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IHCTPYKIIA
AJIS1 MEAUYHOT0 32CTOCYBAHHSA JIiIKAPCHKOI0 3ac00y

COJII®EHAIIUH-®PAPMAK

(SOLIFENACIN-FARMAK)
Cknao:
Oitoua peyosuna: comdeHanuuy CyKIuHarT,
1 Tabnerka MicTUTh conieHaHy cykuHaty S5 mr ado 10 mr, mo Bianosigae comidenanuny 3,8 mr
Ta 7,5 MI" BIAMIOBIIHO;
O00NOMIdICHI peuosuHy: JTAKTO3HM MOHOT1JIpaT, JJakTo3a 0€3BOJiHA, KPOXMallb KYKYPYI3SIHUM, TaJbK,
MarHito cTeapar;
CcKAa0 060n0uKU 011 madaemox no 5 me: Opadry yellow 0Y32823 (rimpomenosa, TUTaHY JTiOKCH]T
(E 171), makporomn, 3ami3a okcun uepBonuii (E 172), 3amiza okcup sxoBtuii (E 172));
ona maobnemox no 10 me: Opadry white 03B28796 (rinpomenosa, Tutany giokeun (E 171), makporon
400), Opadry brown 02F23883 (rinpomeno3sa, Tutany giokcua (E 171), makporon 6000, 3aniza okcua
yepBonuii (E 172), 3amiza okcup sxostuii (E 172)).

Jlikapcbka ¢gopma. TabiieTku, BKPUTI IITIBKOBOIO 000JIOHKOIO.

Ocnogni ¢hizuxo-ximiuni enacmueocmi. TaOIETKU MO 5 MT — >KOBTI, OKpYTJIoi (hopMHU, TBOOIYKII,
BKPHTI TUTIBKOBOIO 000JIOHKOIO; TabieTku mo 10 Mr — poxeBi, OKpyrioi popMHu, JBOOIYKIIi, BKPHUTI
TUTIBKOBOIO OOOJIOHKOIO.

dapmakoTepaneBTHYHA rpyna. 3acolu, 110 3aCTOCOBYIOTbCS B ypoJiorii. 3acoOu sl JiKyBaHHS
4yacToro ceyoBumyckanHs Ta HerpumanHs ceul. Kox ATX G04B DOS.

Dapmakonoziuni e1acmueocmi.

Dapmakoounamixa.

ConigeHanyid € KOHKYpEeHTHUM, clieu(pIYHIM aHTaroHICTOM XOJIIHEpPriuHuX peuentopis. CeuoBuil
MiXyp IHHEPBYETHCS HApACUMITIATUYHUMU XOJIHEPTIYHUMHU HepBaMH. ALIETUIXOJIIH CKOPOUYe€ I K1
M’SI3U I€TPYy30pa, BIUIMBAIOYM HAa MYCKapMHOBI PELENTOPH, L0 MEpPEeBakKHO MpeacTaBieHi M3
M ATAIIOM.

VY nmocmipkeHHsx in Vitro Ta in ViVO Oyl0 BCTaHOBIICHO, IO COJ()CHAIMH € KOHKYPEHTHUM
crneuru(iyHUM aHTArOHICTOM XOJIIHEPriYHUX peLenTopiB nepeBaxkHo M3 migrumy. Takox Oyrno
BCTAHOBJIEHO, IO coJiipeHaruH Mae CiadKy CHOPITHEHICTh a0o0 BIJICYTHICTh CIOPIAHEHOCTI 3
IHIIMMU pelenTopaMH 1 TECTOBAaHUMHU 10HHUMH KaHaJIaMu.

EdextuBHicTh mpemapaTy, SKy BHBYAJIM Y KUIBKOX [OJBIMHO CIINHUX PaHIOMI30BaHUX
KOHTPOJIbOBAHUX KIIIHIYHUX JOCIHIPKEHHSIX Y YOJIOBIKIB Ta XIHOK 13 CHHIPOMOM TilepakTHBHOIO
CEYOBOT0 MiXypa, crocrepiraigacs Bke Ha |-My THOKHI JIIKyBaHHS Ta cTa0uii3yBajiacsi IPOTATOM
HACTYMHUX 12 THUXKHIB JIIKyBaHHA. Y BIAKPUTHX IOCHIUKEHHSAX INPH TPHUBAJIOMY 3aCTOCYBaHHI
MOKa3aHO, M0 €(EeKTUBHICTh MIATPUMYETbCA MPOTATOM  I[IOHalMeHme 12 MicsLiB.
Dapmaxokinemuxa.

