cyoctparamu CYP3A.
Amnoaumnia € cinabkum iHriditopom CYP3A. Ilpu ogHouacHOMY 3acTocyBaHHI amuoaumniny 3 mTOR
1HT10iTOpaMU BiH MOYKE€ TTOCHJTFOBATH BIUTUB OCTaHHIX.

Luxnocnopun.

JlocmikeHb B3a€MOIIA ITUKIOCTIOPUHY Ta aMJIOJUITIHY TIPH 3aCTOCYBaHHI 3J0POBUM JTOOPOBOJIBIISIM
ab0 B IHIIMX Tpynax HE MPOBOJWIIM, 32 BUHSATKOM 3aCTOCYBaHHS MalliEHTaM 13 TPaHCIUIAHTOBAHOIO
HUPKOIO, Y SIKUX CIIOCTEpIrajgocsl MIHJIMBE MiBUILEHHS 3aJUIIKOBOI KOHIIEHTpAIll IMKJIOCIOPUHY (B
cepenubomy Ha 0-40 %). Jlng mnamieHTIB 13 TPaHCIIAHTOBAHOKO HHUPKOIO, SIKI 3aCTOCOBYIOTH
aMJIOJIMITIH, CJIiJ PO3MVISTHYTH MOMJIMBICTH MOHITOPHUHTY KOHIICHTpAIlil ITUKIIOCIIOPUHY Ta, y pasi
HEOOX1THOCTI, 3MEHILIUTH JI03Yy IUKJIOCIIOPUHY.

Cumsacmamun.

OpHouacHe 3acTocyBaHHsI OaraTopa3zoBux 103 amjonumniHy 10 mMr ta cumBacTtaTUHY B 11031 80 Mr
MPU3BOAUIIO JI0 30UTbIIEHHS €KCIIO3UIIli CUMBACTaTHHY Ha 77 % MOPIBHIHO 13 3aCTOCYBAHHSM JIHIIIE
cUMBacTaTHHY. /{715 MaIi€HTIB, sIK1 3aCTOCOBYIOTh aMJIOJIUIIIH, 103y CHMBACTaTUHY CIiJ] OOMEXUTH /10
20 mr Ha 100y.

Cunoenadgpin.

OpnopazoBe 3actocyBanHs 100 mr cungeHadiny mamieHTaM 3 €CEHIIaJbHOIO TiEePTeH3IE He
BIUTMBAJO Ha (apMakokiHeTHKy amjonumiHy. [Ipm oxHOYacHOMY 3acTOCYBaHHI aMIIOJHUIIIHY Ta
cungeHagury B AKOCTi KOMOIHOBAaHO1 Teparii KOXeH i3 mpenapaTiB MpOosBIsAB TNOTEH3UBHUN e(peKT
HE3aJeKHO Bif HIIIOTO.

Tnwi nikapcoki 3acoou.

Kniniyai [1OCHiDKEHHS B3aeMOJii mpemapary ToKa3ald, W0 aMJIOJWIIIH He BIUIMBaE Ha
(apMakOKIHETHKY aTOpPBACTaTUHY, JUTOKCUHY a00 BapdapHHy.

Emanon (ankozons).

OnnopazoBe Ta OaraTopas3oBe 3acTocyBaHHs 10 Mr amyloJuIiHy HE Majo CYTTEBOTO BIUIMBY Ha
(apMaKOKIHETUKY €TaHOITy.

CyMicHe 3acTOCyBaHHS AaMJIOJUIIHY 3 IIMMETHAMHOM HE MaJlo BIUIMBY Ha (hapMaKOKIHETHKY
aMJIOTUTIIHY.

CyMicHe 3aCTOCyBaHHS MpenapaTiB aJlOMiHiI0/MarHito (aHTaIIiB) i3 pa30BOIO 103010 aMJIOJMITIHY HE
MaJio CYTT€BOTO BIUIMBY Ha (DapMaKOKIHETHKY aMJIOAUITIHY.

Jlabopamopni mecmu.



BB Ha OKa3HUKH J1a0OPATOPHUX TECTIB HEBITOMHUIA.

