IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Hopsack®

(Norvasc®)

CKnao:

ditoua pewosuHa: amnonuniny 6ecusnat; 1 TabneTka MicTuTh 6,944 Mr amnmonuniny 6ecumnary,
110 eKBiBalieHTHO 5 Mr amyopuminy; 1 TabneTtka mictuth 13,889 Mr amnoguminy Gecunary,
1110 eKBiBaJIeHTHO 10 MI aMJIOguUIiHY;

donomidicHi pevosuHu: 1eJI0JI03a MiKPOKPHUCTalliuHa, Kaiblliio rigpodocdat 6e3BOOHUI,
HaTpPi0 KPOXMAaJIbIIKOJAT (TUIl A), MarHiio cTeapar.

JIikapcbKka ¢popma. TabrneTku.

OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

mabsiemku no 5 me:

- TabneTku Bif Ginoro mo matizke 6iy1oro Konmbopy, v hopMi cMaparia, 3 rpaBipyBaHHSIM
«AML 5» Ta po3minbHOI0 PUCKOI0 3 0OOHOTO0 60Ky i norotunoM «VLE» - 3 iHmIoro;

abo

- TabneTku Bif 6isoro mo Maiixke 6inoro Konbopy, y popMi cMaparya, 3 rpaBipyBaHHAM
«AML 5» Ta po3[inbHOI0 PUCKOIO 3 OOHOTO 60Ky i 663 MapKyBaHHS - 3 iHIIIOTO;
mabaemku no 10 me:

- TabneTku Bif 6isoro mo Maiixke 6inoro Konbopy, y popmi cMaparya, 3 rpaBipyBaHHAM
«AML-10» 3 ogHOro 6OKY i moroturnoMm «VLE» - 3 iHII0r0;

abo

- TabneTku Bif 6imoro mo Maiixke 6inoro Konmbopy, y popMmi cMaparya, 3 rpaBipyBaHHSIM

«AML-10» 3 ogHOro 00Ky i 6€3 MapKyBaHHS - 3 iHIIOTO.

®apMakoTepaneBTUYHA I'pyna.



CeneKTUBHI aHTArOHICTH KallbIlil0 3 MepeBaxKHUM BILIMBOM Ha cygunu. Kog ATX C08C A01.

PapmakonoziuHi e1acmueocmi.
dapmakoduHamika.

AMIOOUIIIH - @aHTArOHICT KaJblliio (OXigHe AUTimpomipuauHy), 1m0 6J10Ky€e HafXOIXKeHHS i0HiB
KaJblIiio 1O MioKapaa Ta [0 KIiTHH TJIagKuX M’ g3iB.

MexaHi3M TilOTEH3UBHOI [il aMIOOUITIHY 3yMOBJIEHHH 0e31MocepeHbOI0 PO3CIIabIi00v00 Ji€l0 Ha
riafgki M's13u cyguH. TOUHMYM MeXaHi3M aHTHaHTiHaIbHOTO e(heKTy aMIOAUIIIHY BU3HAYEHUN
HeOCTaTHHO, ONHAK HHUXKYe3a3HaueHi e()eKTH BifirpaloTh IEBHY POJIb.

1. AMnogumiH po3mupioe nepudepruyti apTepionu i TaKUM YMHOM 3HUXKYE IepudepUIHUN OIIip
(mocTHaBaHTaxXeHH). OCKIJIbKY CeplieBUN PUTM 3a/IMIIAETHCS CTA0INbHUM, 3HUKEHHS
HaBaHTAXXeHHS Ha ceplie IPU3BOIUTh 10 3HUXKEHHS CIIOXKMBAHHS eHeprii Ta moTpedu MioKapaa B
KU CHI.

2. Po3mupeHHs roJI0BHUX KOPOHAPHUX apTepii Ta KOPOHAPHUX apTepiosl (HopMaJibHUX Ta
ilmemi3oBaHUX), MOXKJIMBO, TAaKOXK Biflirpae poJib y MexaHi3Mi fil amnoguniny. Take po3mMpeHHs
IiABUINYE HACUYEHICTh MiOKapAa KMCHEM y NallieHTiB 31 Clla3MOM KOPOHAPHOI apTepil (CTeHOKapHis
[TpuHIMeTana a0o BapiaHTHA CTEHOKaPMis).

Y manieHTiB 3 apTepianbHOIO TimepTeH3iel0 3acTOCyBaHHs mpemaparty 1 pas Ha moby 3abeameuye
KJIIHIYHO 3Hauyllle 3HUXKEHHS apTepiaJbHOr0 TUCKY IPOTATOM 24 TOAMH y IIOJIOKEHH] 4K JIeXadl,
TakK i cTosiun. Yepe3 MOBIIbHUM II0YATOK Ail aMJIOAUIIIHY TOCTPa apTepianbHa TrinoTeH3isa 3a3BU4ail He
CIIOCTEPIraeThCA.

Y nmatieHTiB 3i cTeHOKapi€lo Py 3aCTOCYBaHHI ofHiel 1060BOI 03K IpemnapaTy MigBUIIYEThCS
3araibHMM 9ac (pisuuHOro HaBaHTaXKEeHHS, Yac [0 I0YaTKy CTeHOKapAil i 4ac mo 1 MM menpecii
cermenTa ST. [IpemnapaT 3HUXKY€E YACTOTY HaIaiB CTeHOKap/il Ta 3MeHIITye IOTPe0y y 3aCTOCYBaHHi
HITPOTJIiLIEpUHY.

AMIIOOUIIiH HE aCOLIIETHCS 3 OyIb-IKUMM OOIYHUMY MeTabomiyHuMu OissMu abo 3MiHaMu PiBHSA
nimifgiB y mina3mi KpoBi i MoXe 3aCTOCOBYBATHUCS TMallieHTaM 3 aCTMOIO, IIYKPOBUM [iabeToM Ta
II0Jarpoio.

dapmakokiHemuxka.

BCMOKTYBaHHSA/PO3MOMIIT.