Abcopbyia. Ilicns npuiioMy Ta0JIeTOK MakCHUMajbHa KOHIIEHTpAIis colieHalnHy y mia3Mi KpoBi
(Cmax) mocsraetbcs 4epe3 3—8 roauH. Yac JOCSATHEHHS MaKCUMAaJIbHOI KOHIEHTpAIii (tmax) HE
3ajeKuTh BiA 103 mpenapary. ITokasHUMKH Cmax 1 mtomi mig kpuBor (AUC) 30U1bLIYIOTBCS



MIPOTIOPIIIAHO 0 03U y Aiama3oHi Bix 5 mr go 40 mr. AGcomroTHa O10JO0CTYMHICTH CTAaHOBUTH
npubimzno 90 %. IIpuitom ki Ha 3HaYeHHS Cmax Ta AUC conieHaniiy He BIUIMBAE.

Posnoodin. Conidenanun 3HayHOIO Miporo (Maibke 98 %) 3B’s3yeThcs 3 OlTKaMu IIa3MH KPOBI,
TOJIOBHUM YHHOM 3 Ol1-KUCJIMM TJTIKOTPOTETHOM.

Memabonizm. ComipeHallud 3HAYHOK MIPOK METAaOOMI3YEThCA Yy TMEUiHI[, TOJOBHUM YHHOM
utoxpomMoMm P450 3A4 (CYP3A4). Cucremuuii kiipeHC colipeHallMHy CTaHOBUTH MPUOJIU3HO
9,5 ni/roguHy, 1 TepMIHAJIBHWKA TIepioJ HWOTro HaNiBBUBEJACHHS CTaHOBUTH 45—68 romun. Ilicis
NEepOPAILHOTO MPUHOMY TIperapary y mia3mi KpoBi, Kpim coiideHanuny, OyB ineHTH(ikoBaHul 1
dapmakosoriyno akTuBHHM (4R-rigmpokcuconidenanun) i 3 HeakTUBHI MeTa0omiTH (N-TIIIOKYPOHiI,
N-oxcun i 4R-rinpokcu-N-okcua comideHanuny).

Exckpeyis. Tlicns onropasosoro 3actocyBanns 10 mr *4C-mivenoro conidenarmuy npubmmsno 70 %
paioaKTUBHOT MITKM TpOsBIsieThes y ceul 1 23 % — y ¢dekamisx. I3 ceuero mpubmusno 11 %
PasioaKTUBHOI MITKH BUBOJAMTHCS Y BUTJISA1 HE3MIHEHOT aKTUBHOI cyOcTaHIlil; mpubmuszHo 18 % —y
BUDIIsAII Metabomnity N-okcunay, 9 % — y Bursiai merabomity 4R-rigpoxcu-N-okenuny 1 8 % — y
BUTIIAA1 4R-TipokcuMeTabomiTy (aKTUBHUE METabOoJIIT).

Hoszo06a 3anedxcnicms. Y niana3zoHi TepaneBTHYHUX 103 (apMaKOKiHETHKA MIpenapary € JiHIIHOIO.
Ocobausocmi papmakokinemuxu 6 OKpemux Kame2opiil nayicHmie

Bix. Hemae HE0OXiJHOCTI KOPUTYBATH J03Y 3AJIEKHO BiJ] BiKy XBOpuX. JlOCHIHKEHHS TOKa3aIIH, 110
excrio3uiis comienanuny (5 1 10 mr), Bupakena nokazaukom AUC, Oyna moaiOHO0 y 310pOBUX
JOOPOBOJIBIIIB JIITHROTO BiKY (Bix 65 10 80 poKiB) 1 y 3I0pOBUX TOOPOBOJIBIIIB MOJIOIOTO Ta 3PiJIOTO
BiKy (< 55 pokiB). CepenHs MBHUIKICTh aOCOPOILIii, BUpa)keHa MOKA3HUKOM tmax, OyJia AEII0 HUKYOIO,
a KIHIEBUH 1epioj] HalliBBUBEICHHS — pruOIu3HO Ha 20 % TpUBANIMINIA y NAIiI€EHTIB JTITHHOTO BIKY.
i He3HaYH1 BIAMIHHOCTI HE € KIIHIYHO 3HAYYIIIUMH.

dapMaKoKiHETUKY coJliheHAIIMHY HE BUBYAIH Y JITEH Ta I UTITKIB.

Cmampyb. GapMakoKiHETHKA coTideHAIIHY HE 3aJIeKUTh BiJl CTATi Nalli€eHTa.

Paca. PacoBa nmpuHaNeXHICT MaIlieHTa HE BIUIMBAE HA (PapMaKOKIHETHKY COTieHANHY.

Huprosa neoocmamuicms. AUC Ta Cpax comideHanuHy y Talli€HTIB 13 JETKOI Ta MOMIPHOIO
HUPKOBOIO HEJIOCTATHICTIO HE3HAYHO BIJPI3HSIIOTHCS BiJl BIINOBIIHUX TOKA3HUKIB y 3J0POBUX
JTOOPOBOJIBIIIB. Y MAIE€HTIB 13 TSKKOK HUPKOBOIO HEIOCTATHICTIO (KIipeHe kpeatuHiny < 30 mi 3a
XBUJIMHY) €KCIO3UIIisl coliheHanHy 3HAaYHO BHINA: 301TbIIEHHS Cmax CTAHOBUTH puoOIU3HO 30 %,
AUC —nonag 100 %, nepiony HamiBBUBeAeHHS — moHaA 60 %. Big3zHaueHuit CTaTUCTUYHO 3HAYYIIIHIMA
B3a€MO3B’A30K MK KIIIPEHCOM KpEaTHHIHY 1 KiipeHcoM coiideHannny. PapMakoKIHETHKY Yy
MAIIEHTIB, K1 MPOXOAMIN TeMO/11ali3, He BUBYAIIH.

