IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

COJII®EHAITUH-®APMAK
(SOLIFENACIN-FARMAK)
Cknao:
ditoua pevosuHa: solifenacin succinate;

1 TabneTka MicTUTh comnidpeHanuny cykiuHaTy 5 Mr ab6o 10 mr, 110 BigmoBifae conipenanuny 3,8 mMr
Ta 7,5 MT BifIIOBIOHO;

0onoMidCHI pe4oBUHU: TAKTO3W MOHOTIfIpaT, TaKTo3a 6e3BogHA, KPOXMaJjlb KYKYPYO3sSHUM, TaJbK,
MarHito cTeapar;

cK1ad 0b6010HKU 045 mabaemok no 5 me: Opadry yellow 0Y32823 (rimpomesnosa, TUTaHY HiOKCHT
(E 171), makporomn, 3ani3a okcup yepBonuu (E 172), 3aniza okcup xostuii (E 172));

015 mabaemox no 10 me: Opadry white 03B28796 (rimpomeno3sa, Tutany miokcup (E 171), Makporon
400), Opadry brown 02F23883 (rimpomenosa, Tutany miokcun (E 171), makporon 6000, 3amiza okcung
yepBouui (E 172), 3aniza okcup xkoBtuii (E 172)).

JIikapcbka ¢opma. TabmeTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHogHi ¢i3uko-ximiyHi 81acmueocmi: TabNIeTKY 10 5 MT - KOBTi, OKPYTJI0i HopMu, ABOOIYKIT,
BKPUTI ITiBKOBOIO 000710HKOI0; TabneTku 1o 10 Mr - poxkeBi, 0Kpyrioi ¢opMu, IBOOIYKITi, BKPUTI
TITiBKOBOIO 000JIOHKOIO.

®apmakoTepaneBTHYHA rpymna. 3aco0H, 10 3aCTOCOBYIOTHCS B YPoJIorii. 3acobu st TiKyBaHHS
YacTOr0 CeYOBUIIYCKaHHA Ta HeTpuMaHHA cedi. Kog ATX G04B D08.

dapmakonoeiuHi e1acmueocmi.
®apmakoOuHamika.

CorieHallvH € KOHKYPEHTHUM, CIelX(}DiYHUM aHTarOHiCTOM XOJIiHEPTiuHuX pelentopiB. CedyoBui
MiXyp IHHEepBY€ETHCS [TapaCUMIIaTUYHUMU XOJIIHEPTiYHUMU HepBaMu. ALeTUIXOJIIH CKOPOYYyeE IIafKi
M’g3U OeTpy30pa, BIUIMBAOYX Ha MYCKapUHOBI PeLleNITOPY, 1110 ITepeBaXHo IpencTasiieHi M3
MMiOATUIIOM.

Y mocnimkeHHSX in vitro Ta in vivo 6yJI0 BCTAHOBJIEHO, IO COTipeHalnH € KOHKYPEHTHUM



crenu(piYHNM aHTarOHICTOM XOJIiHEPTriYHUX pelenTopiB nepeBaxHo M3 migTuny. Takox 6yno
BCTAHOBIIEHO, 110 comideHalnH Mae citabKy cropigHeHicTh abo BiICYTHICTb CIIOPiIHEHOCTI 3 iHIIUMHU
pelenTopaMu i TECTOBaHMMY i0HHMMY KaHalaMu.

EdexTuBHIiCTE Ipenapary, Ky BUBYAIH y KiJIbKOX ITOABIMHO CJIIMKUX PaHIOMi30BaHUX
KOHTPOJILOBAHUX KIIIHIYHUX AOCIIIZKEHHAX YV YOJIOBIKIB Ta XKIHOK 13 CHUHAPOMOM TillepakKTUBHOTO
CeY0BOTO MiXypa, cocTepiranacs Bxe Ha 1-My THUXKHI NiKyBaHHS Ta cTabifi3yBajacs NpoTATroM
HaCTynHUX 12 TUXKHIB JIiKyBaHHS. Y BiOKPUTUX OOCIIAXKEHHSIX IPU TPHUBAJIOMY 3aCTOCYBaHHI
II0Ka3aHo, M0 e(heKTUBHICTE MiATPUMYETHCS IPOTATOM IIoHaWMeHIe 12 micanis. PapmakokiHemuka.

Abcopbuis. Ilicng npuitomy TabneToK MaKCUMajbHa KOHIEHTpallis comideHanuny y maa3Mi KpoBi
(C,.a) mocsiTa€Thbes yepes3 3-8 rogus. Yac mOCATHEHHS MaKCHMaJlbHOI KOHIeHTpalil (t,,,) He
3aJ1eXkuTh Bif mo3u npemnapary. [lokasuuku C,,. i mnomi mig kpusoio (AUC) 30inbIIy0ThCS
IIPOTIOPIIMHO M0 03U Y Aiama3oHi Big 5 Mr go 40 Mr. A6comoTHa 6i000CTYIHICTh CTAHOBUTH
npubnusno 90 %. [Ipuiiom ixi Ha 3HaueHHs C,,, Ta AUC comidbeHaluHy He BIIJIUBAE.

