TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

APU®OH® PETAP]I

(ARIFON® RETARD)

CKn1ao0:
ditoua peyvosuHa: iHmamamif (indapamide);
1 tabnetka mictuts 1,5 Mr ingamnaminy;

0ONnoMmidIcHI peyo8uHU: TaKTO3U MOHOTIgpaT, rimpoMesno3a (E 464), moBigoH, KPEMHIIO Ti0KCHT
Kojoiguuit 6e3pomuuii (E 551), marwito creapat (E 470 B), tutany miokcup (E 171), rninepun (E 422),
Makporon 6000.

JlikapcbKa ¢popma. TabneTky, BKPUTI IIiBKOBOIO 000JI0HKOI0, ITPOJIOHTOBAHOI [il.

OcHogHi ¢i3uko-ximiuHi 81acmusocmi: 6i70ro Koabopy, Kpyrioi ¢opMu TabIeTKu, BKPUTI MJ1iBKOBOIO
000JI0HKOIO.

®apMakoTepaneBTUYHA Irpyna. [[iypeTUKU 3 IIOMIPHO BUPaXKEHO [iypeTUYHOK aKTUBHICTIO, 3a
BUK/II0UeHHAIM Tia3upis. Cynsdonaminy, npocrti. Inganamin. Kog ATX C03B All.

dPapmakono2iuHi e1acmusocmi.
dapmakoOuHamika.
MexaHi3m 0ii

[npanamip - cynbhoHaMigHUN AiypeTHK 3 iHAOIOBUM KilblieM, 10 papMaKoIOTigyHO CIIOpiAHEHUH i3
Tia3UOHUMHU [OiypeTUKaMU Ta IPU3HAYa€ThCS AJIS JIIKyBaHHS apTepiaibHOl IinepTeHsil.

[spanamin fie Ha piBHI HUPOK 1 Cy[UH.

Inpanamip inri6ye peabcopOiIrito HAaTPil0 y KOPTUKAIbHOMY CETMeHTi HUPOK. Lle migBuUIIye eKCKpeliio
HAaTpII0 Ta XJIOPULIB Y Ce4Yy i MEHIIOK MIPOI0 - KaJlilo Ta MarHito, MifABAIIYIOYU TaKUM YUHOM [iypes.

®apmakoOuHamiyHi epexmu

Kniniuni gocnipxenns II-111 ¢pas3u i3 3acTocyBaHHAM iHIanaMmigy sSIK MOHOTepallil ITpogeMOHCTPYBaJIH,
110 aHTUTiNePTEeH3UBHMUYN e(DeKT iHfanaMigy TpruBa€ npoTsarom 24 roguH. [liypetuunuit edhekTt OyB
IOMIpHUM. AHTUTINIEPTeH3UBHA i iHAanaMiqy MNOB’'s13aHa i3 MOKpAIleHHAM eJIaCTUYHOCTI apTepid Ta



3MEHIIEeHHSIM Pe3UCTEHTHOCTI apTepio i 3arajbHOTr0 NepuhepudHOro OMopy CyOuH.
[apamaMin 3MeHIIye rinepTpodiro JIiBOro UITyHOUYKa.

[Tpu mepeBuIlleHHI pEKOMEHI0BAHOI 03U TepalneBTUYHUM eDeKT Tia3umiB Ta Tia3umomomioHuX
[iypeTHKiB He 30iMbIIyETHCS, TOOI K KiIbKiCTh HeOaKaHUX SIBUII 3POCTAE. fKINO TiKyBaHHS €
HeIOCTAaTHbhO e(PEKTUBHUM, ITiIBUIITYBATH 003y HE PEKOMEHIYETHCS.

4Kk 6ym0 moKa3aHOo y OOCIigKeHHAX Pi3HOI TPHUBAIOCTi (KOPOTKOI, CEpegHbOI Ta OBroi) 3 y4acTio
Malli€HTIB i3 apTepiabHOO TilepTeH3i€l0, iHgamaMif:

e He BIJINBA€ Ha MeTab0JIi3M JiMigiB (TPUTTIillepUaH, X0IeCTePUH JIONPOTEINiB HU3BKO1
IIiTBHOCTI Ta XOJIECTEPUH JIIIOMPOTEINiB BUCOKOI LIiTBHOCTI),

 He BIUIMBAE Ha MeTaboJ1i3M BYT1€BO/IiB, HABiTh ¥ XBOPUX Ha LyKPoBUil HiabeT Ta 3
apTepianbpHOIO TiIEePTEeH3IEI0.

IapanaMin mie Ha piBHI CyOIUH IUIAXOM:

e 3MEHIIEeHHSI CKOPOTJIMBOI 3aTHOCTI ITMagKuX M’s13iB Cy[MH, 1110 ITOB’I3aHO 3i 3MiHaMu
TpaHCMeMOpPaHHOT0 00MiHY i0HIB (TOJIOBHMM YMHOM KaJIbIlii0);

e cTUMYTIALIl cuHTe3y npoctarnaHguHy PGE, ta npocTtauukininy PGI, (Ba3ogunaraTop Ta
inribiTop arperatii TpOMOOLIUTIB).

dapmakoKiHemuxka.

1,5 Mr iHmanaMigy MicTUThCS y TaOleTIi IPOJIOHTOBAaHOI Iil, CTBOPEHOI Ha OCHOBI MaTPUKCY.
Po3noginenHsa ingamaminy B cucTeMi MaTpUKCy 3abe3nedye MO0 PiBHOMipHe BUBiIIbHEHHS 3
TabJIeTKY.

AGcopbirist

BuBinbHeHa ¢Qpakuis iHganamify MIBAOKO Ta IIOBHICTI0 BCMOKTYETHCS Y IIYHKOBO-KUIIKOBOMY
TpakTi. [TpuiioM ixi meIno migBuIlye MBUAKICTL abCcopOilil, ajle He BIIMBAE Ha KiNTbKiCTh IIpenapary,
IIT0 BCMOKTasacs.

MaxkcumasnbHa KOHIIEHTpAllifl y I1a3Mi KpOBi Micyg IPUioMy 0OGHOPa30BOi AO3U OOCATAETHCS
npubnau3Ho yepes3 12 roguH, mogabille 3aCTOCYBaHHS MpenapaTy 3MEHIITyE KOTUBaHHS PiBHS
iHpanaMiny y mmia3Mi KpoBi y MixK[030BOMY iHTepBasli. ICHYIOTh iHTpaiHOUBIAyaIbHI KOJIMBAHHA.