Ileuinkosa neoocmammuicms. Y TALIEHTIB 13 TOMIPHOIO MEYIHKOBOIO HEIOCTATHICTIO (ITOKa3HUK 3a
mikanoro Yainna — [1'1o0 Big 7 no 9) 3HaueHHs Cmax He 3MiHIOETHCS, AUC 3poctae Ha 60 % Ta nepion
HaliBBUBE/ICHHS 30UIbIIYyeEThCA BJBIUl. DapMaKOKIHETUKY Yy TMAlI€HTIB 13 TSHKKOK HHPKOBOIO
HEJOCTaTHICTIO HE BUBYAIIH.

Kuiniuni XapakTepucTUKH.

Ilokazannus.

CuMnToMaTHyHE JIKYyBaHHS YPreHTHOro (iMIepaTMBHOIO) HETPUMaHHsA cedyi Ta/abo 4YacToro
CEUOBUITYCKAHHS, a TAKOXK YPreHTHUX (IMIEPAaTUBHUX) MO3UBIB 0 CEUYOBUIYCKAHHS, XapaKTEPHUX
JUTSI TIALII€HTIB 13 CHHAPOMOM TiMEepaKTUBHOTO CEYOBOTO MiXypa.

Ilpomunokaszanna.

[IpenapaT npoTunokasaHuii naieHTam i3 MiABUILEHOIO YyTIUBICTIO 1O aKTUBHOI cyOcTaHIii abo 10
Oyab-1KOi 3 JONOMDKHHUX PEUOBHMH; MAI[lEHTaM 13 3aTPUMKOIO CEUOBUIYCKAHHS; 13 TSDKKUMH
[UTYHKOBO-KUIIKOBUMHU 3aXBOPIOBAaHHAMH (BKJIIOYAIOYM TOKCUYHHM METaKOJIOH); 13 MIacCTEHIE0
IpaBiC Y 13 3aKPUTOKYTOBOIO IVIAYKOMOIO Ta MAIll€HTaM 13 PU3UKOM PO3BUTKY IUX CTaHIB; MpHU
MpOBEJEHHI reMoaianizy (auB. po3aun «DapmMakokiHETHKA»); MAalll€EHTaM 13 TSHKKOIO MEYiHKOBOKO
HEAOCTaTHICTIO (nuB. po3ain «DapMakOKiHETHKA»); TMalli€eHTaM 13 TSHKKOK — HHUPKOBOIO
HEJOCTaTHICTIO a00 MEYIHKOBOIO HEJAOCTATHICTIO CEPEIHbOTO CTYMEHs TSKKOCTI, K1 epe0yBaroTh



Ha JIIKyBaHHI CWJIbHMMH iHTiIOITOpamu muToxpoMy CYP3A4, nampukiag KeTOKOHA30J0M (IUB.
po3ain «B3aemois 3 IHIIMMY JIIKApCHKUMHU 3aC00aMU Ta 1HII BUIU B3a€MOIIN»).

B3aemooia 3 inwuumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63acMo0ill.

Dapmarkonociuni 63aemMo0ii

OpHOYaCHMI MPHUITOM HIIUX JIIKAPChKHUX MpenapaTiB 3 aHTUXOJIIHEPTIYHIMHU BIACTUBOCTAMU MOKE
MaTd BUpa3HINIl TepaneBTHYHI e(eKTH, a TakoX HeOakani Hachigku. Ilicns mnpunuHEHHS
3acrocyBanHa mnpenapary ComidenanumH-dapMak a0 MpPUHOMY HACTYHMHHX JIKapChbKHX 3ac00iB
AHTUXOJIIHEPTiYHOi Teparmii HeoOXiHO BUTPUMATH NPHOJU3HO OJHOTHKHEBUW I1HTEPBAJL.
TepaneBTuunmii epexT conieHaHy MOKe 3MEHIIUTHUCS IIPU CYITyTHROMY 3aCTOCYBaHHI aroHiCTIB
xoJniHepriyHuXx penentopiB. ComideHanH MOXKe 3HIKYBAaTH €(EeKT JIKApChbKUX Ipenaparis, sKi
CTHMYIIIOIOTh IEPUCTAIBTUKY IIUTYHKOBO-KHIIIKOBOTO TPAKTY, TAKUX SK METOKJIOMPaMIiJ 1 II3aMpHI.
DapmakoKiHemuuHi 83aEmMo0ii

