IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

HOPBACK®
(NORVASC®)

Cknao:

oitoua peuosuna: amionuniny Oecwnar; 1 tabierka mictuTh 6,944 Mr amionuminy Oecwiary, 1o
eKBiBaJIGHTHO 5 Mr amuoawminy; 1 tabmerka wmictuth 13,889 mMr ammnomuminy Oecumiary, IO
ekBiBasieHTHO 10 MTr amytouITiHY;

OONOMIDICHI peyosunu: TEI0I03a MIKPOKpPUCTANIuHA, KAJBII0 Tigpodocdar Oe3BoaHMIA, HATPIIO
KPOXMAaJIBIIIKOJAT (TUI A), MarHito cTeapar.

Jlikapcbka ¢opma. TabneTku.

OcHo8HI Pi3uK0o-XIMIYHI 81ACMUBOCI:

mabaemku no 5 me:

- Tabnetku Big OUIOro 10 Maibke OUIOro Koibopy, Yy (opmi cmaparjia, 3 rpaBipyBaHHIM
«AML 5» Ta po3aiIbHOIO PUCKOIO 3 OAHOTO OOKY 1 torotunom «Pfizer» — 3 iHmIOTO;

abo

- Tabnetku Big OUlOro 10 Maibke OUIOro KoiIbopy, y (opmi cMaparjga, 3 TrpaBipyBaHHIM
«AML 5» Ta po3iIbHOIO PUCKOIO 3 OJTHOTO OOKY 1 0€3 MapKyBaHHSI — 3 HIIIOTO;

mabaemku no 10 me:

- Tabnetku Big OUlOro 10 Maibke OUTOro Koiubopy, y (opmi cMaparja, 3 TrpaBipyBaHHIM
«AML-10» 3 ogHoro 6oky 1 morotunom «Pfizer» — 3 iHmoro;

abo

- TabnmeTku Bim Ouloro mo wmaibke OuIoro Kombopy, y ¢Gopmi cmaparja, 3 TpaBipyBaHHSIM
«AML-10» 3 omHOTO OOKY 1 6€3 MapKyBaHHSI — 3 1HIIIOTO.

dapmakoTepaneBTH4YHA Ipyna.
CenekTUBHI aHTArOHICTH KaJIBIIIO 3 MepeBaKHUM BIUTHBOM Ha cyauHu. Kog ATX CO8C AO01.

Dapmakonoziuni enacmueocmi.

Dapmaroouramixa.

AMJIOMIIIH — aHTaroHICT KaJbIlil0 (MOXIHE TUTIAPOMIPUANHY), IO OJOKYyE HAIXOJKEHHS 10HIB
KaJIBITIFO JI0 MiOKap/a Ta 10 KJIITHH TJIAJKUX M’ SI31B.

MexaHi3M TIMOTeH3UBHOI i1 aMJIOAMITIHY 3yMOBJICHHH 06€3110CepeIHBOI0 PO3CIa0II0I0Y00 i€ Ha
ragki M’si3u cyauH. ToyHUM MeXaHi3M aHTHAHTIHAJIBbHOTO e(eKTy aMIIOAMIIIHY BU3HAYCHHM
HEJ0CTaTHBO, OJIHAK HIKYe3a3HAUeHI €)eKTH BIIIrpatoTh MEBHY POJIb.

1. Amuoaumin po3uuproe nepudepudni apTepionn 1 TAKUM YWHOM 3HUXKYE MepupepuyHuil ormip
(moctHaBaHTakeHHA). OCKUIBKM  CEepUEBUNA PUTM  3QJIMIIAETHCA  CTAOUTBHUM, 3HUKCHHSA
HAaBaHTAXXCHHS Ha Ceplie MPU3BOJUTH J0 3HIKEHHS CIIOKMBAHHS €HEprii Ta morpedbu miokapaa B
KHCHI.

2. PosmupeHHs TOJOBHHUX KOPOHApHUX apTepiii Ta KOpPOHApHUX apTepion (HOPMAIbHHUX Ta
I1eMi30BaHMX), MOXKJIMBO, TAKOX BIAIrpae pojib y MeXaHi3Mi Jii amyioauiiHy. Take po3UIUpeHHs
MiIBUIIYE HAaCHUYEHICTh MIOKapAa KHUCHEM Yy TallieHTIB 31 cHasMoM KOpPOHapHOi aprepii
(crenokapgais [Ipuniverana abo BapiaHTHA CTEHOKAPIis).

VY marfieHTiB 3 apTepialbHOIO TIMEepTEeH31€l0 3acToCyBaHHs mpemnapary | pa3 Ha no0y 3abesmeuye
KIIIHIYHO 3HAYYIIE 3HWKEHHS apTepialbHOTO THUCKY MPOTATOM 24 TOAMH Y MOJO0XKEHHI SIK JIeKAUH,
Tak 1 crosun. Yepe3 MoBUIBHUHN MMOYATOK Jii aMJIOJUITIHY TOCTpa apTepiajibHa TMOTeH31s 3a3BHyail
HE CIIOCTEPIraeThesl.

VY maiieHTiB 31 CTEHOKApJI€0 MPU 3aCTOCYBaHHI OfHieT 10O0OBOT J03M mpenapary MiABUIIYETHCS
3aralbHUM 4yac (PI3UYHOTO HABAHTAKEHHS, Yac JO MOYATKy CTeHOKapaii 1 yac mo 1 MM nmempecii
cermenta ST. Ilpemapar 3HIKYe 4YacTOTy HamagiB CTEHOKapAil Ta 3MEHIIye TOTpedy y
3aCTOCYBaHHI HITPOTITILIEPUHY.