Posnomin
3B’s13yBaHHS 3 IPOTEIHAMU IIa3Mu KpoBi - 79 %.
[lepion HaniBBUBeOeHHS CTaHOBUTH Bif 14 mo 24 roguH (y cepenHboMy 18 rogus).

PiBens cTabinbHOI KOHIIEHTPALlil foCATaeThCs Yepe3 7 [HiB. PerynspHe 3aCTOCyBaHHS He CIPUYUHSIE
KyMYJISIIL.

BuBeneHHda

Iapanamin BuBoguThCA i3 ceueto (70 % Bim mo3u) Ta pekamiamu (22 %) y BUTISAAL HEAKTUBHUX
MeTa0oIiTiB.

[TaIrieHTH BUCOKOI'0 PU3UKY



Y mairieHTiB i3 HUPKOBOIO HEJOCTATHICTIO (hapMaKOKiHETUYHI TapaMeTPH He 3MiHIOIOThHCS.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

APH®OH® PETAP]], moKa3aHWii IPY eCeHIliaNbHil rinepTeHsil y [opocux.

IIpomunoka3zaHnus.

- [TigBuIeHa YyTNUBICTD [0 AiI040l PEYOBUHY, iHIMHNX CyTb(oHAMITIB ab0 [0 6yab-IKUX HOMOMIiKHUX
PEYOBUH;

- TSI2KKa HUPKOBA HEIOCTaTHICTE;
- meviHKoBa eHedanonaTis abo TAKKe MOPYIIeHHS QYHKIIIl TeYiHKY;

- Tirmokaniemis.

B3aemodina 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HepekomeHdogaHi kombiHauii

JIimiti. MoXnuBe NiABUIIEHHS PIBHA JITiI0 y IJ1a3Mi KPOBI Ta II0sSIBa CUMIITOMIB IIepefo3yBaHH4, SK i
npu 6e3CoNbOBiH HieTi (3HUKEHHS eKCKpeLlii JIiTiio 3 ceuelo). AKio noTpibHe Mpu3HaYEHHS
miypeTrka, HeoOXimHO MPOBECTH pPeTeNbHUM MOHITOPUHT PiBHS JIiTiIO ¥ IJTa3Mi KPOBi Ta aflanTyBaTu
1,03y JILTi1O.

KombiHauii, u,o nompebyroms obepexcHocmi

ITpenapamu, w0 MOXCymb CNPUYUHUMU BUHUKHEHHA NAPOKCU3MAAbHOI WAYHOUYK0801 maxikapoii
muny «nipyem», Taki SK (IepeJjiiK He € IIOBHUM):

aHTHAPUTMIiuHi npenapaTy Knacy la (Hanpuknan KBiHIAWH, TiIPOKBIHIOWH, OU30IipaMin);

AHTMAPUTMIiuHi penapaTtu Kinacy III (Hampukiag aMiomapoH, coTasnon, goderumin, i0yTumin,
OpeTuIiii);

OesIKi aHTUIICUXOTUYHI IIperapaTtu:

0 (eHoTia3mHU (HaNpUKIa XJI0PIPOMa3rH, lliaMeMa3HH, JIeBOMEeNIpOMa3rH, TiOpuaa3uH,
TpudIyonepasux);

o OeH3aminu (HaAPUKIIAM aMiCyIbIPUL, CYIbIiPUL, CYIbTONPUI, TiaIPUM);

o OyTtupodeHOHU (HampUKIaz APOIEPUOOI, TaoNepUao);



iHIII @aHTUIICUXOTUKY (HallpUKIaf IMiMO3HUM);

immmi mikapchKi 3acobu: (Hampukian Oenpuous, u3anpu, oudeMaHin, epuTpoMinH
BHYTPIITHEOBEHHUY, Tano@aHTpuH, Mi30laCTUH, TIeHTaMiguH, cap@nokcaliul, MOKCH(IIOKCaIuH,
BiHKaMiH BHYTPIIIHbOBEHHUY, METal0H, aCTEMi30J1, TepheHauH).

[Tpu 3acTOCyBaHHi iHgamaMigy 3 Bullle3a3HaYeHUMH JTIKapCbKUMHU 3aC00aMy MigBUITYETHCS PU3UK
BUHUKHEHHS IITYHOYKOBUX apUTMiii, 30KpeMa torsades de pointes - mapoKCHU3MasIbHOI IIIYHOYKOBOI
Taxikapmil TAMY «IIipyeT» (rimokamieMis € GaKTOPOM PU3UKY).

[lepen npu3HaueHHsAM TakKol KOMOiHAIIil CIlif mepeBipuTH piBeHb KaJlilo Ta ¥ pa3i HeoOXimHOCTI
BimKopurysaTu 1oro. Cif KOHTPOIOBATH K/IIHIYHUY CTaH MMalli€HTiB, eIeKTPoJIiTu maa3Mu Ta EKT.
[Tpu HasIBHOCTI rimokasiemil peKOMeHIOBaHO IPHU3HAYaTH MIPeapaTH, 10 He CIPUYNHSIIOThH
BUHUKHEHHS torsades de pointes.

HecmepoidHi npomu3anaavHi npenapamu (015 CUCMEMHO020 NPU3HAYEeHHS), BKAOYAOYU
ce/sieKkmugHi iH2ibimopu WUK/100KCU2eHa3U 2, seAuki 003U auemuacaniyuai08oi kuciomu (=
3 2/000y):

MOXKYTb 3MeHIIIyBaT! aHTUTiNePTeH3UBHUY edeKT iHfanaMiny;

y 3HEBOJIHEHUX Ialli€HTiB MiABUINYETHCS PU3UK BUHUKHEHHS I'OCTPOI HUPKOBOI HEJOCTATHOCTI
(uepe3 3HUKEHHS TIOMepyAspHOl dinbTparliil). [Iepen moyaTkoM JiKyBaHHS HEOOXiTHO BiTHOBUTHU
BOMHUY 0aslaHC Ta IepeBipuTy QYHKIIiI0 HUPOK.