JocmimkenHs in Vitro nokasano, 1mo coli)eHaIH Y TeparneBTHYHUX KOHICHTPALISX HE IPUTHIUYE
mikpocomu nedinku CYP1A1/2, 2C9, 2C19, 2D6 un 3A4. TakuM YMHOM, MaJOWMOBIPHO, IO
coJipeHalMH BIUTMBAE HA KJIIPEHC JIKapChKUX 3ac00iB, 10 MeTabomnizytoTecs pepmentamu CYP.
Bnaue inwux nikapcokux 3acobig na ¢hapmarkoxkinemuxy conigheHayumy

Comidenana meradomizyetbest pepmenToM CYP3A4. OmHOYacHe 3aCTOCYBaHHS KETOKOHA30Iy,
cunbHoro iHriditopa CYP3A4, y 1031 200 mr/no0y npusBoauio Ao ABokpaTHoro miasuiienHs AUC
comieHannuHy, TOMAI K NPUHOM KeToKOHa3oxy B 1031 400 mr/moOy migsumiye mokasHuk AUC
comienanmuy B 3 pasu. Takum 4yumHOM, MakcumalbHy 103y npemnapary Comnidenanunn-dapmak
HEOOXiTHO OOMEXHTH 10 S5 Mr MpH OJHOYACHOMY 3aCTOCYBaHHI 3 KETOKOHA30JIOM YH
TEpaneBTUYHUMU JJ03aMH 1HIIKUX aKTUBHUX 1HT10iTOpiB pepmenty CYP3 A4 (Hampukiaa puToHaBipy,
HendinaBipy, itpakoHa30iy) (AuB. po3ai «Crocid 3aCTOCYBaHHS Ta JIO3W»).

OpnouyacHe 3acTocyBaHHA colideHanuHy Ta cuibHOro iHriditopa ¢epmenty CYP3A4
NPOTHIIOKA3aHEe TMAIli€HTaM 13 TSHKKOI HHUPKOBOIO a00 TMOMIpPHO BHPaKEHOK IEYiHKOBOIO
HEJIOCTATHICTIO.

He nocnimxysanu BrumB pepmentiB inaykuii CYP3A4 Ha ¢apmakokiHeTuKy comideHanuny i Horo
MeTaboMTiB, a TakoX Jit0 cyOcTpariB 3 minBuieHow crnopianenictio CYP3A4 ta merabomiTiB
CYP3A4 na ekcriozuiito comieHanmHy. OCKUTBKH COJieHaunH MeTa0omi3yeThesi (hepMEeHTOM
CYP3A4, papmakokiHeTnyHi B3aemoaii MOXJMBI 3 iHImKMHU cyoctpatramu CYP3A4, mo maroTh
nigsuiieHy crnopigHeHicts 3 CYP3A4 (Hanmpukiaz 3 BepanaMmijioM, IUATIa3€MOM), Ta 1HIYKTOpaMu
depmenty CYP3A4 (nanpukian pupamMminuHoM, GeHITOTHOM, kKapOaMaserniHoM).

Bnaue conighenayuny na ghapmaxokinemuxy aikapcvKux 3acooie

IlepopanvHi konmpayenmusu

[Tpuitom mnpenapary Comnidpenaunn-OapMak He BIUIMBaE Ha (PapMaKOKIHETUYHY B3a€MOJII0

comieHanuHy 3 KOMOIHOBaHUMHU nepopaibHUMU KOHTpalENTUBAMHU
(eTuH1IECTPAI10J1/IEBOHOPTECTPEN).
Bapgapun

[Tpuitom mnpenapary ConipenHauun-®PapMak He BIUIMBAaE Ha (PapMaKOKIHETUYHY B3aeMofil0 R-
Bapdapuny uu S-BapdapuHy abo iXHii BIUIUB Ha MPOTPOMOIHOBHI Hac.

Jlueoxcun

[Tpuitom npenapaty Comnidenanun-Papmak He BIUIMBA€E Ha (PapMaKOKIHETUKY JUTOKCHHY.

Ocobaueocmi 3acmocysanns.

[lepen movaTkoM JIIKyBaHHSI IMpernapaToM HEOOX1JHO BCTAHOBUTHU IMOBIPHICTh IHIIHUX MPHYHMH
YacTOro0 CEYOBUIYCKaHHS (ceplieBa HEJAOCTATHICTh ab0 3aXBOPIOBaHHS HUPOK). SIKIIO BUSBIEHA
1H(]EKITis CeYOBUBIIHUX IUISAX1B, CII1J] PO3MOYATH BIAMOBIIHY aHTHOAKTEPIAIbHY TEPAITITO.
[Tpenapat He0OXiAHO MPUIMATH 3 0OEPEKHICTIO MAI[IEHTAM:

— 13 KIIIHIYHO 3HAYYIIOK OOCTPYKIIIE€I0 BUXITHOTO OTBOPY CEYOBOTO MIXypa, IO MPHU3BOIUTH 10
PHU3UKY 3aTPUMKHU CEUOBUITYCKAHHS;