AMIIO/IUTIIH HE aCOIUIOETHCS 3 Oyab-SIKUMHU MOOITYHUMH METa0OJIYHUMH JisiMH a00 3MiHAMHU PIBHS
TMiAiB y miaa3Mi KpoBi 1 MOXKE 3aCTOCOBYBATHCS MAIiEHTaM 3 acCTMOIO, IIYKPOBUM JaiabeToM Ta
M0/Iarpoxo.
Dapmaxokinemuxa.
BcMoOKTYBaHHS/pO30OIi.
[Ticnst mepopanbHOTO 3aCTOCYBaHHS TEPANIEBTUYHHUX JI03 AMIIOJUIIH TIOCTYIIOBO a0COpOyeThes Y
masMy KpoBi. AOCOIIOTHA OIOJOCTYIHICTP HE3MIHEHOI MOJIEKYJIM CTaHOBHUTH TMPUOIM3HO
64-80 %. MakcumanpHa KOHIIEHTpALs y TUIa3Mi KPOBI JOCATAETHCS MPOTATOM 6-12 roauH micis
3acrocyBaHHs. O0’eéM pO3MOJLTY CTAHOBUTH MPUOMU3HO 21 JI/KT; KOHCTaHTa AUCOLIAIii KUCIOTH
(pKa) amiomuminy craHoBuTh 8,6. JlocmiypkeHHs IN VILr0 mpoaeMOHCTpYBallM, IO 3B’S3YBaHHS
aMJIO/IMIIIHY 3 OUTKaMH I1a3MH KPOBi CTAaHOBUTH MpuOmu3HO 97,5 %.
OpnHoYacHe BKMBAaHHS DK1 HE BIUTUBA€E HA BCMOKTYBaHHS aMJIOMITIHY.
MeTta00113M/BUBE/ICHHS.
[lepion HamiBBUBEACHHS 3 IUIa3MH KpOBi cTaHOBUTH mpuOmm3HO 35-50 rogmH. PiBHOBaXkHA
KOHIIGHTpaIis y IJIa3Mi KpoBi JocsAraeThes micns 7-8 mHIB  Oe3nepepBHOTO  3aCTOCYBAaHHS
npernapaty. AMIIOAMIIIH TOJIOBHUM UYHWHOM METa0OJI3yeTbCs 3 YTBOPEHHSM HEAKTUBHUX
MeTabomitiB. bnuszbko 60 % BBeneHOi A03M BHBOJIUTHCS 13 cedero, npubinuzHo 10 % 3 skux
CTaHOBUTbH aMJIOJUIIIH Y HE3MIHEHOMY BUTJISIL.
[TaiieHTH TITHBOTO BIKY.
Yac nocsATHEHHS PIBHOBAXHUX KOHIEHTpALid aMJIOJUMIHY y TUIa3Mi KPOBl1 MOJMIOHMN y MaIlIEHTIB
JITHBOTO BIKY Ta Yy JOpOCiMX nauieHTiB. KiipeHc amnoaumniny 3a3Buyail €m0 3HWKEHHH, 1110 y
MAII€HTIB JIITHROTO BIKY MPU3BOAWTH JO 30UIBIICHHS TUIOMI IMiJT KPUBOK «KOHIICHTPAIIiS/dac»
(AUC) ta nepiony HaniBBUBEIEHHS Ipenapary.
[MamienTy 3 nopymieHHIM GYHKITINH HAPOK.
AMIIOIUNIH eKCTEHCHUBHO OloTpaHc@opmyeThcsi 10 HeakTUBHUX MerabouiTiB. 10 % amnonumniny
BUJIUISIETHCSA Y HE3MIHCHOMY BHTJISA/I 3 C€Y€r0. 3MIHM KOHIICHTPAIIl aMJIOIUITIHY Y T1a3M1 KpOBi HE
KOPEJIOITh 31 CTYIeHEeM MopylieHHs: QyHKIiH HUpoK. [lamienTaM 13 mopymeHHsIM QyHKI[IIT HUPOK
MOHa 3aCTOCOBYBATH 3BHYAKHI 031 aMJIOIUITIHY. AMJIOIUIIH HE BUAAISETHCS IIIIXOM JTiajizy.
[NamieHTH 3 TOPYIIEHHIM QYHKIIT NEYIHKH.
[Hdopmartist 010 3aCTOCYBAaHHS aMJIOJIUITIHY TAIIEHTaM 13 TOPYIICHHSIM (DYHKIIIT MEYIHKHA TyXKe
oOMexxeHa. Y TAIllEHTIB 13 TEYiHKOBOIO HEIOCTATHICTIO KIIIPEHC aMIIOJUIIHY 3HUXEHUH, IO
MIPU3BOJUTH JI0 30UTBIISHHS TPUBAJIOCTI MIEpioy HamiBpo3mnaay ta 10 30iuibmenas AUC npuban3Ho
Ha 40-60 %.

ITH.
JocmimkenHs (HapMaKOKIHETHKHA TMPOBOIWINA 3 y4acTiO 74 miTeil 3 apTepiajbHOIO0 TINEPTEH3IEI0
BikoM Big 12 10 17 pokiB (Takoxx 34 marieHTH BikoM Bif 6 10 12 pokiB Ta 28 mamie€HTiB BIKOM Bij
13 nmo 17 pokiB), sKi 3aCTOCOBYBalIM aMjojaumiH y no3ax 1,25-20 mr na mo0y 3a 1 abo 3a
2 npuiioMu. 3a3BUYail KIipeHC MpH NepopaibHOMY 3aCTOCYBaHHI AITAM BiKOM Bing 6 10 12 pokiB Ta
Bin 13 mo 17 pokiB craHoBuB 22,5 Ta 27,4 n/roguHy BiAMOBiAHO g xjomuukiB 1 16,4 Ta
21,3 n/roguHy BigmoBinHO Ais AiBYaToK. CriocTepiraeTbcs 3Ha4YHa BapiaOeTbHICTh €KCIO3UILIT Y
pI3HMX TalieHTiB. [HGopMaIllis 111010 NaIieHTIB BIKOM 10 6 pOKiB 0OMeKeHa.

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

— ApTepiasibHa rinepTeHsis.

— XpoHiuHa cTablIbHA CTEHOKApPIisl.

— Bazocnactuuna creHokapis (creHokapaisa [Ipunimerana).

Ilpomunokasanuna.

— Binoma miiBUIIEeHa YyTJIMBICTh JI0 JUTIAPOMIPUANHIB, aMJIOJUIIHY 200 70 Oy/b-SKOTO IHILIOTO
KOMIIOHEHTa Ipernapary.

