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IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3aC00y

COJHI®EHAIIUH-®APMAK

(SOLIFENACIN-FARMAK)
Cknao:
oiroua peuosuna. Solifenacin succinate;
1 TabneTka MICTUTH colipeHanuny cykuHaty 5 mr abo 10 mr, 1o Bianosigae comidenanuny 3,8 Mr
Ta 7,5 MT BIAIIOBIIHO;
OONOMIDICHI pevoBUHY. JTAKTO3U MOHOTIIPAT, JIaKT03a 0€3BOJHA, KPOXMallb KYKYPYI3sSHUH, TaJbK,
MarHilo cTeapar;
cknao obononku ons madaremok no 5 me: Opadry yellow 0Y32823 (rimpomernos3a, TUTaHY JT1OKCH]L
(E 171), makporoun, 3amiza okcua yepBonuit (E 172), 3amiza okcup sxostuii (E 172));
onss mabaremox no 10 me: Opadry white 03B28796 (rinmpomenosa, tutany aiokeun (E 171), makporon
400), Opadry brown 02F23883 (rimpomeno3sa, Tutany giokcuu (E 171), makporon 6000, 3aiiza okcua
yeponuii (E 172), 3amiza okcup sxoBtrii (E 172)).

Jlikapcbka ¢gopma. TabiieTku, BKPUTI MITIBKOBOIO 000JIOHKOIO.

Ocnogni ¢hizuko-ximiuni énacmueocmi. TaOIETKU MO 5 MI' — KOBTI, OKpYIJIOl (hOpMHU, TBOOIYKII,
BKPUTI IJIIBKOBOIO 000JIOHKOIO; TabaeTku 1no 10 Mr — poxeBi, OKpyriioi popMHu, JBOOMYKIIi, BKPUTI
IUTIBKOBOIO OOOJIOHKOIO.

dapmakoTepaneBTHYHA rpyna. 3aco0u, 1110 3aCTOCOBYIOTHCS B ypoJIoTii. 3acO0M IS JIIKYBaHHS
4acTOro cevyoBHITycKaHHs Ta HeTpuMaHHs ceui. Kog ATX G04B DO08.

Dapmakonoziuni 61acmueocmi.

Dapmakoounamika.

ComnieHallH € KOHKYPEHTHUM, CIIeHU(IYHUM aHTaroOHICTOM XOJIIHEPriyHUX perentopi. CevyoBuit
MIXYp IHHEPBY€EThHCS MapaCUMIATHUHUMU XOJIIHEPTTYHUMH HEpBaMH. ALIETHIIXOJIIH CKOPOUYE IIajIKi
M’SI3U JIeTpy30pa, BIUIMBAIOUYM HAa MYCKapHMHOBI PELENTOPH, IO MepeBakHO IpejcTaBieHi M3
MMATUIIOM.

VY nmocmimkeHHsx In Vitro Ta in ViVO Oyno BCTaHOBIIGHO, IO COJi()CHAIMH € KOHKYPEHTHUM
cnenu@iYHUM aHTaroHICTOM XOJIHEPriYHMX peuenTopiB nepeBakHo M3 mintumy. Takox Oyno
BCTaHOBJICHO, L0 coulipeHallMH Mae cina0Ky CIOpPITHEHICTh a0 BIJICYTHICTH CIIOPITHEHOCTI 3
IHIIMMH pelenTopaMH 1 TECTOBAHUMHU 10HHUMH KaHaJlaMH.

EdexTuBHicTh mnpemapary, $Ky BHMBUQIM Yy KUIBKOX IMOJBIHHO CIINUX PaHIOMI30BaHHX
KOHTPOJIbOBAHUX KJIIHIYHHUX JOCTIIKEHHSAX y YOJIOBIKIB Ta *IHOK 13 CHHIPOMOM TilE€PaKTUBHOTO
CEUOBOI0 MiXypa, criocTepiranacsi BXe Ha 1-My THKHI JIIKyBaHHS Ta cTaOuli3yBajacsi MPOTATOM
HACTYNMHUX 12 THXKHIB JIIKYBaHHSA. Y BIJKPUTUX JOCIIDKEHHSX MpPHU TPUBAIOMY 3acCTOCYBaHHI



MOoKa3aHO, 10 ©e(EeKTUBHICTh MIATPUMYETHCS  MPOTATOM  MIOHAMMeHme 12 micsIiB.
Dapmaxokinemuxa.