— 31 HUTYHKOBO-KUIIIKOBUMHU OOCTPYKTUBHHUMH 3aXBOPIOBaAHHIMM;



— 3 PU3UKOM 3HIDKEHHSI MOTOPUKH IIUTYHKOBO-KHIITKOBOTO TPAKTY;

— 3 TSDKKOIO HUPKOBOIO (KJipeHC KpeaTuHiHy < 30 MJ 3a XBHUJIMHY) Ta HOMIPHOIO HEUiHKOBOIO
(mokasznuk 3a mkanow Yaitnmma — Il'vo Big 7 mo 9) HemocrarHicTio (auB. po3ainm «Croci0
3aCTOCYBaHHA Ta J03W» Ta «DapMaKOKIHETHKay); 103U JUIs [IUX MAalli€HTIB HE MAIOTh MEPEBUILYBATH
5 Mr;

— TpU OJHOYACHOMY Mpuiiomi cuiabHUX iHTIOITOpiB CYP3A4, Hampukiaag KETOKOHA30iy (IHB.
po3ainu «Crocid 3acTocyBaHHS Ta J03W» Ta «B3aemois 3 IHIIMMH JIIKApChbKUMHU 3aco0aMu Ta 1HIII
BUJTU B3a€MOIIN»);

— 13 TPIDKEI0 CTPABOX1IHOTO OTBOPY AiadparmMu Ta/ado MUTYHKOBO-CTPABOXITHUM pedIrrokcoM Ta/abo
TUM, XTO OJHOYACHO TpHuiiMae JiKapcbki npenapatu (Taki sk OicochoHaTH), SKi MOKYTh
CIIPUYMHUTH 200 OCHIIUTH e30(arir;

— 3 BETeTaTUBHOIO HEHpOMNaTi€ero.

VY mnaiieHTiB 3 ¢akTopamMH PU3MKY, TAKHMHU SK PAHIIIEC 3apEeECTPOBAHUN CHUHAPOM IOJIOBKEHHS
iHTepBasry  QT, Ta rimokamiemiero — crmocrepirajgocs —momomkeHHs  iHTepBaiy QT i
TpinoTiHHg/MepexTiHHA HTyHOuKiB (torsade de pointes).

Besneky Ta eeKTHBHICTH 3aCTOCYBAaHHS MPEMapaTy XBOPUM i3 IMiJBUIIEHOI aKTUBHICTIO CiHKTEpa
HEHPOTEHHOTO MOXO/KEHHS HE JIOCIIIKEHO.

[TamienTam i3 pigKICHUMH CIIaJKOBUMH (OpPMaMU HEMIEPEHOCHMOCTI raynakTo3u, Lapp-medinurom
JaKTa3u ad0 MOPYIIEHHSIM TII0K030-TalakTO3HO1 ManbabcopOLii He cIiijl mpuiiMaTu mpemnapar.

Y nesKkMxX TAaIi€HTiB, SKi 3aCTOCOBYBAIM COJi()eHAMHY CYKIWHAT, TOBIJIOMIISUIOCS —IIPO
AHT10HEBPOTUYHHM HaOpSK 3 OOCTpYKLi€I0 quxanbHUX HUsIxiB. [Ipu BuHukHeHHI HaOpsky KBiHke
JTIKyBaHHS cONi(peHAMHY CYKIIMHATOM CJIiJ] MPUIIMHUTH Ta BXHUTU BIAMOBIIHUX 3aXOfiB abo
NPU3HAYUTH HAJISKHE JIIKYBaHHS.

VY HesKuX MaIieHTiB, SKi 3aCTOCOBYBAIM COJi(heHAIIMHY CYKIIMHAT, CIIOCTEpiraaucs anadiiakTHaHi
peakuii. [Ipy BUHUKHEHHI aHA(UIAKTUYHUX PEaKIid JIKyBaHHS COJi()eHAIMHY CYKI[MHATOM CIIiJ
NPUMTUHATHU Ta BXXUTH BiJIOBITHUX 3aX0/1iB 200 MPU3HAYUTH HAJECKHE JIIKyBaHHSI.

MaxkcuMmanbHui eeKT npenapaTty JOCATaeThCs HE paHille Hixk yepe3 4 THKHI Tepartii.

3acmocysanns y nepioo eazimnocmi abo 200y6anns zpyooio.

Bazimuicmo

Hemae kniHIYHUX TaHUX TPO KIHOK, SIK1 3aBariTHUIM MiJ 4ac 3aCToCyBaHHS couidenanuny. Jlocmiau
Ha TBapHHAX HE BHUSBIJIM MPSMOi HECTIPUSTINBOI /il Ha GepTUIBHICTh, pO3BUTOK eMOpioHa/TuIona
a6o nosoru. [lorenuiitnuii pusznk HeBigomuii. Cinijy TOTpUMyBaTHCS 00EpEKHOCTI IPU 3aCTOCYBaHHI
[[bOT'0 Mpenapary BariTHUM >KIHKaM.