Po3nodia. ComicdeHallnH 3HaYHOIO Mipoio (Matizke 98 %) 3B's13yeThcs 3 GiTKaMu JIa3MU KPOBI,
TOJIOBHUM YMHOM 3 a,-KMCJIUM TJIiKOIIPOTEIHOM.

Mema60ai3m. ConipeHalIHH 3HAYHOIO MipOI0O
MeTa00/Ii3YETHCS Y MediHIli, TOJIOBHUM YHHOM ITUTOXPOMOM
P450 3A4 (CYP3A4). CucTeMHHH KIIipeHC coTipeHaIlHHY
CTAQHOBHUTDL NPHOINU3HO 9,5 JI/TOOUHH, i TepMiHAILHHH Hepiof
MOr'0 HalliBBUBEIEeHHSI CTAaHOBHUTH 45-68 romoun. ITicisn
NMepopajibLHO MPHHOMY IIpenapary y Iia3Mi KpoBi, Kpim
coixidpenanuny, OyB izenTudikoBauuu 1 ¢papMakosoriuuo
akTuBHHH (4R-rigpokcuconidpenanun) i 3 HeaKTUBHI
MmeTaboiitTu (N-r1okyponia, N-okcun i 4R-rigpokcu-N-okcuj,
cojlipeHaIIuHY).

Ekckpeuisn. Ilicisi ogzaopa3oBoro 3acrocyBanust 10 mr "“C-
MidyeHOro-cosigenanuny npudiu3no 70 % pagioakTHBHOL
MIiTKM NPOSABISAEThCA Yy cedi i 23 % -y ¢pekanisix. I3 cedero
npu61u3H0 11 % pagioakTHBHOI MiTKH BUBOTHTHLCS Y
BHUIJISIAi He3MiHEeHOl aKTHBHOI cyOcTaHIlil; npuoau3Ho 18 % -
y BHIIsii MeTadoaity N-okcuay, 9 % - y BUrasiai MmetadosIiTy
4R-rigpokcu-N-okcuna i 8 % - y Buriasai 4R-
rizpokcuMeTado0sIiTY (AKTHBHHH METa0O0JIiT).

Ilo3o8a 3asnescHicmy. Y giana3oHi TepaneBTUYHUX 03 (hapMaKOKiHeTHKa IIpenapaTy € JIiHiMHOO.

Ocobausocmi (papmakokiHemuKu 8 oKpemMux kamezopitl nauieHmias.



Bix. Hemae He0OXiTHOCTI KOPUTYBaTH 03y 3aJIE3KHO Bifl BiKy XBopuX. [JOCTiIKeHHs ITOKa3aly, 110
ekcno3utis comidenanuny ( 5i 10 mr), BupaxeHna nmokasuukom AUC, Gyna nomi6HOW0 y 300POBUX
moOpOBOIBLIIB JTITHHOTO BiKY (Bim 65 mo 80 pokiB) i y 3mopoBuX 4OOPOBOIBIIIB MOJIOOTO Ta 3PiJIOTO
BiKy (< 55 pokiB). Cepenns mBUOKICTL aOcopO1lii, BupaXkKeHa MOKa3HUKOM t,,., Oy7a melo HuK4oio, a
KiHIIeBUii epiof HamiBBUBeneHHS - Tpubmu3Ho Ha 20 % TpuBamimui y HalieHTiB MiTHLOTO BiKy. LIi
He3HaYHi BiIMiHHOCTI He € K/IiHIYHO 3HaYyIIMMHU.

d®apMaKOKiHETHUKY COJipeHallMHY He BUBYAJIM y AiTEH Ta MiIJIiTKiB.
Cmamyb. ®PapMaKoKiHeTHKaA cojtiheHallMHy He 3a7eXKHUTh Bifl CTATi MallieHTa.
Paca. PacoBa npuHanexHICTh He BIJINBAE Ha (papMaKOKIHETUKY COJTi(peHalIMHY.

