[HCTPYKIIIA

71T MEAWYHOTO 3aCTOCYBAHHS JTiKapCHKOT'0 3acoby

OIAKOPIIHMH® 90 PETAP

(DIACORDIN® 90 RETARD)

Cknao:
ditoua pe4og8uHa: TUIITia3eM;
1 TabneTka MicTUTh munTiazeMy rigpoxmaopuny 90 mr;

donoMidcHI peuosuHU: TakTo3u MoHorifpaT 200, BiCK TipChKUM, KPEMHIIO JiOKCUL METUIHOBaHUY,
MarHio creapart, nojicop6ar 80, emynbcisi cumetukony SE4, makporon 6000, rimpomesno3a 2910/15,
3ani3a okcup xoBtuil (E 172), Tanmk.

JIikapcbKa ¢popma. Tab1eTku, BKpHTI
000/I0HKO10, TPOJIOHTOBAHOI [il.

OcHogHi (i3uko-ximiyHi 81acmuBocmi: JK0BTO-KOPUYHEBI IBOOMYKIIi TablIeTKH, BKPUTiI 060JI0HKOIO,
niametpoM mpubnusuo 10,6 M.

dapmakoTepaneBTHYHA rpymna. CeJIeKTHBHI aHTAarOHiCTH
KaJIBIIiI0 3 mepeBazkKaodoIo Ji€io Ha cepue. Iloximni
oen3oria3eniny. Kog ATX C08D BO1.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

MexaHi3M [il AunTiazeMy, IKAY € aHTArOHiCTOM Kaslbllilo, TOISAra€ B 00MeXKeHHI HaiXOOKeHHS 10HiB
KaJIblIil0 Yepe3 IOBUIbHI KasibllieBl KaHaIU B KJIITUHY, L0 3MeHIIy€e BUBLIbHEHHS KaJbIIilo i3 3amaciB y
CapKOoIlJIa3MaTUYHOMY PeTUKyIyMmi. lle Ipu3BOOUTE 10 3MEHILIEHHS KiJIbKOCTI HasiBHOT'O
BHYTPIIIHbOKJIITUHHOTO KaJIbLIil0 31 3MEHIIIEHHAM CII0KUBaHHSA KUCHIO MioKapaoMm. [TigBuIyeTscs
3maTHICTh 0o (pisuuHOr0 HaBaHTaXKEHHS i MOKPAIIyIOThCS BCi ITOKA3HUKH ileMii MiokKap/a y mallieHTiB
3i creHoKapgieio. [IpenapaT BusBisie po3caabnioiounii eeKT Ha Be/IMKi i MaJi KopoHapHi apTepil i
3MEHIIYE Cla3M IIPY Ba30CMaCTHYHIN cTeHOKapHil (cTeHoKapmii [IpuHiMeTana) i BinmoBigb Ha
KaTexoJaMiHu, ajie MaJjlo BIJIMBA€E Ha NepudepudHy CyguHHY CUCTeMY. TOMy He BUHUKAE MOKJIMBOCTI



PO3BUTKY pedieKTopHol Taxikapail. BuHWKae HeBelnKe 3HMKEHHS 9aCTOTH CEePLIeBUX CKOPOYEeHb, 110
CYTIPOBOMXKYETHCS 30i/bIIEHHAM CEPIIEBOT0 BUKUAY, TIOMINIIEHHIM Tepdy3il Miokapaa i 3MeHIIeHHIM
poOOTH IITYHOYKIB. Y OOCigKeHHAX Ha TBapyHaxX AWJITia3eM 3aXuIlla€ MioKapp Bif eekTiB imemii i
3MeHIYyeE MOWKOAXKEHHS, BUKJIMKaHe HaJIMIPDHUM HaOXOOXKEeHHAM KaJlblilo B KIIITUHY MioKapha IIif
yac penepdyaii.

dapmakoKiHemuxka.

HunriazeM go6pe BCMOKTYETHCS (90 %) v 3m0poBUX HOOPOBOJIBLIB MiCIIg II€POPAIbHOTO IPUNOMY Y
IIUTYHKOBO-KUIIIKOBOMY TPAKTI i TOTpaIise y KpOB Uyepes KijlbKa XBUJIUH Iicysg npuiioMy. L mikapceki
dbopmu gunITia3eMy TigpoxIopumy 3a0e3meuyoTh TpuBany a0copOilito mitouoi peyoBunu. ITiK0OBI
KOHIIEHTPAIIil B IIJIa3Mi KPOBi JOCATAIOTHCS IPOTATOM IIepiony Bif 4 mo 8 roOWH Mmicis 3aCTOCYBaHHS
mpemnapary.

BiogoctynHicTs i€l mikapchkoi hopMu gunTiazeMy cTaHOBUTD MpuOnmu3Ho 90 % GiomocTymHOCTI
3BUYaitHol TabneTku. CepenHilt yaBHUY Mepiof HaMiBBUBEOEHHS 3 IJTa3MHU KPOBi CTAHOBUTH
7-8 romuH.

Cryminb 3B’s13yBaHHS OunTiazeMy 3 6inkamu mina3mMu Kposi - 80 - 85 %.

OcCHOBHUM IUPKY/TIOI0UKH MeTabomiT, N-MOHOIe3MEeTUIIUITIa3eM, CTAHOBUTD pubau3Ho 35 %
[IUPKYJIIOI0YO0r0 AUITia3eMy.