Ocoobnueocmi 3acmocyanns.

besneky Ta eeKTHUBHICTH 3aCTOCYBAHHS aMJIOUIIIHY MPH TIHEPTOHIYHOMY KPH31 HE OLIIHIOBAIH.
Ilayienmu i3 cepyesoro Hedocmamuicmio.

JlaHiii KaTeropii Mami€HTIB aMJIOUIIIH CIIiJl 3aCTOCOBYBAaTH 3 O0CPEXHICTIO. Y XO/1 JOBrOTPHBAJIOTO
1a1e00-KOHTPOIBOBAHOTO JIOCTIHKEHHS Y MAIIEHTIB 13 CEpPIeBOI0 HEJOCTATHICTIO TSHKKOTO CTYIICHS
(xmac I ta IV 3a xnacudikamiero NYHA) mpu 3actocyBaHHI aMJIOJMITIHY YacTOTa BUIAJKIB
PO3BUTKY HAOpsKy JIereHb Oyia BHINOI0 TOPIBHSHO 13 3acTocyBaHHsIM 1uiane6o. Ilamientam i3
3aCTIHHOIO CEPIIEBOI0 HEJOCTATHICTIO OJOKATOPHU KAJIBIIEBUX KaHATIB, BKIFOYAIOYH AMJIIOJIUIIIH, CITiJ
3aCTOCOBYBAaTH 3 OOEPEKHICTIO, OCKUIBKM BOHHM MOJXYTh MIiJIBUIYBAaTH PU3HK CEPIEBO-CYyAMHHUX
MOJIiH Ta JIETAIBHUX HACIIIKIB Yy MallOyTHEOMY.

Tayienmu i3 nopywenuam hynkyii neyinxu.

[lepion HaniBBUBeneHHs amyoaumniHy Ta napamerp AUC Bulll y NaIi€eHTIB 13 MOPYUIEHHAM (QyHKIIT
MEYIHKU; PEeKOMEHJalllil CTOCOBHO /03 Ipemnapary HeMae. ToMy naHiil kareropii Mall€HTIB CIix
PO3MOYMHATH 3aCTOCYBAHHS Tpenapary 13 HaHmwk401 103u. Ciin Oytu o0epekHUMU K Ha MOYaTKY
3aCTOCYBaHHS TIpenapary, Tak 1 Tpu 30uUTbineHH1 A03u. [lamieHTaM 13 TSHKKOKO TI€YIHKOBOIO
HEJOCTaTHICTIO MOKe OyTH HEOOXI1IHUM MOBUIBHMM Mig0ip J03M Ta PETEJbHUN Haris] 3a CTaHOM
TaliexTa.

Tayienmu nimuvo2o 8iK).

3061pITyBaTH 03y MpernapaTy JaHiid KaTeropii MafieHTiB ciria 3 00epekHICTIO.

Tlayienmu i3 HUPKOBOIO HEOOCMAMHICMIO.

Jlaniii kaTeropii Maii€eHTiB CIiJ 3aCTOCOBYBAaTH 3BHYaiHI /103U mpenapary. 3MIHM KOHLEHTpauii
aMJIOJUITIHY Y IJIa3M1 KPOB1 HE KOPETIOIOTh 31 CTYIIEHEM MOPYIIeHb (PYHKIIH HUPOK. AMIIOJMIIIH He
BHIAISETHCS MUISIXOM JIaITi3y.

AMITOIMTIIH HE BIUIMBAE HA PE3yabTaTH Ja00OPATOPHUX JOCIIIKECHb.

He pekomenayeTbCst 3aCTOCOBYBAaTH aMJIOAMIIIH pa3oM 13 rpeindpyromM ado 3 rperndpyToOBUM COKOM,
OCKUTBKH y JCSKHUX TAIlEHTIB O100CTYIHICTh MOXKE€ OyTH 30UIbIIIEHA, 10 MPU3BEAC O MOCHICHHS
TIMOTEH3UBHOTO €(EeKTY Mmpernapary.

DepmunvbHicmo.

[ToBimomusiocst mpo 00OpOTHI OIOXIMIUHI 3MIHM TOJIOBKH CIIEPMATO30ida y JESKUX IAIEHTIB TPU
3aCTOCYBaHHI OJIOKaTOpiB KayblieBUX KaHamiB. KiiHigyHOT iH(pOpMAaIlii moa0 MOTEHIIHHOTO BILIUBY
aMJIOJIUITIHY Ha GEPTHIIBHICTh HEAOCTATHBO.