— ApTepiasibHa TiIOTEH31s TSHXKKOTO CTYIEHS.

— Ilok (BKJIIOYAIOYM KapAIOT€HHUI 1IO0K).

— OOCTpyKIlisg BUBITHOTO TPAKTY JIBOTO HMITYHOUKA (HAMPHUKIIAZ CTEHO3 A0PTH TSHKKOTO CTYIIEHS).



— 'eMoiMHaMIYHO HecTabUIbHA CepIieBa HEAOCTATHICTD MICHSI TOCTPOTro iH(apKTy MioKapaa.

B3aemooia 3 inwiumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMo0ill.

Bnaue inwux nikapcokux 3aco0ié Ha amio0uniu.

HasiBHi naHi momo O€3MeYHOro 3acTOCyBaHHS aMIIOJMITIHY 3 Tia3WJIHUMH JiypeTUKaMu, anb(da-
Oonmokaropamu, Oera-Onmokaropamu, iHriOitopamu AIlD, HiTpaTamMu NpPOJOHTOBaHOI  ii,
CyOJIIHTBaJIbHOIO ()OPMOIO  HITPOTIIIIEPUHY, HECTEPOINHUMHU TPOTU3AMAIBHUMH JKAPCHKUMHU
3aco0amu, aHTHOIOTHKAaMU, OPaTbHUMHU TiMOTIIKeMIYHIMH JTIKAPCHKUMH 3aC00aMHu.

JlaHi, oTpuMaHi y X0/i in vitro HOCIIDKEHB 13 TUIa3MOI0 KPOBi JIIOAWHU, CBIIYaTh MPO BiICYTHICTH
BIUIMBY aMJIOJMITIHY Ha 3B’S3yBaHHA 3 OUIKAMH KpOBi JOCTIKYBAaHHMX JIKapChKUX 3aco0iB
(murokcuH, eHiTOiH, BaphapuH abo iHAOMETALINH).

Ineioimopu CYP3A4.

OpHouacHe 3acTocyBaHHA amiyoaumiHy Ta iHrioitopiB CYP3A4 mnortyxHoi abo mnomipHOi nii
(1HridiTopu mpoTea3, a3o0JibHI MPOTUTPUOKOBI 3aco0M, MaKpoOJiau, Takl SIK €pPUTPOMILMH abo
KJIIApUTPOMILIMH, BepamaMmil abo JWiITia3eM) MOXK€ NPHU3BECTH [0 3HAUYIIOTO TMIIBUIIECHHS
eKCTIO3HIIi aMJIOJMITIHY, IO TAaKOX MOJK€ MPU3BECTH [0 IMIJBHIIEHHS PHU3UKY BHHUKHEHHS
rinoren3ii. KiiHiuHe 3HaUY€HHS TakuX 3MIH MOXK€ OyTH OUIbII BUPa)KEHUM Y MAlI€HTIB JITHHOTO
BiKy. Moke OyTH HEOOXITHUM KITIHIYHE CIIOCTEPEKEHHS 32 CTAHOM MaIli€eHTa Ta Mmigdip J03H.

He pexkoMeHayeThCsl 0JJHOUACHO 3aCTOCOBYBATH aMJIOJUIIH Ta Tpedndpytu abo rpeindpyroBuit
CIK, OCKUTBKH Yy JIEAKUX TAII€EHTIB 010I0CTYIMHICTh aMJIOJMITIHY MOKE TIIBUIITYBATHCS, 10, Y CBOIO
4yepry, Ipu3BOAUTH A0 NOCUJIEHHS MIIOTEH3UBHOT Aii.

Inoykmopu CYP3A4.

Konrmenrtpariiss amyiogumniHy B TUIa3Mi MOJKE 3MIHIOBAaTHUCH MICIsS OJHOYACHOTO 3aCTOCYBaHHS
Bimomux 1HAYKTOpiB CYP3A4. Tomy cnig NpoBOAWTH MOHITOPUHT apTepiaibHOTO THUCKY 1
KOPEryBaTH 103y 3 ypaxyBaHHSAM OJHOYACHOTO NMPUHOMY IMX JIIKAPCHKHUX 3aCO0IB SIK BIPOIOBXK TaK
1 TICAs CYNyTHBOTO JIKyBaHHs, OCOOJMBO 1€ CTOCYeTbes cuibHUX 1HAYKTOpiB CYP3A4
(manpukiaa, pudaMminuHy, 3Bipo00I0 3BUYAIHOTO).

Jlaumponen (1Hdy3ii).

VY TBapuH criocTepiraaucs IMUTYHOUYKOBI (iOPHIIAILIT 3 JIETATbHUM HACTIIKOM Ta CEpIIeBO-CYAMHHUI
KOJIATlC, 110 AaCOIIOBAJHUCS 3 TINEPKATIEMIEI0, TICIS 3aCTOCYBaHHS BepamaMily Ta JaHTPOJICHY
BHYTPIIIHBOBEHHO. Yepe3 pU3MK PO3BUTKY TilepKaieMii pEKOMEHJIOBAHO YHHKATH 3aCTOCYBAaHHS
OJIOKATOpIB KaJbI[I€EBUX KaHATIB, TAKUX SK aMJIOJMWITH, CXWJIBHHUM JO 3JIOSKICHOI rirmeprepmii
MalieHTaM Ta MPH JIIKyBaHH1 3J105KICHOT TinepTepmii.

Bnaue amnoouniny na inwi nikapceki 3acoou.

[NmoTteH3uBHUI ePeKT aMJIOIUIIIHY MOTEHIIIIOE TIMOTEH3UBHUN €EKT IHITMX aHTUTINEPTEH3NBHUX
3ac00iB.

Takponimyc.