MeHiue HiX 5 % pgunTiazemMy BUBOOUTHCS i3 Ce4er0 Y HE3MIHEHOMY BUTJIALL.

[Tig yac TpuBaIOro 3aCTOCyBaHHA Y OyOb-9KOTO MallieHTa I1a3MOBi KOHIIeHTpallil AuTiazeMy
3aJIMIIAITHCA TOCTIHHUMU.

Cepe[Hi KOHIIEHTpALllii B IIJTa3Mi KPOBi ¥ 0ci6 TiTHLOTO BiKy Ta IMAIli€HTiB 3 HUPKOBOIO Ta MTEYiHKOBOIO
He[0CTaTHICTIO BUIL, HiX y MOJIOAUX Malli€HTIB.

HunriazeM Ta #1oro MeTaboJIiT! IOTAHO MigAAI0THCS Aiami3y.

Byno BUsiBNEHO, 110 JIiKapchKi GOpMHU OUNITia3eMy AJig IpUitoMy 2 pa3u Ha f00y MaroTh pi3HUM
(dhapMakoKiHeTUYHUM TPOGinb, TOMy HE peKOMEHOYEThCS 3aMiHIOBAaTH IIpelapaT AUITia3eMy Ha
IIpenapaTty 3 iHIMMYU TOPTOBUMY Ha3BaMH.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

AprTepiasibHa rinepTen3is JIerKoro 1 IOMIpHOT0 CTyIIeHs TAXKKOCTI Ta CTeHOKAPIid.

IIpomunoka3aHHsA.

CunppoM cabKoCTi CHHYCOBOI'O By371a, aTpioBeHTpUKynsapHa (AB) 6mokapma II abo III cTynmens y
nanieHTiB 06e3 (QyHKIIOHYI0UOT0 BOLiS PUTMY.

Tsaxka Opagukapgis (auxde 50 yn/xB). HemocTaTHiCTh iBOro MITyHOYKA i3 3aCTIHHUMU JIETEHSIMHU.
l'opgyBanHa rpynaro.



OpgHoYacHe 3aCTOCYBaHHS HAHTPOJIEHY B iHPy3iax (quB. po3min «B3aemopis 3 iHIIUMY JTiKapCHKUMU
3aco0aMu Ta iHIIi BUOW B3aEMOMIl»).

[TigBuIneHa YyTIUBICTD [0 AUITia3eMy a00 OO OOMOMiXXKHUX PEYOBHH, SIKi BXOOSATh J0 CKIIamy
mpernapary.

3acTtocyBaHHs y KoMOiHatii 3 iBabOpaguHoM (OuB. po3mdin «B3aeMopmist 3 iHIMMMU JTiKapChbKUMHU
3aco0aMu Ta iHIIi BUOW B3aEMOMIl»).

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
Jlikapceki 3ac0o6¥, 0MHOYACHE 3aCTOCYBAHHS SKUX IPOTUIIOKA3aHe 3 MipKYBaHb 6e3meKu
IlaHmpoaseH (iHpy3ii)

Y TBapuH, SKMM OQHOYACHO NIPU3HAaYaJid BHYTPIIIHHOBEHHO BepanaMisl i JaHTPOJIEH, PEeTyIIPHO
CIIOCTepiranucs jaeTalbHi BUNagku ¢ibpundiil mayHo4dKiB. TakuM YruHOM, KoMOiHalig 6710KkaTopa
KaJIbI[iEBUX KAHAJIIB i TaHTPOJIEHY € MOTEHIINHO He0e3meyHow (OuB. Po3Min «[IpoTUIIOKA3aHHST »).

IsabpaduH

OpHoYacHe 3aCTOCYyBaHHS IIpenapary 3 iBaOpaguHOM NMPOTUIIOKa3aHe, BPaxoByI0uUn e(eKT
MOOATKOBOIO [0 [ii iBabpaguHy 3HUKEHHST YaCTOTH CEPIIeBUX CKOPOYEHb ITPU 3aCTOCYBaHHI
ounTiazeMy (AuB. po3min «IIpoTUIIOKa3aHHI»).

JlikapceKi 3aco6u, 0MHOYACHe 3aCTOCYBAHHS SKUX BUMarae 00epexkHOCTi
Anva-aHmazoHicmu

[TocunenHs aHTUTiINEePTEeH3UBHUX eeKkTiB. OgHOUYACHEe 3aCTOCYBaHHA aib(da-aHTaroHiCTiB MOXKe
CIIPUYMHUTH a00 ITOCUINTH apTepianbHy rimoTeH3i0. OMHOYAaCHe 3aCTOCYBaHHS OUNTia3eMy 3 anbda-
QHTAroHICTaMU CJIi pO3IIAfaTU TUIbKU 3a YMOBU PETEJIbHOI'0 MOHITOPYBaHHS apTepialbHOTO TUCKY.

Bema-6.10kamopu

IMOBipHiCTh PO3BUTKY IOPYIIEHb CEPLIEBOTO PUTMY (BUpaxkeHa OpaguKapmis, 3yIuHKa CUHYCOBOTO
By3Jla), IOPYIIEHHS CHHOATPialbHOL Ta aTPiOBEHTPUKYISPHOL IPOBIIHOCTI Ta CepIieBOl
HEeHOoCTaTHOCTI (cuHepriynui edekr). Taky KoMOiHaIlil0 MOXKHA BUKOPUCTOBYBATH JIUIIIE 3@ YMOBU
petenbHOro KiiHiyHoro Ta EKI-MoHiTOPYBaHHS, 0COGIMBO Ha ITOYATKY TAKOTO JTiKyBaHHS.