[Ticns mepopalbHOTO 3aCTOCYBaHHS TE€pPANeBTUYHUX 103 aMJIONUIIIH ITIOCTYII0BO abCOpOy€eThCS y
m1a3My KpoBi. AGCoII0THA 6i000CTYIHICTh HE3MiHEHOI MOJIEKY/IM CTAHOBUTD MPUOIH3HO

64-80 %. MakcumasbHa KOHIIeHTpalif y IIj1a3Mi KPoBi JOCATAaETLCS IPOTATOM 6-12 roguH micns
3acTtocyBaHHsS. O6’€M PO3MOOiNy CTaHOBUTH MPubIU3HO 21 JI/KT; KOHCTAHTa gucomialii kucnotu (pKa)
aMJIO[UIIIHY CTaHOBUTH 8,6. [loCIiAXKEHHS in Vitro IpogeMOHCTPYBaJH, 10 3B A3yBaHHI aMJIOAUIIIHY
3 GimKaMu Iy1a3MU KPOBi CTaHOBUTHL PU6IKU3HO 97,5 %.

OpHoYacHe BXKMBaHHS 1Ki He BIJIMBA€ Ha BCMOKTYBaHHS aMJIOUIIIHY .

Mertaboi3M/BUBEeIeHHS.



[Tepion HamiBBHMBe#EeHHS 3 IJIa3MU KPOBi CTaHOBUTE Npubnu3Ho 35-50 roguH. PiBHOBaXKHa
KOHIIEHTPAIlis y I71a3Mi KPOBi JOCSATAETHCS Micis 7-8 oHiB 6e3mepepBHOr0 3aCTOCYBaHHS Ipemapary.
AMIOOUIIIH TOJIOBHUM YMHOM MeTabo0JIi3yeThCA 3 YTBOPEHHSIM HEaKTUBHUX MeTaboiTiB. Bu3pko

60 % BBefeHOI 003U BUBOOUTLCA i3 ceuelo, mpubau3uo 10 % 3 IKUX CTAaHOBUTDH aMJIONUIIIH Y
He3MiHEeHOMY BUTJIAML.

[TalieHTH JTITHLOIO BiKY.

Yac gocarHeHHs pPiBHOBaXKHUX KOHILIEHTPAllid aMJIONUIIIHY y IJIa3Mi KPOBi OAiOHUH Y NMalli€HTiB
JIITHBOTO BiKY Ta Yy JOPOCNIUX Iali€eHTiB. KiipeHC aMIoaumniny 3a3Budai A0 3HUXKEHNUH, 1110 Y
TAllieHTIB JIITHHOTO BiKYy MPU3BOOUTE [0 30i/bIIEHHS IIJIONII IIifi KPHBOIO «KOHIIeHTpatis/dac» (AUC)
Ta Iepiony HalliBBUBEIEHH IIpenapary.

[NarieHTy 3 NOPYIIEHHAM (QYHKIIIM HUPOK.

AMTOfIUTIIH eKCTEHCUBHO OioTpaHChOPMYETLCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy
BUMINSAETHCS Y HE3MiIHEHOMY BUTJISAI 3 ceuelo. 3MiHM KOHI[eHTpallil aMJIONHUIIiHY y IIJIla3Mi KPOBi He
KOPEJIIOI0Th 3i CTyIeHeM IOpyIleHHS QyHKIiM HUPOK. [lalieHTaM i3 nopymeHHAM QYHKIIN HUPOK
MOKHa 3aCTOCOBYBaTU 3BUYalHI 031 aMJIOOUIIIHY. AMIOOUIIIH He BUOAISETHCS LUIIXOM Hiamizy.

[NarienTy 3 MOpPyIIeHHSIM QYHKIIII EeYiHKHU.

[HdopMalris mog0 3aCTOCYBaHHSA aMJIOAXITIIHY TallieHTaM i3 IopymeHHAM (QYHKII IeYiHKA OyXKe
oOMexkeHa. Y MallieHTiB i3 MeYiHKOBOIO HEJOCTATHICTIO KITipEHC aMJIOAUIIIHY 3HUKEHUH, 1110
IPU3BOAUTH 10 30iNbIIeHHST TPUBAJIOCTI Iepiofly HamiBpo3nany Ta mo 36insmenHs AUC npubnu3Ho Ha
40-60 %.

iTH.

HocnipxeHHS (papMaKOKiHETUKY IIPOBOAWIIN 3 y4acTi0 74 [iTel 3 apTepianbHOIO TillepTeH3i€l0 BiKOM
Big 12 mo 17 pokiB (Takox 34 marieHTy BikKOM Biff 6 0o 12 pokiB Ta 28 nauieHTiB BikoM Big 13 mo 17
POKiB), 5IKi 3aCTOCOBYBaJIM aMJIOAUIIIH ¥ mo3ax 1,25-20 mr Ha no0y 3a 1 a6o 3a 2 npuiiomu. 3a3Buyaii
KJIipeHC IIpH IlepopabHOMY 3aCTOCYBaHHI OiTIM BiKOM Bif 6 1o 12 pokis Ta Big 13 mo 17 pokiB
CTaHOBUB 22,5 Ta 27,4 n/ToguHY BiANOBiAHO [AJIg XJI0N4UKiB i 16,4 Ta 21,3 n/roguHy BiATOBIAHO OJId
niBuaToK. CIIOCTEPIraeThCS 3HaYHA BapiaOeNbHICTh €KCIIO3UIlil ¥ pi3HUX MallieHTiB. IHpopMalis 11010
TIAIiEHTIB BiKOM [0 6 POKiB oOMexkeHa.

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

- ApTtepianbHa rimepTeHs3is.

- XponiuHa crabinbHa CTeHOKapPMHis.

- BasocnactuyHa cTeHOKapAisa (cTeHoKappaisa IIpuHiiMeTana).

IIpomunoka3saHnus.

