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IHCTPYKUIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3ac00y

AMJUIOJUIITH-®APMAK
(AMLODIPINE-FARMAK)

Cknao:

Oitoua peuosuna: 1 Tabnerka MicTUTh amnoaumniny 6ecunaty 13,90 mr a6o 6,95 mr (B nepepaxyBaHHi
Ha amyogumin 10 mr abo 5 mr);

oonomigxcHi peuosunu: Tabnetkn Amnomumin-Papmak 10 Mr — JakTO3W MOHOTIAPAT, KPOXMaJlb
KapTOIUISTHUH, KPOCIIOB1/I0OH, KOTIOBIJIOH, KPEMHIIO JIOKCH]T KOJIOiTHII O0€3BOJHUI, MarHito cTeapar;
TabneTkn AmioaumiH-dapMak 5 Mr — JIaKTO3W MOHOTIApAT, KPOXMajdb KYKYPYA3SIHH, HATPIIO
KpPOCKapMeIo3a, OBiIOH, KPEMHII0 JIOKCH KOJIOITHUI 0e3BOAHMN, MarHilo creapar.

Jlikapcbka ¢opma. TabieTku.

OcnosHi ghizuxo-ximiuni enacmusocmi: Amnomunin-®@apmak 10 mr — Tabnetku 6u1oro abo maitxe
O1I0T0 KOJTBOPY 3 TIOCKOI MTOBEPXHEIO, 3 PUCKOIO Ta dackorw; Amimoaumnin-Papmak 5 Mr — TabJIeTKU
Kpyrioi (GopMHu 3 JIBOOIMYKIOW MOBEpXHEI Oimoro abo wmaibke Oimoro kompopy. Ha moBepxHi
TabJIETOK JOMYCKAETHCS MAPMYPOBICTb.

dapmakoTepaneBTHYHA Ipyna.
CeneKTHBHI aHTAroHICTH KaJbIliI0 3 MEPEBAKHOIO Ji€l0 Ha cyAMHU. [loXifgHi AUTiApOmipUAUHY.
Kox ATX CO8C AO1.

Dapmakonoziuni eracmusocmi.

Dapmakoounamika.

AMJTOIMIIIH — AQHTAroOHICT KaJbliio (MOXIJHE AWTIIPOMIPUINHY), MO0 OJOKYyE HAJXO/KEHHS 10HIB
KaJIBI[i}0 O MiOKapay Ta J0 KIITHUH TJaJKUX M’ S3iB.

MexaHi3M TIMOTEH3UBHOT /Ii1 aMJIOUTIIHY 3yMOBJICHUH 0€3MMOCEPETHBOI0 PO3CIa0IOBAILHOIO JIIE€I0 HA
rIaaki M’s3u cyAuH. TOYHMH MeXaHi3M aHTHUAHTIHAIBHOTO eQeKTy aMIIOAUIIIHY BH3HAYCHHUH
HEJIOCTaTHhO, OJHAK HMKYE3a3HAUCHI €(PEKTH BIIIrparoTh MEBHY POJIb.

AMIIOUIIIH PO3UIMPIOE TEepU(EepUdHi apTepioNd 1 TAaKUM YHHOM 3HIDKYE NepupepudHHuil ormip
(moctHaBaHTakeHHs ). OCKUIBKU CEPIIEBHI PUTM 3aJTUIIAETHCS CTAOUTHHUM, 3HWKEHHS HAaBAaHTAKEHHS
Ha ceplie IPU3BOJUTH J0 3HW)KEHHS CIIOKMBAHHS €Heprii Ta moTpeOu MioKap/ia B KHCHI.

PosmmupeHHs TrolOBHMX KOpPOHApHUX apTepii Ta KOpPOHAapHHMX aprepiosl (HOPMaIbHUX Ta
1IIeMi30BaHMX), MOXKJIMBO, TAKOXK BIAIIpa€ posib y MexaHi3Mi nii amioguniny. Take po3mupeHHs
MIJBUIIYE HACUYEHICTh MiOKapJa KMCHEM Y MaIl€HTIB 31 ClIa3MOM KOpOHapHOi apTepii (CTeHOKapAis
[Tpunimerana abo BapiaHTHa CTEHOKAPis).

VY marieHTiB 3 apTepiayibHOIO TIMEPTEH31€I0 3acTOCyBaHHS Tpemapary 1 pa3 Ha mo0y 3abe3medye
KJIIHIYHO 3HAuYIIe 3HIKEHHS apTepialbHOTO THUCKY MPOTAToM 24 TOAMH Y TOJ0XKEHHI K JIeKadH, TaK
1 ctosauu. Yepe3 MOBUIbHUI MOYATOK [1i aMJIOJUIIHY TOCTpa apTepiajbHa TiNOTeH31s 3a3BUYail He



CIIOCTEPITa€eThCSI.

VY mami€eHTiB 31 CTEHOKapHi€l0 MpH 3aCTOCYBAaHHI O/HI€l 1000BOi J03M Mpemnapary MiABHILYEThCS
3araJpHUNA Yac (PI3MYHOTO HABAaHTAXXEHHS, Yac 10 IMOYATKy CTEHOKapiii 1 wac g0 1 MM mempecii
cermenta ST. IlpenapaT 3HMKYe 4acTOTY Hama/iB CTEHOKap/ii Ta 3MEHIIy€e MOTpedy Yy 3acTOCYBaHHI
HITPOTJIIIEPUHY.

AMIIOIUIIIH HE aCOIUIOETHhCA 3 OyAb-KMMU MOOIYHMMH METaOOJNIYHMMHU IisIMH UM 3MIHAMHU DiBHA
JIMIIB Y TJIa3Mi KPOBi 1 HOTO MOYKHA 3aCTOCOBYBATH TAIlIEHTaM 13 aCTMOIO, I[yKPOBHM JiabeToM Ta
MOJIaTPOIO.

Dapmaxokinemuxa.