Y maitieHTiB, SKi OTPUMYIOTH OUITia3eM IIPU ONHOYACHOMY 3aCTOCYBaHHi 3 6eTa-610KaTopamy,
HiABUINYETHCS PU3UK BUHUKHEHHS Aemnpecii (quB. po3nin «[1o6iuHi peakii»).

AmioOapoH, Ou20KCuH

306inbinenHs pu3uky 6pagukapmii. [Ipy koMOiHyBaHHI ITUX IpemnaparTiB 3 AUITia3eMOM HEOOXiTHO
IOTPUMYBATUCS 00ePeKHOCTI, 0COOIMBO [ MAIli€HTIB JIITHOTO BiKY Ta IIPU 3aCTOCYBAHHI BUCOKUX
[o3.

ITpomuapummiyuHi npenapamu

OckinbKy OuITia3eM Ma€ IPOTHAapPUTMIUHI BTaCTUBOCTI, 1OTO OOQHOYACHE MPU3HAUYEHHSI Pa3oM 3



IHIMMMY TPOTHAPUTMIYHAMU 3aco0aMy He peKOMeH0oBaHe (afUTUBHUYN PU3UK IIOCUJIEHHS
HeOaXaHUX sBUI 3 00Ky cepiist). Taky KomOiHaliio CIiff 3aCTOCOBYBATH JIUIIE 3@ YMOBU PETEIHHOTO
KiiHiuHoro Ta EKI'-MOHITOpYBaHHS.

IToxioHi Himpamis

[TocunenHs rinoTeH3UBHUX e(PEKTIB Ta 30MJIIHHS (QAUTUBHI Ba3omunaTaliliHi ehekTn). B ycix
TIALEHTIB, SIKi OTPUMYIOTH 6JI0KaTOPU KaJIbIlieBUX KaHalliB, IPU3HAYEHHS MOXiTHUX HITpaTiB Mae
3OIMCHIOBATUCS JIUILIE 3 BAKOPUCTAHHIM IIOCTYIIOBOTO IIiABUILEHHS [03.

LukaocnopuH

30inbIIeHHS HMPKYTIOI0YUX PiBHIB IMKIOCIOPUHY. PEKOMEHAYETHCS 3MEHIIUTH 03y IIUKJIOCIIOPUHY,
MOHITOpPYBaTX (PYHKIIiI0 HUPOK, KiTbKiCHO BU3HAYaTH IUPKYJII0I0Yi PiBHI IUKIOCIOPUHY Ta
KOPHUTYBATHU HO3Y IIifl Yyac KoMOiHOBaHOI Teparril I[MMU IIpernapaTaMy Ta IMicis il TPUIUHEeHHS.

deHimoiH

[Tpu omHOYACHOMY 3aCTOCYBaHHi 3 peHiTOIHOM gunTia3eM MoxKe 36inbIIyBaTH KOHIIEHTPAIli0
(beniTOIHY y my1a3Mi KpoBi. PEKOMEHYETHCS MOHITOPYBaTH KOHIIEHTPALlil0 PEHITOIHY Y MIa3Mi KpPOBI.

PenmeeHOKOHMpPACMHI pe4o8uHU

Y narti€enTiB, SIKi OTPUMYIOTh OUJITia3eM, IIPX BHYTPIlTHbOBEHHOMY 00TIOCHOMY BBE[I€HHI i0HHOI
PEHTreHOKOHTPACTHOI PEYOBUHYU MOXKYTb ITOCUITIOBATUCS CEPIIEBO-CYANHHI e(eKTH, TaKi K
aprepianbHa rimoTeHsis. Tomy HeobximHa 0co6rBa 00epeXKHICTh TPU OMHOYACHOMY 3aCTOCYBaHHI
OUITia3eMy Ta i0HHOI peHTTeHOKOHTPACTHOI PEeYOBUHU.

Kapbama3seniu

30inblIeHHS UMPKYTI0I0YUX PiBHIB KapOaMa3seminy. PeKOMeHY€eThCSA KiTbKiCHO BU3HAYaTH PiBEHb
kKapOaMaseminy y m1a3Mi KpoBi Ta Ipu HeOOXiqHOCTI KOPUTYBaTH [03Y Ipemnapary.

Teoginin
30inbIIeHHS UMPKYTIOI0YUX PiBHIB Teodiminy.
Baokamopu H,-peuenmopis (yuMmemuouH, paHimuouH)

30inbIIeHHS KOHIIEHTpAllill AuITia3eMy y Iy1a3Mi KpoBi. 3a malieHTamMu, siKi OTPUMYIOTh Tepariio
OUITia3eMoM, HeOOXiTHO 3MiliCHIOBATH pPeTeIbHUY MOHITOPUHT IIPU IOYaTKy Teparii 6710KaTopaMu
H,-petienitopis abo npu ix BigMmini. Moxke OyTH HeoOXimHUM KOPUTYBaHHS [H000BOI 7031 AUIITia3eMYy.

PugpamniyuH

Pu3uK 3HUKEHHS PiBHA AUJITia3eMy y IJla3Mi KPOBi IMicIs MOYaTKy Tepalii pudamminuHoM. 3a
nalieHTOM HeoOXiHO 3MifiCHIOBATH PeTeNIbHUM MOHITOPUHT IIPU I0YaTKy Teparil pudaMminrHoM abo
IIpY AOT0 BigMiHI.