- Bigoma mimBuiIleHa 4yTIMBICTh [0 OUTIOPOMiPUOUHIB, aMIOOUIIHY ab0 [0 Oyab-IKOTO iHIIOTO



KOMIIOHEHTA IIpernapary.

- AprepiasibHa IiloTeH3ia TAKKOI0 CTYIIEH.

- [llok (BKMOYa4y KapoioreHHUH III0K).

- O6CTPYKIIisl BUBITHOTO TPAKTY JIiBOTO IIUIYHOYKA (HAIIPUKIIA CTEHO3 aOPTH TSAXKKOTO CTYIIEHS).

- TemopuHaMmiuHO HecTabimbHA ceplieBa HEJOCTATHICTh IMicIIs TOCTPOro iHdapKTy Miokappa.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
Bnaus iHwux aikapcvkux 3acobig Ha ama00uniH.

HasiBHi gaHi momo 6€3meyHoro 3aCTOCyBaHHS aMJIOAUIIIHY 3 Tia3uIHUMHU [iypeTUKaMHu, anbda-
6mokaTopamu, 6eta-61okaTopamy, iHribiTopamu AII®, HiTpaTaMu MPOJIOHTOBAHOI [ii,
CyOiHTBaIbHOIO (POPMOIO HITPOTIillepuHy, HECTEPOITHUMH IIPOTU3aNaIbHUMHU JTiIKapChKUMU
3acobamu, aHTHOIOTUKAMY, OPaIbHUMMY TilOTIIKeMIiYHUMY JTIiIKapChKUMHU 3aCc00aMu.

[laHi, oTpuMaHi y X0fi in vitro gOCIigXKeHs i3 [1J1a3M0I0 KPOBI JIFOAWHY, CBIAYaTh PO BiACYTHICTH
BIIJIUBY aMJIOJHUIIIHY Ha 3B’s3yBaHHS 3 6iTKkaMu KPOBIi [OCTIIXKyBaHUX JTiKapChKUX 3aC00iB (AUTOKCHH,
deniToin, BapbapuH abo iHgOMeTaIUH).

Inei6imopu CYP3A4.

OpHoYacHe 3aCTOCYyBaHHS amyiofuminy Ta iHriditopis CYP3A4 notyxkHoi abo momipHoi il (iHribiTopu
IpoTeas, a30jIbHi IPOTUTPUOKOBI 3ac00M, MaKpOJIioy, TakKi K epUTPOMILIMH ab0 KJTapUTPOMIIIKH,
BeparaMin abo gunTiazeM) MOXKe IMIPU3BECTU OO0 3HAUYIIOTO IMiABUINEHHS €KCIIO3UIIil aMJIOUIIIHY, 1110
TAK0XK MOXKe IIPU3BECTH [0 MiJBULIEHHS PU3UKY BUHUKHEHHS rinoTeH3il. KiiHiuHe 3HaYeHHS TaKUX
3MiH MoKe OyTu OinbIll BUpaXKeHUM Y HAI[iEHTIB IITHHOTO BiKy. Moxe OyTy HEOOXimHUM KITiHiuHe
CIIOCTepeXKEeHHs 3a CTAHOM TallieHTa Ta migdip mo3u.

He pekoMeHIy€eThCSI OMHOYACHO 3aCTOCOBYBATH aMJIOTHUITIH Ta IpedndpyT abo rpeindpyToBuii cik,
OCKIiJIbKY ¥ IeSKUX NallieHTiB 6i0f0OCTYIHICTh aMJIOMUITIHY MOKe ITigBUIIYBATHUCS, 110, Y CBOIO YEpTy,
IIPU3BOIUTH [I0 ITOCUJIEHHS TilTOTEH3UBHOI Mil.

Indykmopu CYP3A4.

KonueHnTpanuis aMIoguminy B Ij1a3Mi MOXKe 3MIHIOBATUCH IIiC/I OAHOYACHOT0 3aCTOCYBaHHS BiOMUX
ingykTopis CYP3A4. ToMy ciiif IpOBOAUTYA MOHITOPUHT apTepiaJlbHOTO TUCKY 1 KOPeryBaTu [03y 3
ypaxyBaHHSIM OJHOYACHOT'0 MMPUIOMY LIUX JTIKAPChKUX 3aC00iB IK BIPOAOBXK TaK i MiCIsA CYyIyTHHOTO
JIiKyBaHHS, 0COOJIMBO IIe CTOCYETHCS CUNMbHUX iHAYKTOPiB CYP3A4 (Hanpukiap, pudaMIinuuy,
3Bip0o6010 3BUYAHOTO0).

IlanmpoaseH (iHdy3ii).

Y TBapHH CIloCTepiranucs LITyHOYKOBi GiOpuisLii 3 meTalbHIM HACTiJKOM Ta CEpLeBO-CYTUHHUMN
KOJIaIIC, 110 aCOLif0BalIuCA 3 TillepKasieMi€ro, Micisd 3aCTOCYBaHHS BepalaMiny Ta JaHTPOJIeHy
BHYTPIITHEOBEHHO. Yepe3 PU3UK PO3BUTKY TilepKalieMii peKOMeHOOBaHO YHUKATH 3aCTOCYBaHHS
6710KaTOPiB KasblliEBUX KaHaJliB, TAKUX K aMJIOOUIIIH, CXAJIBHUM J0 3JI05IKiCHOI TinmepTepmii
nallieHTaM Ta IIPHU JIiKyBaHHi 37105IKiCHOI rimepTepMil.



Bnaue amaoduniHy Ha iHWi aikapcoKi 3acobu.

limoTeH3uBHUY e(pEKT aMJIOAUIIIHY IOTEHLIIOE TITOTEH3UBHUY €(DEeKT iHINX aHTUTINEePTEeH3UBHUX
3aco0iB.

Takpoaimyc.