Abcopoyia. Tlicna npuiiomy TabJIETOK MaKCHUMaJlbHa KOHIICHTpAIlisl coiheHaMHY y I1a3Mi KpoBi
(Cmax) mocsiraetbest uepe3 3—8 roamH. Yac MOCATHEHHS MaKCHMAalbHOI KOHIEHTpamii (tmax) HE
3a5IeKUTh Bia g03u mpenapary. ITokasHUKM Chpax 1 miommi mig kpuBoro (AUC) 301IbIIYIOTHCS
MPOMOPLIAHO 10 103U y miana3zoHi Big 5 mr go 40 mr. AGcomoTHa O10JOCTYIHICTh CTAHOBUTH
npuban3Ho 90 %. [Tpuitom ki Ha 3HaYeHHS Cmax Ta AUC conideHannny He BILUTUBAE.

Posnooin. Conidenanun 3HauHOI0 Miporo (Maibke 98 %) 3B’A3yeThbesa 3 OLIKaMM IJIa3MH KpOBI,
TOJIOBHUM YHMHOM 3 Ol1-KHUCJIUM TIIIKONPOTETHOM.

Memabonizm. ComideHanMH 3HAYHOIO MIpPOI0 METa0ONi3yeThCs Yy MEUiHIll, TOJIOBHUM YHHOM
nuroxpomom P450 3A4 (CYP3A4). Cuctemuuii kiipeHC coideHaluHy CTaHOBUTH MPHOJIM3HO
9,5 n/roquHm, 1 TepMiHAIBHUN TEpioa WOro HAmiBBUBEIACHHS CTaHOBUTH 45-68 romuH. [licis
nepopajgbHO MPUHOMY TpernapaTy y Iia3mi KpoBi, KpiM coisideHanuny, OyB ineHTudikoBaHul 1
dapmakomnorigyHo aktuBHHM (4R-Tigpokcucomidenanun) i 3 HeakTuBHI MeTa00IITH (N-TIIFOKYPOHII,
N-okcun 1 4R-rigpokcu-N-okcu comdeHanuny).

Exckpeyis. Ticns ognopasosoro 3actocyBanns 10 mr *C-miuenoro-comidenamuny npuémmsao 70 %
palioaKTUBHOI MITKH TpOSBIsEThCS y ceui 1 23 % - y dekaniax. I3 ceueto mpubmuzno 11 %
PamaioaKTHBHOI MITKH BUBOJUTHCS Y BUTIISAI HE3MIHEHOT aKTUBHOI cyOcTaHIlii; mpubdmusno 18 % —y
BUTIIAII MeTabomiTy N-okeuny, 9 % — y Burisai meradomity 4R-rinpokcu-N-okcua i 8 % — y Burisiai
4R-rizpokcumMeTaboiTy (aKTHBHHNA METa0OJIT).

Ho308a 3anesxcnicmy. Y Aiana3oHi TeparneBTUYHUX 7103 papMaKOKiHETHKa MpernapaTy € JiHIHHOIO.
Ocobrusocmi hapmakoKiHemuKy 8 OKpemux Kamezopiil nayieHmis.

Bix. Hemae HE0OX1IHOCTI KOPUTYBATH O3y 3aJIEKHO Bij BIKY XBOpHX. JloCHiXKEHHS TOKa3alu, 110
excrio3utlis comipenanunay ( 5 i 10 mr), Bupakena nokasaunkom AUC, Oyna mogiOHOI0 Y 310pOBHX
JOOPOBOJIBIIIB JIITHBOTO BiKY (Bi 65 10 80 poKiB) 1 y 310pOBUX TOOPOBOJIBIIIB MOJIOIOTO Ta 3PiJIOTO
BiKYy (< 55 pokiB). Cepens mBUAKICT adcopO1Iii, BUpa)keHa ITOKa3HUKOM tmax, OyJ1a Je1o HUKUOIO,
a KiHILIEBHI 1epio]1 HamiBBUBeIEHHS — IpuOIn3HO Ha 20 % TpuBaNilIMii y NAI[IEHTIB JITHHOTO BIKY.
L{i He3HaYHI BIIMIHHOCTI HE € KIIHIYHO 3HATYIIIMH.

dapMaKOKiHETUKY coJliheHallMHy He BUBYAIIM Y JIITEH Ta MiJTITKIB.

Cmamp. ®apMaKoKiHETHKA COJIIPEHAIIMHY HE 3JICKUTh B1J CTATI MAIlIEHTA.

Paca. PacoBa npuHaNeXHICTh HE BIUIMBA€E Ha (PApMaKOKIHETUKY COJli(heHAINHY.