IcHye pu3uMK mMiIBUIEHHS PIBHIB TaKpOJIMYCy B KpOBI NpU OJHOYACHOMY 3acCTOCYBaHHI 3
aMJIOJIMITIHOM, OJHAK (hapMaKOKIHETUYHHUN MEXaHi3M TaKoi B3a€MO/IIi MMOBHICTIO HE BCTAaHOBJICHO.
[I[o6 yYHUKHYTH TOKCHUYHOCTI TaKpoOJIMyCy, NpH CYNyTHbOMY 3aCTOCYBaHHI aMJIOJUIIIHY
MarieHTaM, SKi NPUAMAIOTh TaKPOJIMYC, CJiJ TPOBOAWTH PETYISIPHUNA MOHITOPUHT pIBHIB
TaKpoJIIMyCy B KPOBI Ta, y pa3i HEOOXiTHOCTI, KOPUTYBATH 103y TaKponiMycy

mTOR incibimopu (mammalian target of rapamycin - MillIeH1 panaMillUHy y CCaBI{iB).

Taki mTOR iHri6itopu, Sk CHpOJIMYC, TEMCHPOJIMYC 1 €BEpOJIMYC € Cy6CTpaTaMI/I CYP3A.
Amnonunin € cnabkum iHriditopom CYP3A. Ilpu ogHOYacHOMY 3acTOCYBaHHI aMIJIOAMITIHY 3
mTOR iHriGiTopamu BiH MOXe IMOCUIIOBATH BIUIMB OCTAHHIX.

Luxnocnopun.

Jlocmi/pkeHb  B3a€MOJIN  LUKIOCHOPUHY Ta aMJIOAMIIIHY TPH  3aCTOCYBaHHI 3710 pOBHM
JTOOpOBOJIBISIM a00 B IHIIMX Tpylnax He MPOBOJIWIM, 33 BHHATKOM 3aCTOCYBAaHHS Malli€HTaM i3
TPAaHCIUIAHTOBAHOIO HHPKOIO, Y SKHX CIOCTepirajocs MIHJIMBE MiJBUILEHHS 3aJUIIKOBOT
KOHIIeHTpalii [uKiIocnopuny (B cepeaubomy Ha 0-40 %). [l mamieHTiB i3 TpaHCIIIAHTOBAHOIO
HUPKOIO, SIK1 3aCTOCOBYIOTh aMJIOJIUIIIH, CIiJl PO3IIISHYTH MOXKJIUBICTh MOHITOPUHTY KOHIIEHTpALIii
LIUKJIOCHOPHHY Ta, Y pa3i HEOOX1AHOCTI1, 3MEHIINUTH /103y LIUKJIOCIIOPUHY.

Cumeacmamun.



OpnnouacHe 3acTOCyBaHHS OaraTopas3oBuX /103 amiomuminy 10 Mr ta cumBactatuny B 7031 80 mr
MPU3BOJIMIO 10 30UTBIICHHS €KCHO3WIii CUMBAacTaTMHY Ha 77 % TOPIBHAHO 13 3aCTOCYBaHHSAM
JMIIe CHUMBAcTaTuHy. Jlns TalieHTiB, SKi 3aCTOCOBYIOTh aMJIOJAMWIIH, 03y CHMBACTaTUHY CIIiJ
obmexutn 110 20 Mr Ha 100y.

Cunoenaghin.

OpnopaszoBuii npuitom 100 Mr cunpeHadiny mamieHTaMu 3 €CEHINIANLHOIO TIMEPTCH3IEI0 HE
BIUIMBAaB Ha (apMaKOKiHETHKY amiomuminy. Ilpu omHOYacHOMY 3acTOCYBaHHI aMJIOJWIIHY Ta
cunaeHad LTy B IKOCTI KOMOIHOBaHOT Teparii KO>KeH i3 MpenapariB MpOsBIIsIB TINOTEH3UBHUHN eeKT
HE3aJIeKHO BiJI IHIIIOTO.

Tnwi nixapcoki 3acoou.

KniniuHi JgochipkeHHs B3aeMOJil TpenapaTy IOKa3aid, IO aMIIOJWIIH He BIUIMBAE Ha
(hapMakOKIHETHKY aTOpBAaCTaTHHY, AUTOKCHHY a00 BapdapuHy.

Emanon (ankozons).

OpHopazoBuil Ta OaratopasoBuil mpuiiom 10 Mr aMoauIiHy HE MaB CYTTEBOIO BIUIMBY Ha
(hapMaKOKIHETHKY €TaHOJTY.

CymicHe 3acTOCYBaHHS aMIIOJMIIHY 3 LUMETUAMHOM, HE MaJlo BIUIMBY Ha (PapMaKOKIHETHKY
aMJIOIUITIHY.

CymicHe 3acTOCyBaHHS MpernapaTiB alfOMIHII0/MarHIIO (aHTAIUIIB) 13 PA30BOIO J03010 aMJIOIUIIIHY
HE MaJIo CYyTTEBOTO BIUIMBY Ha (hapMaKOKIHETUKY aMJIOIUIIIHY.

Jlabopamopni mecmu.

BrnuB Ha noka3HukH 1a00paTOPHUX TECTIB HEBIAOMUH.

Ocobnueocmi 3acmocy8ants.

besneka Ta eeKTUBHICTH 3aCTOCYBaHHSI AMJIOIUITIHY MPH TIIEPTOHIYHOMY KpU31 HE OIL[IHFOBAIMCS.
Tlayienmu i3 cepyesoro Hedocmamuicmio.

Janiii kaTteropii maIi€eHTIB aMJIOJUWITIH CJiJ 3aCTOCOBYBAaTH 3 OOEpeXHICTIO. Y  XOmi
JOBIOTPUBAJIOTO  TUIAIE00-KOHTPOJIBLOBAHOTO  JIOCHDKEHHS Yy  MAIIEHTIB 13 CEpIIEBOIO
HemocTaTHICTIO Tshkkoro crymeHs (kiac III Ta IV 3a kmacudikariero NYHA) npu 3actocyBanHi
aMJIOJIUITIHY YacTOTa BWIMAJAKIB PO3BUTKY HAOpSAKYy JiereHb Oyja BHUIOI TOPIBHAHO 13
3acTocyBaHHAM Tutane0o. [lamieHTam 13 3acTIMHOIO CEpPIIEBOI0 HEJAOCTATHICTIO OJIOKATOPH
KaJIbIIEBUX KaHATIB, BKJIIOUAIOYU aMJIOJIUIIIH, CJi/l 3aCTOCOBYBATH 3 00EPEKHICTIO, OCKUTBKY BOHU
MOXYTb ITIJIBUIIYBATH PU3HK CEPIICBO-CYAMHHUX MMOJIN Ta JETAIBHUX HACTIIKIB Y MallOyTHBOMY.
Tayienmu i3 nopywenuam ynkyii nevinxu.