IcHye pU3UK MifBUIIEeHHS PiBHIB TAKPOJIIMYCY B KPOBI IIpU OJHOYACHOMY 3aCTOCYBaHHI 3
aMJIO[UIIIHOM, OfHaK (papMaKOKiHETHYHUM MeXaHi3M TaKol B3a€MOfii TOBHICTIO He BCTAHOBJIEHO.
[ITo6 yHUKHYTHA TOKCUYHOCTI TaKPOJIIMyCy, IPU CYIyTHEOMY 3aCTOCYBaHHI aMJIOQUIIiHY MallieHTaM,
Kl IPUUMAIOTh TAKPOJIIMYC, CJIil IPOBOOUTHU PETYJIIPHUN MOHITOPUHT PiBHIB TAKPOIIMYCY B KPOBi
Ta, y pa3i HeoOXigHOCTI, KOPUTYBATH 103y TAaKPOIIMYCY.

mTOR iHeibimopu (mammalian target of rapamycin - MilleHi panaMiliuHy y CCaBIIiB).

Taxi mTOR inribitopu, gk cuposniMmyc, TeMcuposniMmyc i eBeponimyc € cyoctpatamu CYP3A. Ammogurmin
€ cnabkum inribiTopom CYP3A. IIpu omHO4YacHOMY 3acTocyBaHHi amnonuininy 3 mTOR inribitopamu
BiH MOXKe ITIOCUJIIOBATH BIIJIUB OCTAHHIX.

LukaocnopuH.

HocnigXeHb B3a€MOZii IUKIOCTIOPUHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 300POBUM JOOPOBOJIBISIM
abo B iHIIKX rpynax He IPOBOAUIIY, 3@ BUHITKOM 3aCTOCYBaHHS MallieHTaM i3 TpaHCIIaHTOBaHOIO
HUPKOIO, Y SIKUX CIIOCTEPiranocsi MiHIUBe IMigBUIIEHHS 3aJIMIIKOBO]I KOHILIEHTpallil IIMK/I0CIOPUHY (B
cepegaboMy Ha 0-40 %). [In1g maIfieHTiB i3 TpaHCIIaHTOBAHOI HUPKOI, SIKi 3aCTOCOBYIOTh
aMJIOTUIIIH, CJIif PO3TISHYTH MOXKJIUBICTh MOHITOPUHTY KOHIIEHTPALil IUKJIOCIIOPUHY Ta, ¥ pasi
He0OXimHOCTI, 3MEHIIUTH H03Y LUKIIOCIIOPUHY.

Cumsacmamud.

OpHoYacHe 3aCTOCyBaHHS OaraTopa3oBux 03 amioauniny 10 Mr Ta cuiMBacTaTUHY B 7031 80 Mr
IIPU3BOMUIIO 10 30iIbIIEHHS €KCIIO3UIlil CUMBacTaTUHY Ha 77 % MOPIBHSHO i3 3aCTOCYBaHHSAM JIUILIE
CUMBACTaTUHY. [I715 alieHTiB, AKi 3aCTOCOBYIOTh aMJIONUIIIH, 103y CUMBACTATUHY CITif 0OMEXHUTH [0
20 Mr Ha m006y.

CundeHagin.

Opnopa3zoBui npuiiom 100 Mr cunmeHadiny naiieHTaMu 3 eCeHIlialbHOIO TilepTeH3i€10 He BIIJIMBAB
Ha ¢papMaKOKiHETHKY aMIofuIiHy. [Ipu ogHOYaCHOMY 3aCTOCYyBaHHI aMIOOUIIIHY Ta culgeHadiny B
SIKOCTi KOMGiHOBaHOI Teparrii KoxKeH i3 mpenapaTiB IPOSIBIISB Iil0TeH3UBHUM eeKT He3aIexkKHO Bifl
iH1Ioro.

IHwi nikapcuki 3acobu.

Kniniyni gocnigkeHHS B3a€EMOIil Tpenaparty noKa3aiy, 10 aMJIONUIIIH He BIIJIUBA€E Ha
(bapMakoKiHETHKY aTOpBaCTaTUHY, JUTOKCUHY a00 BaphapuHy.

Emanoa (anxkoeonw).

OnHopa3oBui Ta 6araTopa3oBuii npuitoM 10 MT aMJIOAUIIIHY He MaB CYTTEBOTO BIUIMBY Ha
(bapMaKOKiHETUKY €TaHOIy.

CyMicHe 3aCTOCYBaHHSI aMJIONUIIIHY 3 IUMETUAMHOM, HE MaJIO BIJIUBY Ha apMaKOKiHETUKY



aMJIOUIIIHY.

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

JlabopamopHi mecmu.

By Ha MOKAa3HUKYU 1a00PaTOPHUX TECTIB HEBiMOMMUI.

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

IaHi KaTeropii mamieHTiB aMJIOOUIIIH C/TiT 3aCTOCOBYBAaTH 3 06epeKHiCTI0. Y X0[Ii HOBrOTPUBAJIOTO
n71a11e60-KOHTPOJIbOBAHOT'O JOCITII?KEHHS Y MallieHTiB i3 cepIieBoi0 HeJOCTATHICTIO TSXKKOI'0 CTYIIEHS
(xkmac III Ta IV 3a knacudikaniero NYHA) npu 3acTocyBaHHI aMJIOAUIIIHY YaCTOTa BAMAOKIB PO3BUTKY
HaOpPSKY JiereHb Oyya BUIOIO MIOPIiBHSHO i3 3acTOCyBaHHAM ILtanebo. [TamienTaM i3 3acTiiiHO0
CepIIEBOIO0 HEMOCTATHICTIO OI0OKATOPH KaJbIlieBUX KaHaJIiB, BKITIOUAIOUM aMJIOOUIIiH, CITif
3aCTOCOBYBaTH 3 00€peXkKHICTIO, OCKITbKY BOHU MOXKYTh ITiIBUIIYBATH PU3UK CEPLEBO-CYOIUHHUX IOMiH
Ta JIeTAJIbHUX HACTIiKIB Y Mait0yTHEOMY .

ITauieHmu i3 nopyweHHAM PYHKUiII neviHKU.