BemoxkryBanns/posnonin. Ilicas mepopanbHOro 3acTOCyBaHHSI TEpaleBTHUHUX /103 aMIIOAUIIH
MOCTYNOBO a0CcopOyeThCsi y IIa3My KpoBi. AOcomOTHa O10JOCTYIMHICTh HE3MIHEHOT MOJIEKYIIH
cTaHOBUTH MpuoOIM3HO 64-80 %. MakcumanbHa KOHIIEHTpAIIis Y TU1a3Mi KPOB1 JOCSTAETHCS MTPOTATOM
6-12 rogun micis 3actocyBaHHSA. O0’eM pO3MONLTY CTaHOBUTH MpHONMM3HO 21 JI/Kr; KOHCTaHTa
nucorrianii kucinotu (pKa) amioguniny ctaHoBUTH 8,6. 3B’sI3yBaHHs aMJIOJUITIHY 3 OlIKaMH TJIa3MHU
KpOBI1 CTAaHOBUTH NPHOIN3HO 97,5 %.

OpHovacHe BKMBaHHS 11 HE BIUIMBA€ HA BCMOKTYBaHHS aMJIOIMITIHY.

Mertaboumi3m/BuBenieHHs. [lepion HamiBBHBEIEHHS 3 IUTa3MH KpPOBI CTaHOBUTH MpuOmm3HO 35-50
roguH. PiBHOBa)kHa KOHIEHTpallid y IJIa3Mi KpPOBI JOCSTa€ThCs Micias 7-8 AHIB Oe3nepepBHOTO
3aCTOCYBaHHS Mpenapary. AMIIOJHITIH TOJIOBHUM YHHOM METa0O0Ti3ye€ThCs 3 YTBOPCHHSIM HEAKTUBHUX
MerabouitiB. biuseko 60 % BBeaeHOl 1M03M BUBOAUTHCS 13 cedero, mpuoimsHo 10 % 3 sgxux
CTaHOBHUTH aMJIOJIUIIIH Y HE3MIHEHOMY BHTJISII.

[NarieHTH JIITHHOTO BiKy. Yac HOCATHEHHsI PIBHOBaXHUX KOHIEHTpALid aMJIOJUIIHY Y T1a3Mi KpPOBi
NOIOHUN y TAIi€HTIB JITHHOTO BIKY Ta y JIOpOCIUX manieHTiB. KiipeHc aMIoauIiny 3a3BHyail 1enio
3HIDKEHUHM, 1[I0 Y TMAIl€EHTIB JITHBOTO BIKY MNPU3BOAUTH [0 30UIBLICHHS IUIOLII TMiJ KPUBOIO
«koHnenTpamnis/gacy (AUC) Ta nepiony HaniBBUBEACHHS Ipenapary.

[amienTy 3 mopymieHHAM QYHKIIH HUPOK. AMIIOIUIIH EKCTEHCHBHO O0i10TpaHCHOPMYETHCS [0
HEaKTHUBHHUX MeTaboiiTiB. 10 % amonumniHy BUAUISETHCS y HE3MIHEHOMY BHIIIAII 3 cedero. 3MiHH
KOHIIEHTpallli aMJIOAUIIHY y TUIa3Mi KPOBI HE KOPENIOIOTh 31 CTYMEHEM MOpYHIeHHS (PYHKIIIH HUPOK.
[MamienTam 13 WOpyIIEHHSM (YHKLIH HHUPOK MOXHA 3aCTOCOBYBATH 3BHUYAWHI 03 aMIIOJUIIIHY.
AMJIOIUTIIH HE BUIAISETHCS MUIIXOM JTiaii3y.

[amienTH 3 nopymeHHsM GyHKIUT neyiHky. [Hdopmallis 111010 3aCTOCYBaHHS aMIIOAMITIHY Malll€eHTaM
13 MopymeHHsAM (QYHKLI{ MEYiHKU Jyke oOMekeHa. Y TMalli€HTIB i3 MEeUiHKOBOIO HEIOCTAaTHICTIO
KJIIPEHC aMJIOJIUIIIHY 3HIKCHHH, 110 TPU3BOAUTH 10 30UIBIICHHS TPUBAIOCTI MEPIOAY HaIIBPO3TaLy
ta a0 30utbienHs AUC mpubnuzno Ha 40-60 %.

Jitu. 3a3Buuail KJIipeHc npu NepopaibHOMY 3aCTOCYBaHHI JIITAM BiKOM BiJ 6 10 12 pokiB Ta Big 13 1o
17 pokiB cranoBuB 22,5 Ta 27,4 n/roguHy BiANOBIAHO s xjomyukiB 1 16,4 Ta 21,3 n/roguny
BIAMOBIAHO 17151 iBYAaTOK. CriocTepiraeTbesi 3HauHa BapiabeNbHICTh €KCIO3UIlT Y PI3HUX MAIll€HTIB.
IHdopmartis mo/10 NarieHTIiB BIKOM 10 6 pOKiB 0OOMEKEHa.

Kuiniuni xapakTepucTuKku.

Ilokazannusa.

— ApTepiasibHa rinepTeHsis.

— XpoHiuHa cTabijibHa CTEHOKAP/isl.

— Bazocnactuuna crenokapais (creHokapaia [Ipunnmerana).

IlIpomunokasanuna.

— Bigoma migBuIeHa YyTIMBICTH A0 JWTIAPOMPUINHIB, aMJIOAUINHY ab0 10 Oyab-sIKOTO I1HIIOTO
KOMIIOHEHTA IIpernapary.

— AprepiajibHa T1OTEH31s TSAXKKOTO CTYIEHS.

— Illok (BKJIIOYAI0OYM KapAiOT€HHHH HIO0K).

— OOcTpyKIlist BUBLIHOTO TPAKTY JIIBOTO HUTYHOUYKA (HAMPUKIIAJ, CTEHO3 A0PTH TSKKOTO CTYIEHS).

— 'eMoinHaMigyHO HecTabibHA ceplieBa HEAOCTATHICTD MICTs TOCTPOTO 1H(APKTY MioKap/a.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0ill.
Bnnue inwux nikapcokux 3aco0ié Ha amaioOuniH.