Leii nikapchkuii 3acid MIiCTUTh MeHIIe 1 MMoJIb HaTpiro (MeHIre 23 Mmr), ToOTO, IO CyTi, BUIbHHI Bia
HaTpIIo.

[Ipenapar Amutogunin-®dapmMak MICTHTHh JIAKTO3y, TOMY IAI[iEHTaM 3 PIAKICHUMH CITaJIKOBUMH
3aXBOPIOBAaHHSMH HEIEPEHOCHUMOCTI TrajakTo3d, AedinutoM Jjakra3u Jlamma abo manbabcopOiiero
TIIOKO3U-TaJIaKTO3H HE CIIiJl 3aCTOCOBYBATH IIeH Mpemnapar.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyoor.

be3neka 3acTocyBaHHs aMJIOIMIIIHY JKIHKaM Yy IIepioJl BariTHOCTI HE BCTAHOBJICHA.

3acTOoCOBYBAaTH aMJIOAMITIH Y IIEpPIOJ BariTHOCTI PEKOMEHIY€EThCS JIMILIE Y TUX BUIAAKaX, KOJIM HEMAE
Oe3neyHiloi aJbTepHATUBH, @ PU3MK, MOB’S3aHUN 13 CAaMUM 3aXBOPIOBAHHSM, MEPEBUIIYE MOXKIUBY
IIKOJTy Bifl JIIKyBaHHS JJIS MaTepi Ta mioja.

VY Xoni AOCHIPKEHb Ha TBapHHAX IPH 3aCTOCYBaHHI BHCOKHX /103 CHOCTepiraiacs penpoyKTHBHA
TOKCHYHICTb.

Ilepioo 200yeanus 2pyooro.

Awmionunid OyB 11eHTH(}IKOBaHUHN B OpraHi3Mi HEMOBJIAT, SIKi 3HAXOIWIINCS HA IPYJHOMY I'0JTlyBaHHI B
TOM Yac, KON iX Marepi 3aCTOCOBYBAIM JaHMUU JiKapchbKuil 3aci0. YacTka BUXiTHOT 103U MPUHHATOT
MaTip’1o, Ky OTPUMY€e HEMOBIIS, OLIHIOBAJIACs B CEPEeHbOMY Aiana3oHi gk 3-7 %, makcumyM 15 %.
BriuB amiouminy Ha HEMOBJIAT HEBIJIOMO.

[Tpyu npuHHATTI pilIEHHS PO MPOJOBKEHHS TOAYBaHHA TPYJII0 a00 MPO 3aCTOCYBAHHS aMJIOJUIIIHY
HEOOXIJJTHO OI[IHIOBATH KOPHUCTh TOJYBAaHHS TPYAMIO JUIs JAUTHHH Ta KOPUCTH B 3aCTOCYBaHHS
npemnapary it Matepi.



30amuicms  enausamu HA WEUOKICMb peakyii npu KepyeaHHi A8MOMPAHCNOPMOM ab0 THUUMU
Mexanizmamu.

Amnonunin-dPapMak MOXK€ YMHHTH HE3HAYHMKA a00 MOMIPHUN BIUIMB HA 3[aTHICTh KepyBaTH
aBTOTPAHCIOPTOM ab0 MpalioBaTH 3 iHIMMH MexaHi3Mamu. Ciix OyTu 0OepeKkHUMH, 0COONIMBO Ha
MOYaTKy Teparii.

HIBuakicTe peakmii Moxe OyTHM 3HMKEHA IMPH HASABHOCTI TaKUX CHMIOTOMIB SIK 3allaMOpPOYEHHS,
TOJIOBHUH OUTh, CILTYyTaHICTh CBIAOMOCTI UM HYZIOTA.

Cnoci6 3acmocysannsa ma 0o3u.