[Nepion HamiBBMBeeHHS aMJIOOUMiHY Ta napaMeTpu AUC BHUIlli y Ialli€eHTIB i3 TOPyIIeHHAM (QYHKIIi1
IeYiHKY; peKOMEeHallil CTOCOBHO 03 IIpellapaTy HeMae. ToMy JaHill KaTeropil MaIi€eHTiB CIIif
PO3IMOYMHATY 3aCTOCYBAHHS IIpenapary i3 HalHuxk4oi no3u. Cruig 6yt o0epexHUMHU K Ha I04YaTKy
3aCTOCyBaHHS IIperapary, Tak i mifg yac 36inbineHHs no3u. [lamienTaM i3 TIKKO00 MeYiHKOBOIO
HEeJOCTaTHICTIO Moxe OyTH HeoOXiMHUM MOBIMTbHUY MigOip 403U Ta PeTeNIbHUM HaTsAl 3a CTAHOM
MMaIlieHTa.

ITayieHmu AiMHbO20 BIKY.
30inpiIyBaTy gO3y IpelapaTy fAaHil KaTeropii maiieHTiB ciif 3 06epexkHiCTIO.
ITauieHmu i3 HUPKOBOIO HedocmamHicmio.

IlaHiii KaTeropil MaIfieHTiB C/Ii 3aCTOCOBYBaTH 3BUYalHi [O3H Mpemnapary. 3MiHA KOHIIeHTpallil
aMJIOJUITIHY Yy IJ1a3Mi KPOBi He KOPEIOIOTh 3i CTylleHeM MOopyIlleHb QYyHKIIN HUPOK. AMJIONUIIIH He
BUMAJIIETHCS LIJIIXOM [iai3y.

AMJTOfIUTIIH He BIIJIUBA€E Ha pe3yIbTaTH J1ab0pPaTOPHUX [OCTiIXKEHb.

He pekoMeHOy€eThCSI 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rpeindpyrom abo 3 rpeindpyToBUM COKOM,
OCKIJIbKM ¥ IeSKMX NallieHTiB 6i0f0CTyMHICTh MoxKe OyTu 30inblleHa, 1110 IPU3Bene 00 MOCUIEHHS
TiOTEeH3UBHOI0 e(PeKTy mpemnapary.

Hampiti.

Lleit mpenapaT MicTuTh MeHIe 1 MMOIb HaTpito (23 Mr) Ha Tab6eTKy, TOOTO MPAKTUYHO BiTbHUH Bif
HaTpito.



depmuabHiCMb.

[ToBimommnsinocs mpo 000poTHi 6ioXiMiuHi 3MiHU T'OJIOBKY CIIepMaTO030ifa y AesKUX MallieHTiB Ipu
3aCcTOCyBaHHi 0JI0KaTOPiB KasblieBUX KaHamiB. KniniuHoi iHopMaltil 1110q0 TOTEHLIMHOTO BIIJIUBY
aMJIOOUIIIHY Ha (GepPTUIbHICTh HeIOCTATHEO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
be3neka 3acTocyBaHHS aMJIOQUIIIHY KiHKaM y epiof BariTHOCTI He BCTAHOBIIEHA.

3aCTOCOBYBaTH aMJIOOUIIIH Y IIepiof BariTHOCTI peKOMEHAYEThCA JIUIlle y TUX BUIIaKaX, KOJIX HEMae
Oe3neyHimoi anbTepHATUBY, a PU3HUK, TI0B’I3aHUN i3 CaMUM 3aXBOPIOBAHHSM, IIEPEBUIIYE MOKIIUBY
IIKOAY Bif JIIKyBaHHSA [OJI MaTepi Ta IJIoAa.

Y xomi gocmigKeHb Ha TBapUHaX IIPU 3aCTOCYBaHHI BUCOKUX 03 CIIOCTepiranacs penpogyKTABHA
TOKCUYHICTB.

ITepiod 200ysaHHA 2pydo0.

AMIIOOUIIiH BUMINSETLCS Y MaTEPUHCHKE MOI0KO. CITiBBiIHOIIIEHHS 03U, OTPHMaHOI1
HOBOHAPOAXKEHUM Bifi MaTepi, y MiKKBapTUAJIbHOMY Aialla30Hi OLiHIOTH K 3-7 %, MakcuMyM 15 %.
[lis amyoguIiHy Ha HEMOBJIAT HeBiToMa.

[Tpu npUNHATTI pillleHHS PO IPOJ0BKEHHS TOAYBaHHS IPyAAio abo PO 3aCTOCYBaHHS aMJIONUIIIHY
HeoOXigHO OIiHIOBATH KOPUCTh FOJYBAHHS T'PYOAI0 OJIST JUTUHU Ta KOPUCTH Bif 3aCTOCYBaHHS
npenapary OJis MaTepi.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

AMTOUIIIH MOXKe YMHUTH He3HauHuM a00 MOMIipHUY BIIJIUB Ha 3[aTHICTh KEPYBaTH aBTOTPAHCIOPTOM
a0o mpaloBaTH 3 iHIIMMU MeXaHi3MaMu.

[IBupKicTh peakiii MoxKe OyTH 3HMKEHA IIPX HasBHOCTI TaKMX CHMIITOMIB K 3allaMOpPOYEHHS,
TOIOBHUY 0inb, CITyTaHICTh CBimoMOCTi abo HymOTa.

Cnip 6yTy 06epekHUMH, 0COONIMBO Ha NMOYaTKy Teparil.

Cnoci6 3acmocyeaHHss ma do3u.
Hopocai.

Insa niKyBaHHS apTepianbHOI TrinepTeH3ii Ta CTeHOKapPAil 3BUYaliHa II0YaTKOBa [I03a Ipernaparty
HopBaCK® cTaHoBUTH b Mr 1 pa3 Ha f00y. 3ayiexXHO Bifi peakilil nmallieHTa Ha Tepalilo 103y MOXKHa
30iMBIIUTY 0O MAaKCHMaJIbHOI HO3H, 110 cCTaHOBUTH 10 Mr 1 pa3 Ha mo06y.