HasBHi mani momo Oe3meyHOro 3acTOCYBaHHS aMIIOAMIIIHY 3 TIa3WIHUMHU AiypeTHKaMH, aib(a-
Oonmokaropamu, Oera-Onokaropamu, iHriditropamu  AIID, HiTpaTamMu NpPOJOHroOBaHOI i,
CyONiHTBaIBHOIO (POPMOIO  HITPOTIIIIEPUHY, HECTEPOIMHUMH NPOTHU3AMAIBHUMHU  JIIKAPCHKUMHU
3aco0amu, aHTHOI0TUKAaMH, OPATbHUMHU TiMTOTTIKEMIYHUMH JIKapChKUMH 3aC00aMHu.

JlaHi, OTpUMaHi y XO/i in Vitro JOCIHIKEHb IIa3MHU KPOBI JIFOJIMHH, CB1AYATh MPO BiJICYTHICTh BILTUBY
aMJIOIUIIHY Ha 3B’A3yBaHHSA 3 OLIKaMH KpOBI JOCTI/PKYBaHUX JIKAapChKUX 3ac00iB (IUTOKCHH,
(deniToin, BaphapuH abo iHIOMETaIIHH).

Ineioimopu CYP3A4.

OnnouacHe 3acrocyBaHHs amionuniHy Ta iHrioitopie CYP3A4 mnoryxHoi abo mnomipHOi Aii
(iaribiTopu mpoTeas, a3o0JbHI MPOTUTPUOKOBI 3acO0M, MaKpOIiAM, Taki SK EpUTPOMIIMH abo
KJIAPUTPOMIIIMH, Bepanamiia abo JuiITiazeM) MOXKe MPU3BECTH 10 3HAYYIIOTO IMiIBUIIEHHS eKCITO3UIIIT
aMJIOJTUITIHY, 110 TAKOX MOJKE MPU3BECTH JO MIIBUIIECHHS PU3UKY BUHUKHEHHS TimoreHsii. Kiiniune
3HAYeHHS TaKUX 3MiH MOKe€ OyTH OUIbII BHUPaXEHHM Y TMAIli€HTIB JITHBOrO BiKy. Moxke Oytu
HEOOX1THUM KJIIHIYHMH HArjIsA] 3a CTAHOM MallieHTa Ta Mmiadip A03H.

He pexoMeHayeTbCs OJHOYACHO 3aCTOCOBYBATH aMJIOJIMITIH Ta rpedndpyTa adbo rpeidndpyToBuil Cik,
OCKIJIbKH y JIEIKUX TaIll€HTIB 010I0CTYITHICTh aMJIOJIUITIHY MOKE IT1IBUIILYBATHUCS, 110, Y CBOKO Yepry,
MIPU3BOAUTH JI0 TTOCHJICHHS TITOTCH3UBHOT JIii.

Inoykmopu CYP3A4.

Indpopmanii moxo BrumBy iHAYKTOpiB CYP3A4 Ha amnomumnin Hemae. OJHOYACHE 3aCTOCYBaHHS
aMJIOAIMITIHY Ta pe4oBUH, 10 € iHaykTopamu CYP3A4 (Hampukian pudamminuny, 3Bipo0or0), MOxe
NPU3BOJUTH JI0 3HIDKCHHS KOHIIGHTpAIlii aMJIOAMITIHY y IUIa3Mi KpPOBi, TOMY 3aCTOCOBYBATH Taki
KOMOIHaIIiT CJTiJT 3 00EPEIKHICTIO.

Jaumponen (inghy3ii).

VY TBapuH crnocTepiranucs HUTYHOUYKOBI (iOpWIIAIil 3 JIeTAIbHUM HACIiJKOM Ta CEepLEBO-CYIUHHUIN
KOJIATIC, IO AaCOIUIOBAIMCSA 3 TINEPKATIEMIEI0, MICIS 3aCTOCYBaHHS Bepamamilly Ta JaHTPOJICHY
BHYTPILITHOBEHHO. YUepe3 pU3HMK PO3BUTKY TilMepKadieMii peKOMEHIOBAHO YHUKATH 3aCTOCYBAaHHSA
OJIOKAaTOpIB KalbLi€BUX KaHAIIB, TAaKUX SK aMIIOJWIIH, CXWJIBHHM JI0 3JIOAKICHOI rinmeprepmii
MarieHTaM Ta Ipu JiKyBaHHI 37105KICHOI rinepTepMii.

Bnaue amnoouniny na inwi nikapcoki 3acoou.

l'inoTeH3uBHUN e(peKT aMJIOIUIIHY MOTEHIIOE TIMOTEH3WBHUN €(PEeKT IHIIUX aHTUTiNepTEeH3UBHHUX
3ac00iB.

Takponimyc.

IcHye pu3MK NiABUINEHHS pPIBHIB TakKpoJIMyCy B KpOBI NpHU OJHOYACHOMY 3aCTOCYBaHHI 3
aMJIOAMITIHOM, OJHAaK (papMaKOKIHETUYHHUI MeXaHi3M Takoi B3a€MOJii MOBHICTIO HE BCTAHOBJIEHO.
1100 YHUKHYTH TOKCHUYHOCTI TaKpOJIMYCY, NPU CYIYTHBOMY 3aCTOCYBAaHHI aMJIOJIMIIIHY HallleHTaM,
SK1 IPUIMAalOTh TaKpPOJIIMYC, CIiJl IPOBOJUTH PEryIsipHUNA MOHITOPUHT PIBHIB TaKpOJIMYyCy B KPOBI
Ta, y pa3i HEOOX1HOCT1, KOPUTYBATH 103y TAaKPOJIIMYCY.

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

Taki MTOR iHriGiTOpH, SK CHPOIIMYC, TeMcHpoJiMyc 1 eBepoiimyc € cyoctpatamu CYP3A.
Awmnonunin € cnabkum iHri6itopom CYP3A. IIpu onHouacHOMyY 3acTocyBaHHI amnoauiiny 3 MTOR
1Hr101TOpaMy BIH MOK€ TOCUJTIIOBATH BILJIUB OCTAHHIX.