Hupxkosa Hedocmamuicmb. AUC ta C,,,, conipeHallHy y Nalli€eHTiB i3 TeTKOI0 Ta IOMipHOK HUPKOBOIO
HEJOCTATHICTIO HE3HAYHO Bigpi3HSAIOTHCS Bifl BiOMOBIIHUX MMOKA3HUKIB Y 3IOPOBUX HOOPOBOIIBIIIB. Y
IAlie€HTIB i3 TAXKKOI HUPKOBOK HEJOCTATHICTIO (KJIipeHC KpeaTuHiHy < 30 MJI 3a XBUJIUHY)
eKCIT03UIlisl coytideHaIMHy 3HaYHO BUINa: 36inbienHs C,,, cTaHoBUTh npubnusno 30 %, AUC - noHap
100 % Ta nepion HamiBBUBeOeHHS - moHaA 60 %. Big3HaueHU# CTaTUCTUYHO 3HAUYIIUU

B3a€MO3B’ 130K MiX KJIipEHCOM KpeaTuHiHy i KinipeHcoM comnipeHanrny. OapMaKOKiHETHKY Y
MTAIl€EHTIB, SKi IPOXOOUIIN reMOofiai3, He BUBYAIIH.

ITeyiHkosa HedocmamHicmy. Y TIAIiEHTIB i3 MOMiIpPHOIO MEYiHKOBOIO HEAOCTATHICTIO (IOKa3HUK 3a
mKkarnoi Yaunna - [1'1o0 Big 7 0o 9) 3nauenus C,,, He 3MiHI0eThCsd, AUC 3pocTae Ha 60 % Ta mepion
HaliBBUBeeHHS 30inbIIyeThCs BABiUi. DapMaKOKiHETHKY y MAIiEHTIB i3 TAKKOI HUPKOBOIO
HEeJOCTATHICTIO HE BUBYAIIH.

KiiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

CuMrnToMaTuy4He JIiKyBaHHS YPreHTHOTO (iMIepaTUBHOTO) HETPUMaHHS cedi Ta/abo 4acToro
CEYOBUNYCKAHHS, a TaKOXK YPreHTHUX (IMIIepaTUBHUX) ITO3UBIB 0 CEYOBUIYCKAHHS, XapaKTEePHUX
[J1s TallieHTiB i3 CHHAPOMOM TillepakKTUBHOTO CEYOBOT0 MiXypa.

IIpomunoka3aHHs.

[Tpenapat mpoTUIIOKa3aHUM NAlliEHTaM i3 IiIBUIIEHO0 YYTIUBICTIO 10 aKTUBHOI cyOcTaH1lii abo 1o
Oymb-sIKOI 3 JOTIOMiKHUX PEYOBUH; ITAIlieHTaM i3 3aTPUMKOI0 CEHUOBUIMTYCKAHHS; i3 TAXKKUMU
[IJTYHKOBO-KUIIKOBAMY 3aXBOPIOBAHHAMH (BKJIIOYal0YX TOKCUYHUU METrakKoJIOH); i3 MiaCTeHi€l0 IpasBic
YY i3 3aKPUTOKYTOBOIO I'JTAYKOMOIO Ta MAlliEHTaM i3 PU3UKOM PO3BUTKY LIMX CTaHIB; IIPU IPOBEIEHH]
remMopianisy (guB. po3ain «®apMaKOKiHETHKa»); MallieHTaM i3 TSKKOI0 MeYiHKOBOI HEOOCTATHICTIO
(ouB. po3min «®apMaKOKiHETHKa»); TaAlliEHTaM i3 TSKKOI0 HUPKOBOIO HEIOCTATHICTIO ab0 IeYiHKOBOO
HEJOCTaTHICTIO CepeIHbOTO CTYIEHS TSAXKKOCTI, IKi mepebyBaloTh Ha JTiKyBaHHI CUJIbHUMU
inriitopamu nutoxpomy CYP3A4, Hanmpukiag KETOKOHA30JI0M (OuB. po3fin «B3aemomis 3 iHIIuMu
JiKapChKUMHU 3aco0aMu Ta iHIIi BUAKM B3aEMOIiN»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.



®apmakono02iuHi 83aemo0il.

OpHOYaCHUM IPUKOM IHIIKX JTIKaPCHKUX IPelapaTiB 3 aHTUXOJIIHePTiYHUMU BJIaCTUBOCTSIMU MOXKe
MaTy BUPa3Hilll TepaneBTAYHI e(eKTH, a TaKOXK HebaxkaHi Hacmigku. [1icis NpunuHeHHS
3acTocyBaHHs mpemnapary ComideHanuH-PapMak [0 IPUHOMY HACTYIHUX JTiIKAPCHKUX 3ac00iB
AHTUXOJIiHePTivyHOol Teparii HeoOXigHO BUTPUMATH MPUOIN3HO OMHOTUXKHEBUM iHTEPBAJI.
TepanepTuyHuii epekT comipeHalMHy MOXKe 3MEHIIUTHUCS IIPK CYIIyTHBOMY 3aCTOCYBaHHI aroHiCTiB
XOJiHepriunux penenTopis. ComnideHaluH MoXKe 3HUKYBaTU e(peKT JTiKapChKUX IIpelnaparis, SKi
CTUMYJIIOIOTh IIEPUCTAIBTUKY LITYHKOBO-KUIIIKOBOI'O TPAKTY, TAKUX SIK METOKJIOIPaMIf i IU3alpup.

dapmakoKiHemuy4Hi 83aemo0ii.