IHeibimopu AIT®. MoxnvBe BUHUKHEHHS PANTOBOI apTepianbHOi rimoTexsii Ta/abo rocTpoi HUPKOBOI
HEOOCTATHOCTI Y NAIliEHTIB 31 3HUXKEHUM PiBHEM HaTpito (0COGIMBO y MallieHTiB 3i CTEHO30M HUPKOBOI
aprepii).

ApmepianbHa 2inepmeH3sid. fKIO onepegHe 3aCTOCYBaHHA AiypeTUKa BUKJINKAJIO 3HUXKEHHS PiBHSA
HaTpilo, HeoOximHO 3a 3 moOu 4o MOYaTKY JIiKyBaHHS iHTi6iTOPOM aHTiOTEH3MHIIEPETBOPIOBAILHOTO
bepmenTty (AI1®) mpuMUHUTY TPUHOM AiypeTHKa Ta MOTIM TPy HeoOXiMHOCTI BiTHOBUTH Teparriio
niypeTrkoM abo po3mnoyaTy npuiioM iHribiTopy AIT® 3 HU3BKOI TOYATKOBOI JO3H i3 MTOAAIBIINM
IIOCTYIIOBUM 1l IIiABUIIEHH M.

[Tpu 3acmitiHil cepuesili HeOocmamHocmi 3acTocyBaHHS iHTiOiTOpy AII® cif po3moYynHaTH 3
MiHiMaIbHOI 03K, Ta, MOXKJIUBO, IiC/IA 3HUKEHHS 03U I0NepegHbO MPU3HAaYeHOT0 JiypeTHKa, 1110
BUBOOUTL Kalild.

Y 6y0v-sakomy sunadky HeoOXiIHO MPOBOOUTH KOHTPOIb QYHKIII HUPOK (KpeaTUHIHY IITa3Mu)
IIPOTSATOM TEPIIUX TUXKHIB JiKyBaHHS iHTi6iTOpoM ATID.

ITpenapamu, w,0 MOXCYyMb CNPUYUHUMU BUHUKHEHHA 2iNOKaieMil: 2110K0- ma MiHepaiokopmukoiou
(015 cucmemHO020 npu3Ha4eHHs), ampomepuuyuH B (BHympiwHb08€eHHUll), mempako3akmuod,
NPOHOCHI npenapamu, Wo CMuMYy/AI0Mb Nepucmaabmuky, MiIBUINYIOTh PU3UK BUHUKHEHHS
rimokamiemil (amutuBHUYM edeKT). Ciig KOHTPOJIIOBATH Ta ITPU HEOOXiMHOCTI TPOBOIUTH KOPEKIIit0
PiBHA KaJIilo y Ia3Mi KpoBi, 0COOIUBY yBary Cif IPUAIISATA OGHOYACHIN Teparil i3 cepreBuMu
riIiko3ugaMu. PeKOMeHAY€eThCS IPU3HadYaTy IIPOHOCHI IIpenaparTy, 110 He CTUMYJIIOI0Th
[IePUCTAJIbTUKY.

ITpenapamu HanepcmsAHKU.

l'inokamiemist Ta/abo rimomMartiemist Cipusie TOKCUYHIN Oii HanepcTIHKU. PEKOMEHIYEThCS ITPOBOJUTHI



MOHITOPHUHT PiBHA KaJiio, MarHiio y maa3mi KpoBi Ta EK[-KOHTpOIIb, a ¥ pa3i HeoOXigHOCTi -
KODUTYBaHHS JIIKYBaHHA.

BaxknogeH OCUITIOE aHTUTINIEPTEH3UBHY [ifo IIpenapaty. Ha mo4yaTky Teparlii HeoOXiIHO BiTHOBUTH
BOJHO-eJIEKTPOJiTHUY GaraHC Ta KOHTPOJIIOBATH (YHKIII0 HUPOK Y IallieHTa.

Kombinauii, wo nompebyroms ocobausoi ysaau

ATonypHHOJI. O,T_[HO‘{aCHe 3dCTOCYBaHHA 3 iHI[alIaMi,T.I;OM MOZKe
NMPHU3BECTH [0 MiTBHIIEHHsI YaCTOTH BUHHKHEHHS peaKIlii
rinepuyTIMBOCTI 10 AJIONYPHHOTY.

KombiHauii, wo nompebyroms ygazu

Kanitizbepiearoui diypemuku (amisopud, CnipoHO1AKMOH, mpuammepeH). Ko icHye OOIiNnbHICTh
IpHU3HAYEeHHS TaKol KoMOiHaMil essKuM IMallieHTaM, He BUKJTIOUYAEThCS MOXKIIUBICTh BUHUKHEHHS
rimokariemil abo rinepkarniemil (0co6M1BO Yy XBOPUX Ha LYKPOBUH AiabeT abo i3 HUPKOBOIO
HeJOCTaTHICTI0). Cif MpOBOOUTH MOHITOPUHT Kaiio y mi1a3Mi Kposi, EKI-KOHTpob Ta Ipu
HeoOXiIHOCTI KOPUTYBaTH Teparliio.

MemeopmiH. [TigBUITYETHCS PU3UK BUHUKHEHHS MOJIOYHOKMCIIOTO alluf03y Y pa3i PO3BUTKY
GYyHKIIOHATBHOI HUPKOBOI HEOCTAaTHOCTI BHACTIAOK IPUHOMY HiypeTUkKiB, 0coOIMBO MeTahoBux. He
CJIifg IpH3HavaTyd MeT(OPMiH, SKI0 PiBeHb KpeaTHHIHY Y IJIa3Mi KPOBi IlepeBuiye 15 Mr/n

(135 MKMO7B/7) ¥ 4osoBiKiB Ta 12 mr/n (110 MKMOJIB/TT) ¥ KiHOK.

HodokoHmpacmHi 3acobu. Y pasi gerigparariii, CHpuYHHEHOI TPUHAOMOM [IiyPETHKiB, 36iTbIIyEThCS
PU3UK PO3BUTKY IOCTPOI HUPKOBOI HETOCTATHOCTi, 0COGIMBO MTPU 3aCTOCYBAHHI BETUKUX [103
HOIOKOHTPACTHUX 3aco0iB. HeoOXigHO BimHOBUTH BOIHMM GalaHC OO MPH3HAYEHHS HOMOKOHTPACTHUX
3aco00iB.