[lepion HamiBBUBeneHHs amutoaumiHy Ta mapamerpu AUC BuIll y MAIi€HTIB 13 MOPYIICHHSIM
GyHKIIT TEYiHKK; peKOMEHAIliii CTOCOBHO 7103 Mpenapary Hemae. ToMmy naHii KaTeropii mamieHTiB
CJIiT PO3MOYMHATH 3aCTOCYBaHHs Ipemnapary i3 HahHmwk4oi no3u. Ciig OyT O0OEpeKHHMH SK Ha
MOYaTKy 3aCTOCYBaHHS TWperapary, Tak 1 mig 4dac 30uiblieHHS A03u. [lamieHTtam 13 TSKKOIO
MEYIHKOBOIO HEIOCTATHICTIO MOXe OyTH HEOOXiTHUM MOBUTLHUHN MiAOIp AO3U Ta PETENbHUNA HATJIS
3a CTAaHOM Ialli€HTA.

Hayienmu nimub020 8iK).

30uIbIIyBaTH 103y Mpenapatry JaHiil KaTeropii namieHTiB ciiJ 3 00epeKHICTIO.

Tlayienmu i3 HUPKOBOIO HEOOCMAMHICMIO.

JlaHiit kaTeropii Mali€HTIB CIiJ 3aCTOCOBYBATH 3BHUYalHI J03M IpenapaTry. 3MIHM KOHLEHTparil
aMJIO/IUIIIHY Y TUIa3Mi KpOBI HE KOPEJIOIOTh 31 CTYIEHEM MOpyIIeHb (YHKIIH HUPOK. AMIOJUIIH
HE BUJAISETHCS IIIIXOM Jiami3y.

AMIIOUTIIH HE BIUIMBAE Ha PE3yAbTATH JTa0OPATOPHUX JOCTIKEHb.

He pexoMeHayeTbCsi 3aCTOCOBYBATH aMJIOJMIIIH pa3oM i3 rpeindpyrom abo 3 rpedndpyroBum
COKOM, OCKUIbKM Y JIESKHMX Mali€HTIB OI0JOCTYNMHICTh MOXe OyTH 30uIbllieHa, L0 MpU3BENE 10
MTOCHJICHHS TIMOTEH3UBHOTO €(EeKTy Impernapary.

Hampiii.

Le#t mpenapar MicTuTh MeHIe 1 MMOJb HaTpito (23 Mr) Ha TabieTKy, TOOTO MPAKTUYHO BUIBHUN
BiJI HATPIIO.

Depmunvricmeo.

[ToBinomsiocst mpo 00OPOTHI Gi0XIMIYHI 3MIHM TOJOBKH CHEpMaTo30ia y JAESKUX MallieHTIB TIpU
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3aCTOCYBaHHI 0JIOKATOPIB KanblLieBuX KaHaiiB. KiiHiuHOT iH(opMaIiil 040 NOTEHIIHHOTO BIUIUBY
aMJIOIUTIIHY Ha (PepTUIIBHICTh HEJOCTATHRO.

3acmocysanns y nepiod eacimnocmi abo 200y8aHus 2pyooio.

besneka 3acTocyBaHHsI aMJIOIMITIHY JKIHKaM y MEpioj BarirHOCTI HE BCTAHOBJICHA.

3acToCOBYBAaTH aMJIOJMITIH Yy TMEPioJl BAariTHOCTI PEKOMEHIYETHCS JIMIIE y TUX BUMAJAKaX, KOJIU
HeMmae Oe3MeYHINIoi aJbTepHATHBH, a PHU3MK, MOB’SI3aHHUH 13 CAaMUM 3aXBOPIOBAHHSM, MEPEBHIILYE
MOJKJIMBY IIIKO/IY BiJ JIIKYBaHHSI U MaTepi Ta III0/a.

VY Xoni HoCHiKeHh Ha TBapMHAX MPHU 3aCTOCYBAaHHI BHCOKHX JI03 CIIOCTEpiransacs pernpoayKTHBHA
TOKCHYHICTb.

Ilepioo 200ysanns epyoorw.

AMIIOMTIIH ~ BUAUISIETBCS Yy MaTepuHChbKe MOJOKO. CIiBBiIHOMIEHHS JI03H, OTPUMAaHO1
HOBOHAPOJ/DKEHUM BiJ] Marepl, y MDKKBApTUJIBHOMY Jialla3oHl OILIHIOKOTH K 3-7 %, MakcuMyMm
15 %. [lis amyioIuIiiHy Ha HEMOBJISAT HEBIAOMA.

[lpr mpwifHATTI pimIeHHS NPO TPOJOBKEHHS TOJYBAHHS TPYMII0 ab0 TMpo 3acTOCYBaHHS
aMJIOJUIIHY HEOOXIHO OIIIHIOBaTH KOPHUCTb TOJYBAaHHSA TPYJJI0 A TUTHHU Ta KOPUCTb BIJ
3aCTOCYBaHHS Ipenapary i MaTepi.

30amuicmv enausamu Ha WUOKICMb pearyii npu KepysaHHi a8mMompaHcnopmom abo iHUUMU
MeXaHiZMamu.

AMIOIUIIH MOXK€ YMHUTH HE3HayHuil a0o TMOMIpHMM BIUIMB Ha 3JaTHICTb KepyBaTH
aBTOTPAHCTIOPTOM ab0 MPAIFOBATH 3 IHIIUMH MEXaHI3MaMHU.

HIBuakicTh peaxiii Moxke OyTH 3HMKEHA MPU HASBHOCTI TaKMX CHUMIITOMIB SIK 3allaMOpPOYEHHS,
TOJIOBHUI OUTh, CTUTYTaHICTh CBIIOMOCTI 200 HyI0Ta.

Crig 6yTi 06epexxHUMH, 0COOIMBO HA IMOYATKY Tepaltii.