LocaidxcenHsa in vitro moka3saro, o comidheHalyuH y TepaneBTUYHUX KOHIIEHTPALligIX He IIPUTHIuye
Mikpocomu nedinku CYP1A1/2, 2C9, 2C19, 2D6 yu 3A4. TakuM 4YMHOM, MaJIOMMOBIPHO, 110
cornipeHAlIMH BIJIMBAE Ha KJIipEHC JTiKapChKUX 3ac00iB, 10 MeTabomi3yoThcs pepmeHTamu CYP.

Bnaue iHwux aikapcvkux 3acobie Ha (papmakokiHemuky coipeHayuHy.

Cormicenanun Mmertabonisyetscsa pepmerToM CYP3A4. OgHouacHe 3aCTOCYyBaHHS KeTOKOHa30y (200
Mr/mo0y), cunbHoro inribiTopa CYP3A4, mpu3BoauiIo [0 ABOKpaTHOTO migBuineHHs AUC
comideHalMHy, TOMOI K MPUNAOM KeTOKOHa301y B mo3i 400 Mr/go0y mipBuiiye nmokassuk AUC
comidenauuny B 3 pa3u. TakuM 4YMHOM, MaKCUManbHy A03y npemnaparty Comnibenauun-®apmak
HeoOXimHO 0OMEXKUTHU [0 5 MI IIPY OOHOYACHOMY 3aCTOCYBaHHI 3 KETOKOHA30JI0M YU
TepaneBTUYHUMU N03aMU iHIIKUX aKTUBHUX iHTi0iTOpiB hepmenTy CYP3A4 (HampuKiag PUTOHABIpPY,
HesdiHaBipy, iTpakoHa30:my) (ouB. po3min «Cmocib 3acTOCyBaHHS Ta [IO3U»).

OpHoYacHe 3aCTOCYyBaHHS conipeHannHy Ta cunbHoro inribitopa pepmenty CYP3A4 npoTumnokasaHe
malfieHTaM i3 TSIKKO0I0 HUPKOBOIO abo ITOMipHO BHPaXKEHOI0 ITeYiHKOBOI0 HEJOCTATHICTIO.

He pgocnigxyBanu BrnuB pepMmenTiB iHaykuii CYP3A4 Ha dhapMaKoKiHETHKY cofideHalKHY i o0
MeTaboIiTiB, a TaKOXK Aito cyOcTpariB 3 migBuieHoo cnopigHenicTio CYP3A4 ta metabomnitisB CYP3A4
Ha eKCro3ulio comiderHanuny. Ockinbku conipeHannn MetabonizyeTscsa pepmerTom CYP3A4,
(dbapMaKOKiHeTHYHi B3aeMOfii MoxkJuBi 3 iHmuMu cybctpatamu CYP3A4, 1110 MaOTh MigBUIIEHY
cropigHenicts 0o CYP3A4 (HampuKiaf 3 BepalaMisioM, [UITia3eMoM), Ta iHIyKTopaMu (pepMeHTY
CYP3A4 (mampuknapg pudamminuaoM, GeHiTOIHOM, KapOaMa3emiHoM).

Bnaue conigpeHayuHy Ha papmakoKiHemuky aikapcbkux 3acobis.
ITepopasavHi KoHmMpavuenmuau.

[Tpuiiom npenapaty ConipeHanua-Oapmak He BIIMBA€E Ha (apMaKOKiHETUYHY B3a€EMOLII0
coridbeHanMHy 3 KOMOiHOBaHUMM ITePOPaIbHUMU KOHTPaIlenTUBAMU
(eTuHimecTpamion/meBOHOPTECTPEN).

BapgapuH.

[Tpuiiom npenapaty ConipeHanua-dapmak He BIIMBA€E Ha (apMaKOKiHETUYHY B3a€EMOTI0 R-
-Bapdapury uu S-Bapdapuny abo ixHill BIIUB Ha IPOTPOMOiHOBHH Yac.

IIu20KCUH.

[Tpuitom npenapary Conidenarun-dapmak He BIJIMBA€E Ha GapMaKOKiHETUKY IUTOKCHHY.



Oco06.1u8ocmi 3acmocyeaHHsi.

[Tepen moyaTKOM JIiKyBaHHS ITperapaToM HeoOXiTHO BCTAHOBUTH iMOBIpHICTh iHIIUX MIPUYKUH YaCTOTO
CEYOBHUITYCKaHHS (ceplleBa HeJJOCTAaTHICTh a00 3aXBOPIOBAaHHS HUPOK). AKIIO BUSIBIEHA iHPEKITisa
CEYOBUBITHHUX LUISAXIB, CIIiJ PO3M0OYaTH BiANOBIAHY aHTHOAKTEpiaabHy Teparliio.