IminpamiHonodibHi aHmudenpecaHmu, Heliposenmuku. [ToCUTIEeHHS aHTUTIIEPTEH3UBHOTO ehEKTY Ta
PU3UKY PO3BUTKY OPTOCTATUYHOI TiOTEH3il 3a paXyHOK afUTUBHOTO e(EKTY.

Coai Kanvuio. MoXnuBe BUHUKHEHHS TillepKaJbIlieMil BHACIIIOK 3HUKEHHS eIiMiHallil KaJlbIiio
HUPKaMH.

LukaocnopuH, makposaimyc. PU3uK migBUILIEHHS KpeaTUHiHY Y Iy1a3Mi KpoBi 6e3 BIIMBY Ha PiBeHb
[APKYJIIOI0YOT0 IUKJIOCIIOPUHY, HABITh ¥ pa3i BiICYTHOCTL 3HUXKEHHS PiBHA BOOU/HATPIIO.

Kopmukocmepoidu, mempako3akmud (cucmemHoi 0ii). 3MeHIIIeHHS aHTUTIIIePTeH3UBHOI il
iHmamamify BHACIigOK 3aTPUMKU BOAM Ta iOHIB HATPIIO IIif BIJIMBOM KOPTUKOCTEPOIMiB.

Oco6.1ueocmi 3acmocy8aHHs1.
ITauieHmu i3 nopyweHHAM (PYHKUiI nediHKu

Y matieHTiB i3 mopymeHHIM (QyHKIII TeYiHKN 3aCTOCYBaHHS Tia3ugONONIOHUX [iypeTHKiB, 0COOIKUBO Y
pa3i gucbanmaHCy eleKTPOIiTiB, MOXKe CIPUUMHUTY BUHUKHEHHS IEeYiHKOBOI eHIledasonaTii, ska
MOXKe IIPOTrPeCcyBaTy 40 IeYiHKOBOI KOMU. Y TaKOMY BUIAQAKY IPUUOM AiypPeTHUKIB CIIifi HEralHO
IIPUNTUHUTH.



Ceimaouymaugicmy

[ToBimOMIISANIOCS PO BUMAAKYU PeaKIlii CBITJIOUYTIUBOCTI y IAI€HTIB, Ki IpUiMany Tia3ugHi Ta
TiasupomnonioHi miypetuku (muB. po3min «ITobiuHi peakiii»). [Ipy BUHUKHEHHI TaKUX PeakIlii
JMiKyBaHHS OiypeTUKaMU PEKOMEHI0BAHO IPUIUHUTHU. JAKII0 € HeOOXigHICTE Y TOBTOPHOMY
IpU3HAYeHHi OiypeTHKiB, CITif 3aXUCTUTHU BPa3/IKBi OiSHKY Tifla Bif CoHI abo Bif mxepen
IITY4YHOTO yAbTpadionery.

IonomidxcHI peyosuHu

[NTauieHTaM i3 PiOKiCHOIO CTIAOKOBOIO HETIEPEHOCUMICTIO rajlakTO3H, 3arajlbHUM Oe(iuToM JTaKTa3u
ab60 ManbaObCcopOIIiet0 TII0OKO3U-TaIaKTO31 He CJIif IPUUMATH Iei mperapar.

Banaxc 800u ma eaekmpoaimis
Hampiti y naa3mi kposi

Heo0xigHO KOHTPOJIIOBAaTH PiBEHb HATPilO Yy IJ1a3Mi KPOBi Iepef I04YaTKOM JIiKyBaHHS Ta PETYIISIPHO
iy yac nmikyBaHHS. 3HUXKEHHS PiBHS HATPilo y Imy1a3Mi KPoBi Moxke 6yTH crio4aTKy 6€3CUMIITOMHUM,
TOMY PETYNSIPHUN MOHITOPUHT € HeoOXimHUM. MOHITOPHHT PiBHS HATPIIO CJIif IPOBOJUTH YaCTiIlle Y
Ialll€HTIB JIITHBOI'O BiKy Ta Yy MALIi€HTIB i3 UUPO30M IIeYiHKU. Byb-IKUU OiypeTUK MOXKe CIIPUYUHUTH
BUHUKHEHHS TiloHaTpieMmil, 1m0 iHomi Ma€e cepito3Hi Hacmigku. ['inmoHaTpieMis i3 rimoBomeMieo Moxke
IPU3BECTH 10 BUHWKHEHHS [eTigparallil Ta OpTOCTaTUYHOI TimoTeH3ii; CyyTHS BTpaTa ioHiB XJI0py
MOXKe CIIPUYMHUTY BTOPUHHUYN KOMIIEHCAaTOPHUU MeTa0oIiyHUM anKano3 (4acToTa Ta BUPaXKeHiCTh
IIbOTO SIBUILIA HU3BKI).

Kanili y naasmi kposi

3HUKEHHS PiBHS KaJlilo IIJIJa3MU KPOBI i3 BUHUKHEHHSM TillOKalieMil € OCHOBHUM PHU3UKOM IIPH
3aCTOCYBaHHI Tia3uOHUX Ta TiaduponomibHux miypeTukis. imokanieMis Moxke OyTH IPUYMHOIO
M’s130BUX po3nafniB. Hagxomuia iHgpopMallis mpo BUHUKHEHHS pabooMioni3y, mepeBaxHoO 3
CYTIyTHBOIO TSIKKOIO TimokasieMiero. IMOBIpHICTh PO3BUTKY rimokamiemil (< 3,4 MMOJIb/1) Ma€e OyTu
noInepenkeHa y IeBHUX KaTeropiil nalieHTiB BUCOKOI0 PU3HUKY, TaKUX SK MAI[ilEHTH JIITHBOTO BiKY,
NallieHTH, SIKi HeJJOCTaTHhO XapuyIOThCs, Ta/abo MallieHTH, SKi IpuiiMaiTh 0araTo MeIUKaMeHTiB,
TALiEHTH i3 IXPO30M TEYiHKH, 0 CYIPOBOAKYETHCS HAOPSAKAMK Ta aCIUTOM, MAL[IEHTH 3
irmeMiyHOI0 XBOPO00IO CEepIlsd Ta MaIliEHTH 3 CEPIIeBOI0 HEJOCTATHICTIO. Y TaKUX BUIMIagKaX
rinmokasieMis HigBUINY€E KapAiOTOKCUYHICTh CePLEeBUX I'JIIKO3UAIB Ta PU3UK BUHUKHEHHS
apuTMiu.