T'ooysanns epy0oio

Hewmae manux mo/10 ekckpellii comieHanuny y rpy/iHe MoJIOKO. Y Muliei comideHanns ta/abo Horo
METa0OJITH MPOHUKAIOTh Y MOJOKO 1 CIPHUMHSIOTH J10303aJI€KHY HEIOCTATHICTh POCTY Yy
HOBOHApOKeHUX MuIlel. 3actocyBaHHs npenapaty Comidenanus-dapmak He peKOMEHIYEThCS Y
nepios TOAyBaHHS IPYIIO.

30amuicmb enueamu Ha WEUOKICMb peaKyii npu KepyeanHi agmompancnopmom ado inmumu
Mexanizmamu.

VY 3B’3Ky 3 TMM, L0 COJi()eHALUH, K 1 1HII aHTUXOJIHEPriyHi MpenapaTtu, MoKe CHPUYMHHUTH
HEYITKICTh 30py 1 HEYacTO COHJIMBICTh Ta MIJBUIIEHY BTOMJIIOBAaHICTH (IuB. po3nin «IloOiuHi
peakiii»), mpuiioM npenapary MoXe HeraTHBHO BIUIMBATH Ha 3/1aTHICTb KEpyBaTH aBTOMOOLIEM Ta
MpaLoBaTH 3 IHIIUMHU MEXaHI3MaMH.

Cnocio 3acmocysannsa ma 003u.

Hopocni, exnouarouu nayienmis nimnvo2o 6ixy. PekomeHoBaHa 103a — 5 Mr npenapary 1 pa3 Ha
n00y. Skmo HeoOXiIHO, 103y MOKHA MABHIIUTH 10 10 Mr 1 pa3 Ha 100y.

Tayienmu 3 nuprosoio neoocmamuicmro. He notpibHa KOpeKIis 103H Ui Nali€HTIB 3 TOMIPHOIO Ta
CEpEeIHBOr0 CTYIEHS TSKKOCTI HHUPKOBOIO HEAOCTATHICTIO (KJIipeHC KpeaTuHiHy > 30 Mi/XB).



[TarieHTaM 3 TSHKKHM CTYyTIIEHEM HUPKOBOI HEIOCTAaTHOCTI (KiipeHce KpeaTuHiny < 30 MI/XB) ciif 3
00epeXHICTIO 3aCTOCOBYBATH INpemnapar y /1031 He Ounbmie HK 5 mr 1 pa3 Ha 100y (AMB. po3ain
«DapMaKOKIHETHKAY).

Tayicumu 3 neyinkosow nedocmamuicmio. He moTpiOHa KOPEKIIisl 103U JUIS MAII€HTIB 3 TOMIPHOIO
MEYIHKOBOIO HenocTaTHIiCTIO. [lalieHTaM 3 MOMIpHOIO MEYIHKOBOI HEIOCTATHICTIO (TTOKA3HHK 32
mkanoro Yaiinma — ['ro 7-9) cnig nmpuiimatu npenapaT 3 OOEpeXHICTIO 1 HE IEPEeBHIYBAaTH
no3yBaHHs 5 Mr 1 pa3 Ha 100y (quB. po3ain «PapMaKOKIHETHKA ).

3acmocysanus nomyxcuux ineioimopie yumoxpomy P450 3A4. MakxcuMmanbHa J103a Ipemapary
Conipenanna-dapmak Mae Oyt 0OMexeHa 5 M IIPU OJTHOYACHOMY MTPUHOMI 3 KETOKOHA30JIOM 200
TEpaneBTHYHUMH J03aMH IHIIMX CHIIBHUX 1HTiOITOpPIB 130¢opmu mutoxpomy CYP3A4, nanpukian
puTOHAaBIpyY, HEN(DiHABIPY, ITPAaKOHA30IY (TUB. po3/1ia «B3aemMois 3 IHIIMMU JTiKapCbKUMU 3ac00aMu
Ta IHIII BUJIWA B3aEMOJIII»).

Conipenanua-dapmak npuiiMaTtu NepoOpabHO, KOBTATH TAOJETKH IIJTMMH, 3alIUBAIOYH PIAMHOIO,
HE3AJICKHO BiJ MPUHOMY TKi.

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

Ilepeoosysanns.

Cumnmomu

[lepeno3yBanHs comieHAMHY CYKIMHATY MOXE MPHU3BECTH [0 TSDKKUX AHTHXOJIHEPTIYHHX
edekriB. HaiiBuma mo3a comideHanuHy CYKIMHATY, NPUMHITa BUMAJAKOBO OJHUM MaIl€EHTOM,
ctaHoBmia 280 MT MPOTATOM 5 TOJUH, BHACTIIOK YOTO CITOCTEPITAIUCS 3MIHU IICUXIYHOTO CTaHY, 1110
He noTpeOyBaiu rocmitatizaii.