Hupkosa neoocmamuicmo. AUC Ta Cmax comieHaMHy y MaIli€HTIB 13 JIETKOIO Ta MOMIPHOIO
HUPKOBOIO HEJOCTATHICTIO HE3HAUHO BIAPI3HSIIOTHCS BiJ BIAMOBIAHUX TMOKA3HUKIB Yy 3J0POBUX
JOOpOBOJIBIIIB. Y MAIl€HTIB 13 TAXKKOK HUPKOBOIO HEIOCTATHICTIO (KJIIpeHC KpeaTuHiny < 30 mi 3a
XBWIMHY) €KCIO3MLIs collipeHallMHy 3HA4HO BHUIIA: 30UIbIIEHHS Cmax CTAHOBUTH IpuOIu3HO 30 %,
AUC — monag 100 % Tta mepion HamiBBUBeAcHHS — moHan 60 %. Bin3HadeHW CTATUCTHYHO
3HAYYIIMA  B3a€EMO3B 30K MDK  KJIIPEHCOM KpeaTWHIHYy 1 KIIPeHCOM  Coji(eHaluHy.
dapMaKOKIHETHKY Yy TAII€HTIB, SIKI MPOXOAMJIA T€MO 11aJ113, HE BUBYAIIH.

Ileuinkoea neoocmamuicms. Y TalLlI€HTIB 13 MOMIPHOIO MEYIHKOBOIO HEAOCTATHICTIO (TOKA3HUK 3a
mikanoro Yainna — [1°10 Big 7 1o 9) 3HaueHHs Cmax He 3MiHIOETHCS, AUC 3poctae Ha 60 % Ta nepion
HaliBBUBEIEHHS 301IbIIyeThCsl BIBIYI. (PAapMaKOKIHETHKY Yy MAI[EHTIB 13 TSXKKOI HUPKOBOIO
HEJOCTATHICTIO HE BHBYAJIH.

Kainiuni xapakrepucTuku.

Ilokazannusa.

CumMnromMaTHyHe JIIKYBaHHS YPreHTHOTrO (iMIIEpaTMBHOTO) HETPUMaHHS cedi Ta/abo YacToro
CCUOBMITYCKAHHSI, @ TAKOXX YPreHTHUX (IMIIEpaTUBHUX) IMO3UBIB 10 CEYOBUITYCKAHHS, XapaKTepHUX
JUTSL TIAIIIEHTIB 13 CHHAPOMOM TIMEPaKTHBHOTO CEYOBOTO MiXypa.

Ilpomunoxazanna.
[Tpenapat npoTunoka3zaHuii NalieHTaM i3 MiJBUILEHOO YYTIUBICTIO 10 aKTUBHOI cyOcTaHIii abo 110
OyIb-sIKO1 3 JONMOMDKHHUX PEYOBMH; MalllEHTaM 13 3aTPUMKOIO CEYOBUITYCKaHHS; 13 TSKKUMU



[IUTYHKOBO-KHIIIKOBUMH 3aXBOPIOBAHHSAMHU (BKJIIOYAIOUHM TOKCHMYHHUNA METAKOJIOH); 13 MIacTEHIEIO
IpaBiC Y 13 3aKPUTOKYTOBOIO IJIAYKOMOIO Ta MAIli€HTaM 13 PU3UKOM PO3BUTKY IUX CTaHIB; MpPHU
MPOBEACHHI TeMoianizy (auB. po3ain «DapmMakoKiHETHKA»); TMAIllEHTaM i3 TSHKKOIO IMEYiHKOBOIO
HEAOCTaTHICTIO (nuB. po3ain  «DapMakOKIHETUKA»); TMAaIi€EHTaM 13 TSHKKOK — HHPKOBOIO
HEJIOCTATHICTIO 200 MEYIHKOBOIO HEJAOCTATHICTIO CEPEIHBOTO CTYICHS TSHKKOCTI, SIK1 mepe0yBaroTh
Ha JIKyBaHHI CHJIbHUMH iHTiOiTOpamu mmroxpomy CYP3A4, nampukiaa KeTOKOHA30JI0OM (JIUB.
po3ain «B3aeMois 3 IHIMUMU JTIKApCHKUMU 3aC00aMH Ta 1HIIN BUAM B3aEMOJIIN).

B3aemooia 3 inwmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83aeMo0ii.

Dapmaxono2iuni 83aEmMO0ii.

OpHoyacHU MPUHOM 1HIIUX JIIKAPCHKUX MpernapaTiB 3 aHTUXOJIHEPTIYHUMHU BJIACTUBOCTSIMH MOYKE
MaTH BHpa3Hilll TepaneBTHYHI e(peKTH, a Takok HeOaxkaHi Hacmiaku. Ilicas npunuHEHHS
3actocyBanHsa mpenapary Comidenanua-dapmak 10 NPUHAOMY HACTYIMHHUX JIKApCHKUX 3aco0iB
AQHTUXOJIHEPTiyHOi Tepamii HEOOXiJHO BUTPUMATH MNPHOIM3HO OJHOTH)KHEBUH IHTEpBAL
TepaneBTuuHui edeKT comi)eHAMHY MOXKE 3MEHIITUTUCS IIPU CYITYTHROMY 3aCTOCYBAaHHI aroHICTiB
xoJiHepriyaux peuentopis. ComideHanH MoXe 3HIKYBAaTH €(eKT JIKapChbKHX Mpenaparis, sKi
CTUMYJIIOIOTH MEPUCTATIBTUKY HUTYHKOBO-KHIIIKOBOTO TPAKTY, TAKUX SIK METOKIIOMPaMIi[ 1 IU3aNpU.
DapmakoKinemuuHi 83aEMOOI.