[TamienTy, siKi MaloTh nomoBxKeHui inTepsan QT BpomkeHOro abo ITPOTEHHOTO TeHe3y, TaAK0X
HaJiexkaTh [0 TPYNH PU3uKy. [inokamiemist, gk i 6pagukapmis, MOXYTh CIPUSTH PO3BUTKY TSKKUX
IIOpYIIeHb CEPIIEBOT0 PUTMY, 30KpeMa IIapoKCU3MaJIbHOI IIJTYHOYKOBOI TaxiKapfil TUIY «IipyeT», 0
MOXKe IIPU3BECTH [0 JIeTAIbHOI'0 HACITIKY.

B ycix Bullle3a3HauyeHuX BUTlafiKax HeOOXiMHMI YacCTillMi KOHTPOJIb PiBHS KaJlilo y Kposi. [Tepuii
aHaui3 Mae OyTH 3OiliCHeHUHN IPOTATOM 1-TO TUXKHS JIIKyBaHHS.

Y pagsi BusgBnIeHHS rinokaieMmii ciig npoBecTH ii Kopekiifo. [inokaniemis, 110 BUHUKIIA ¥ 3B’I3KY 3
HU3bKOI0 KOHIIEHTpAlli€l0 MarHilo B CUPOBATIIi KPOBi, MoxKe OyTH pepaKTepHOIO [0 JTiKyBaHHS, SAKIIO
He IIPOBOOUTHCS KOPEKLis PiBHS MarHii0 B CUPOBATII KPOBI.

MazeHit y naasmi kposi



Byno moka3saHo, 110 Tia3uaMW Ta NOB’d3aHi 3 HUMM AiypeTUKH, BKIOYAOYU iHAamaMmi,
30iMBIIYIOTh €KCKPEIil0 MarHio 3 ceyelo, 10 MOXe CIPUYMHUTH TimoMarHieMiio (AuB. po3ginu
«B3aeMois 3 iHITUMY JTiKapChKUMU Ta iHIINI BUOYM B3aeMomin» Ta «I1o6iuHi peakiii»).

Kanvuit y naasmi Kposi

Tia3upHi Ta TiasugonoxnibHi OiypeTUKM MOXKYTh 3MEHIITYBaTH €KCKpEeLilo Kasbllilo i3 ceyelo Ta
MIPU3BOAUTH [0 HE3HAYHOIO 1 TUMYaCOBOI0 IMiABUILEHHS PiBHS KaJlbIlil0 y IIJ1a3Mi KpoBi. BupaxeHa
rinepkasnblieMis Moxe OyTH HACJIiIKOM II0TIepeqHbOT0 HeqiarHOCTOBAHOTO TinepnapaTupeoinu3my. ¥
TAKOMY pas3i JIiKyBaHHS CIIi[l IPUIUHUTYU Ta 00CTeXUTH QYHKIIIO TapaTUPEOITHUX 3a/103.

I'nmoKo3a kposi

Y xBOpUX Ha IIyKpOBUH fiabeT BaXK/IMBO KOHTPOJIIOBATH T'JIIOKO3Y B KPOBi, 0COOIMBO IIPU HaIBHOCTI
rinokamiemil.

Ceyosa Kucsaoma

Y nari€eHTiB i3 migBUIIEHUM PiBHEM Ce4O0BOI KMCIOTH MOXKJIMBa TEHAEHIIS M0 MiABUIIEHHS KiJIbKOCTI
HallafiB MoJarpu.

OyHKUiA HUPOK Mma diypemuku

Tia3upgHi Ta TiasupononioHi miypeTuku Hanbinbi eeKTUBHI, SKI0 QYHKIIIS HUPOK He MopylleHa abo
SIKII0 MTOPYLIEHHS € He3HAYHUMU (KpeaTHHiH MIa3Mu KpPoBi < 25 Mr/i, To6To 220 MMOJIB/I Y
mopocnux). Y mamieHTiB JTiTHHOTO BiKy KpeaTHHiH Y Iy1a3Mi KpoBi Mae OyTH Ha PiBHI, 110 BifmoBigae
BiKy, Maci Tijia Ta ctaTi. ['inoBoneMis, I0B’si3aHa i3 BTPATO BOOY Ta HATPil0 BHACIIAOK
3aCTOCYBaHHS OiypeTUKiB, Ha IIOYATKY JiKyBaHHS CIIPUUMHSE 3HUKEHHS TJIOMEPYJISIPHOI QinbTpaiiii.
[Te MOXe MPU3BECTH [0 IIOBUIIEHHS PIBHSA CEYOBUHU Ta KpeaTHHIHY Y KpOBi. Taka TpaH3UTOpPHA
GbyHKIIIOHATbHA HUPKOBA HEIOCTATHICTh He Ma€ HACIIAKIB B 0Ci6 i3 HOpManbHOI (PYHKITIEI0 HUPOK,
aJjie MOoXe IOTIPIIXUTH ICHYI0Yy HUPKOBY HEOCTATHICTS.

Y cnopmcmeHnis iHpanaMin Moxke CIIPUYUHUTY IIO3UTUBHY peaklito IpU IIPOBeNeHH] AOMiHT-
KOHTPOJIIO.