Jixysanns. Y pasi nepeno3yBaHHs cojipeHAIMHY CYKIIMHATY MAIli€HTOBI HEOOXITHO MPUHHSATH
aKTUBOBaHE BYruLIs. Moke OyTH KOPUCHUM IPOMMBAHHS IIIYHKA, SIKIIIO BOHO 3p00JIEHE MPOTATOM
| roguHYM Ticns npuiioMy Mpenapary, ajie He CIiJl BAKIMKATH OJFOBAaHHS.

[{omo 1HIKX aHTUXOIHEPTIYHUX e(EeKTiB, TO TX CIIiJ JIIKyBaTH TAKUM YHHOM:

— TSDKK1 QaHTUXOJIIHEPTivH1 e(heKTH 3 00Ky IIEHTpaIbHOI HEPBOBOT CUCTEMH, TaKI SIK ralrolHaIlii abo
MiBUIIEHA 30yITUBICTh, — 3aCTOCOBYIOThH (hi130CTUTMiH 200 KapOaxour;

— CyJIoOMH a0o MiABUIIIEHA 30Y/UTHBICTh — BBOJSTH OCH30/I1a3€IiH;

— HEJIOCTaTHICTh 3 OOKY OpraHiB JUXaHHs — 3A1HCHIOIOTh IITYYHY BEHTUJIALIIO JIETE€HIB;

— TaxiKapis — 3aCTOCOBYIOTh OeTa-010KkaTopH;

— 3aTPUMKA CEYOBUITYCKAHHS — IPOBOJISATH KaTeTEPU3ALIIIO;

— Mijpia3 — 3aCTOCOBYIOTh OYHI KpaIull, HaPUKJIAJ MUIOKApIiH, Ta/abo MOMILIAIOTh Malll€eHTa Y
TEMHY KIMHATY.

Ak 1 y pasil mepeno3yBaHHS IHIIMMHU aHTUXOJIHEPTiYHUMH 3aco0amu, OCOOJIMBY yBary Ciij
OPUIUIATH NAlieHTaM 31 BCTAHOBJIEHUM PU3HMKOM MNojoBkeHHs iHTepBasy QT (mpu rimokaniemii,
Opaaukapaii, TpH OJHOYACHOMY 3aCTOCYBaHHI TIpenapaTiB, IO CIPUYHUHSIOTH ITOJIOBXKEHHS
inTepBany QT) 1 marieHTaM 13 3aXBOPIOBAaHHIMH ceplid (ileMis MioKap/ia, apuTMii, 3acTiiiHa cepleBa
HEJIOCTATHICTH).

Ilo6iuni peakuii.

Comnienanun-Oapmak MoKe CIIPUYUHUTU TOO1UHI ePeKTH, OB’ s3aH1 3 AaHTUXOJIIHEPTiYHOIO JIIEI0
conipeHaluny, [Ki, K MpaBuIIo, c1adKi a6o MOMipHi. [XHs YacTOTa 3alIeKUTh Bijl J03H IIpenapary.
Haituacrime noGiuHe sBUIIE — CYXICTh y POTI, 110 criocTepiranacs y 11 % naiieHTiB, siKi OTpUMYBaJIN
o3y 5 Mr Ha 100y, y 22 % narieHTiB, ki orpuMmyBaiu 10 mr Ha 100y, y 4 %, gki oTpumMyBaiu
riane6o. BupaxeHicTh CyXoCTi y pOTi, sIK PaBUIIO, Oyia cabKoo 1 TUIBKH Y TOOAMHOKHUX BHUITAKaX
MPU3BOIMIIA IO IPUITMHEHHS JIIKYBaHHS. 3arajoM JiKapchbKui npenapar J10CUTh J00pe NepeHOCUBCS
(6mm3bk0 99 %), 1 mpubnuzHo 90 % maIieHTIB MpUiMalK MpenapaTr MPOTATOM MOBHOTO MEPioay
JTOCJTIJDKEHHS, IKUW TpUBaB 12 THKHIB.



VYV Tabmuimi HK4Ye HaABEJAEHO 1HII MOOIYHI edeKTH, 3apeecTpPOBaHl MpHU MPOBEACHHI KIIIHIYHUX

nociikensb npenapaty Conidenanua-Oapmak Ta B micaspeecTpaliiHui nepios.