Hopocni. Jlnst nikyBaHHS apTepiaigbHOi rimepTeH3ii Ta CTEeHOKap/ii 3BHYaifHa TOYAaTKOBAa J03a
npermapaty AmioaumiH-PapMak CTaHOBHUTH 5 Mr | pa3 Ha 100y. 3aJeKHO BiJ peakilii maieHTa Ha
TEpAIIiio 103y MOKHA 30UTBIINTH 10 MAaKCUMAIIBHOI 103H, 110 cTaHOBUTH 10 Mr 1 pa3 Ha 1o0y.
[TamienTaM 31 cTeHOKapAi€r0 Mpenapar MO>KHa 3aCTOCOBYBATH SIK MOHOTepanito abo y kKoMOiHalii 3
IHIIMMHM aHTUAHTIHAJIBHUMHU JIIKAPCHKUMHU 3aco0aMu IpPH PE3UCTEHTHOCTI JI0 HITpaTiB Ta/abo
aJIeKBaTHHX /103 OeTa-010KaTopiB.

€ 70cCBin 3acTOCYyBaHHsS Ipemapary y KOMOIHAIil 3 Tia3uAHUMU JiypeTUKaMu, ajibda-0IoKkaTopamu,
Oera-OokaTopaMu abo0 IHriOITOpaMHU AHTIOTEH3UHIIEPETBOPIOBAILHOTO (EPMEHTY TallieHTaM 3
apTepiabHOIO TIEPTEH3IELO.

Hemae neoOximHocTi y migbopi A03W Tpenapary IpH OJHOYACHOMY 3aCTOCYBaHHI 3 Tia3MJIHUMH
nlypeTukamu, 6eTa-0J0KaTopaMu Ta IHTIOITOpaMH aHTI0TEH3UHIIEPETBOPIOBAIBHOTO (PEPMEHTY.

Jimu eixom 6i0 6 pokis 3 apmepianvHol cinepmenszicto. PekoMeH0BaHa MOYaTKOBA J03a MperapaTy
Amnomunin-dapmak A i€l KaTeropii NamieHTiB cTaHOBUTH 2,5 Mr 1 pa3 Ha 100y (3aCTOCOBYBaTH y
BIINOBIAHOMY J03yBaHHI1). SIKII0 HEOOXIAHUN pIBEHb apTepiaJbHOTO THUCKY HE OyJe AOCATHYTHI
mpoTsAToM 4 THXKHIB, 703y MOKHA 30UTBIIUTH 10 5 MT Ha A00y. 3aCTOCYBaHHS Mpemnapary y J03ax
BHIIIE 5 MT JIJIsl JAHOT KaTeropii MaiieHTiB He AOCIIHKYBAJIH.

Iayienmu nimuvoco eiky. Hemae HeoOXimHOCTI y mimbopi MO3W AJIA JAaHOI KaTteropii MaIli€HTiB.
[TigBuIIEeHHS 103H CIIi MPOBOJUTH 3 00EPEKHICTIO.

THayiecumu 3 nopywennam ¢ynxyii Hupox. PekoMeH1yeTbcs 3aCTOCOBYBATH 3BUYAMHI 103U Ipenapary,
OCKUTHPKM 3MIHM KOHIIEHTpAIlll aMJIOJUIIIHY Yy IUIa3Mi KPOB1 HE TMOB’s3aHI 31 CTYNEHEM TSDKKOCTI
HUPKOBOI HEAOCTATHOCTI. AMJIOIUIIIH HE BUBOUTHCS IIUISIXOM Jiallizy.

layiecumu 3 neuinkosoro nedocmamuicmio. Jl03u Tpenapary s 3aCTOCYBaHHS MAallleHTaM 3
MEYIHKOBOIO HEJOCTATHICTIO BiJ JIETKOTO [0 MOMIPHOTO CTYNEHS TSDKKOCTI HE BCTAHOBJICHI, TOMY
migoip A03W CIIiJl MPOBOJIUTH 3 OOCPEKHICTIO Ta MOYMHATH 3aCTOCYBAaHHS 13 HAWHIDKYOI 03U (JIUB.
po3nut «OcoOIMBOCTI 3acTOCYBaHH 1 «D@apMakooriyHi B1acTUBOCTI. DapMaKoKIHETHKAY).
dapMaKOKIHETUKY aMJIOJTUIIIHY HE AOCHIIPKYBAJIM Yy TAII€HTIB 13 MOPYHIEHHSAM (QYHKIIi MEYIHKU
TSDKKOTO CTyreHs. /[ mamieHTiB i3 mopymeHHsM (GYHKITIT MeYIHKH TSHKKOTO CTYIEHS 3aCTOCYBaHHS
aMJIOJIUITIHY CIIiJ] pO3IIOYMHATH 13 HAHMKYOT 03U Ta MOCTYMOBO ii 301UIbIIYBATH.