Jlimit
Pu3uk nocuneHHs HEUPOTOKCUYHUX PeakKIlii, CIPUINHEHUX JITIEM.

AHmumpomboyumapHi npenapamu



Y mocnigeHHi 3 oLiHKK (hapMaKOOMHAMIKM ITOKa3aHo, 1110 AuITia3eM iHri0ye arperatiito
TpoMOo1uTiB. Xo4ya KiIiHiYHa 3HAYUMICTh LIbOTO pe3yabTaTy HEBiLOMa, CJIii BpDaXxOBYBaTH IMOTEHLINHI
aouTHUBHI edeKTH IPU 3aCTOCYBaHHI IpenapaTy 3 aHTUTPOMOOLUTAaPHUMY IIperapaTaMu.

Auemuacaniyuaamu (auemuacaniyuaoga kucaoma [ACK]J/auemuacanivuaam aiduny [ACJI])

Yepes mifBullleHUM PU3MK BUHUKHEHHS KPOBOTEY Y 3B'SI3KY 3 ITOTEHIINHUM afUTUBHUM e(eKTOM Ha
arperatiiiro TpoMOOIIUTIB OTHOYACHE 3aCTOCYBaHHS anetusncaninunatiB (ACK/ACJI) 3 gunriazeMom
cyip 3mificHIOBATH 3 00€PEeXkKHICTIO.

3aranpHa iHdbopMallis, SKV CIill B3ATH OO VBaru

Yepes noTeHIlian afuTUBHUX e(DEKTiB y Mali€HTiB, SKi OTPUMYIOTh AWITia3eM OGHOYACHO 3 iHIIUMU
3aco6aMu 3 BiloMUM BILJIMBOM Ha CKOPOTJIUBICTh Ta/abo MpoBigHICTH MioKapaa, HeoOxigHO
IOTPUMYBATUCS 00EPEKHOCTI Ta PETEILHO TUTPYBATU JO3Y.

Hunriazem Metaboniszyetrbcst hepmenToM CYP3A4. Byno 3agokyMeHTOBaHe IOMipHe (MeHIle HiX y 2
pas3u) 30inblIeHHS KOHIIEHTpallii AuiITia3eMy y m1a3Mi KpoBi y BUITaikax #0ro OQHOYACHOTO
3acTocyBaHHS 3 Oinbin oTyKHUM iHTiOiTopoM CYP3A4. I'peiindpyToBUl CiK MOXKe MiABUIIYBaTH
piBeHb muTia3eMy B KpoBi (y 1,2 pa3sa). 3a maijieHTamu, SIKi CII0KHBalOTh T'PennpyTOBU CiK,
HeoOXiIHO 3[iCHIOBATH HATJISAL OO0 MOXKJIMBOTO IOCUIEHHS He0axaHux eeKTiB guiTiazemy. Y
BUIIa[IKy Mif03pU Ha HaSBHICTH TAKOl B3a€EMOil CJIifi yHUKATH CIOXKUBAHHS IPEUTI(PPYTOBOTO COKY.

Hunria3eM Takox € iHribiTopom izopepmenty CYP3A4. OgHOYacHe 3aCTOCYBaHHS 3 iHITMMU
cybctpatamu pepmenTy CYP3A4 Moxke mMpu3BOOUTH OO 30i/IbIIEHHS KOHIIEHTPALii Oyob-KOT0 3
OIHOYaCHO 3aCTOCOBYBaHUX IIpenapariB y mi1a3Mi Kposi. OgHOYaCHE 3aCTOCYBaHHS OUITia3eMy 3
ingykTopom depmenty CYP3A4 mMoxke 3yMOBUATU 3HUKEHHS KOHIIEHTpallil gunTiazemy y mia3mi
KPOBI.

CmamuHu

HunriazeM € inribitopom pepmenty CYP3A4. Byrno nokasaHo, 1110 BiH 3Hauy1o 30inbiye AUC
IessKUX CTaTUHIB. [Ipu ogHOYaCHOMY 3aCTOCyBaHHI quiTia3eMy MoxKe 30ibIIyBaTUCS PU3UK
PO3BUTKY MiomnaTil Ta pabmoMioni3y, 3yMOBJIEHUX CTaTUHAMH, Ki MeTab0i3yI0ThCA

dbepmenTom CYP3A4 (TakuMU 9K aTopBacTaTuH, (IyBacTaTHH i CUMBacTaThH). MoxXe 3HagoOUTHCS
KOPUTYBaHHA 03U CTaTUHY (OUB. TAaKOXK iH(pOpMAaIliio Ipo Ipenapar BigIoBiIHOTO CTaTUHY). Y pa3i
MOXKJIUBOCTi Pa30M i3 quITia3eMOM CJTiJl 3aCTOCOBYBATH CTAaTUHH, SKi He MeTaboIi3yI0ThCs
depmentom CYP3A4 (HanmpuKiaj, IpaBacTaTHH); B iHIIOMY BUIIaIKy HEOOXiqHUN peTeIhbHUN
MOHITOPHHT IIOA0 MOXKJIMBOTO0 BUHUKHEHHS 03HAK Ta CUMIITOMIB ITOTEHIIMHAX TOKCHYHUX pPeakiliii Ha
CTaTHHU.