[TpenapaT HeoOXigHO IPUUMATH 3 00EPEKHICTIO MaIliEHTaM:

- i3 KiHiYHO 3HAYYII010 0OCTPYKIIi€I0 BUXIMHOI'0 OTBOPY CEYOBOTO MiXypa, 110 MPU3BOOUTE N0 PUIUKY
3aTPUMKHU CEYOBUITYCKaHHS;

- 3i IMJIIYHKOBO-KUIITKOBUMHU 06CTPYKTI/IBHI/IMI/I 3aXBOPIOBAHHAMU,
- 3 PU3UKOM 3HM2KEHHS MOTOPHUKHU IIJIIYHKOBO-KHUIIIKOBOI'O TPAKTY;

- 3 TAKKOI0 HUPKOBOIO (KJIipeHC KpeaTHHiHY < 30 MJI 3a XBUJIUHY) Ta IOMiIpPHOI IE€YiHKOBOIO
(moka3HUK 3a mkanoo Yarnma - I1'10 Big 7 mo 9) HemocTaTHICTIO (AUB. po3minu «Cmocio
3aCTOCYBaHHS Ta 0o3u» Ta «dapMaKOKiHETHKa»); JO3M AJIS LUX MAIliEHTIB HE MalOTh IEPEBUIIYBATH 5
MT;

- TIpU OMHOYACHOMY IIpuiioMi cunbHUX iHribiTopiB CYP3A4, Hanmpukiag KeTOKOHA30JTy (OUB. PO3Minu
«Crmoci6 3acTocyBaHHS Ta 0o3u» Ta «B3aeMopmis 3 iHIMMU TiKapCchbKUMU 3aco0aMy Ta iHIII BUOU
B3aEMOTi»);

- i3 rpuKelo CTPaBOXigHOTO OTBOPY AiadparmMu Ta/abo LMITYHKOBO-CTPABOXiIHUM pediiokcoM Ta/abo
THM, XTO ODHOYACHO IIPUIMaE JTiKapchKi Ipenapaty (Taki gk 6ichochonatn), AKi MOKYTh
CIPUYUHUTH a00 IMTOCUIUTH €30(arit;

- 3 BETeTaTUBHOIO HEHPOIATIElo.

Y nani€eHTiB 3 aKTOpaMu PU3UKY, TAKUMU SK PaHillle 3apeeCTPOBaHUY CUHAPOM II0JI0BXKEHHS
inTepBany QT, Ta rinokaniemier cnocTepiranocs nogoBxeHHs iHTepBany QT i TpinoTiHHA
MepEeXTiHHA IIJTyHOUKiB (torsade de pointes).

Be3neky Ta eeKTUBHICTb 3aCTOCYBAHHS IPEeapaTy XBOPUM i3 MigBUIIEHO0 aKTUBHICTIO CHiHKTEpa
HEUPOTEHHOTO TOXOMIXKEHHS He JOCIiAKEeHO.

[MarienTaM i3 pigkicHuMu criafKoBUMHU HOpMaMy HENIEPEHOCUMOCTI ranakTo3u, Lapp-medinutom
NakTa3u abo NOPYIIeHHIM IJII0K030-TajlaKTO3Hol ManbaOcopOliii He Ciif npuitMaTy Ipenapar.

Y mesiKVX MAIli€HTIB, IKi 3aCTOCOBYBAJU COMi(peHAMHY CYKIMHAT, IOBIIOMIISAIOCS IIPO
AHTiOHEeBPOTUYHMM HaOPSK 3 00CTPYKIi€l0 AuXanbHUX UUIAXiB. [Ipy BUHUKHEHHI HaOpsKy KBinke
JiKyBaHHS CcoJTieHAIIMHY CYKIIMHATOM CJIifl IPUITMHUTH Ta BXKUTHU BiIIIOBIIHUX 3axomiB a0
IPU3HAYUTH HaJleXkHe JIIKyBaHHS.

Y mesKux malieHTiB, SKi 3aCTOCOBYBaIM COMipeHAallMHY CYKIIMHAT, CIIOCTepiranucs aHadinakTU4Hi



peakiiil. [Tpu BuHUKHEHH] aHAa(iTaKTUYHUX Peakilil TiKyBaHHS ComideHAIMHY CYKIIMHATOM CJIifl
IPUIMHUTY Ta BXKUTHU BifMOBIIHUX 3aX0f1iB ab0 MPU3HAYUTH HaJIeXKHE JTiKyBaHHS.