Himu. IIpemapat 3acTOCOBYBaTH AITAM BIKOM Bill 6 POKIiB.
BrnuB amioauniny Ha apTepialbHHUM TUCK MAaLI€HTIB 10 6 POKIB HEBIIOMUM.

Ilepeoosysanns.

JloCBii HABMUCHOT'O TEepe103yBaHHs MpenapaTy OOMeXeHHH.

Cumnmomu nepedosysannsa: HasiBHa iHQOpMallis Ja€ MiCTaBU BBaXaTH, 110 3HAYHE MEpe03yBaHH:
npenapary Amioaunin-@apmak npusBeae 10 HaAMIpHOI nepudepuyHoi Ba3oquaTanii Ta, MOXKINBO,
1o pednekropHoi Ttaxikapnaii. IloBimomuisanocs mpo pO3BUTOK 3HAYHOI Ta, MOJKJIMBO, TPUBAJIO]
CHCTEMHOI TIOTEH311, BKIIOYAIOUH IIOK 13 JE€TAIbHUM HACIIIIKOM.

Jlikysanna: KIHIYHO 3HAuUylla TiMNOTEH31s, 3yMOBJIEHA IEpEeJO3YBaHHIM aMJIOAMIIIHY, BUMarae
aKTHBHOI MIATPUMKHU JiSUTBHOCTI CEpLEBO-CYAMHHOI CHUCTEMH, BKJIIOYAIOYM YacTUH MOHITOPUHT
GyHKIINA cepls Ta JUXaHHS, MITHATTS KIHIIBOK, MOHITOPUHI 00’€MY HUPKYIIOIOUYOT PIIMHM Ta
CEYOBH/IUICHHS.

Jlnst BITHOBJICHHS TOHYCY CY/AMH Ta apTepiajbHOrO TUCKY MOXHA 3aCTOCYBaTHU CYAMHO3BYXKYBaJbHI
IpernapaTty, YIeBHUBIIUCH Y BIICYTHOCT1 MPOTUIIOKA3aHb JI0 1X 3aCTOCYBaHHS. 3aCTOCYBAaHHS KaJIbLIiI0
TJIFOKOHATY BHYTPIIIHBOBEHHO MOK€ OYyTH KOPUCHMM JUIsl HIBETIOBaHHA €(eKTiB OJ0Kaau KalbIiEBUX
KaHaJIiB.



VY neskux BUIIAJKaX MOKe OyTM KOPMCHHUM IPOMMBAHHS IUIyHKAa. 3aCTOCYBAaHHS AaKTHMBOBAHOIO
BYT'UUISL 3JOPOBUM JOOPOBOJIBISIM MPOTATOM 2-X TOJWH TICHs BBeACHHS 10 MT aMJIOJUITIHY 3HAYHO
3MEHIIMJIO PiBEHb OT0 BCMOKTYBaHHSI.

OCKUTbKH aMJIOJIMITIH 3HAYHOIO MIPOIO 3B’ A3Y€ETHCS 3 OUIKaMHU, €eKT Jiallizy € He3HAUHUM.

I06iuni peakuii.

[Ipu 3acTocyBaHHI aMJIOIMTIIHY HaYacCTilIe MOBIIOMIISIIOCS PO TaKi MOOIYHI peakii sK: COHJIUBICTD,
3allaMOpPOYECHHS, TOJIOBHUHN OuTb, NMOCWIICHE CEpUEOUTTS, MPUIUIMBU, OUTh Y YEpEeBHIM MOPOXKHHHI,
HYJI0Ta, HAOPSKHA TOMUTOK, HAOPSKH Ta MiABHUILEHA BTOMIIIOBAHICTD.

[ToOiuHi peakuii, Ipo SKi MOBIAOMIISIIOCS MiI Yac 3aCTOCYBaHHS aMJIOAMITIHY, HaBEACHI HIDKYE 3a
CHUCTeMaMH Ta KJacaMd OpraHiB Ta 3a 4acTOTOI BHHHMKHEHHS: qyxe dacto (> 1/10), gacto (Big
> 1/100 no < 1/10), Hedacto (Bim > 1/1000 mo < 1/100), pinko (Bimg > 1/10000 mo < 1/1000), myxe
pinko (< 1/10000).