XopioidasnvHull 8unim, 20cmpa Mionis (KOpomxko3opicms) ma 8MOPUHHA 3AKPUMOKYMOBA 24ayKoMd.
[Tpenapary, 1m0 MicTSATh CyIbboHaMif abo moxigHi cynbpoHaMiny MOXKYTh BUKJIUKATH
iIlOCMHKpaTU4HY peaklliio, 0 CIPUYNHSIE X0PiolfaabHUAN BUIIIT 3 1e)eKTOM 30POBOTO OIS,
TPaAH3UTOPHOIO MiOIIi€I0 Ta FOCTPY 3aKPUTOKYTOBY TllayKoMy. CUMIITOMU BK/II0YalOTh TOCTPUU
II0YaTOK 3HUKEHHS TOCTPOTH 30PY abo Oiik B OIli i, SIK TpaBuI0, BAHUKAIOTh IPOTITOM JeKiTbKOX
roguH abo THKHIB 3 MOYATKY 3aCTOCYBaHHS IpemapaTy. HemikoBaHa rocTpa 3aKpUTOKYTOBa
rJayKoMa MOKe IPU3BECTH [0 IOCTiMHOI BTpaTH 30py. OCHOBHE JIIKyBaHHS — Lle SIKHAUIIBULIIIE
IPUIMHUTY 3aCTOCYBaHHS JTiKapChKUX 3ac00iB. AKIO BHYTPIIIHLOOUHHUM TUCK 3aJTUINAETHCS
HEKOHTPOJIbOBAHUM, MOKJIMBO, HE0OXiTHO 3aCTOCYBaTH OIepaTUBHI MeHKaMeHTO3Hi abo Xipypriuni
MeToOu NiKyBaHHS. ®aKTOpaMu PU3UKY PO3BUTKY I'OCTPOI 3aKPUTOKYTOBOI TTIayKOMU MOXKe OyTh
asnepris Ha cynbdoHaMin abo MeHIWIiH B aHaMHEe3i.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

BazimHicmb



IaHi 1I10[10 3aCTOCYBaHHS iHamaMify BariTHUM XiHKaM BigcyTHi abo oOMexkeHi (MeHIle

300 Bunapkis). HacmigkoM TpuBaioro 3aCTOCyBaHHS Tia3UOHOTO AiypeTrKa mifg dac Il Tpumectpy
BariTHOCTI MoXe OyTH 3HUXKEeHHA 00’'eMy LUPKYII0I0Y0i KPOBi BariTHOI XKiHKM Ta MaTKOBO-
IIalleHTapHOT0 KDOBOHANIOBHEHHS, 1[0 MOXE CIPUYUHUTU (EeTOIIalleHTapHY IMeMilo i 3aTPUMKY
PO3BUTKY Inofa. JocigKeHHS Ha TBAapUHAX He BUSBUIIU IPSMOTo abo 0IlocepenKoBaHOTo
TOKCUYHOTO BIJINBY Ha PENPONYKTHBHICTh. fIK 3amobizkHuM 3axif 6akaHO YHUKATHA 3aCTOCYBaHHS
iHgamaMigy IIig Yac BariTHOCTI.

I'odysaHHsa 2py0doro

Iani momo TpoOHUKHEHH iHfanaMiny/MeTaboiTiB y TpyAHEe MOJIOKO HeloCTaTHi. MOXKYyThb
PO3BHUHYTHUCS TiEPUYTIUBICTh [0 MOXiTHUX CYNTb(POHAMIIIB Ta rimokasieMisi. Pu3uk mis
HOBOHAPOIKEHUX/HEMOBIISIT BUKTIOYATH HEe MOXKHA. [HHamaMil HalexXuTh [0 Tia3ugomomi6Hux
IiypeTHKiB, 3aCTOCYBaHHS SKUX IIifl Yac TONYyBaHHS IPYLII0 OB’ SI3YI0Th 31 3MeHIIeHHSIM a00 HaBiTh
IPUTHIYEHHSM NaKTallil. [Hmamaming He peKOMeH0BaHUY y Iepiod rogyBaHHS TPYALIO.

depmuabHicmb

HocnifKeHHS peNPOAYKTUBHOI TOKCUYHOCTI II0Ka3asu BiICYTHICTh BIUIUBY Ha (PePTUIIBHICTH CaMIliB
Ta CaMOK IypiB. BrinuBy Ha GepPTUNBHICTE TIOOUHU HE 0YiKYEThCS.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

APH®OH® PETAP]I He BIIMBA€E Ha NUILHICTL. AJe y pa3i BUHUKHEHHS HebaXKaHUX peakiiil (Ius.
po3min «ITo6iuHi peakiiii»), y TOMY YUCJIi CHMIITOMIB, ITOB'I3aHUX 31 3HUXKEHHSIM apTepiaTbHOTO
THCKY, 0COOIMBO Ha IIOYATKY JIiKyBaHHS abo y pasi 3acTocyBaHHS y KoMOiHalil 3 iHIINUM
QHTUTINIEePTEH3UBHUM 3ac0o00M, 3MaTHICTh KepyBaTu aBTOMOOiTeM ab0 ImpalioBaTy 3 iHITUMU
MexaHi3MaMu Moxe OyTH MMOPYIIEHOIO.

Cnocid 3acmocyeaHHsi ma do3u.
Cnocib 3acmocyeaHHs

[l1s1 mepopasibHOTO 3aCTOCYBaHHS.
Ho3ysaHHA

1 TabneTtka Ha o0y, 6axkaHo BpaHIli. TabIeTKy CITig KOBTATH I[iJI010, HE PO3KOBYIOYH, 3alIMBAIOYN
BOMOIO.

3acTocyBaHHS GibIl BUCOKUX 03 MTpernapaTy He MPU3BOOUTE [0 30ibIIIeHHS aHTUTIIePTeH3UBHOTO
edekTy, ajne miypeTUYHUM eeKT 3POCTaE.

Ocobuei 2pynu nayieHmia

Hupkosa HedocmamHicmb (ouB. po3pinu «OcoOIMBOCTi 3aCTOCYBaHHA» Ta «[IpOTUIOKAa3aHHI»)



[TamieHTaM i3 TSKKO0X0 HUPKOBOK HENOCTATHICTIO (KlipeHC KpeaTuHiHy < 30 MJI/XB) 3aCTOCYBaHHS
mpernapaTry MpoTHIIoOKa3aHe. Tia3umHi Ta TiaduponomiOHi miypeTuky HaubinbIn eheKTUBHI, KO
GbYHKIIST HUPOK He nopyleHa abo SKI0 MOPYIIEHHS € He3HAUHUMU.

JIimHit gik (muB. po3min «OcoOGIMBOCTi 3aCTOCYBAHHS»)

Y matieHTiB NiTHHOTO BiKy KpeaTHHiH y IJla3Mi KpoBi Mae OyTu Ha PiBHI, 110 BifmoBifgae BiKy, Maci
Tifla Ta cTarTi. [lamieHTaM TiTHHOTO BiKy APU®OH® PETAPII MoxHa IpU3HAYaTH, SKIIO0 QYHKIIisS
HUPOK He TopyIIeHa abo SKII0 MOPYIIEHHS € HE3HAYHUMU.