Iusnocma3son

IuribyBanus Mmetabonizmy munocta3ony (CYP3A4). Bymo BUsIBIEHO, 110 guITia3eM 30ibIIye
€KCIIO3HUIIiI0 IIUI0CTa30Jly Ta MifABUIINYE KOr0 apMaKOJIOTiYHy aKTUBHICTh.

bens3odiaseniHu (mida3oaam, mpiazonam)

IunriazeM 3HaYHO 30iIbIIye KOHIIEHTPAIll Mifla3ojlaMy ¥ Tpia3onaMy y Ija3Mi KPoBi Ta IOJOBXKYE
iXHii mepion HamiBBUBeHOeHHS. [IJ1s Malli€HTiB, SKi MIPUUMAIOTh AUNITia3eM, HeOOXiIHO HOTPUMYBATUCS
0co011BOi 00epeXHOCTI IIPU IPU3HaUYeHHI KOPOTKOAifounx 6eH30/ia3emiHiB, SKi MeTa00i3yioThCs 3a
IOTIOMOT010 HINISIXY, orocepeakoBaHoro ¢pepmenToMm CYP3A4.



Kopmukocmepoiou (memuanpedHi30/10H)

IunriazeM MoxKe 30ibIIyBaTH PiBHI METUIIPENHI30/10HY (depe3 iHrioyBanus CYP3A4 i MoxXuBe
inribyBaHHS P-riuikonpoTeiny). 3a mamieHToM HeoOXigHO 3IiMiCHIOBAaT! MOHITOPUHT IIPU ITOYATKY
Teparii MeTUInpenHizonoHoM. Moxe OyTy HeOOXiTHUM KOPUTYBAHHS NO3U METUIIIPENHI30I0HY.

Oco6 1ueocmi 3acmocyeaHHsi.

Lle#t mikapchKui 3aci6 MiCTUTh MOHOTiZpAT JTAaKTO3H. [TallieHTH 3 TAKUMHU PiIKiCHUMY CIIagKOBUMHU
TIOPYIIEHHSIMHY, K HEeIIePeHOCUMICTh PPYKTO3U, ManbaOCOpOIIis TII0KO3U-TalakTo3u abo
HEeJIOCTaTHICTh IyKpa3u-i3oMaabTa3u, He IIOBUHHI IpUAMaTH 1el TiKapchbKui 3acil.

IIns mauieHTiB i3 mopymeHHsIMU QYHKIII JTiBOTO IIUTYHOYKa, OpaguKapaieio (pU3uK 3arocTpeHHs) abo
AV-6710Ka/i010 IIepIIoro cTymneHs abo nmogoBxkeHuM inTepanoM PR, BusiBnenumu Ha EKT (pu3uk
3arocTpeHHs Ta, V PifKiCHUX BUMlagKaX, TOBHOI O/10Kagu), HeOOXigHUYN peTeIbHUMN Hars.

[Tepin HiXK TPOBOOUTH 3aranbHe 3HE00IIIOBaHHS, aHeCTe3i010r Mae 0yTu moiHGoOpPMOBaHUM TIPO
Tepamnito guiTiazeMoM. biiokaTopu KasbliieBUX KaHaliB MOXKYTh IOTEHIII0BATU IIPUTHIYEHHS
CKOPOT/IMBOCTI, IPOBIAHOCTI Ta aBTOMaTU3My MioOKapfa, a TaK0XK OuiaTalliio CyauH, 00yMOBJIeHi i€l
aHeCTe3y4ux 3aco0is.

Y matieHTiB JIiTHHOTO BiKy Ta y IalliEHTiB 3 HUPKOBOIO ab0 Ie4iHKOBOIO HEIOCTaTHICTIO MOXe
crocTepiratucs 30ibIIeHHsT KOHIIEHTpaIlii gunTiaseMy y mia3mi kposi. HeobximHO cyBopo
NOTPUMYBATUCS MTPOTUIIOKAa3aHb Ta 3aM00iKHUX 3aX0MiB i Ha MOYATKY JIiKyBaHHS IIPerapaToM
3MifICHIOBATH PETEIbHUM MOHITOPHHT, 0COOIMBO 3a YaCTOTOIO CEPIIEBUX CKOPOUEHb.

Y pasi mpoBeneHHs 3arajbHOI aHeCTe3il aHecTe3ionora HeoOXigHO MOBIMOMMTH, ITI0 MAIliEHT IPUHMAaE
ouiTiazeM. BriokaTopy KablLi€eBUX KaHaJliB MOXYTh IIOTEHLII0BATY IPUTHIYEHHS CKOPOTJIUBOCTI,
IIPOBITHOCTI Ta @aBTOMATHYHOCTI MiOKap/a, a TaK0XK AuiIaTalliio CyAuH, 00YMOBIEHUX Hi€I0
aHecTe3yl4ux 3aco0is.

3acTocyBaHHs 6710KaTOPiB KasbIlieBUX KaHAJIiB, TAKWX SK AUJITia3eM, MOXKe acCOIlifoBaTUCS 3i 3MiHaMu
HACTPOIO, B TOMY YHCJIi 3 BUHUKHEHHSIM [eTpecii (IuB. po3ninu «B3aeMofia 3 iHIMMUME TiKapChKUMU
3acobaMu Ta iHIIi BUOU B3aeMomili», «[TobiuHi peakiii»). PaHHE po3mi3HaBaHHS BifMOBiTHUX
CHMIITOMIB Ma€ BaxXK/IMBe 3HAYEHHS, 0COOIMBO Y CXUIbHUX [0 LILOTO MAIi€HTIB. Y TaKUX BUIAgKaX
CJIiTl PO3TJISHYTU IIPUIIMHEHHS [IPUNOMY IIpernapary.