Luxnocnopum.

JlocaiakeHb B3a€EMOAIN HUKIOCHOPUHY Ta aMJIOJUIIIHY NP 3aCTOCYBaHHI 3/I0POBUM J00pPOBOJIBLISAM
a0o B IHIIMX Tpynax He MPOBOJMIIN, 33 BHHATKOM 3aCTOCYBaHHS MallieHTaM i3 TPaHCIJIAHTOBAHOIO
HUPKOIO, Y SIKUX CIIOCTEpIrasocsi MiHJIMBE MiJBUIIECHHS 3aJMIIKOBOI KOHIEHTpALlli HUKIOCIIOPUHY (B
cepenibomy Ha 0-40 %). [lng maifieHTiB 13 TPaHCIUIAHTOBAHOIO HUPKOIO, SIKI 3aCTOCOBYIOTh
aMJIOIMITIH, CIIJI PO3MVISIHYTH MOXKJIMBICTh MOHITOPUHTY KOHIIEHTpalilil HHUKJIOCHOPUHY Ta, y pasi
HEOOX1THOCTI, 3SMEHIIIUTH /103y HUKIOCIOPHHY.

Cumsacmamun.

OnHouacHe 3acTocyBaHHs Oararopa3oBHX 103 amuoauminy 10 Mr ta cumBacTaTHHY B 7031 80 Mr
MIPU3BOJINIIO JIO 301IBIICHHS €KCIIO3UIIT CUMBACTaTUHY Ha 77 % TOPIBHSHO 13 3aCTOCYBAaHHSM JIUIIIE
CUMBACTaTUHY. /{715 MAIliEHTIB, SIKi 3aCTOCOBYIOTh aMJIOJIUIIIH, J03y CUMBACTaTHUHY CIiJl OOMEXHUTH 10
20 mr Ha 100Yy.

Cunoenadin.

OnnopaszoBe 3actocyBanHs 100 Mr cuiageHadiny MamieHTaM 3 €CEHIIAJbHOI TIMEPTEH31€I0 He



BIUIMBAJIO Ha (apMakoKiHETHKY amiofuminy. IIpu omHOYacHOMY 3acCTOCYBaHHI aMJIOJUITIHY Ta
cunaeHadiny B AKOCTI KOMOIHOBaHOT Tepamii KOJKeH i3 MpenapariB MPOSBISAB TIMOTEH3UBHUNA e(eKT
HE3aJIEXKHO BIJI 1HIIOTO.

Tnwi nikapcoki 3acoou.

Kuminiuai  mociimkeHHS B3aeMOJli mpemapaTy IOKa3ajid, 10 aMJIOJUITIH HE BIUIMBAE Ha
(apMakOKiHETHKY aTOpBAaCTaTHHY, JUTOKCHHY a00 BapdapuHy.

Emanon (ankozons).

OnnopazoBe Ta Oaratopa3oBe 3acTocyBaHHs 10 MI amyIoAMIliHy HE MO CYTTEBOTO BIUIMBY Ha
(apMaKOKIHETHKY €TaHOITY.

CymicHe 3acTOCyBaHHS aMIIOAMMIHY 3 LMMETUIMHOM HE Majo BIUIMBY Ha (apMaKOKIHETHKY
aMJIO/IHITIHY.

CyMicHe 3aCTOCYBaHHS IpEMapariB aIFOMiHIFO/MarHito (aHTaIKIiB) 13 PA30BOIO 03010 aMJIOJIUITIHY HE
MaJIO CYTTEBOTO BIUIMBY Ha (DapMaKOKIHETHKY aMJIOUIIIHY.

Jlabopamopui mecmu.

BB Ha MOKa3HUKH 1a00OPaTOPHUX TECTIB HEBIIOMHUIA.

Ocobnueocmi 3acmocyeans.

besneky Ta edeKTUBHICTh 3aCTOCYBAHHS aMJIOUIIIHY MIPH T1IEPTOHIYHOMY KpH31 HE OI[IHIOBAJIH.
Ilayienmu i3 cepyesoro Hedocmamuicmio.

Janiit kaTeropii maiieHTIB aMJIOAMITIH CIIiJ] 3aCTOCOBYBATH 3 OOEPEKHICTIO. Y XOJi JOBrOTPUBAJIOTO
1a1e00-KOHTPOIBOBAHOTO JIOCHIKEHHS Y TAIIEHTIB 13 CEPLIEBOI0 HEJAOCTATHICTIO TSHKKOTO CTYIICHS
(xmac III Tta IV 3a xnacudikamiero NYHA) mpu 3acTocyBaHHI aMJIOIUIIIHY YacTOTa BUMAIKIB
PO3BUTKY HAOpPSKY JIeTeHb Oyja BHINOK TOPIBHAHO i3 3acTocyBaHHsAM Iutane6o. Ilamientam i3
3aCTIMHOIO CEPIICBOI0 HEJOCTATHICTIO OJIOKATOPH KaJbII€EBHX KaHAIIB, BKIIOUYAOUM aMJIOIMITIH, CITiJT
3aCTOCOBYBAaTH 3 OOEPEXHICTIO, OCKUIBKA BOHM MOJXYTh HiJBHINYBATH PU3HK CEPLEBO-CYIAHMHHUX
MO/Iiii Ta JIETANbHUX HACIIJKIB Y MaliOyTHHOMY.

THayicumu i3 nopywennsm Qyukyii newinku.

[lepion HaniBBUBeAeHHS amioauiiny Ta napamerpu AUC Bulli y NaIi€HTiB 13 HopymeHHsIM QyHKIii
MEYiHKHM; PEKOMEHMallii CTOCOBHO 103 mpemnapaTy Hemae. Tomy maHiii Kareropii Maii€eHTiB CIlix
PO3MOYMHATH 3aCTOCYBaHHS Ipenapary i3 HaitHmwk4o1 1o3u. Ciijg OyTu 00epeXHUMH SIK Ha MOYaTKy
3aCTOCYBaHHsI TIpemapary, Tak 1 mpu 30UIblIeHH] g03u. [lamieHTaMm 13 TSKKOIO TIE€YIHKOBOIO
HE/IOCTATHICTIO MOXXe OyTH HEOOXiJHUM MOBUIBHMHA MiAOIp 03U Ta PETeNbHUM Harisj 3a CTaHOM
Mali€eHTa.