MaxkcumanbHUN epeKT IpenapaTy HOCATaEThCS He paHille HixXK dyepe3 4 TUXKHI Teparril.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BazimHicmb.

HewMmae kiHIYHNX JaHUX [IPO XKIiHOK, IKi 3aBariTHINYU i 9ac 3aCTOCyBaHHSA cofidheHauuny. [ocnigu
Ha TBapWHAX He BUSIBUIIM MPSMOI HECIIPHUSITIXBOI Ail Ha PepTUIBHICTh, PO3BUTOK eMOpioHa/mmoma abo
nosioru. [ToTeHIiMHNYN pU3UK HeBigoMuii. Crifg noTpuMyBaTuCs 06epeKHOCTI IPX 3aCTOCYBaHHI
[AHOTO IIpernapaTy BariTHUM XKIiHKaM.

I'odysaHHA 2pydoro.

HeMae maHuX 110710 €KCKpellii comidheHaluHy y TPyIHe MOJIOKO. Y Mulle# comideHalldH Ta/abo #oro
MeTaboIiTH TPOHUKAIOTH ¥ MOJIOKO i CIIPHYMHSIOTH 00303aJ1eKHY HEe[JOCTaTHICTh POCTY Y
HOBOHapPOIXKeHUX MUlled. 3acTocyBaHHs mpemnaparty ComideHanuH-PapMak He PEKOMEHAYETHCS Y
mepion rogyBaHHS TPYOAIO.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

Y 3B’g3Ky 3 TUM, 10 coflipeHaIuH, SK i iHII aHTUXOIiHEPridHi IpenapaTy, MOXe CIPUYUHUTHI
HEUiTKiCTh 30Py i HeYaCTO COHJIMBICTH Ta IiABUIIEHY BTOMIIIOBAHICTh (OuB. po3min «I1o6iuHi
peaxirii»), MpuioM IIpernapaTy MoXke HeraTUBHO BIIMBATH Ha 3[MaTHICTh KEPyBaTU aBTOMOOiIIEM Ta
IIpalfoBaTy 3 IHIINMU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

Lopocai, 8kaouaroyu nauieHmia AimHb020 8iKy. PeKoMeH0BaHa f03a - 5 MI Iipenaparty 1 pa3 Ha
no0y. fAkimo HeoOximHO, m03y MOoXKHa mimBuiuTu 70 10 Mr 1 pa3 Ha go0y.

ITayieHmu 3 HUpKogow Hedocmamuicmio. He moTpiOHa KOpeKIIis [03u [J1s MallieHTiB 3 MOMipHOIO Ta
CepegHbOro CTYIEHS TSIXKKOCTi HUPKOBOIO HEJOCTATHICTIO (K/IipeHC KpeaTuHiny > 30 Mi1/XB).
[TamieHTaM 3 TSXKKHUM CTyIleHEM HUPKOBOI HEOOCTATHOCTI (KJipeHC KpeaTHHiHYy < 30 MJI/XB) CIif 3
00epeKHICTIO 3aCTOCOBYBATH IIpenapar y 403i He Oinblie Hix 5 Mr 1 pa3 Ha mo0y (OuB. PO3Min
«PapMaKOKiHETHUKa»).

ITauieHmu 3 neuiHko8ow Hedocmam+icmio. He moTpibHa KOpeKIlist 03u IJIs HaIliEHTIB 3 ITOMipPHOIO
MIe4YiHKOBOI HeloCTaTHICTIO. [TallieHTaM 3 MOMIPHO MeYiHKOBOI HEOOCTATHICTIO (MMOKa3HUK 3a
mkasot Yaitnga - 1’10 7-9) cnig npuiiMaTé npemnapat 3 00epeKHICTIO i He TepeBUIyBaTH J03yBaHHS
5 mr 1 pa3 Ha go0y (guB. po3nin «®apMaKoKiHETHKa»).

3acmocysaHHs nomyxcHuUX iHeibimopie yumoxpomy P450 3A4. MakcuMabHa q03a IpemnapaTry
Cormnienanun-®apmak Mae OyTu o6MekeHa 5 MI' IPU OJHOYACHOMY MPUIOMi 3 KETOKOHA30j10M abo



TepaneBTUYHNMU N03aMU iHIIUX CUIbHUX iHTi0iTOPiB i30dopmu nuToxpomy CYP3A4, Hanpukiag
puToHaBipy, HendiHaBipy, iTpakoHa30y (AUB. po3ain «B3aeMopis 3 iHIMMY JTiKapchKUMU 3acobamMu
Ta IHIIT BUOX B3a€MOMI»).

Conidenauus-®apmak IpuiiMaTi IepopasbHO, KOBTaTH TabIEeTKY IiTUMHU, 3alIMBaOYU PiIUHOIO,
He3aJIeXHO Biff IPUIOMY 1XKi.