3 60Ky Kposi ma nimgpamuyHoi cucmemu.

JlyKe piaKo: JTeHKOIUTOTIEH s, TPOMOOIIMTOIIEHIS.

3 60Ky imyHHOI cucmemu.

Jlyxe piaKo: ajlepridti peakuii.

3 boky memabonizmy ma animenmapHi po3naou.

Jlyxe piKo: TinepriikeMis.

Ilcuxiuni nopyuienns.

Heuacro: genpecis, 3MiHM HACTPOIO (BKJIIOUAIOYU TPUBOXKHICTD), OE3COHHSL.

Pinko: crutyTaHicTh CBITOMOCTI.

3 b6oky Hepsosoi cucmemu.

YacTo: COHIUBICTD, 3aIIaMOPOUYEHHS, TOJIOBHUI OL1b (TOJIOBHUM YMHOM Ha MOYATKY JIKyBaHHS).
HeuacTo: Tpemop, nucres3is, CHHKOIIE, TilecTe3is, mapecTesis.

Jlyxe piako: rinepTronyc, nepudepruyHa HeHpomaris.

3 boky opeaHis 30py.

YacTo: mopymieHHs 30py (BKIOYAIOYH AUTUIOIIIO).

3 b6oky opeanie cayxy ma 1abipunmy.

HeuacTo: a3BiH y Byxax.

3 boky cepys.

Yacro: nocuseHe cepueOuTTs.

HeuacTo: aput™mis (BKiIrOYar0un OpaauKap/ito, MTYHOYKOBY TaXiKapIilo Ta MEPEXTIHHS MEepECeP/ib).
Jyxe piako: iHpapKT MioKap/a.

3 60Ky cyoun.

YacTo: IpUIInBH.

Heuacro: aprepiaiibHa rirmoTeH3is.

Jlyxe pigKo: BacKyIIiT.

PecnipamopHni, mopakanvni ma mediacmuranvhi nopyuierHs.

Yacrto: IuciHoe.

Hewacro: kamens, puHiT.

3 60Ky WIYHKOBO-KUWKOBO20 MPAKMY.

Yacro: Oulb y XHUBOTI, HYJOTa, AUCHEINCIA, MOPYHICHHS MEPUCTAIBTUKUA KHIIEYHUKY (BKJIIOYAIOUU
Jiapero Ta 3amop).

HeuacTo: 6ir0BaHHS, CyXiCTh y POTI.

Jlyxe pilIko: MaHKpeaTuT, TaCTPUT, TiepIuIasis ACeH.

3 6oky eenamobiniapnoi cucmemu.

Jyxe piAKo: TemaTUTH, >KOBTSHUIS, MIABUINCHHS PIBHS MEUiHKOBUX (pepMeHTIB (110 Haifdacrimie
aCoIlIFOBAJIOCS 13 X0JIECTA30M).

3 6oky wiKipu ma niOWKIpHOT MKAHUHU.

Heuacto: anomeuis, mypmypa, 3MiHa 3a0apBJi€HHs ILIKIpH, MiIBUIIEHE MOTOBUIUICHHS, CBEpOIX,
BHCHII, €K3aHTEMa, KPOITUB’ STHKA.

Jly)xe pinKo: aHTIOHEBPOTWYHMUN HAOpsK, MyIbTU(OpMHA epUTeMa, eKC(OITIaTUBHHUMI JepMaTHT,
cuapoM CriBeHca-/[)xoHcoHa, HaOpsik KBinke, (OTOUYTIHUBICTS.