Cnocio 3acmocysannusa ma 003u.

Jlopocani.

Jlnst mikyBaHHSI apTepiajibHOI TimepTeH3il Ta CTEHOKapil 3BMYaliHa IMOYATKOBAa J103a Mperapary
Hopsack® cranoBuTh 5 Mr 1 pa3 Ha 100y. 3alle)KHO Bill peakilii malieHTa Ha Tepalliio 03y MOXKHA
30UTBIINUTHU 0 MAaKCUMAJIbHOI 1034, 110 cTaHOBUTH 10 Mr 1 pa3 Ha n00y.

[TamienTaM 31 CTEHOKapAI€ErO MpenapaT MOXHa 3aCTOCOBYBATH SIK MOHOTEpaIliro adbo y KoMOiHarii 3
IHITUMW aHTUAHTTHAIBPHUMHU JIKAPCHKUMHU 3aco0aMu TPU PE3MCTEHTHOCTI JIO HITpaTiB Ta/abo
aZICKBaTHHX 7103 OeTa-0J0KaTOPiB.

€ 10CBiX 3aCTOCYBaHHS Ipenapary y KoMOiHaIlii 3 Tia3uJHUMU iypeTuKamu, albda-0rokaropamu,
Oera-010kaTopaMu abo0 IHTIOITOpaMH aHTIOTEH3WHIIEPETBOPIOBAIILHOTO ()EPMEHTY TNaIlliEHTaM 3
apTepiaabHOIO TIEPTEH3IE0.

Hemae HeoOXxigHOCTI y migbopi 103U MpemapaTy IpU OAHOYACHOMY 3aCTOCYBaHHI 3 Tia3WIHUMH
niypeTukamu, 6erta-6IokaTopamMu Ta iHTri0ITOpaMy aHT1I0TEH3WHIIEPETBOPIOBATILHOTO (PEpMEHTY.
Jlimu gixom 6i0 6 pokie 3 apmepiaibHOI 2iNepmeH3Icl.

PexoMeH0BaHa mouaTkoBa j103a npernapaTy Hoppack® ns wiei kateropii maiieHTiB CTaHOBUTD
2,5mr 1pa3 Ha 700y. Skmio HeoOXiAHWUN pIBEHb apTepiajJbHOTO THCKY HE Oyae MOCSATHYTHMA
MPOTATOM 4 TIXKHIB, A03Y MOKHA 30UIBIIUTH 70 5 MTI Ha 100y. 3acTOoCyBaHHS MIpernapary y J103ax
BHIIE 5 MT JIJIs IaHOT KaTeropii MarieHTiB He JOCIIKYBaJIH.

Hayienmu nimub020 BiK).

Hemae neoOximHOCTI y mimbopi A03W A AaHOI KaTeropii mamieHTiB. [liABHIEHHS MO3W CIif
MIPOBOJIUTH 3 00EPEKHICTIO.

Tayienmu 3 nopywenusam QyHkyii HUpoK.

PekoMeHyeThCS 3aCTOCOBYBaTH 3BUYAiHI J03M Tpenapary, OCKUIBKH 3MIiHHM KOHIIEHTpaIlii
aMJIOJIMIIIHY Yy IUTa3Mi KpOBI He TMOB’s3aHI 31 CTYNEHEM TSDKKOCTI HHUPKOBOI HEIOCTAaTHOCTI.
AMIIOIUTIIH HE BUBOIUTHCS IIJISTXOM Jiaii3y.

Tayieumu 3 nopyweHHsam QyHKyii newinku.
Jlo3u mpenapaTy Ais 3aCTOCYBaHHS Malli€eHTaM 3 MOPYIIEHHSM (YHKIIIT MEYiHKU BiJ JETKOro J0
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MOMIPHOTO CTYyINEHS HE BCTAHOBJIEHI, TOMY Mig0ip MO3M CiJ MPOBOAUTH 3 OOCPEXHICTIO Ta
MOYMHATH 3aCTOCYBaHHSA TIpemnapary i3 HaWHWK4YOi JO3M B [iama3oHi /03 (OUB. PO3IUT
«OcobmuBocTi  3acrocyBaHHs» 1 «®apMakojoridyai  BiacTHBOCT..  DapMaKOKIHETHKA»).
dapMaKOKIHETHKY aMIJIOAMIIIHY HE JOCHIPKYBAJIM Yy MAIi€HTIB i3 MOPYIIEHHSAM (QYHKIIIT MEYiHKH
TSDKKOTO  CTymeHs. /I mamieHTiB i3 NOPYIICHHSAM (YHKIIT TEYIHKH TSKKOTO CTYICHS
3aCTOCYBAaHHS aMJIOAMITIHY CIIiJl TOYMHATH 13 HAHMKYOT JO3H Ta MOCTYIOBO 1i 301IbIIyBaTH.
TaGneTkn o 5 M MOKHA PO3AUTMTH HABIMLI JUTSI OTPUMAHHS 03U 2,5 MT.

Jimu.
[Ipemapat MOXHa 3aCTOCOBYBATH JITSAM BIKOM Bi 6 POKiB.
Brme amioaumminy Ha apTepialibHUI THCK MAIi€HTIB BIKOM /10 6 pOKIB HEBITOMUIA.

Ilepeoo3ysanns.

JlocBi HABMUCHOTO NE€pPEI03yBaHHs MpenapaTry 0OMeKeHUH.

Cumnmomu nepedo3yeamHs: HasiBHa 1H(MOpMaIlsd Ja€ TMIACTaBM BBa)XXaTH, [0 3HAYHE
nepe1o3yBaHHs aMJIOJUIIIHOM MpU3Beie 10 HaJAMIPHOI nepudepuyHoi Ba3oquiiaTarii Ta, MOKIHUBO,
no pedaexkropHoi Taxikapmii. IloBimomuisiocss mpo PO3BUTOK 3HAYHOT Ta, MOXKJIUBO, TPHUBAIOL
CUCTEMHOI apTepiajibHO1 MIIOTeH311, BKIIOYAIOUX IIOK 13 JIETAJIbHUM HACTIIKOM.