Hayienmu nimub020 6IK).

3011bIIYBaTH A03Y Hpenapary JaHiid KaTeropii Nali€HTIB Ciij 3 00EPEkKHICTIO.

Tayienmu i3 HUPKOB0OIO HEOOCMAMHICIIO.

Jlaniil kareropii HallieHTIB CI]iJl 3aCTOCOBYBATH 3BHYaifHI /03U Mpenapary. 3MIHHM KOHLIEHTpauii
aMJIOJIUIIHY Y IJ1a3Mi KPOBI HE KOPENIOIOTh 31 CTYNEHEM MOpYIIeHb (PYHKLIA HUPOK. AMIIOTUIIH HE
BUJIATISIETHCA MUTSIXOM Jiai3y.

AMIIOIUIIIH HE BIUIMBAE HA PE3YNIbTAaTH JAaOOPAaTOPHUX JOCIIKEHb.

He pexomeHyeThesl 3aCTOCOBYBATH aMJIOAMIIIH pa3oM 13 rpedndpyrom adbo 3 rpeindpyroBUM COKOM,
OCKUIBKU y AEAKHX MaIi€HTIB 0100CTYMHICTh MOKE OYTH 30UIbIIIEHA, 10 MPHU3BEAE 10 MOCUIICHHS
TIMOTEH3UBHOTO €PEKTy Ipemapary.

Depmunvricmeo.

[ToBigomisnocss mpo 060poTHI 010XiIMIYHI 3MIHM TOJOBKHM CIIEpMATO30i4a y ACSKUX MAali€HTIB MpH
3aCTOCYBaHHI OJIOKATOpIB KambIlieBUX KaHaliB. KiiHIYHOI iH(poOpMaIli M040 MOTEHI[IHHOTO BILTUBY
aMJIOJTUTTIIHY Ha (EePTHUIIHHICTh HEIOCTATHBO.

Le#t mikapcpkuii 3aci6 MiCTUTH MeHIIe 1 MMOIb HaTpito (MeHiie 23 Mr), ToOTO, O CYTi, BUIbHUIA Bif
HaTpito.

[Ipenapar Ammnogumin-Papmak MICTUTh JIAKTO3Yy, TOMY MaIlieHTaM 3 pPIAKICHUMHU CIIaJKOBHUMHU
3aXBOPIOBAaHHSIMU HETEPEHOCHUMOCTI TrajakTo3w, AedimuToM jakta3u Jlamma abo mampabcopOiiero
TJIIOKO3U-TAIaKTO31 HE CIIiJI 3aCTOCOBYBATH LieH mpernapar.

3acmocysanns y nepiod sacimuocmi abo 200y8anHs 2pyooro.
besneka 3acTocyBaHHSI aMIIOAMITIHY JKIHKaM Y TIEP10J] BariTHOCTI HE BCTAHOBJICHA.



3acTOCOBYBAaTH aMJIOJIMITIH Y TIEP10/I BariTHOCTI PEKOMEHIYETHCS JIMIIE Y THX BUIAJKAX, KOJU HEMAE
0e3neyHimoi anbTepHAaTUBH, & PU3HK, OB’ S3aHUM 13 CaMMM 3aXBOPIOBAHHSM, IEPEBUILYE MOXKIHUBY
IITKO/Y BiJI JIIKYBaHHS JJIs MaTepi Ta mioja.

VY xoni AOCHIKeHb Ha TBapHHAX INPH 3aCTOCYBaHHI BHCOKHX 03 CHOCTepirajgacs penpoyKTHBHA
TOKCHUYHICTb.

Ilepioo eodyeanus 2pydorw.

Awmitonumin OyB i1IeHTU(IKOBaHUI B OpraHi3Mi HEMOBIIAT, K1 3HAXOAWIUCS HAa TPYJHOMY T'OJTyBaHHI B
TOW Yac, KOJM X Marepi 3aCTOCOBYBAJIM JaHHi JiKapchKui 3aci®. YacTka BHXiZHOI 103U MPUHHATOL
MaTip’1o, IKy OTpUMY€ HEMOBJIA, OL[IHIOBAIACA B CepeIHbOMY Jiama3oHi sk 3-7 %, makcumym 15 %.
BriiB amiiouiiiHy Ha HEMOBIISAT HEBIJIOMO.

[Tpu npuAHATTI pillICHHS PO MPOJOBKEHHS TOAYBAaHHS IPYIII0 a00 MPO 3aCTOCYBAaHHS aMIIOJUIIIHY
HEOOXiJTHO OI[IHIOBAaTH KOPHUCTh TOMYBAaHHS TPYAIIO JUIS JATHHH Ta KOPUCTH BiJ 3aCTOCYBaHHS
npemnapary i MaTepi.

30amuicmy  enaueamu HA WBUOKICMb pearyii npu Kepy8aHHi A8MOMPAHCHOPMOM ab0 THUUMU
Mexarnizmamu.

Amnonumnin-®apmMak MOKE YHHHTH HE3HAYHMHA a00 TOMIpHHMI BIUIMB Ha 3[aTHICTh KepyBaTH
aBTOTPAHCIOPTOM a00 MpaloBaTH 3 iHIKUMU MexaHi3Mamu. Cnix OyTu 0OepeKHUMHU, OCOOJIMBO Ha
MOYaTKy Tepartii.

IBuakicTy peakiii Moxe OYTH 3HIDKEHA IMPH HAsBHOCTI TAKUX CHMIITOMIB SIK 3allaMOPOYEHHS,
TOJIOBHUH OiJ1b, CIUTyTaHICTh CBIOMOCTI UM HYAOTA.

Cnoci6 3acmocysannsa ma 0o3u.