Hocnioaicenns in vitro nokasano, 1mo coiieHaluH y TepaneBTUYHUX KOHIEHTPAIIIX HE MPUTHIYYE
mikpocomu meuinku CYP1A1/2, 2C9, 2C19, 2D6 un 3A4. TakuM 4YWHOM, MAJIOWMOBIPHO, IIO
corieHalMH BIUIMBAE HA KJIIPEHC JTIKapChbKUX 3ac001B, 110 MeTabomi3ytoThes hepmentamu CYP.
Bnaue inwux aikapcokux 3acobis na hapmakoKinemuky conighenayumy.

Comnienanun merabonizyersest pepmenToM CYP3A4. OnHouacHe 3aCTOCYBAaHHS KETOKOHA30Iy
(200 mr/mno0y), cunbhoro inriditopa CYP3A4, npussommio a0 nBokparHoro minsuiieHas AUC
comieHanuuy, TOAl K MpUiioM KeTokoHazomy B 1031 400 mr/mo0y minBuinye mokasHuk AUC
comipenauuny B 3 pasu. Takum YHMHOM, MakcHMaibHy A03y mpemnapary Comidenanua-Papmak
HEOOXIIHO OOMEXHUTH [0 5 Mr Mpu OJHOYACHOMY 3aCTOCYBaHHI 3 KETOKOHA30JIOM YU
TEpaneBTHYHUMH JI03aMH 1HIINX aKTUBHUX iHT10iTOpiB hepmenty CYP3 A4 (Hanpukian puToHaBipy,
HendiHasipy, iTpakoHa301y) (AuB. po3ain «Croci0 3acTOCyBaHHS Ta TO3U»).

OpHouacHe 3acTocyBaHHA cojieHauumHy Ta cuibHoro iHriditopa ¢epmenty CYP3A4
NPOTHUIIOKA3aHE TMallleHTaM 13 TSHKKOIO HUPKOBOIO a00 MOMIPHO BHPaKEHOK IE€YiHKOBOIO
HEJOCTaTHICTIO.

He nocnimxysanu BriuB ¢pepmenTiB iHaykuii CYP3A4 na papmakokiHeTHKY colideHalnnny i Horo
MeTaboIITIB, @ TaKOXK Jif0 cydcTpariB 3 migBumeHow cropigaeHictTio CYP3A4 ta merabormiTiB
CYP3A4 Ha ekcnozuiito comipeHanuny. OCKUIBKHM cojdieHaluH MeTalomi3yeThecsi (hepMEHTOM
CYP3A4, papmakokiHeTHuyH1 B3aeMoAil MoxiuBi 3 1HIUMU cyOctpatramu CYP3A4, mo maroTh
nigBunIeHy cropinueHicts 10 CYP3A4 (Hanpukiiaf 3 BepanamijioM, TUITia3eMOM), Ta IHAYKTOpaMu
depmenty CYP3A4 (manpukian pudaMninuHoM, GeHITOTHOM, KapOaMa3erniHoM).

Bnnue conigpenayumny na papmaxoxinemuxy aikapcokux 3acoois.

Ilepopanvui konmpayenmugu.

[Tpuitom mnpenapaty Comnipenaunn-dapmak He BIUIMBaE Ha (HaPMAaKOKIHETUYHY B3a€MO/IIIO

corieHanuHy 3 KOMOIHOBaHUMH epopaTbHUMU KOHTpAaleNTUBAMU
(eTUHINIECTPAA10I/I€BOHOPTECTPEN).
Bapgpapun.

[Tpuitom npenapary Comidenanun-Oapmak He BIUIMBa€ Ha (hapMaKOKIHETHUHY B3aeMOJil0 R-
-BapdapuHy un S-BapdapuHy abo ixHiil BIUTMB Ha TPOTPOMOIHOBHH Yac.

JueokcuH.

[Tpuitom npenapary Comnidenannn-dapmak He BIUTUBAE HAa (hapMaKOKIHETUKY TUTOKCHHY.



Ocoonueocmi 3acmocysamnnsi.