4k i inmni 6710KaTOpPM KabllieBUX KaHaliB, AUJITia3eM BUSIBJISE IPUTHIYyBaIbHUY BIIJIUB Ha
IIePUCTAIbTUKY KUIIEYHUKY. Y 3B'SI3KYy 3 LIUM HOT0 CIlif 3 00epexKHiCTI0 3aCTOCOBYBATH IallieHTaM,
SKi MAlOTh PU3UK BUHUKHEHHS HEIPOXiIHOCTI KUIIEYHUKY.

HemnepeTtpaBneHi 3anuiku TabneToBaHOl popMH IpernapaTty 3 YIOBiIbHEHUM BUBIIbHEHHSIM Mil040i
PEYOBUHU MOXKYTh BUBOAUTHUCS 3 KaJOM, IIPOTe IieH (pakKT He Ma€ KIIiHIYHOrO 3HaYeHHS.

Y natuieHTiB 3 TaTeHTHUM ab0 SBHUM IIYKPOBUM MiiabeToM HEOOXimHUYN peTeNbHUN MOHITOPUHT 3
OTJIAAY Ha MOXKJIKBe 30ibIIIeHHS PiBHS TJIIOKO3U B KPOBI.

3acTocyBaHHS [UJITia3eMy MOXKe BUKIMKATH OPOHXOCIIa3M, BKJIIOYal04YH 3ar0CTPeHHs OpoHXialbHOI
acTMu, 0coOJIMBO Y ITAlli€HTiB 3 paHillle iCHYI04O0I0 TineppeakTUBHICTIO OpoHXiB. Tak0oXK
ITOBiHOMIISITIOCS TIPO TakKi BUMAAKH Imicyis 30inbineHHs no3u. HeoOximHO MOHITOPYBATH CTaH IMalliEHTIB
[J1s1 BUSBJIEHHS O3HAK Ta CHMIITOMIB ITOPYIIeHHs (QYHKIII AUXaHHS IIif Yac Tepalrii guaTia3eMoM.



[lemiaTpuyHa MONYJIALA

Besnexka Ta eeKTUBHICTh OUTia3eMy y [iTel He BCTaHOBIIEHI.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
Barirsicte

Ha manui yac maHi 1100 3aCTOCYBaHHS OUITia3eMy Y BariTHUX Malli€HTOK € AykKe 00MeXKeHUMHU.
Byro nokasaHo, 110 gUiITia3eM MIPOSABIIS€ PEIPOLYKTUBHY TOKCUYHICTD Y NesKUX BUMIB TBAPUH
(urypiB, Mullei, KpomiB). YV 3B'I3Ky 3 LIUM OUJITia3eM He PEKOMEHYEThCS 3aCTOCOBYBATH BariTHUM Ta
JKiHKaM PerpofyKTUBHOTO BiKy, SIKi He BUKOPHCTOBYIOTh €(peKTHUBHI MeTOOU KOHTpAIeMIlil.

[lepion rogyBaHHSA TPYOOI0

OcCkinbKY 1€l IpenapaT BUBOOUTHCS ¥ TPYAHE MOJIOKO, TPYLHE BUTOIOBYBaHHS IIif] YaC MIPUUOMY
OUJITia3eMy IIPOTUIIOKA3aHe.

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

3 ornsioy Ha fAaHi, oTpHMaHi 1momo HeGakKaHUX peakllii, HaPUKJIa[ 000 BUHUKHEHHS
3amaMoOpoO4YeHH (4acTo), 3arajabHe He3OyKaHHS (4acTo) Ta Hy[OTH, IpeliapaT MoXe 3MiHIOBaTH
3[aTHICTh 00 KepyBaHHS aBTOTPAHCIIOPTOM Ta PoOOTH 3 MexaHi3MaMu. [IpoTe He OyJI0 IPOBENIEHO
JKOJHUX [OCTIIXXEeHb 3 BUBUEHH BIUIMBY IIpenapaTy Ha 30aTHICTh KepyBaTU TPaHCIOPTHUMU
3aco0aMu Ta ITPAIIOBATH 3 MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

Tabnetku HiaKopnI/IH® 90 Perappg crig KOBTATH I[IIMMHU, 3alliBal0Yy HEBEIMKOIO KibKiCTIO BOOHU, HE
pO3JIaMyBaTH Ta HE PO3KOBYBATH TaOJIETKY.

[TauieHTaM CJIif TOBIHOMUTH, 1110 000JI0HKA TaOIeTKN MOXKe IPOXOOUTH Yepe3 IMITyHKOBO-KUIIKOBUH
TPakKT Y He3MiHEHOMY BUIJISI[L.

€ mocTynHUM psAf GoOpM BUIYCKY Ipelapary, 110 03BOJIsSE KOPUTYBATH NO3yBaHHS BiTIOBITHO [0
inpuBinyanbHux notpel marieHTa. Y pasi HeoOXimHOCTI CTif BpaXOByBaTH PETENIbHE TUTPYBAHHS
[03Y, OCKIJIbKY iHOWBiAyaJbHa BiiNIOBiAb Ha Tepalil pi3HUX NallleHTiB MoXKe BapitoBaTu. [Ipu
1epexofii Bifi OMHOTO THILY IIperapaTty Ha iHImH Moxe 0yTu HeoOXigHUM KOPUTYBaHHS 03U [0
OOCSITHEHHS 3a[0OBiIbHOI BiimoBifi Ha Teparmiio. I1Jo6 3a0e3meynTy CTIMKICTh BiATIOBiMi Ha Teparriio
micys 11 JOCSATHeHHS, 0CO6IMBO IIPYU 3aCTOCYBaHHI JIiKapChbKuX (HOPM 3 YIIOBITbHEHUM BUBITLHEHHSM,
npenapaT 90 mMr i 120 Mr ciif IpomoBXKyBaTU IPU3HAYaTH 3@ TOPIOBOK MapKoI.