ITeyinkosa HedocmamHicmb (OUB. po3minu «OcoOIUBOCTI 3aCTOCYBAHHS» Ta «IIPOTHUIIOKA3AHHS»)

Y pasi TaKKOoro mopymeHHs GYHKII MeviHKy TiKyBaHHS TpernapaToM IPOTHUIIOKa3aHe.

Himu.

Besneky Ta eheKTUBHICTh 3acTocyBaHHs npenapaty APUOOH® PETAP]I miTsaM He BCTaHOBIEHO. [laHi
Bi[ICYTHI.

Ilepedo3yeanHns.
Cumnmomu

CuMITomMu nepeno3yBaHHS IEPII 3a BCe MAlOTh IIPOSIBU BOOHO-EJIEKTPOJIITHUX IOPYIIEHb
(rimonaTpieMis, rimokaniemist). KiiHiuHO MOXKTMBe BUHUKHEHHS HY[IOTH, OI0BaHHS, apTepialbHOL
rinoTeH3ii, CygoM, COHJIUBOCTI, 3allaMOPOYEHHS (BEPTHUTO), CIITyTaHOCTi CBimOMOCTI, oJiypii abo
OJIirypii ax [0 aHypil (10 CliprYKrHEHa TillOBOJIEMIEI).

JlikysaHHA

3axo[y MepIoi JOTIOMOT'M BKJIIOUAIOTh IIBUIKE BUBEOEHHS MIpernapaTy IIUISX0OM IIPOMUBAHHS IITyHKa
Ta/ab0 Ipu3HaYeHHSIM aKTUBOBAHOTO BYTI/IA i3 MOJabIINM BiTHOBIEHHSIM BOIHO-€JIEKTPOIITHOTO
OayaHCy B YMOBaX CTallioHapYy.

ITo6iuni peakuii.

Haibinpir yacTo moBigoMisanocsd nNpo Taki mobOivyHi peakiil: rimokanieMis, peakiil
rimepyyTNIMBOCTI, IepeBaXkHO epMaToJIoTiuHi, y 0cib 3i CXUIBbHICTIO [0 alepriyHuX Ta
aCTMaTHUYHUX Peaklliil Ta MaKyJonanyJIbO3HUX BUCUIIAHb.

[Tig yac nmikyBaHHS iHAamaMifioM crocTepiranucs HuXK4ue3a3HauyeHi mobiyHi sBullla 3 TaKO YaCTOTOI0
BUHUKHEHHS: AyxKe 4dacTto (= 1/10), gacro (= 1/100, <1/10), mHewyacto (= 1/1000, <1/100), pigko

(= 1/10000, < 1/1000), myxe pigko (= 1/100000, < 1/10000), yacToTa HeBimoMa (He MoxKe OyTH
BU3Ha4YeHa 3TigHO 3 HasgBHOIO iHpopMalri€).



CucreMun [To6iuHi peakirii HacToTa

OpraHiB 3a Kiacudikallieio

MedDRA

3 00Ky cucTeMu KpOBi Ta ATpaHyJIOLUTO3 [y>xe pigKo

miM(aTHYHOI CHCTEMHU AnacTU4YHa aHEeMis [lyxe pigko
['eMoiTHUHa aHEMis [lyxe pigko
JlelKoneHis [lyxe pigko
TpoMOOITUTONEHIs Iyxe pigko

3 60Ky MeTaboniamy Ta oOMiHy  |['imepkanbuieMis [yxe pigko

PEe4Y0BUH limokamieMis (OuB. po3min JacTo
«OcoOMMBOCTI 3aCTOCYBAHHSI»)
[imoHaTpiemisa (AUB. PO3AiN HeuacTto
«OCc06IMBOCTI 3aCTOCYBAHHS»)
linoxnopemis Pigko
['imoMaraiemisa Pinko

3 60Ky HEPBOBOI CUCTEMU 3armaMopo4YeHHs (BepPTUro) Pinko
BTOMTIOBaHICTh Pigko
["osioBHUMU 6iNTh Pinxo
[TapecTesis Pinko
HenputoMHICTE HacToTa HeBigoMa

3 60Ky opraHiB 30py Miomisa JacToTa HeBimoMa

XopioimanbHWUM BUIT

JacToTa HeBigoMa

PO3MUTICTH 30DpY

YacToTa HeBigoMa

[TopylieHHS 30py

JacToTa HeBigoMa

['ocTpa 3aKPUTOKYTOBA TJIayKOMa

JacToTa HeBigoMa

3 00Ky ceplis

Aputmisa

[lyxe pigko

[lapokcu3MasbHa MUIYHOYKOBa
TaxiKapmisd TUIY «IipyeT»
(torsades de pointes), 1110 MOXe
MIPU3BECTH 0 JIeTAJILHOT0
HaCJigKy (OuB. pO3minu
«OC0BIUBOCTI 3aCTOCYBAHHSI»,
«B3aemopis 3 iHIIIMU
TiKapChKUMH 3acobaMu Ta iHIImi
BUIU B3a€EMOMIN»)

JacToTa HeBigoMa

3 60Ky CyOUHHOI CUCTEMU ApTepianbHa rinoTeHsis [lyxe pigko

3 00Ky TpaBHOI CHCTEMU btoBaHHS HeugacTo
HymnoTa Pinko
3amop Pinko
CyxicTb y poTi Pigko
[laHKpeaTUT [lyxe pigko

3 00Ky remaTo0inmiapHoi cuctemu [[lopymieHHs GYHKIII MeYiHKT [lyxe pigKo

[Tpu mediHKOBiM HemOCTaTHOCTI
MOKJIMBE BUHUKHEHHS ITeYiHKOBO1
eHuedanomnarii (quB. po3minu
«OC06IMBOCTI 3aCTOCYBAHHS»,
«IIpoTUIOKa3aHHI»)