[lepen mowaTtkoMm JiKyBaHHS MpernapaToM HEOOXiJHO BCTAHOBUTH IMOBIPHICTh IHIIUX NPHYUH
4acTOro CEYOBUITYCKAaHHs (ceplieBa HEJOCTaTHICTh ab0 3aXBOPIOBaHHS HUPOK). SIKIIO BUsBJIEHA
1H(EKIis CeYOBUBITHUX NUISAXIB, CIIiJ PO3IIOYATH BiIMOBIIHY aHTHOAKTEpiaIbHY TEpaIIiio.
[Ipenapar HEOOX1AHO TPUHMATH 3 00EPEIKHICTIO MAIIEHTAM:

— 13 KJIIHIYHO 3HAYYHIOK OOCTPYKIIEI0 BHXITHOTO OTBOPY CEYOBOTO MiXypa, IO MPU3BOIUTH IO
PHU3UKY 3aTPUMKH CEUOBUITYCKaHHS;

— 31 IIUTYHKOBO-KUIIKOBUMH OOCTPYKTUBHUMH 3aXBOPIOBAaHHIMH;

— 3 PU3UKOM 3HMKEHHSI MOTOPUKH ITYHKOBO-KHIIIKOBOI'O TPAKTY;

— 3 TSDKKOIO HUPKOBOIO (KIipeHC KpeatuHiHy < 30 MJ 32 XBHUJIMHY) Ta HOMIpPHOIO HEYiHKOBOIO

(mokasznuk 3a mkainor Yainma — Il'vo Big 7 mo 9) HemocrarHicTio (auB. po3ainm «Cmocid
3aCTOCYBaHHA Ta J03W» Ta «DapMaKOKIHETHKay); 103U JUIsl IUX MAlli€HTIB HE MAaIOTh MIEPEBUILLYBATH
5 Mr;

— TpU OJHOYACHOMY mpwuiiomi cuiabHUX iHTIOITOpiB CYP3A4, Hanmpukinaa KeTOKOHA30ly (IuB.
po3ainu «Crocib 3acTocyBaHHS Ta J03W» Ta «B3aemois 3 IHIMUMH JIIKApChbKUMHU 3ac00aMu Ta 1HIII

BUJIU B3a€MOIIN»);

— 13 TPUKEI0 CTPABOX1AHOTO OTBOPY Aladparmu Ta/abo HUTYHKOBO-CTPABOX1THUM pedIirokcoM Ta/abo
TUM, XTO OJHOYACHO TpHUiiMae JiKapchbki mpenapatu (Taki sk OicochoHarn), sIKi MOXKYTbH
CIIPUYMHUTH 200 OCHIIUTH e30(arit;

— 3 BEreTaTUBHOIO HEHPOMATI€Ero.

VY nauieHTiB 3 ¢akTOpaMH PU3UKY, TAKMMHU SK PaHILIE 3apEeeCTPOBAHUN CHUHAPOM IOJIOBXKEHHS
iaTepary QT, Ta rimokamieMiero cmocrepiraiocs moxoBxeHHs iHTepBary QT 1 TpimoTiHHS
MepexTiHHS IUTyHOUKiB (torsade de pointes).
besneky Ta epeKTHBHICTh 3aCTOCYBAaHHSI IPETapaTy XBOPHUM i3 ITiABUILEHOIO aKTUBHICTIO CiHKTEpa
HEHPOreHHOr 0 MOXOXKEHHS He JTOCIIIKEHO.

[TamienTam i3 pigKICHUMH CIIaJKOBUMH (OpPMaMU HENEPEHOCHMOCTI rajnakto3u, Lapp-medinurom
JaKTa3u ado MOPYIIEHHSIM TII0K030-TalakTO3HO1 ManbabcopOLii He cIlijl mpuiiMaTu mpemnapar.

Y nesKkMxX TAaIi€HTiB, SKi 3aCTOCOBYBAIM COJi()eHAUMHY CYKIWHAT, TOBIIOMIISUIOCS —IIPO

AHT10HEBPOTUYHHM HaOPSK 3 OOCTPYKIi€I0 AuXadbHUX HUIAXiB. [Ipu BuHUKHEHHI HaOpsky KBinke
JIKyBaHHS cONi)e€HAIMHY CYKIIMHATOM CJiJ NPUIHHUTA Ta B)KUTU BIANOBITHUX 3aX0JiB abo
NPU3HAYUTU HAJISKHE JIIKYBaHHS.

VY neskux maIi€eHTiB, sIK1 3aCTOCOBYBAJIM COJi()eHAllMHY CYKIIMHAT, CIIOCTEpiraaucs aHapuIaKTHYHI
peakuii. Ilpu BUHMKHEHH1 aHaQUIAKTUYHMX peakiiil JiKyBaHHS colipeHAllMHY CYKLMHATOM CJiJ
INPUIMHUATYU Ta B)KUTHU BIJIOBIIHUX 3aXO01B a00 NMPU3HAUYNTH HAJIC)KHE JTIKyBaHHS.

MaxkcumanbHUN eeKT npenapary JoCAraeThCsl He paHille Hik depe3 4 THKHI Tepartii.

3acmocysanns y nepioo eacimmuocmi adoo 200y8anus 2pyooio.

Bacimnicme.