Hopocai:
CreHoKapaisl Ta apTepiajbHa rinepreH3sid:

3BUYaliHa II0YaTKOBA /103a CTaHOBUTEL ofHY TabneTKy (90 Mr abo 120 Mr) mpu 3acTOCYyBaHHi 2 pas3u



Ha goOy. Bifmosigi namieHTiB Ha Tepaliio MOXKYTh BapifoBaTH, IOTPeOU B [03i IpemapaTy MOXKYTh
ICTOTHO BigPI3HATUCS MiXK OKpEMUMU NallieHTaMU. Y OesKUX Mali€HTiB 31 CTeHOKapai€ BUSBUIOCH
KOPHUCHUM 3aCTOCYBaHHS BUIIMX 03 Ipemnapaty 10 480 mr Ha go0y, 0co0IuBO pu HecTabinbHik
cTeHoKapmil. MoxyTh O0yTu HeoOXxigHUMEU Ho3u 360 Mr Ha moOy At 3abe3neyeHHsT afileKBaTHOTO
KOHTpoJto AT y nainieHTiB 3 apTepiajbHOO rinepTeH3sieo.

ITauieHmu AimHb020 BiKY i nauieHmu 3 nopyweHHAMU PYHKYii neyiHKku abo HUPOK:

Criig IpOBOJUTH MOHITOPHHT YaCTOTH CEPLIEBUX CKOPOUYEHb Y LIUX MALli€HTIB, 1 AKIII0 BOHA
3HUKYETHCS HUXKYE MTOKa3HuKa 50 yoapiB 3a XBUINHY, 003y He CJIif 30iIbIIyBaTH.

CTeHOKapmis:

PekoMeHOBaHa IIOYATKOBA [I03a MTpernapaTy CTaHOBUTH 1 TabimeTKa mpemapaty 60 Mr 2 pa3u Ha go0y.
Lis mo3a moxe OyTu 30inbineHa 0o onHiel TabneTku npenapaty 90 mr a6o 120 Mr mpu 3acToCyBaHH] 2
pas3u Ha fo0y.

ApTepianbHa rinepTeHsid:

[TouaTKOBa [03a MOBMHHA CTAHOBUTH OOHY TabeTKy mpemnapaty 120 mMr Ha mo0y. Moxe 3HagoOUTUCS
KOPUTYBaHHS 03U [0 ofHiel TabmeTku npenapaty 90 mr ab6o 120 Mr mpu 3acToCyBaHHi 2 pa3u Ha
no0y.

Himu.

Beameka Ta epeKTUBHICTh 3aCTOCYBAHHS OUJITia3eMy [iTSIM He BCTAHOBJIEHI, TOMY 3aCTOCYBaHHS
mpernapary JiTSM He peKOMeHIOBaHe.

Ilepedo3yeanHs.

Krniniuni epekTy rocTporo rnepego3yBaHHS MOXKYTh BK/II0YaTH BUPaXKeHY apTepiaibHy TilloTeH3ilo,
sKa MOXe IIPU3BOOUTH [0 KOJIAICy, Ta TOCTPEe ypaxKeHHs HUPOK, CHHYCOBY Opafiukapito 3
i3opuTMiuHOIO AucoLialiieio abo 6e3 Hel, 3yNIMHKY CHHYCOBOT'0 By3J1a, IIOPYIIEHHS
aTpPiOBEHTPUKYJISIPHOI IPOBIAHOCTI Ta 3yIUHKY CEPIIA.

JIikyBaHHS B yMOBaX CTal[iOHApPy BK/IOYaTUMe IIPOMUBAHHS LIIYHKA Ta OCMOTUYHUMU [iypes.
[TopylieHHSI TPOBITHOCTI MOXKYTh KOPUTYBATUCS LIJIXOM THMYaCOBOI0 BCTAHOBJIEHHS BOLiS PUTMY.
3acobu, sIKi MPOIOHYIOTHCS [JIs KOPUT'YBAHHS PO3JIafliB: aTPOIIiH, Ba30IPecopH, iHOTPOIIHI 3acobw,
TJIIOKaroH Ta iHQy3il KaJbIlilo TII0OKOHATY.

ITobiuni peakuii.

Y HaBepneHil HUXKYe TaONUI IpeCcTaBeHi faHi moa0 HebaxkaHUX peakiliii Ipu 3acTOCyBaHHI
ounTia3eMy, cxBajieHi Paioro MixkHapogHUX opraHisaniii MeguuyHux HaykK (CIOMS) i3 3a3HaueHHIM
YacTOTH iX BUHMKHEHHS: AyxKe 4acTto (= 1/10), gacto (= 1/100, < 1/10), HewacTo (= 1/1000,

< 1/100), pigxo (= 1/10000, < 1/1000), ogy=xe pigko (< 1/10000), yactoTa HeBigoMa (HEMOXKINBO
OLIIHUTH 3a OOCTYITHUMHU JaHUMHM). Y KOXKHI{ 3 TPyN 3a 4aCTOTOI0 HebaxKaHi sSBUIlA 3a3Ha4eHi y



OPSIOKY 3MEHIIEeHHST CePHO3HOCTI.