[TamieHTaM 3i cTeHOKapHi€lo IpemapaT MOXkKHa 3aCTOCOBYBaTH K MOHOTepario abo y KoMmOiHatii 3
IHIMMMY aHTUAHTIHAIBHUMH JTiKapChKMMHU 3ac0o0aMy IIPU PE3UCTEHTHOCTI 10 HiTpaTiB Ta/abo



aJeKBaTHUX 003 6eTa-6710KaTopiB.

€ mocBig 3acToCyBaHHS IIpenapary y KoM0OiHalii 3 Tia3augHuMu AiypeTuKaMu, anbda-0710KaTopaMu,
Oera-0nokaTopamu abo iHTiGiTOpaMu aHTi0TeH3WHIIEPETBOPIOBAILHOTO (PePMEHTY MallieHTaM 3
apTepianbHO0 rinepTeH3siek.

Hemae HeoOxifHOCTI y migbopi [o3u npenapaTy IpU OGHOYaCHOMY 3aCTOCYBaHHI 3 Tia3uAHUMU
niypetukamu, 6eta-0710KaTopaMu Ta iHTiGiTOpaMu aHTiOTEH3UHIIEPETBOPIOBAILHOTO (DEPMEHTY.

Ilimu sixom 8i0 6 pokie 3 apmepianbHOW 2inepmeHsiero.

PekomennoBana noyaTkKoBa 03a IIpenapary HopBaCK® IJIs1 1i€]l KaTeropii malieHTiB CTaHOBUTD 2,5 MT
1 pa3 Ha mo0y. K10 HeoOXigHUY piBeHb apTepiaJbHOT0 TUCKY He 0yae OOCATHYTUHM IPOTITOM

4 TUXKHIB, 103y MOXKHA 36inbIKUTH {0 5 MT Ha [00y. 3aCTOCYBaHHS IIpenapaTy y J03axX BUIe 5 MT [JIs
[aHOl KaTeropil nauieHTiB He AOCIiIXKYyBaJIu.

ITayieHmu AiMHb0O20 BIKY.

Hemae HeoOxigHOCTI ¥ mimbopi mo3u Ois maHol KaTeropii mamieHTiB. [TigBUIEeHHS T03U CITif
IIPOBOJUTH 3 00EPEKHICTIO.

ITauieHmu 3 nopyweHHAM PYHKUil HUPOK.

PexoMeHOy€eThCS 3aCTOCOBYBATH 3BUYalHi 03U IIpenapaTy, OCKiIbKY 3MiHK KOHIIEHTpallii
aMJIOIUITIHY Y TJ1a3Mi KPOBi He ITOB’s13aHi 3i CTyIeHeM TSKKOCTI HUPKOBOI HEJOCTATHOCTi. AMJIOOUIIiH
He BUBOOUTHCS LUIAXOM Hiamizy.

ITauienmu 3 nopyweHHAM QYHKUiII neyviHKU.

Io3u npemnaparty [jid 3aCTOCYyBaHHS IallieHTaM 3 MOPYIIeHHIM (QYHKIIil Ie4iHKX Bif 1€TKOT0 [0
ITOMIPHOT'O CTYIIEeHS He BCTAHOBJIEHi, TOMY Mim0ip M0O3U CITifl MPOBOAUTH 3 00€PEKHICTIO Ta IOYNHATHU
3aCTOCYBaHHS IIperapary i3 HanHWXK4Y0i J03K B fiama30Hi 103 (quB. po3min «Oco6auBOCTi
3acTocyBaHHS» i «®apMakosoriyHi BnactuBocTi. ®apMakokiHeTHKa»). PapMaKOKiHETUKY aMJIOOUIIIHY
He [OCTIigKyBa/y y MallieHTiB i3 MOpyleHHIM (PyHKIIil TeYiHKU TSAXKKOTO CTyIeHs. [J1g Ialli€HTiB i3
NOpYyIIeHHAM (QYHKIIil IeYiHKK TSIKKOTO CTyTEeHs 3aCTOCyBaHHS aMJIOAUIIIHY CJIifi TOYUHATH i3
HaWHWKYOI 103U Ta OCTYIIOBO 11 30i1bLIyBaTHU.

TabneTku 1Mo 5 MI' MOXKHA PO3MiMUTH HABIIIJI [7IT OTPUMAaHHS OO3U 2,5 MT.

Himu.
[IpenmapaT MOXKHa 3aCTOCOBYBATH [iTSIM BiKOM Bifi 6 POKIB.

BnnuB amnopuniny Ha apTepiajJbHUM THUCK IMAIli€HTIB BiKOM [0 6 POKiB HEBIIOMHUI.

Ilepedo3yeanns.

IocBim HABMUCHOTO ITepPeqo3yBaHHs IIpenapaTy o0MexXeHuH.



Cumnmomu nepedo3y8aHHA: HasgBHa iHdopMallis Ja€ migcTaBu BBaXKaTH, 110 3HaYHE
Iiepeno3yBaHHS aMIOOUIIIHOM [IpK3Bene N0 HagMipHOI nepudepuyHol Ba3oaunaTtalil Ta, MOXKJIUBO,
no pedaeKTopHOI Taxikapmil. [ToBimoMIIsIoCsS Mpo PO3BUTOK 3HAYHOI Ta, MOXKJIMBO, TPUBAIOl
CHCTEMHOI apTepiaabHOI TiMOTeH3il, BKIII0Yaly4H MIOK i3 JIeTaIbHUM HaCITiIKOM.