Hemae kniHIYHUX TaHUX TPO KIHOK, SIK1 3aBariTHUIM Mij 4ac 3aCTOCyBaHHS couidenanuny. Jlocmiau
Ha TBapWHAX HE BHSBIJIM MPSIMOI HECIIPHUATIMBOI Jii Ha (hepTUIBHICTH, PO3BUTOK eMOpioHa/mIona
a6o nosoru. [lorenuiitnuii puzuk HeBigomuit. CiniJy TOTpUMYyBaTHCS 0OEPEKHOCTI IPU 3aCTOCYBAHHI
JTAHOTO IMpernapaTy BariTHUM KIHKaM.

T'ooysanns epyooio.

Hemae nanux moo ekckperii comideHalnny y rpyiHe MOJIOKO. Y MHIIIEeH comdeHauH Ta/abo oro
METa0OJITH MPOHUKAIOTH Y MOJOKO 1 CIPHUYMHSIOTH J10303aJIeKHY HEIOCTaTHICTh POCTY Yy
HOBOHApOKeHUX MuIel. 3actocyBaHHs npenapary Comidenanus-dapmak He peKOMEHIYETHCS Y
nepios TOAyBaHHS IPYIIO.

30ammuicmo enaueamu Ha wWeUOKIiCMb peakuyii npu KepyeanHi agmompancnopmom adoo inuumu
MexaHizmamu.

VY 3B’S3Ky 3 TMM, L0 COJi(peHALUH, K 1 1HII aHTUXOJIHEPriyHi MpernapaTd, MOXXe CIPHUYUHUTH
HEYITKICTh 30py 1 HEYacTO COHJIMBICTh Ta MIJBUIIEHY BTOMJIIOBaHICTb (IuB. po3nin «IloOiuHi



peaxiiii»), mpuiioM mpernapaTy MOKe HETaTUBHO BIUIMBATH HA 3/IaTHICTH KEPyBaTH aBTOMOOIJIEM Ta
MPALIOBATH 3 IHIIUMHU MEXaHI3MaMH.

Cnoci6 3acmocyseannsa ma 0o3u.

Ilopocni, exnrouarouu nayienmie 1imubo20 6iky. PekoMeHioBaHa go3a — 5 Mr npenapaty 1 pa3 Ha
no0y. SIkimo HeoOXiaHO, 103y MokHA migBuImTH 10 10 Mr 1 pa3 Ha 100y.

Tayienmu 3 nuproeor nedocmamuicmio. He moTpiOHa KOpEKIisi 1034 IS MAIIEHTIB 3 TOMIPHOIO Ta
CepeIHbOTO CTYNEHS TSHKKOCTI HMPKOBOKO HEIOCTATHICTIO (KJipeHC KpeaTuHiHy > 30 Mi/XB).
[TamieHTaM 3 TSOKKHM CTYyIIEHEM HHPKOBOI HEJIOCTATHOCTI (KiipeHC kpeatnHiHny < 30 MJI/XB) CItif 3
00epEeKHICTIO 3aCTOCOBYBATH IpemapaT y A031 He Oinbiie HiK 5 Mr 1 pa3 Ha no0y (AuB. poO3Iia
«DapMaKOKIHETHKAY).

Tayiecumu 3 neyinkosow nedocmamuicmio. He moTpiOHa KOPEKIIisl 103U YIS MALI€HTIB 3 TTOMIPHOIO
MEYIHKOBOIO HeIocCTaTHICTIO. [lalieHTaM 3 MOMIpHOIO NEYiHKOBOIO HEIOCTATHICTIO (TIOKA3HHK 3a
mkanoro Yaiinma — I'ro 7-9) cnig nmpuiimatu npenapaT 3 OOCpeXHICTIO 1 HE TEpPEBUIYBATH
no3yBaHHA 5 Mr 1 pa3 Ha 100y (nuB. po3ain «PapMaKOKIHETHKA).

3acmocysanus nomyxcuux ineioimopie yumoxpomy P450 3A4. MakxcuMmanbHa J103a Tpemapary
Conidenanun-Papmak Mae OyTH oOMeXeHa 5 MI IpU OHOYACHOMY MPHUIOMI 3 KETOKOHA30JI0M ab0
TEpaneBTHYHUMH J03aMH IHIINX CHIIBHUX 1HTiOITOpPIB i30opmu mutoxpomy CYP3A4, nanpukian
pUTOHABIpy, HediHABIPY, ITPAaKOHA30ITy (AUB. po3/it «B3aemMois 3 IHIIMMH JIIKapChbKUMH 3ac00aMu
Ta IHIII BUJIWA B3aEMOJIIN»).

Conidpenanun-Papmak mpuilMaTu nepopaibHO, KOBTATH TAONETKH LIJIMMH, 3aIIMBAIOYU PIIUHOIO,
HE3AJICKHO B MPUHOMY TXKi.

imu.
He nocnimpxyBanu Oesneky Ta e(eKTUBHICTb 3aCTOCYBaHHS Ipenapary AitsM, Tomy CoiideHanuH-
®dapMak He CITiJT MPU3HAYATH Il KaTeropii MamieHTiB.