Knacudikauis Jlyxe Yacro Heuacro Piakicui Hy:xe pinkicui Hegizomo
MedDRA 4acro > 1/100, > 1/1000, > 1/10000, < 1/10000 (uacrory He
>1/10 <1/10 < 1/100 < 1/1000 MOKHA OL[iIHUTH
HA OCHOBI
HasIBHUX JAHHUX)
[udexuii Ta Iudexuii
iHBa3ii CEYOBMBIIHUX
[IISXiB, IUCTUT
3 60Ky iMyHHOT AHadinakTHIHa
CUCTEMH peaxiris*
3 Ooky 3HIKCHHS
MeTaboizmMy Ta anerury*,
TpaBJICHHA rinepkaiemis*
[cuxivyni poznanu Tamrormuarii*, Mapensas™
CILTYyTaHICTh
cBioMocTi*
[opymieHHs 3 CoHHBICTB, 3amamMopo-
00OKy HEpBOBOT NOPYLICHHSA UCHHS™,
CHCTeMHU CMaKy TOJIOBHUI
oimp*
3 OOKy opraHiB Heuitkicte | CyxicTb oueit I'maykoma*
30py 30py
3 oKy cepiist Torsades de
pointes*,
TOTOB)KCHHS
intepBaiy QT Ha
€JIeKTPOKapPIio-
rpami*,
biOpusLisn
nepezacepap®,
BIUYTTS
cepreouTTs*,
Taxikapais*
3 6OKy opraHiB CyxicTb Huchomnis*
JIUXaHHS, TPyIHOI CIIM30BO1L
KJIITKU Ta 000JIOHKH
CepeOCTIHHS HOCOBOT
MOPOXKHUHHU
3 Goky Cyxicts | 3amnop, Tactpo- Hemnpoxin- Kurikosa
IIUTYHKOBO- y poti HyJIOTA, e3odareanbHuil | HicTh HETPOXiAHICTE*,
KHIIIKOBOTO mucmencis, | pedrokc, TOBCTOT'O abroMiHaTbHHU
TPaKTy Oine y CYXiCTh y KHIIECYHUKY, nuckompopT*
KHBOTI TJIOTII KOIPOCTa3,
OsroBaHHS*
I'emato6inmiapHi [Topymenns
po3nanu GbyHKIiN
MEeYIHKU*,
BIIXWJICHHS Yy
pe3ynbTaTax
71ab0paTOpPHUX
JTOCTIIDKCHB
MEYiHKOBHX

npo6*




3 60Ky MIKIpH i Cyxictpb mikipu | CBepOix*, MynbTn- ExcdomiaruBamii
T IIKIPHAX pucunanus* | GopmHa nepmarur*
TKaHHUH eputema*,
KpOmHB’sTHKa*,
HabOpsk KBinke™
3 60Ky OIOpHO- M’s30Ba
PYXOBOTO amapary ciabkicTp *
Ta CHOJIYYHOL
TKaHUHH
3 GOKY HHPOK Ta YTpynuene 3arpuMka Hupkosa
CEYOBHBITHOT CCYOBHITYCKAH- CEUOBHITYC- HENOCTATHICTE*
CUCTEMH HA KaHHSA
3araipHi po3naau ITigBumena
1 HOPYIICHHS Y BTOMJTIOBA-
MicClli BBEIEHHS HICTB,
nepuepUIHAN
HaOpsIK

* CrocTepiraiucs B HiCIIpeeCTpaIliifHAH TTepio.

IMoBinomMiieHHS 1TPo 1OOIYHI peakiii

[ToBimoMieHHs Ipo MOOIYH1 peakii micisa peecTpalii JiKapchKOro 3aco0y Ma€e BaKJIMBE 3HAUCHHSI.
Lle mae 3MOTy MPOBOJUTH MOHITOPHHT CIIBBIJHOIIEHHS KOPUCTH/PU3HK TPHU 3aCTOCYBAHHI IHOTO
JiKapchbKoro 3aco0y. MenuyHum Ta (apMalleBTUYHUM MpAIiBHUKAM, a TaKOX MalieHTaM abo ix
3aKOHHHUM IPEICTAaBHUKAM CIIiJ] MOBIIOMIISATH PO YC1 BUIIAAKH IMiJJO3PIOBAHUX MOOIYHUX peakiii Ta
BIJICYTHOCT1 €()eKTUBHOCTI JIKapChbKOro 3aco0y 4epe3 aBTOMATH30BaHYy iH(OpMaliiiHy CUCTEMY 3
bapmakonarisiay 3a mocwianasam: https://aisf.dec.gov.ua.

Tepmin npuoamunocmi. 4 poxu.

YMmoBu 30epiranns. Jlikapcekuii 3acid He MOTpedye cremialbHuX YMOB 30epiranus. 30epirata y

HEJOCTYIHOMY JUI JITeH MicCIIi.

YnakoBka. 1o 10 Tabnerok y Guicrepi, no 3 abo no 10 GuicTepiB B KapTOHHIM KOpoO1i.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.

Caneka ®@apmacsiotikan3 AT.

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro ajgpeca Micusi MPOBa/sKeHHs AisIbHOCTI.
Hitpstaceska 100, 920 27 I'morosens, CnoBanbka PecmyOmika.

3aaBHuk. AT «Dapmaky.

Micue3naxonxenns 3asiBHUKa. Ykpaina, 04080, m. Kuis, Bysn. Kupunisceka, 63.

JlaTa octanHbOro neperasay. 31.10.2024.
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