Jlikyéanusa: KIHIYHO 3HAUylla apTepiajbHa T1MOTEeH31s, 3yMOBJIEHA MepeI03yBaHHAM aMIIOAUIIIHY,
BAMarae akTHUBHOI MIATPUMKH JiSTTBHOCTI CEPIEBO-CyIMHHOI CHCTEMH, BKIIOYAIOYH YaCTHH
MOHITOPUHI (YHKII cepus Ta IUXaHHS, NUIHATTS HIKHIX KIHI[IBOK, MOHITOPUHT 00’eMy
LUPKYJIOI0YO0T PIAMHY Ta CEYOBUIUICHHS.

Jl1st BiTHOBJICHHSI TOHYCY CY/IMH Ta apTEPialbHOTO THCKY MOYKHA 3aCTOCYBAaTH CYJIHMHO3BYKYBAIbHI
npenapary, YIEBHUBIINCH y BIIICYTHOCTI MPOTHUNOKa3aHb JO iX 3aCTOCYBaHHS. 3acTOCYyBaHHS
KaJIBITIFO TJTFOKOHATY BHYTPIITHLOBEHHO MOYK€ OyTH KOPHUCHUM JJIsl HIBETIOBaHHS e(DeKTIB OJ0KaIn
KaJIBI[I€EBUX KaHAJIB.

VY hesxux BUMaAKaX MOXke OyTH KOPHUCHUM IPOMHUBAHHS LUTYHKAa. 3aCTOCYBAaHHS AaKTHBOBAHOIO
BYT'ULJISL 3JOPOBHUM JI0OPOBOJIBISIM MPOTATOM 2-X TOJMH TIcis BBeneHHs 10 Mr amyioqumniny 3Ha4HO
3MEHILUJIO PIBEHb HOTO BCMOKTYBaHHS.

OCKUTbKY aMJIOIMITIH 3HAYHOIO MIPOIO 3B’ S3Y€EThCA 3 OUTKaMM KPOBi, €PEKT Aiami3y He3HAYHUH.

Io6iuni peakuii.

[Ipu 3acTocyBaHHI aMJIOAMIIHY HAW4YacTille IMOBIIOMISIOCS TPO Taki IMOOIYHI peakiii sK:
COHJIMBICTH, 3alTAMOPOYCHHS, TOJOBHUN OULIb, TTOCHJICHE CEpLEOUTTS, MPUILIIUBH, OUTh Y YepEeBHIN
MMOPOYKHHUHI, HYy10Ta, HAOPSKH TOMLUIOK, HAOPSIKK Ta MiABUIIICHA BTOMJIFOBAHICTb.

[ToGiuni peakiii, Ipo sIKI MOBIZOMIISUIOCS ITiJ] Yac 3aCTOCYBaHHS aMJIOJUITIHY, HABEJACHI HUXKYE 3a
CHUCTeMaMM Ta KjacaMH OpraHiB Ta 3a 4aCTOTOI BHUHHUKHEHHS: Ayxe yacto (> 1/10), yacto (Bin
> 1/100 mo < 1/10), meuacto (Bim > 1/1000 no < 1/100), pinko (Bix > 1/10000 mo < 1/1000), myxe
pinko (< 1/10000) meBigoMo (He MOKHA BCTAHOBHMTH Ha ITiJICTaBi HASBHHUX JAHMX).

3 boky kposi ma nimghamuunoi cucmemu.

Jlyxe pigKo: JIEUKOLUTOIEHis, TPOMOOIIUTOIIEHIS.

3 boky imyHHoi cucmemu.

Jlyxe piliko: ajepriuHi peakitii.

3 6oxy memabonizmy ma animenmapi po3naou.

Jlyxe pigKo: TimepriikeMis.

Icuxiuni nopywuenus.

Hewacro: genpecis, 3MiHI HACTPOTO (BKJIFOUAIOYU TPUBOKHICTD), OE3COHHS.

Pinko: crutyraHicTh CBiTOMOCTI.

3 boky Hepgosoi cucmemu.

YacTo: COHNMUBICTD, 3aIIaMOPOUYEHHS, TOJIOBHHH 011 (TOJJOBHUM YMHOM Ha MTOYATKY JIIKYBaHHS).
HeuacTo: TpeMop, TucreB3is, CHHKOIIE, TillecTe3is, mapecresis.

Jlyxe pisiko: rinepToHyc, nepudepudna Heupomnaris.

Hesinomo: ekcTpamnipaMifHi po3iaiu.

3 6oky opeanis 30py.