3 6oy cxenemno-m 130601 ma cnoLyYHOI MKAHUH.
Yacro: HaOpsKaHHS TOMUIOK, CYZIOMHU M’ SI31B.
HeuacTto: aprpanris, Mianris, 6u1b y CIIUHI.
3 60Ky HUPOK ma ceuo8UiILHO20 MPAKMY.
HeudacTo: nopymieHHst CeYoBHIUICHHS, HIKTYpIis, MiBUIIEHA YaCTOTa CEYOBUITYCKAHHSI.
3 60Ky penpodyKmusHoOi cucmemu ma MOAOYHUX 3A103.
Heuyacro: IMIoTeHIist, FIHEKOMACTIA.
3azanvbHi nopywenHs ma cCmaHu y Micyi 66e0eHHs.
Jlyxe yacTo: HaOpsIKH.
Yacro: maBHIleHa BTOMIIOBAHICTh, aCTEHIS.
HeudacTto: 6i1b y rpyasix, Oiunb, HE3 My KaHHSI.
Jlocnioocenns.
Heuwacro: 30uibieHHs 200 3MEHIIIEHHS Macu Tia.
[ToBigoMasocs Mpo BUHATKOBI BUIIAJKH PO3BUTKY €KCTpPaAIipaMiIHOIO CUHAPOMY.

1TH.
Amnomunin 1o0pe mNepeHOoCUuThCs Hpu 3acTocyBaHHl aiTaAM. Ilpodine moOiyHMX peakiiii OyB
MOAIOHUM JI0 THX, 11O CIIOCTEPIrajucs y TOpOCiuX. Y TOCIIIPKEHHI 3 y4yacTio 268 niTeil Halyacriie
MOBLAOMIISUIOCS MPO Takl MOOIYHI peakuii: TroJIOBHUH Oulb, 3amaMOpPOUYEHHS, PO3IIMPEHHS
KPOBOHOCHHUX CYJIMH, HOCOBAa KpOBOTeUa, OUIb y AKUBOTI, aCTEHIS.
binpmricte moOiuHMX peakiiii Oynau jerkoro abo MOMIPHOTo cTymeHs. Tskki MoOiuHI peakiii
(mepeBaXkHO TrOJIOBHUH OUb) criocTepiranucs y 7,2 % npu 3acTocyBaHH1 2,5 Mr amiioauminy, y 4,5 %
P 3aCTOCYBAaHH1 5 MI amjionuniny, Ta 'y 4,6 % — y rpymi miane6o. HaimomupeHinow npuinHo0
BHUKJIIOUEHHSI 3 JIOCTIDKEHHs OyJia HEKOHTpPOJbhOBaHA rinmepTeH3is. JKOoTHOTO pa3y BHUKIIOUEHHS 3
JOCTIPKEHHSI He OyJI0 CIIpUYMHEHE BIIXWJIEHHSMHU JIaOOpaTOpPHHUX MOKa3HUKIB Bl HOpMHU. He Oyno
3a(hiKCOBAHO CYTTEBHMX 3MIH MYJIbCY.
Tlogioomnenns npo niodo3proeari nodiuHi peaxyii.
[ToBimoMICHHS TIPO TMiAO3pIOBaH1 MOOIYHI peaKIii Micis peecTparii J1IKapchbKoTo 3aco0y Ma€e BayKIIMBE
3HaueHHs. Lle mae 3Mory mpoBOauTH Oe3nepepBHUN MOHITOPHUHT CITIBBITHOIICHHS MDK KOPHCTIO 1
pU3UKaMH, TIOB’SI3aHUMU 13 3aCTOCYBAHHSIM IThOTO JIIKAPCHKOTO 3aco0y. JIikapsMm ciija 3BiTyBaTH Mpo
Oy/b-sIKi IMi103pIOBaHi MOOIYH1 peakIlii BiMOBIIHO 0 BUMOT 3aKOHOaBCTBA.

Tepmin npuoammuocmi.
3 poxH.
He 3acTocoByBaTu npenapar miciis 3aKiH4€HHS TEPMIHY MPUIATHOCTI, 3a3HAYEHOI0 Ha YIAKOBIIL.

YMoBu 30epiranns.
30epiratu B OpUriHaJbHIA ynakoBILi npu Temmneparypi He Buie 25 °C. 30epiraTv y HEIOCTYIIHOMY
IUIS TiTEed MicCI.

YnakoBka.
ITo 10 tabnerok y 6mictepi. [To 1 a6o 2 Gaicrepu y madiii.

Kareropis Bianmycky.
3a pelenTomM.

Bupoonuk.
AT «Dapmaky.

Micue3Haxo:KeHHs1 BUPOOHMKA Ta HOro ajapeca Micus NPOBAKEHH TisJIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.
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