Hopocni. ]JIns nikyBaHHS apTepiajibHOI TilepTeH3ii Ta CTeHOKapAii 3BUYaiiHa MOYaTKOBa [103a
npemapaty Amionumin-PapMak CcTaHOBUTH 5 Mr | pa3 Ha 100y. 3ajeKHO BiJl peakilii maiieHTa Ha
TEepario 103y MOKHA 30UIBIINTH 10 MAKCUMAJIbHOT J103H, 1110 cTaHOBUTH 10 Mr 1 pa3 Ha 100y.
[TamienTam 31 CTEHOKapAi€l0 Mpermapar MOXKHA 3aCTOCOBYBATH SK MOHOTepario abo y KoMOiHaril 3
IHIMUMH  aHTHAHTIHAIBHUMH JIIKAPCBKUMH 3aco0aMH TPU PE3UCTEHTHOCTI 10 HITpaTiB Ta/abo
aJIeKBaTHUX 7103 OeTa-0JI0KaTopiB.

€ 10CBiJ 3aCTOCYBaHHA Npenapary y KOMOIHAIlil 3 Tia3MJIHUMHM JlypeTHKaMH, anbda-OrokaTopamu,
Oera-O6okaTopamMu a00 1HTIOITOpaMU aHTIOTEH3MHIIEPETBOPIOBAIILHOTO (EPMEHTY Malll€eHTaM 3
apTepianbHOIO TIEPTEH3IENO.

Hemae neoOximHocTi y migOopi 103U Mpenapary HpuU OJHOYACHOMY 3aCTOCYBAaHHI 3 Tia3WIHUMHU
JlypeTukamMu, 6eTa-610KkaTopaMu Ta iHTr10iITOpaMy aHT0TEH3UHIIEPETBOPIOBATBHOTO (PEPMEHTY.

Jimu eixom 6i0 6 pokis 3 apmepianvHoo cinepmensicro. PekoMeH0BaHa MoYaTKOBa J03a MpernapaTry
Amnonunin-dapmak a7 1i€l kareropii nauieHTiB cTaHOBUTH 2,5 Mr 1 pa3 Ha 100y (3acTOCOBYBaTH y
BIJIMOBIAHOMY J03yBaHHI1). SIKIIO HEOOXITHWI piBEHb apTEpiaibHOTO TUCKY HE OyJe OCSITHYTHM
npoTsIroM 4 THXKHIB, 7103y MOKHA 30UIBIIUTH A0 5 Mr Ha J00y. 3acTocyBaHHS NpenapaTy y Jo3ax
BHIIIE 5 MT ISl TaHO1 KaTeropii MaIll€HTIB HE TOCIIIKYBaJIH.

Iayienmu nimuvoco eixy. Hemae HeoOXimHOCTI y miaOopi A03M Ui JaHOI KaTeropii MHalli€HTIB.
[TigBuIIEHHS 103U CITiJ IPOBOJIUTH 3 00EPEKHICTIO.

Tlayienmu 3 nopywennuam @ynkyii Hupox. PEKOMEH1yeThCSl 3aCTOCOBYBATH 3BUYAiiHI 103U Ipenapary,
OCKUIbKM 3MIHM KOHIIEHTpalii aMJIOAMIIHY Yy IJa3Mi KpOBI HE TMOB’s3aHi 31 CTYNEHEM TSKKOCTI
HUPKOBOT HEZIOCTATHOCTI. AMJIOJTUITIH HE BUBOJUTHCS IIJISIXOM Jliai3y.

Iayienmu 3 neuinkosoio Hedocmamuicmio. Jl03W Tpemapary Ui 3aCTOCYBaHHS TaIli€HTaM 3
MEYiHKOBOIO HEJIOCTATHICTIO BiJl JIETKOTO JIO MOMIPHOTO CTYINEHS TSKKOCTI HE BCTAHOBIICHI, TOMY
mia0ip 103U CIIiJ MPOBOAUTH 3 OOEPEKHICTIO Ta MOYMHATH 3aCTOCYBAHHS 13 HAWHWXKYOI 103U (IIUB.
po3nin «OcobanBocTi 3acTocyBaHH» 1 «DapMakooriyHi BIacTuBOCTi. DapMaKOKiHETHKAY).
dapMaKOKIHETUKY aMJIOAMIIHY HE JOCHIKYBaJlM y MAII€HTIB 13 MOPYIIEHHSM (YHKIII MEeYiHKH
TSDKKOTO CTYMEHA. J{Js manieHTiB 13 MOpymIeHHIM (YHKII] MEeYiHKH TSKKOTO CTYIEHS 3aCTOCYBaHHS
aMJIOJTUTIIHY CJTI/T PO3MOYMHATH 13 HAWHMIKYOT /103U Ta TMOCTYIOBO 11 301BIITyBaTH.

Jimu. Ilpenapat 3acTOoCOBYBaTH JITSIM BIKOM BiJ] 6 pOKIB.
BB amnoauminy Ha apTepialbHUN TUCK MAII€HTIB 10 6 pOKiB HEB1IOMMA.



Ilepeoo3ysanns.

JIOCBi1 HABMUCHOTO TI€peI03yBaHHs MpenapaTy 0OMeKEHHA.

Cumnmomu nepedo3ysanHs. HasiBHa 1H(GOpPMAIlisl Ja€ IMiJACTaBU BBAKATH, IO 3HAYHE TIEPEI03YBAHHS
npenapary Amioaumin-@apmak mpusBene A0 HaJAMIpHOI nepudepuyHoi Ba3oauIaTarii ta, MOXXINBO,
no peduexkropHoi Ttaxikapaii. IloBimomuisiiocss mpo pPO3BUTOK 3HAYHOI Ta, MOXKIIUBO, TPUBAIOL
CHUCTEMHOI T1IOTEH311, BKIIFOYAIOYH IIIOK 13 JIETAJIbHUM HACIIIIKOM.