Yacro: mopymieHHs 30py (BKIIOUAIOYH JHUILIOIIO).
3 boky opeanis cyxy ma 1aoipunmy.
Hewacro: 13BiH y Byxax.
3 6oky cepuys.
Yacro: nocuseHe cepueOuTTs.
Hedacto: aputmis (BiIroyarouum Opaaukapiiro, IIIYHOYKOBY TaxXiKapAilo Ta MEpPeXTiHHS
nepeacepn).
Hyxe pinko: iHapkT Miokapaa.
3 60Ky cyoun.
YacTo: npUIImBH.
Hewacro: aprepianpHa TiIOTEH3Is.
Jlyxe piIko: BaCKYIIiT.
Pecnipamopmni, mopakanvni ma mediacmunaibHi NOpYuIeHHs.
Yacro: nucnHoe.
Heuacro: kamens, puHIT.
3 6OKY WIYHKOBO-KUUKOBO20 MPAKNL) .
Yacrto: OU1b y )KMBOTI, HYJI0Ta, TUCHEINCIA, MOPYIIEHHS NEPUCTAIBTUKY KUIIEYHUKY (BKIIOUAIOUU
Japero Ta 3arop).
HeuacTo: GmroBaHHs, CyXiCTh Y POTI.
Jlyxe piaKo: HaHKpeaTuT, TaCTPUT, TiepIia3isi ICeH.
3 boky eenamobiniapnoi cucmemu.
Jlyke piIKo: TernaTUuTH, >KOBTSHULA, MIABUIIEHHS PIBHS NEYIHKOBUX (epMeHTIB (10 HaiyacTiiie
acolII0BAJIOCS 13 XOJECTa30M).
3 60Ky wKipu ma niowKipHoi MKAHUHU.
Heuacro: amomertis, myprypa, 3MiHa 3a0apBiICHHS IIKIpH, MiABUIICHE MOTOBUIUICHHS, CBEPODK,
BHCHII, €K3aHTEMA, KPOITUB’ THKA.
Jly’ke pimko: aHTIOHEBPOTHYHUMA HAOPSAK, MYIbTH(GOPMHA epuTeMa, eKC(HOTIaTUBHUN ICPMATHT,
cunapom CriBeHca-J[)xoHcoHa, HaOpsak KBiHke, POTOUYTIHBICTS.
HeBimoMo: TokcnuHU# eniiepMaTbHA HEKPOJII3.
3 boky cxenemHno-m 830601 ma cnoay4Hoi MKAHUH.
YacTo: HaOpsiKaHHS TOMUIOK, CyJIOMH M’ SI31B.
Heuacro: aprpanrisa, mianris, OU1b y CIIUHI.
3 60Ky HUPOK ma ce4o8UILIbHO20 MPAKMY.
Heuwacro: nopymieHHs: ceuoBUAUIEHHS, HIKTYpIis, MIBUILEHA YaCTOTa CEYOBUITYCKAHHS.
3 6oky penpodykmusHoi cucmemu ma MOJOYHUX 34103
Heuyacro: iMIIOTEHIIIs, TIHEKOMACTIA.
3azanvui nopywenns ma cmauu y Micyi 66e0eHHs.
Jlyxe 4acTo: HaOpSIKH.
YacTo: miaBHUIlleHa BTOMIIOBAHICTb, aCTEHI.
Hewacro: 6inb y rpyasx, 6u1b, HE3 Ay KaHHS.
Jlocnioocenns.
Heuacro: 30u1bmieHHst 200 3MEHIIEHHS MacH Tifa.
[ToBimomisocs PO BUHATKOBI BUIIA/IKKA PO3BUTKY €KCTPAIipaMiTHOTO CHHIIPOMY.
ITH.
Amitonunin J1oOpe MepeHOCUThCsl MpU 3acTocyBaHHI JiTsAM. [Ipo¢ine nmoGiuHuX peakuiii Oy
NOMIOHUM 1O THX, ILIO CIOCTEpIrajucs y JIopociuX. Y JOCHIDKEHHI 3 ydacTio 268 jiteit
HaifuacTilie MNOBIIOMIISUIOCS NpO Taki MOOIYHI peakuii: ToJIOBHMHA Oulb, 3alaMOpOYEHHS,
PO3LIMPEHHS KPOBOHOCHUX CYJIMH, HOCOBA KPOBOTEUa, OUIb Y )KUBOTI, aCTEHIS.
binbmicts moGiyHMX peakuid Oynau Jierkoro abo MOMipHOTO crymeHs. Tspkki moOidHi peaxiii
(mepeBaykHO TOJIOBHUU OuIb) croctepiranucs y 7,2 % mpu 3acTocyBaHHI 2,5 MI' aMJIOJUIIHY, Y
4,5 % mpu 3acTocyBaHHI 5 Mr amnoauiiHy, Ta y 4,6 % — y rpyni mnaune6o. Haiinommupenimoro
NPUYMHOIO BHUKIIOYEHHS 3 JOCTIDKEHHS OyjJa HEKOHTpOJIbOBaHa rinmepreHsis. JKomHoro pasy
BUKIIIOUEHHS 3 JOCTIHKEHHS] HE OYJIO CIPUYMHEHE BIIXUIECHHSMHU TaOOPATOPHHUX MOKA3HUKIB BiJ
HopMmu. He Oyn0 3ahikcoBaHO CYTTEBUX 3MIH MYJbCY.



Tlosioomnenns npo nido3piosani noOIYHI peaxyii.

[ToBimoMJICHHST TIPO IMiI03pIOBaHI MOOIYHI peakiii Icis peecTparii JiKapchbKoro 3acoly Mae
BaxMBe 3HaueHHs. lle nmae 3mory mpoBoauTh Oe3nepepBHHUI MOHITOPHHI CITIBBIIHOIICHHS MDK
KOPHUCTIO 1 PU3UKAMH, TIOB’SI3aHUMH 13 3aCTOCYBAHHSM IHOTO JIIKAPCHKOTO 3acoly. Jlikapsm ciif
3BITYBaTH Mpo OyIb-sKi MiI03proBaHi MOOIYHI peakiii BiIOBIJHO 0 BUMOT 3aKOHOIaBCTBA.

Tepmin npuoamnocmi. 4 poxu.

YmoBu 30epiranns.
30epiratu pu Temmeparypi He Buie +25 °C y HeIOCTYITHOMY JUIS TITEH MiCIIi.

YnakoBka.
ITo 10 Tabnerok y 6mictepi, o 3 abo no 6 OxicTepiB y KApTOHHIM yIaKOBLIL.

Kareropis Bianycky. 3a penenrom.

BupooOHuk.
P-®apm Ixxepmani I'm6X/
R-Pharm Germany GmbH.

Micue3naxo/:keHHsI BUPOOHMKA Ta HOro ajapeca Micusi MIPOBAa/XKeHHS AislIbHOCTI.
I'enpix-Maxk-IlItpacce 35, 89257 Innepriccen, Himeuunna/
Heinrich-Mack-Strasse 35, 89257 Illertissen, Germany.

abo*

BupooHuk.
[Iaitzep Mentodexuaypunr Hovunena [M6X /
Pfizer Manufacturing Deutschland GmbH.

Micue3Haxoa:KeHHsI BAPOOHHUKA Ta MOro aapeca Micusi NPOBasKeHHS JislJIbHOCTI.
berpidmrerTe ®paiidypr, MycBanbnans 1, 79090 dpaiibypr, Himeuunna /
Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.

* B incmpykyii, wo 6yde 6K1aena 6 KapmoHHy YNaKkoeKy, 0yoe 3a3HaueHutl auue 0OuH 6UupoOHUK
(moti, wo 6y6 3a0ianull 015 BUNYCKY cepii).