Pimko moBigoMisiniocs mpo HeKapaioreHHUM HaOPSK SK HACIMOK Iepeno3yBaHHs
aMJIOJUIIIHY, SKe MOXKe IIPOSBISATUCS 3 BIICTPOYEHUM II0YaTKOM (24-48 ropuH micis
IPUIOMY) i BUMarae 1no4aTKy IITy4YHOI BeHTUIALIL TereHb. PaHHI peaHiMaliliHi 3axoqu
(BKJTIOYalO4X NepeBaHTaXKEeHHS PIqUHOI0) A MiATPUMKY Iepdy3il Ta CepLeBOT0 BUKUAY
MOXKYTb OyTH IPOBOKYIOUUMH (PaKTOpPaMH.

JIiKyBaHHA: KNiHIYHO 3HAUyIla apTepianbHa TiMoTeH3is, 3yMOBIIeHa Tepeqo3yBaHHIM aMIIOJUIIiHY,
BMMara€ akKTUBHOI MiATPUMKH [isITbHOCTI CEPIIEBO-CYANHHOI CUCTEMH, BK/IIOUAI0YU YaCTUN
MOHITOPUHT (QYHKIIIN CepIlsd Ta OUXaHHS, MIHATTS HUXKHIX KiHIIBOK, MOHITOPUHT 00’eMy
IIUPKYJII0I0Y01 PiTUHY Ta CEYOBUMITEHHS.

Il BITHOBJIEHHS TOHYCY CYZUH Ta apTepiaJbHOr0 TUCKY MOXKHA 3aCTOCYyBaTH
CYOVHO3BYXKYBaJlbHi IIperniapaTy, YI€BHUBIINUCH ¥ BiICYTHOCTI IPOTUIIOKA3aHb [0 1X
3aCTOCyBaHHS. 3aCTOCYBaHHS KaJlbIlil0 TIIOKOHATY BHYTPIIIHbOBEHHO MOXKe OyTH KOPUCHUM
ni1st HiBenmoBaHHS eeKkTiB 6;10Kafu KasblieBUX KaHaJIiB.

Y mesikuxX BUNlagKaxX Moxke OyTH KOPUCHUM IIPOMUBAHHS IITYHKA. 3aCTOCYBaHHS
aKTHBOBAHOT'0 BYTiJINII 3[MOPOBUM JOOPOBOJIBIIM IIPOTITOM 2-X TOAUH Miciis BBefeHHs 10 Mr
aMJIONUIIIHY 3HAYHO 3MEHIIUJIO PiBeHb 10T0 BCMOKTYBAHHS.

OCKinbKY aMJIOUIIIH 3HAaYHOIO MipoI0 3B'A3Y€EThCA 3 OiKamMu KpoBi, eheKT fAiamidy
He3HaYHUMU.

ITobiuni peakuii.

[Ipu 3acTOCYBaHHI aMTOAUIIIHY HaivacCTillle MOBIIOMIISAIOCS IIPO TakKi mob6iuHi peakil IK:
COHJIUBICTh, 3allaMOPOYEHHS, TOJIOBHUY 0Oilb, IOCUIEHE CepLeOUTTS, NPUINIUBHY, Oilb y
YepeBHill TOPOXKHKHI, HyloTa, HabpSIKYU TOMiNOK, HAaOPSIKY Ta MifiBUIlleHa BTOM/TIOBaHiCTb.

[ToGiyHi peaxiiii, mpo sIKi MOBiMOMIISAIOCS IIiff YaCc 3aCTOCYBaHHS aMJIONUIIIHY, HaBe[eHi HUXKYE 3a
CHACTEeMaMH Ta KjlacaMM OpraHiB Ta 3a 4aCTOTOX BUHUMKHEHHS: OyXke 4acTo (= 1/10), yacTo (Big

= 1/100 mo < 1/10), vewacto (Big = 1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), oyxe
pioko (< 1/10000) HeBigoMO (He MOXKHa BCTAaHOBUTH Ha IiICTaBi HAsIBHUX JaHUX).

3 6oky Kpoei ma aimpamuyHoi cucmemu.

IyXe pigKo: TeUKOIMTOINEeHis, TPOMOOIIUTOIEHIS.
3 boky imyHHOI cucmemu.

IyXe pigko: anepriuxi peaxkiril.

3 6oky memaboaizMmy ma asimMeHmapHi po3aaou.



[yxe pigko: rinepriikeMis.

ITcuxiuHi nopyweHHA.

HeuacTo: mempecisi, 3MiHK HaCTPOIO (BK/II0YAIOYX TPUBOXKHICTh), 0€3COHHS.
Pigko: cinyTaHIiCTh CBiZOMOCTI.

3 6oky Hepeogoi cucmemu.

YacTo: COHNUBICTh, 3allaMOPOYEHHS, TOJIOBHUH 6ilbh (TOJIOBHUM YMHOM Ha I0YAaTKY JiKyBaHHS).
HeuacTo: Tpemop, Aucres3is, CUHKOIIE, TilleCcTesis, mapecTesis.

IyXe pigko: rinepToHyc, nepudepruiHa HelpomaTis.

HegigoMmo: ekcTparmipaMigHi po3namgu.

3 60Ky opaaHis 30py.

YacTo: mopyuieHHs 30py (BK/II0Ya4y OUIIIOIIO).

3 60Ky opaaHis cayxy ma aabipuHmy.

HeuacTo: O3BiH y Byxax.

3 6oky cepus.

YacTo: nocuaeHe cepuebuTTs.

Heuacro: apuTtMis (BKioyarouu 6pagrKapmilo, IITyHOYKOBY TaxiKapfilo Ta MEPEXTIHHS Iepencepas).
Iyxe pigko: iHpapKT MioKappaa.

3 60Ky cyOuH.

YacTo: IpUNIUBH.

HeuacTo: apTepianbHa TinoTeHsis.

[lye pigKo: BaCKyJIiT.

PecnipamopHi, mopakaavHi ma mediacmuHAaabHi NOPYWEeHHA.

YacTo: gucIHoe.

HeuacTo: Kaliesnb, pUHIT.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY.

YacTo: 6iib y XKUBOTI, HyJ0Ta, AUCIEIICis, MOPYIIeHHS IePHUCTAIbTUKYN KUIIEUHUKY (BKITIOYAIOUH
miapeio Ta 3arop).