Himu.

He mocnigxyBanu 0e3meky Ta epeKTUBHICTh 3aCTOCYBAHHS IIpemnaparty miTam, Tomy CosmidheHaluH-
dapmak He Ciif mpu3HavyaTH il KaTeropil maIjieHTiB.

Ilepedo3yeanHsi.
Cumnmomu.

[Tepeno3yBaHHA comieHANMHY CYKIIMHATY MOXKe IIPU3BECTU [0 TAXKKUX aHTUXOIIHEPTiuHUX e(peKTiB.
HaiiBuia fo3a comipeHanuHy CyKIMHATY, IPUUHSATA BUMIaJIKOBO OMHUM TalliEHTOM, cCTaHOBUIa 280
MT IIPOTSITOM 5 OJMH, BHACIIIOK YOT'0 CIIOCTePiraiaucs 3MiHU ICUXiYHOTO CTaHYy, IO He MoTpebyBamu
rocmiTaisatil.

JlixysaHHA. Y pa3i mepeno3yBaHHS COmipeHaIlMHy CYKIMHATY MaIliEHTOBI HEOOXiqHO MPUNHATH
aKTHBOBAaHEe BYTis. Moxe OyTH KOPUCHUM IIPOMMBAHHS IIUTYHKA, SKII0 BOHO 3pobiieHe mpoTsarom 1
TOJUHY IiCIIs MPUHOMY IIperapary, ajie He CJIifl BUKJIUKATU OII0BaHHS.

[lomo iHImMMX aHTUXOIiHEPTiYHUX e(eKTiB, TO CUMIITOMHM CJIifl TiIKyBaT! TaKUM YUHOM:

- TSKKi aHTUXOJiHEpriuHi edekTu 3 60Ky IleHTPaIbHOI HEPBOBOI CUCTEMH, TaKi SIK ramouuHalii abo
migBHUINeHa 30yIIUBICTh - 3aCTOCOBYIOTE GidocTUTrMiH a00 KapOaxo;

- cymomu abo mimBuIeHa 30yAJIMBICT - BBOASTh O€H30Mia3elIiH;

- HEeOCTaTHICTh 3 OOKY OpraHiB AUXaHHS - 3MiHCHIOITH MITYYHY BEHTHUIIALII0 JIETEHiB;
- Taxikapmist - 3aCTOCOBYIOThL OeTa-0710KaTOpH;

- 3aTpUMKa CEe4YOBUIIYCKaHHA - IPOBOAATH KaTeTepu3alliio;

- Mifpia3 - 3aCTOCOBYIOTb OUHi Kpallli, HallpuKIIa IiNoKapIliH, Ta/a0o MoMillaioTh NallieHTa Y TEMHY
KiMHAaTy.

4K i y pasi mepeno3yBaHHS iHITMMU aHTUXOJIiIHEPTriYHUMU 3acob6aMu, 0COONIUBY yBary CIIif IPUNITATH
nalieHTaM 3i BCTaHOBJIEHMM PU3UKOM NofoBxkeHHS iHTepBany QT (npu rinokamiemili, 6pagukapil,
IIPYX OOHOYACHOMY 3aCTOCYBaHHI IIpenaparis, 10 CIPUYUHSAIOTE T0f0BXKeHH iHTepBany QT) i
nalieHTaM i3 3aXBOPIOBaHHSAMMU cepld (imeMis MioKapha, apuTMil, 3aCTiliHa ceplieBa HELOCTaTHICTB).



ITobiuni peakuii.

Conidenauus-®apMak Moxke CIPUUUHUTY 1TOGIYHI e(eKTH, TTOB’g3aHi 3 aHTUXOJIIHEPTIYHOIO [Ii€I0
cornieHanuny, sKi, IK MpaBuio, cjiabki abo moMipHi. IXHS YacTOTa 3a/IexkUTh Bif MO3H IIperapary.

Haityacrime noGiuHe siBUlIlE - CYXiCTh y POTi, 110 croctepiranacs y 11 % nauieHTiB, SKi oTpuMyBanu
mo3y 5 Mr Ha 100y, v 22 % natieHTis, siki orpumyBanu 10 Mr Ha go0y, y 4 %, sSKi 0OTpUMYyBaIu
nnaie60. BrupaxkeHicTh CyXOCTi y poTi, IK mpaBuiio, 6yna ci1abKolo i TINbKK y TOOAMHOKUX BHIIafIKax
IIPU3BOMKIIA 10 IPUIMHEHHS JIiKyBaHHS. 3arajioM JlikapChKHii IpenapaT HOCUTh Ho0pe epeHOCUBCS
(6mm3pK0 99 %), i mpubnu3Ho 90 % malieHTiB MpUiiMay mpemnapar NPOTATOM IIOBHOTO IIEPiofy
OOCHiAXKEHHS, AKUW TpuBaB 12 TUXKHIB.