JacToTa HeBigoMa

['emaTut

JacToTa HeBimoMa




Po3nmagu 3 60Ky mKipy Ta ii Peaki1il rinepyyTnuBoCTi YacTo

TOXITHUX Makynonanynso3Hi Bucuiaasg  [Hacrto
[Typnypa HeuacTto
AHTiIOHEBPOTHMYHUYN HAOPSK [lyxxe pigko
Kponus’ssHka [lyxe pigko
TOKCUYHUI ellifepMalbHAN [lyxe pigko
HEKPOJIi3
CunppoMm CrtiBeHca - [I2KoHCOHA |[lyXKe pigko
MoxkJIuBe 3arOCTPEHHS JacToTa HeBigoMa

iCHYIO‘IOl"O TOCTPOro CUCTEMHOT'O
HYEPBOHOI'O BOBYaKa

Peakiril ¢oTOYyTNIUBOCTI (OUB. JacToTa HeBimoMa
po3min «OcobnuBoCTi
3aCTOCYBaHHS»)
3 00Ky HUPOK Ta CeYOBHOiNbHOI |[HUPKOBa HEJOCTATHICTh [lyxe pigko
CHCTEMU
3 60Ky OIOPHO-PYX0BOi cucteMu |Cra3mu M’si3iB JacToTa HeBigoma
Ta CIIOJTyYHOI TKaHUHU M’s130Ba Cl1abKicTh JacToTa HeBimoMa
Mianris JacToTa HeBigoMa
Pabpomioni3 JacToTa HeBigoMa
[TopylIeHHS PEeIpPOgYKTUBHOL EpekTunbHa quChyHKILSA HeuacTo
CHCTEMH Ta MOJIOUHOI 3271031
TocmimxeHHS [TomoexkeHHs iHTepBany QT Ha UacToTa HeBimoMa

eJIeKTpoKapzaiorpami (gus.
po3minu «OcoO6nuBOCTi
3acTOCyBaHHS», «B3aemomid 3
iHIMMY JIiIKapChKUMHU 3aco0aMu
Ta iHIII BUOM B3aEMOMIN»)

[TimBuIlleHHS PiBHS T'IIOKO3U UacToTa HeBimoMa
KPOBI (OuB. po3ain «Oco0IuBoCTi

3aCTOCYBaAHHSI»)

[TigBuIleHHS PiBHS CE4YO0BOI UacToTa HeBimoMa

KVCIIOTH B KPOBI (OUB. PO3Min
«OcoOMMBOCTI 3aCTOCYBaHHSI»)

[limBuIlleHHS PiBHS ImediHKOBUMX [HacToTa HeBimoMa
(hepMeHTiB

Omnuc okpeMux nobivHNX peakiin

ITig 9ac pmocnigxens 11 Ta III pas3 nopisasrH4 1,5 Ta 2,5 Mr iHganamiay aHasni3 piBHA KaJliio B IJ1a3Mi
ITOKa3aB [0303aJIe’XKHU BIIJIUB iHOalaMify:

e Iamamamip 1,5 Mr: Kaniit y ma3mi KpoBi < 3,4 Mmonib/n cnocTepiraBcs y 10 % maiieHTiB Ta <
3,2 Mmmonb/n y 4 % manieHTiB micnsa 4-6 TUXKHIB TiKyBaHHS. Yepe3 12 TUXKHIB JTiKyBaHHSI
CcepenHe 3HUKEHHS PIBHS KaJlilo B I1JIa3Mi KpOBi cTaHOBUJIO 0,23 MMOJIB/I.

e [HmamaMip 2,5 MT: KaJiil y ma3Mi KpoBi < 3,4 MMOJIb/N ciocTepiraBcs y 25 % MallieHTiB Ta <
3,2 MMmonb/ny 10 % nanieHTiB miciag 4-6 TUXKHIB JTiKyBaHHA. Yepe3 12 TUXKHIB TiKyBaHHSA
cepenHE 3HUKEHHS PiBHS Kasiio B mi1a3Mi KpoBi ctaHoBuio 0,41 MMOIb/1I.

Tepmin npudamHocmi.

2 POKH.



YMoBu 30epiranHsi.
36epiratu npu TeMmepatypi go 30 °C.

30epiratu y HeJOCTYIIHOMY IJIST OiTe# MicIi.

YnakoBka.

[To 30 TabneTok y 6ricTepi; mo 1 6icTepy y Kopob1ii 3 KapToHy (Ang BupoOHUKa AHOAPM
[TignpueMmctBo ®apMmaueBTuyHe AT, [Tonsbima).

[To 15 TabneToxk y GiicTepi; mo 2 6iicTepu y KopoOIii 3 KapToHY (1151 BupoOHuKiB JTabopaTopii CepB’e
Ingactpi, ®panuis Ta Ceps’e (Ipnanmis) Inmactpic JIth, Ipmaumgis).

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.
Jla6oparopii Ceps’e IngacTpi/

Les Laboratoires Servier Industrie.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Miclsi MpoBaIXKeHHs HOr0 Tis/IbHOCTI.
905 pyt ne Capan, 45520 XKini, ®panuis/

905 route de Saran, 45520 Gidy, France.

BupoOHUK.

Cepr’e (Ipmaumia) Ingactpic JIto/

Servier (Ireland) Industries Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca Micls MpoBaIXKeHHs HOro Tis/IbHOCTI.



Masninenns, 'opeir Poyn, Apknoy, Ko. Biknoy, Ipnauagis/

Moneylands, Gorey Road, Arklow, Co. Wicklow, Ireland.

BUpPOOHHK.
AHOAPM IlignpueMmctBo ®PapMaueBTuyHe AT/

ANPHARM Przedsiebiorstwo Farmaceutyczne S.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca Miclsi IPOBagKeHHsI HOT0 Tis/IbHOCTI.
Bys1. ArHonon 65, Bapmasa, 03-236, ITomnbina/

ul. Annopol 6B, Warszawa, 03-236, Poland.

3asIBHHUK.
JIE JIABOPATYAP CEPB’€E/

LES LABORATOIRES SERVIER.

Micue3HaxogKeHHs 3asiBHHKA.
50 pto KapHo, 92284 Ciopen cegekc, Ppaniris/

50 rue Carnot, 92284 Suresnes cedex, France.

Y pa3i BUHUKHEHHS 3alliTaHb II0MI0 JTiKapChKOro 3aco0y CIlif 3BepTaTUCS [0 IPefCcTaBHUKA
3asiBHUKaA B YKpaiui TOB «Ceps’e Ykpaina» 3a Ten.: (044) 490 3441, daxkc: (044) 490 3440.