HeuacTo: 6110BaHHS, CYXiCTb y POTi.



[lye pigKo: IaHKpeaTuT, TaCTPUT, TilepIiasisa gceH.
3 6oky 2enamobisaiapHoi cucmemu.

[lyXe pigKo: renaTUTH, XKOBTSAHULS, [TigBUILIEHHS PiBHSA MIEYiHKOBUX (pepMEHTIB (1[0 HallyacTille
acolliroBaocs i3 XoIecTa3oM).

3 6oky wkipu ma niOwKipHOi MKAHUHU.

Heuacro: anormeriisi, mypmypa, 3MiHa 3a0apBiieHHS LIKipH, MigBUIIIeHe TIOTOBUOINEHHS, CBepOixXK,
BUCHII, eEK3aHTEMA, KPOIIUB' THKaA.

Iyxe pigKo: aHTi0HEeBPOTHYHUM HAOPSIK, MyNbTH(QOPMHaA epuTeMa, eKChHOomiaTUBHUM IepMaTHT,
cuagpoM CriBeHca-[[kK0HCOHa, HaOpsK KBiHKe, (HOTOUYTIUBICTE.

HeBimoMo: TOKCMYHUY emlimepMaIbHUN HEKPOITi3.

3 60Ky ckesnemHo-M’ 430801 ma cnoay4HOi MKAHUH.

YacTto: HaOpsiKaHHSA TOMIJIOK, CyJOMU M’ S3iB.

HeuacTo: apTparnris, mianrisi, 6iib y criuHi.

3 60Ky HUPOK ma ceyosudinbHO20 MpaxKmy.

HeuacTo: nopyieHHs ce4yoBUiIeHHs, HIKTYpid, MiiBUIIEHa YaCTOTa CeYOBUITYCKaHHS.
3 6oky penpodyKkmueHoi cucmemu ma MO/A0YHUX 3dA03.

HeuacTo: iMIIoTEeH1IisI, TIHEKOMACTis.

3azanbHi nopyweHHA ma CmaHu y Micyi 66e0eHHA.

IyxKe 4acTo: HAOPSAKHU.

YacTo: migBuIieHa BTOMJIIOBAHICTh, aCTeHif.

Heuacro: 6inb y rpynsx, Oinb, He3oyKaHHS.

HocaiooceHH.

Heuacro: 36inbineHHs abo 3MeHIlIeHHSI MaCH Tifa.

[ToBimOMIIANIOCS PO BUHATKOBL BUIIaAKW PO3BUTKY €KCTpaIipaMigqHOr0 CUHAPOMY.

iTH.

Awmnopumnin go06pe MePEeHOCUTHCS IPY 3aCTOCyBaHHi miTsaM. [Ipodins mobiyHMX peakiiiit 6yB nogi6HuM

[0 TUX, 110 CIOCTepPIiraaucs y AOPOCIuX. Y OOCIIfXKeHHI 3 y4acTio 268 fgiTed HalyacTile
IIOBiHOMJISIIIOCS IIPO Taki moOiuHi peakilii: roMoBHUY 0ilb, 3aIaMOPOYEHHS, PO3LUIUPEHHS
KPOBOHOCHMX CYOUH, HOCOBa KpOBOTeYa, 0ilb ¥ KUBOTI, acTeHid.

Binburicts mob6iyHKX peakiiitt 6ynu erkoro abo nmoMipHoro cryneHs. TsAxKi mobiuHi peakiril
(mepeBaxHO Ton0BHUIM 6inb) criocTepiranucs y 7,2 % mpu 3acToCyBaHHi 2,5 Mr amioputiny, y 4,5 %
IIPY 3aCTOCYBaHHI 5 Mr amyoguniny, Ta y 4,6 % - y rpyni mnane6o. HalinomupeHinowo TpuYnHo0



BUKJIIOYEHHS 3 IOCTigXKeHHs Oyla HEKOHTPOJIbOBaHa TinmepTeH3is. 2KogHOTo pa3y BUKITIOYEHHS 3
[OCHTimXKeHHS He Oy0 CIpUYMHEHE BioXUIeHHsAMU J1Tab0opaTOPHUX MOKa3HUKIB Big HOpMu. He Gyio
3a(ikCcoBaHO CYTTEBUX 3MiH IYJILCY.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimoMIIeHHS PO Mig03pioBaHi MOGiuHI peakilil micias peecTpatii TiKapcbKoro 3aco0y Ma€ BaXKJIuBe
3HauyeHHs. Lle mae 3mMory npoBoguTy Ge3nepepBHII MOHITOPUHT CIIiBBiTHOLIEHHS MiX KOPUCTIO i
PU3KKAMHM, TTOB’I3aHUMHU i3 3aCTOCYBAHHSM I[OTO JTIKApChKOT0 3aco0y. JIikapsiM citig 3BiTyBaTH PO
Oynmb-siKi mimo3proBaHi moOiuHi peakilil BiAoBigHO M0 BUMOT 3aKOHOJ@BCTBA.

Tepmin npudamHocmi. 4 poku.

YMmoBH 30epiranssi.

30epiratu npu TeMiepaTypi He Buile 25 °C y HeIOCTYIIHOMY [JIs [iTel MicIii.

YnakoBka.

I[To 10 TabneTtox y 6iicTepi, mo 3 abo mo 6 G1icTepiB y KAPTOHHIN yIIaKOBIIi.

KaTteropis Bigmycky. 3a peLenToM.

BupoOOHHUK.
[daiizep Mentobekuypunr [oinunenn I'm6X /

Pfizer Manufacturing Deutschland GmbH.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOr0 agpeca MiCHs NPOBaIKeHHs TisUIbHOCTI.
MycBanbgans 1, 79108 ®paitbypr Im Bpaiicray, Himedunsa /

Mooswaldallee 1, 79108 Freiburg Im Breisgau, Germany.