Ilepeoosysanns.

Cumnmomu.

[lepeno3yBanusi comipeHAIIMHY CYKIMHATY MOJKE MPHU3BECTH JI0 THKKUX AHTUXOJIHEPTIYHUX
edextiB. HaiiBuma no3a comideHanuHy CyKIMHATy, NMPUHHATA BUIAJAKOBO OJIHUM MAalliEHTOM,
ctaHoBuia 280 MT TIPOTITOM 5 TOJWH, BHACIIIOK YOT'O CITOCTEPIrajaucs 3MIHH TICUX1YHOTO CTaHy, 110
He moTpeOyBaiu rocmitatizaii.

Jlixysanns. Y pas3l mepeno3yBaHHs COM(EHAIMHY CYKIIMHATY MAIll€HTOBI HEOOXITHO TPHUIHATH
aKTUBOBaHE BYTuLIs. Moke OyTH KOPUCHUM IMPOMMBAHHS IIIYHKA, SIKIIIO BOHO 3p00JIEHE MPOTATOM
| roguHu micng npuiioMy npenapary, aje He CJliJl BUKJIMKAaTH OJIFOBaHHS.

[To/10 IHIIMX AHTUXOJIIHEPTTYHUX €(EeKTiB, TO CHUMITOMH CIIiJ JIKYBaTH TAKUM YHHOM:

— TSDKK1 aHTUXOJIIHEPTi4H1 e(heKTH 3 O0KY IIEHTpaIbHOI HEPBOBOT CUCTEMH, TaKI SIK FaltolHaIlii abo
niaBHILEHA 30y/UIUBICTh — 3aCTOCOBYIOThH (P130CTUTMIH ab0 KapOaxod;

— CyJIOMH a0o0 MiIBUIIEHA 30Y/UTHUBICTh — BBOJSTH OCH30/I1a3€IiH;

— HEJIOCTaTHICTh 3 OOKY OpraHiB JUXaHHs — 311HCHIOIOTh IITYYHY BEHTUJISLIIO JIETEHIB;

— TaxiKapis — 3aCTOCOBYIOTh OeTa-010KkaTopH;

— 3aTPUMKA CEYOBUITYCKAHHS — IPOBOJISAThH KaTeTEPU3aLIiIO;

— Mijpia3 — 3aCTOCOBYIOTh OYHI KpaIUll, HallpUKIJIAJ MUIOKapMiH, Ta/ab0 MOMIIal0Th MalleHTa y
TEMHY KIMHATY.

Ak 1 y pasi mepemo3yBaHHS IHIIMMH AaHTHUXOJIHEPTIYHMMM 3aco0amu, OCOOIMBY yBary CiliJ
NPUIUIATH TAIiEHTaM 31 BCTAHOBJIEHUM PU3HMKOM MNojoBkeHHs iHTepBasy QT (mpu rimokanmiemii,
Opaaukapmii, TpH OJHOYACHOMY 3aCTOCYBaHHI TpenapaTiB, IO CHPUYHHSIOTH TTOJOBXCHHS
inTepBany QT) i mamieHTaM 13 3aXBOPIOBaHHIMHU ceplid (ieMis MioKap/ia, apuTMii, 3acTiifHa ceplieBa
HEJIOCTATHICTH).



Iloo6iuni peakuii.

Comnidenanun-Papmak MoKe CIIPUUYUHUTU TOO1UHI ePeKTH, OB’ 3aH] 3 aHTUXOJIHEPTiYHOIO €0
comieHaMAY, SKi, IK IPaBUIIO, cl1abki a6o momipHi. [XHs yacToTa 3aM€XNTh Bijl 1031 penapary.
Haituacrime noGiune sBUIIE — CYXiCTh y POTI, 10 criocTepiranacs y 11 % mamieHTiB, siKi OTpUMYBaJIN
o3y 5 mr Ha 100y, y 22 % nauieHTiB, ki orpumyBaiu 10 mr Ha 100y, y 4 %, ki oTpuMyBaiu
tane0o0. BupaxeHicTh CyX0CTi y pOTi, SIK MPaBuIiIo, Oyia ci1abKoo 1 TITBKY Y TOOAMHOKHX BHITAIKAX
NIPU3BOIMIIA JIO IIPUTTMHEHHS JIIKyBaHHs. 3arajioM JIKapChKHUH Mperapar J0CHTh 100pe MepeHOCUBCS
(6mm3bk0 99 %), 1 mpubnuzHo 90 % marieHTIB MpUMalK MpenapaTr MPOTATOM MOBHOTO MEPioay
JTOCJTIJDKEHHS, IKUH TpUBaB 12 THXKHIB.