KaTeropii «Cucrema-

Opran-Knac» Ily>ke 4acTo HacTo Heuacto Pigko HacToTa HeBimoMa
3 60Ky Kposi ma TpoMOOIMTOEeHIsST
1impamuyHoi cucmemu
[TcuxiuHi po3aadu HepBO3HICTE, 3MiHE HacTpoio, B TOMY
0e3COHHS 4UCII genpecis
3 6oky Hepsogoi [ComoBHMI OiNb, ExcTpanipamigauii
cucmemu 3aI1aMOPOYEHHS CUHIPOM
3 60Ky OuxavHoi BpoHxocnasM (y ToMy
cucmemu, op2aHie UUCITi 3aTOCTPEeHHSA
2pyOHOi KAimKu ma OpOHXiaTBHOI aCTMH)
cepedocmiHHs
3 6oKy cepys AV-610kaga (Moxe |Bpagukapmis CrHOaTpialbHa
OyTu 6mokamnoto I, 11 0J10Kama, 3acTiiHa
a6o III cTymens, ceplieBa HEOOCTATHICTh,
[Moke BUHUKATH 3YIIMHKA CHHYCOBOTO
GroKama HiXKKU By3Ja, 3yIMHKA Cepls
myuka [ica), (acucTomis)
TanbIiTaril
3 60Ky cyouH [inepeMis OpTocTaTnyHa Backymnit (y ToMy 49ucCii
apTepianmbHa e KOITMTO-KIaCTUUHUN
rinoreH3is BaCKYJIIT)
3 60Ky W.AYHKOBO- 3amop, gucnerncis, |bmoBaHHS, CyxicTs y porTi [l'inmepnna3sisa sicexn
KUWK0B8020 mMpakmy 0i7b y LITYHKY, miapes
HymoTa
IMema6oaiuHi ma CinepriikeMis
animeHmapHi posaadu
3 6oky 36inpIIeHHS [emaTut
eenamobisiapHoi piBHIB
cucmemu Me4iHKOBUX
hepMeHTiB
(30i/IBIIIeHHS
ACT, AJIT,
J1OT, JIO)

3 oKy wKipu ma
niowkipHoi
KAIMKOBUHU

EpureMa, cepbix

Kpomnus’sHKa

DoTOUyTNUBICTE (VY
TOMY YUCIIL
TiXeHOITHUN KepaTo3 y
[MimTgHKaxX IIKipH,
BiIKPUTUX IJIS COHLIS),
QHT1I0HEBPOTUYHUN
HaOpSIK, BUCHUIIAHHS,
MybTHGQOPMHA
epuTeMa (B TOMYy YHCIIi
curgpoM CTiBeHCa-
[I>)KOHCOHa Ta
TOKCUUHUN
emigepMaTbHUN
HEKPOITi3), MiBUIIleHa
i TINBICTD,
ekcdomiaTuBHUH
mepMaTuT, TOCTPUM
reHepasi3oBaHUU
eK3aHTEMAaTO3HUMN
[IyCTYJIbO3, IIEPIOAUYHO
- IeCKBaMaTHBHA
epureMa 3
TigBUIIEHHSIM
TeMIepaTypHu Tina abo

0e3 Hei




3 6oky [iHeKoMacTis
[penpodykmusHoi
cucmemu ma MoA0YHUX
30103

3aeanvHi po3aadu ma [[lepudepuy-Hui|3araabHe
peaxuii 8 micui HaOPSIK He3TyKaHHS
BBe0eHHA npenapamy

[ToBigoMIIeHHS PO Mimo3pioBaHi HebaxKaHi peakiril

[ToBimoMIeHHS IIPO Mifo3pioBaHi HebaXkaHi peakilil micis peecTpaliil JikapchbKoro 3aco0y €
BaXK/IMBOIO MPOIenypoio. Lle m03BoIsie IPONOBXKYBATU MOHITOPUHT CIiBBIZHOLIEHHS «KOPUCTH/PU3UK»
Bifl 3aCTOCYBaHHS I1[LOTO JIIKAPCHKOTO 3aco0y. MeguyHUX MpalliBHUKIB IPOCATH IIOBIAOMIISTH PO YyCi
nimo3proBaHi moOiuHi peakiril 3a JOITOMOT0I0 HalliOHAJIbHOI CUCTEMU (papMaKOHATISY.

Tepmin npudamHocmi. 3 POKH.
YmMmoBH 30epirannsi. 30epiratu y HeJOCTYIIHOMY IJIS OiTel Micli npu TeMmepaTypi He Buiie 25 °C.

YnakoBka. Ne 30 (10x3): mo 10 tabneTox y 61icTepi, mo 3 GiicTepu y KapTOHHI#M KOPOOIIi.

Kareropis Bignycky. 3a penenrom.

Bupoouuk. TOB «3eHnTiBa»>.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micis MpoBaIXKeHHS HOTr0 TisyIbHOCTi. ¥
kaOemouu 130, 102 37 ITpara 10, Jomui Mexonymu, Yecbka Pecmy6iika.

3asiBHHUK.

TOB «Canodoi-ABeHTic YKpaiHa».

Micne3HaxoOKeHHS 3agBHUKA.

Ykpaina, 01033, m. Kuis, Byn. ZKunsinceka, 48-50A.