Pinko moBimoMIsuIOCs PO PO3BUTOK HEKApIIOT€HHOTO HAOPSKY JIETCHIB K HACIIOK Mepeao3yBaHHs
aMJIOJTUIIHY, SIKUH MOXE TPOSIBISATUCS 3 BIACTPOYCHMM IMouyaTKoM (uepe3 24-48 roxuH micis
npuiioMy) 1 mOTpeOyBaTH IITY4HOI BEHTHIIALIT JiereHb. DakTopamu, IO CHPUSIOTH PO3BUTKY
HEKapJIIOTeHHOTO HaOpPsIKy JereHb, MOXXYTh OyTH paHHI peaHIMaIliiiHl 3axoau (BKJIIOYAIOYH
NepeBaHTAKEHHSI PIAXHOIO) AJIS MATPUMKH niep@y3ii Ta CeprieBOro BUKUY.

Jlixyéanua: KJIIHIYHO 3HAYYyIIa TIMOTEH3is, 3yMOBJIEHA IEpPEeJI03yBaHHSAM aMIIOAMIIIHY, BUMAarae
aKTHUBHOI MIATPUMKHU [iSUIBHOCTI CEPIIEBO-CYAMHHOI CHCTEMH, BKJIIOYAIOYM YaCTHHl MOHITOPHHT
GyHKIIE ceprsl Ta AUXaHHS, MMIHATTS KiHIIBOK, MOHITOPUHT 00’€MYy IMPKYJIOIOUOI PIIUHU Ta
CEYOBHIIICHHSI.

Jlyis BIOHOBIIEHHS TOHYCY CYIUH Ta apTepialbHOrO0 THCKY MOYKHA 3aCTOCYBAaTH CYAMHO3BYXYBallbHI
npernapaTy, YIeBHUBIINCH Y BIACYTHOCTI MPOTUIIOKA3aHb JI0 iX 3aCTOCYBaHHs. 3aCTOCYBaHHS KaJIbIIIO
TJIFOKOHATY BHYTPIIIHHOBEHHO MO>K€ OyTH KOPUCHHUM JJIsl HIBETIOBaHHA €(PEeKTiB OJ0KaaMu KaJlbl1€EBUX
KaHaJiB.

VY neskux BUIAagKax Moke OyTHM KOPHCHHUM IPOMHBAHHS IUTyHKAa. 3aCTOCYBaHHS aKTHBOBAHOIO
BYTLIISL 3I0POBHM JTOOPOBOJIBISIM MPOTATOM 2-X TOAMH Micist BBeneHHS 10 Mr amiioauIiiHy 3Ha4YHO
3MEHILUJIO PiIBEHb HOrO BCMOKTYBAHHS.

OCKiTBbKH aMJIOMITIH 3HAYHOIO MIPOIO 3B’ A3YETHCS 3 OUTKaMu, e(heKT Aiailzy € He3HAYHHUM.

I o6iuni peakuii.

[Ipu 3acTocyBaHHI aMJIOIUITIHY HaYaCTilIe MOBLAOMIISUIOCS PO Taki MOOIYHI peakiii SK: COHJIUBICTD,
3araMOpOYCHHS, TOJOBHUU Oislb, MOCWJICHE CEpLUEOHTTS, MPUIUIMBH, OUTb Y YepeBHiN MOPOKHUHI,
HYJI0Ta, HAOPSAKHU TOMIJIOK, HAOPSKU Ta IMiIBUILEHA BTOMJIIOBAHICTb.

[ToGiuni peakmii, mpo sKi MOBIZOMIISUIOCS IIiJ] Yac 3aCTOCYBaHHsS aMJIOAMITIHY, HaBelEHI HIDKYE 3a
cUCTeMaMM Ta KJacaMH OpraHiB Ta 3a 4acTOTON BMHUKHEHHS: Ayxe 4dacto (= 1/10), wacto (Bifg
> 1/100 no < 1/10), mevacro (Bix > 1/1000 mo < 1/100), piako (Bixg > 1/10000 mo < 1/1000), gyxe
piako (< 1/10000).

3 60Ky Kposi ma nimgpamuuHoi cucmemu.

Jlyxe piaKo: JIeHKOUUTOIEHisI, TPOMOOLIUTOTIEHISL.

3 60Ky imyHHOI cucmemu.

Jlyxe piJIko: ajepriuHi peakuii.

3 60Ky memabonizmy ma aniMeHmapHi po3naou.

Jly>xe piJIKo: TinepriiiKkeMis.

Icuxiuni nopywenns.

Hewacro: memnpecis, 3MiHU HACTPOIO (BKJIFOUAIOUU TPUBOXKHICTD), OE3COHHSI.

Pinko: crutytaHicTh CB110MOCTI.

3 60Ky Hepeogoi cucmemu.

Yacto: COHIMBICTH, 3alIaMOPOYEHHS, TOJIOBHHM OL1b (FOJIOBHUM YMHOM Ha NOYATKY JIIKYBaHH).
HeuacTo: Tpemop, qucreB3is, CHHKOIE, TilecTesis, mapecresis.

Jlyxe piKo: TinepToHyc, nepudepruyHa Helpomnaris.

3 6oky opeanis 30py.

Yacro: nopyuieHHs 30py (BKJIIOYAIOYH JUILIOIIO).

3 boky opeanie cnyxy ma 1adipunmy.

Heuacro: 13BiH y Byxax.

3 boky cepys.

Yacro: nocusiene cepueOuTTs.

HeudacTo: aputmis (BkIItoYaroun Opaaukapito, HITyHOUKOBY TaxiKap/ilo Ta MEPEXTIHHS Nepeacepb).
Jyxe piako: iHGapKT MioKapaa.

3 60Ky cyoun.

YacTo: npuriausH.



Heuacro: aprepianpHa TinoTeH3isl.

Jly>ke piJIKo: BacKyJIiT.

Pecnipamopmi, mopaxanvni ma mediacmuHnanbri NOpyUeHHs.

Yacro: nqucnHoe.

Heuacro: xaniens, puHiT.

3 60Ky WiYHKOBO-KUWUKOBO20 MPAKMY.