VY Tabnuui HYKYEe HaBeACHI 1HINI MOOIYHI e(EeKTH, 3apeecTpOBaHi MPH MPOBEACHHI KIIHIYHUX
nociipkenb npenapary Comidenanua-dapmak Ta B micaspeecTpaiitHui mepio.

Kaacudikauis Tyace Yacro Heuacro PinkicHi Hy:xe pinkicHi Hegizomo
MedDRA yacro > 1/100, > 1/1000, > 1/10000, <1/10000 (uacrory He
>1/10 <1/10 <1/100 <1/1000 MO’KHA OIiHUTH
HA OCHOBI
HASIBHUX JIAHUX)
Tadexmii Ta Tadexmii
iHBasil CEYOBUBITHUX
LIJIAXIB, IIUCTUT
3 60Ky iMyHHOT AHadinakTHIHA
CUCTEMH peaxiis*
3 Goky 3HIKCHHS
MeTabomi3My Ta anetury®,
TpaBICHHSA rimepkamiemis*®
[Ncuxivuni po3naau lamoumnanii*, | Mapenus*
CILTYTaHICTh
cBioMOCTI*
[MopymieHns 3 COHIMBICTS, 3amamopo-
GOKy HEPBOBOI MOPYLIEHHS 4eHHA™,
CUCTEMHU CMaKy TOJIOBHUM
oinmp*
3 6OKy opraHiB Heuitkicts | CyxicTh oueit I'maykoma*
30py 30py
3 6oky cepiist Torsades de
pointes™,
JIOBKCHHS
iaTepBairy QT Ha
€JIeKTPOKapIio-
rpami*,
Gbi0opmITALs
nepeacepap®,
BiTIyTTS
cepueouTTs*,
Taxikapais*
3 60Ky opraHiB Cyxictb Jucoonis*
JUXAHHSI, TPYTHOT CIIU30BOL
KITIITKH Ta 000JIOHKA
CepeIOCTIHHSA HOCOBO1
MTOPOKHIHH
3 Goky Cyxicts | 3anop, Tactpo- Hemnpoxin- Kumkosa
IUTYHKOBO- y poti HYyJIOTa, e3odareaqbHUd | HiCTh HEMpPOXiAHICTE*,
KHIIKOBOTO nucTiencis, | peQuokc, TOBCTOT'O abaoMiHaTbHUI
TPaKTy Oinp y CYXiCTh y KHIIEYHUKY, nuckompopt*
JKHBOTI1 TJIOTIIL




KOTIPOCTAa3,
OmroBaHHS ™

I'emato6imapHi [opymenns

posnaan ¢byHKIIN
MeYiHKu*,
BIIXWJICHHS Y
pe3ynbpTarax
71ab0paTOpPHUX
JIOCITIKEHb
MEeYiHKOBUX
npo6*

3 OoKy 1IKipH 1 Cyxicts mkipu | CepOixk*, MybTa- ExcdomiarnBauii

HIAMIKIpHAX Bucunanua* | GpopmHa IepMaTuT*

TKaHUH eputema*,

KpOmHB’sTHKa*,
HaOpsk KBinke*

3 60Ky OIOpHO- M’s30Ba

PYXOBOTo anapaty cnabkicTh *

Ta CIOJIYYHOL

TKaHWHH

3 OOKy HHPOK Ta YTpynuene 3atpumKa Hupxosa

CEYOBUBITHOI CEUOBHUITYCKAaH- | CEYOBHITyC- HeJI0CTaTHICTH*

CHCTEMH HS KaHHS

3araneHi po3naan [MixBumena

1 TTIOpyIIEHHS y BTOMITIOBA-

MicIli BBEIEHHS HICTb,

nepupepUIHAN
HaOpsIK

*[licnsapeecTpaiitHuiA epio.
Tepmin npuoamunocmi. 4 poxu.

YmoBu 30epiranns. Jlikapcekuii 3acid He nMoTpedye crenialbHUX yMOB 30epiraHHs. 30epiraTa y
HEJIOCTYITHOMY /ISl IITeH MicIii.

YnakoBka. [To 10 Tabnerok y 6mictepi, mo 3 abo mo 10 6micTepiB B KApTOHHY KOPOOKY.
Kareropis Binmycky. 3a penenrom.

Bupoonuk.
Caneka ®apmacsrotikan3 AT.

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro ajgpeca Micusi NPOBa/sKeHHs AisIbHOCTI.
Hitpstacenka 100, 920 27 I'morosens, Cnoanibka PecryOmika.

3aaBuuk. AT «Dapmaky.

Micue3naxonkeHns 3asiBHUKa. Ykpaina, 04080, m. Kui, Bysn. Kupumnisceka, 63.

JlaTta ocTaHHBOrO neperasay.13.12.2023.