Yacro: Ou1b y KHUBOTI, HYIOTA, JWCIENCIS, MOPYIIEHHS MEPUCTAIBTUKH KUIICUHUKY (BKIIOYAIOYH
Jiapero Ta 3arop).

Hewacro: 6moBaHHS, CyXICTh y POTI.

Jlyxe piaKo: maHKpeaTuT, TaCTPUT, TilepIuiasis sSceH.

3 6oxy eenamobiniaproi cucmemu.

Jly’ke pIiAKO: TenaTuTH, JKOBTSHHI, IMJABUIICHHS PIBHSA NMEYIHKOBUX (PepMEHTIB (10 HaidacTiie
ACOIIOBAJIOCH 13 XOJIECTa30M).

3 60Ky wiKipu ma niowKipHOi MKAHUHU.

Heuacto: amomenisi, mypnypa, 3MiHa 3a0apBieHHS IIKIpH, MiABHIIEHE MOTOBHIUICHHS, CBEpOiXK,
BHCHII, €K3aHTEMA, KPOIIUB’ THKA.

Jly’xe piIKo: aHTIOHEBPOTHYHUN HAOpsK, MylIbTH(GOpPMHA epuTema, EKCQOJiaTUBHUU JICpMaTHT,
cunapom CriBeHca-/[)xoncona, HaOpsk KBinke, (hOTOUYTIHBICTS.

3 boky cxenemno-m 30601 ma cnoiyyHOI MKAHUH.
YacTo: HaOpsiKaHHS TOMIJIOK, CYZOMH M SI3iB.
Heuacro: aprpanris, mianrisi, O1b Y CIIHHI.
3 60Ky HUPOK ma ceuo8UOLILHO20 MPAKNLY.
Hewacro: nopyuieHHs: ce4OBUALICHHS, HIKTYpis, MiABUILEHA YaCTOTAa CEYOBUITYCKAHHSI.
3 60Ky penpodyKmugHoi cucmemu ma MOJIOYHUX 34103
Heuyacro: iMIIoTeH11is1, TIHEKOMACTIS.
3azanvHi nopyuwentus ma cmanu y micyi 66e0eHHs.
Jlyxe 4acTo: HaOpSAKH.
YacTo: miiBUIICHA BTOMJIFOBAHICTD, ACTEHIS.
HeuacTo: 61116 y Tpy/sX, Oib, HE3yKaHHS.
Jlocnioowcenns.
Heuacro: 36inbmieHHst 200 3MEHIIEHHS] MacH Tina.
[ToBigoMIIsIIOCS PO BUHATKOBI BUNIAAKU PO3BUTKY €KCTPaIipaMiIHOIO CHHAPOMY.

iTH.
Amiomunin 100pe NEepeHOCUThCS NpU 3acTocyBaHHI JITAM. IIpodine mnoOiyHMX peakuiii OyB
MOJIOHUM J10 THX, L0 CIIOCTEPIraJIucs y JOPOCIMX. Y JOCHIJKEHHI 3 ydacTio 268 niTeil Haifuacrimie
MOBIAOMJISUIOCS TPO Takl MOOIYHI peakilii: ToJIOBHUH Oulb, 3alaMOpPOYEHHS, PO3IIUPEHHS
KPOBOHOCHUX CYJIMH, HOCOBAa KPOBOTeUa, O1JIb y )KUBOTI, aCTEHisl.
binburicte moOiyHMX peakuid Oynu jerkoro abo MOMIPHOTO CTyHeHs. TskKI MOOI4HI peakiii
(mepeBakHO roJIOBHUH Oin1b) croctepiranucs y 7,2 % mnpu 3acTocyBaHHI 2,5 Mr amniofuIiny, y 4,5 %
IIpH 3aCTOCYBaHHI 5 MI amioguniny, Ta 'y 4,6 % — y rpymi miane6o. HalinmomupeHimow npuinHO0
BUKJIIOYEHHS 3 JIOCHIKEHHsI Oyila HEKOHTpOJIbOBaHa rimepTeHsis. JKogHOro pasy BHKIIIOYEHHS 3
JOCTIPKEHHsI He OyJIo CIIpUYMHEHE BIIXWICHHSMHU JTAOOpaTOpPHHMX IMOKa3HMKIB Bl HopMmu. He Oyro
3a()iKCOBAHO CYTTEBUX 3MiH MYJIbCY.
Tlogioomnenns npo nioo3proeari nodIuHi peakyii.
[ToBimoMieHHS PO MiO3PIOBaHi MOOIYHI peakilii micis peecTparlii JiKapchbKoro 3aco0y Mae BaXKIMBE
3HaueHHs. lle mae 3mory mpoBoauTH Oe3nepepBHUI MOHITOPUHT CHIBBIJHOLIEHHS MIX KOPHUCTIO 1
pU3UKaMHU, TIOB’SI3aHUMH 13 3aCTOCYBaHHSM IIHOTO JIKapChKOro 3aco0y. JlikapsiM ciif 3BITyBaTH Mpo
Oy/b-sK1 TI103PIOBaHI MOOIYH1 peaKIlii BiAMOBIIHO O BUMOT 3aKOHO/IaBCTRBA.

Tepmin npuoamnocmi.
3 pOKH.

He 3acTocoByBaTi npenapar miciist 3aKiH4eHHs] TEPMIHY MPUIATHOCTI, 3a3HAYEHOTO Ha YIaKOBIII.

YMoBu 30epiranus.



30epiraTi B OpHUTriHAJIBHIN yMakoBI npu Temreparypi He Buuie 25 °C. 30epiraTu y HEIOCTYITHOMY
JUTSL iTeH MicI.

Ynakoska.
ITo 10 Tabnerok y Gxicrepi. [1o 1 abo 2 GuicTepu y nauri.

Kareropis Binnycky.
3a penenTom.

BupooHuk.
AT «Dapmax».

Micue3Haxo/:keHHs1 BUPOOHMKA Ta HOro agpeca Micusi NPOBa/I>KEHH TilJIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupuniscbka, 74.

JaTa octanuboro neperJsiay. 25.04.2023.