Y Tabnuni HUXK4e HaBefeHi iHmIi Mo0iYHi eeKTH, 3apeecTpoBaHi IPU IPOBEAEHHI KITiHIYHIX
mocrnigxkeHs npenapaTy ComidbenanuH-®PapMak Ta B MiCNISIpeECTPaLiiHNUM TIepiof.

Knacudikamist [yxe JacTo [Hegacro Pinkicui yxe pigkicHi [HeBinomo (qacToty
MedDRA 4acTo > 1/100, [> 1/1000, <1/100 > 1/10000, <1/10000 He MOXKHa OILIHUTH Ha
>1/10 <1/10 <1/1000 OCHOBI HasIBHUX
maHuX)
[Hdekii Ta iHBa3il [HOeKITi ceuoBUBITHIX
[IIJIIXiB, IIUCTUT
AHadinakTUYHA
peakmis*
3 6oxy iMyHHOI
cucTeMu
3 60Ky MeTabomizmy SHUKEHHS ameTuTy™,
Ta TpaBJIeHHS rinepkamiemisa*
[lcuxiuni po3nagu [amouuHanii*, [MapeHHSI*
CIITyTaHIiCTh
cBimoMocCTi*
[TopyIreHHs 3 00Ky (COHNUBICTS, 3amaMopo-dyeHHT*,
HEepBOBOI CUCTEMU TOPYIIEHHSA CMaKy TOJIOBHUH Oimp*
3 60Ky OpraHiB 30py HeuitkicTp|CyxicTh 0uel [maykoma*
30py
3 60Ky cepis Torsades de pointes*,
MIOBXKEHHS
inTepBany QT Ha
efleKTpoKapzaiorpami*,
hiOpumnsIis
repencepas*,
BITIyTTS
cepriebuTTI*,
Taxikapgis*
3 60Ky opraHiB CyxiCTh CITM30BOi [Tuctonis*
[MUXaHHS, TPYOHOI 000JIOHKK HOCOBOL
KJTiTKY Ta TOPOXKHUHU
CepenoCTiHHS
3 60Ky IUTYHKOBO- CyxicTs y[3anop, TacTpo-e3odareansuui|Henpoxig-HicTh Kuirkosa
KUIIKOBOTO TPAKTy  [poTi HyOooTa, [pediiokc, TOBCTOTO HEIIPOXiMHICTE*,
[MUCIIencid,|CyXiCTh y TI0TL KUIIEYHUKY, a0moMiHANMbHUN
0ip y KOITPOCTa3, mickoMpopT*
bKMBOTI GrroBaHHST*

CenartoObiniapHi
po3nangu

[TopymeHHS QyHKIiH
MeginKu*,
BiIXWJIEHHA
pe3ynabTaTax
Tab0opPaTOPHUX
MOCTIiIXKEeHb
Me4iHKOBUX MPO6*




3 60Ky WIKipH i CyxicTb mKipu CBep0Oix*, MynbTu-popMHa|EKCcdomiaTHBHYI
MigIIKipHUX TKAaHUH BUCUIIaHHS* epuTeMa*, mepMaTuT*
KPOTINB THKa*,
HaOpsk Keinke*

PYXOBOTO anapaTy
Ta CIIONTy4YHOI

3 OOKY OTIOPHO- [M’s130Ba crabxicTh *

TKaHUHU

3 60Ky HUPOK Ta YTpynHeHe 3aTpuMKa HupkoBa
CEeYOBUBITHOI CEeYOBHUITyCKaH-HA CE4OBUIIYC-KaHHSI HeJoCTaTHICTH*
CHCTEMHU

3aranbHi po3nany i [TimBHIIIEHA BTOMIIIOBA-

MOPYLIEHHS Y MicLi HiCTb,

BBEIEHHS mepudepudHMii

HaOpSK

*[licngpeecTpaliiHuii Iepiof,.

Tepmin npudamHocmi. 4 poku.

YmoBu 30epiranns. Jlikapcekuii 3aci6 He moTpeOye clieniaNbHUX yYMOB 30epiranHd. 30epiratu y
HEe[OCTYIIHOMY OJIg AiTel MiCIIi.

YnakoBka. ITo 10 tabnmeTok y Omictepi, mo 3 a6o mo 10 6icTepiB B KAPTOHHY KOPOOKY.

Kareropis Bigmycky. 3a peLenToMm.

BupoOHHUK.

Caneka ®apMmacrroTikan3 AT.

Micue3HaxoKeHHsI BUPOOHHKA Ta HOro aJgpeca MicClisi IpOBaIXKeHHs Tis/IbHOCTI.

Hitpsuceka 100, 920 27 I'moroBens, CnoBalibka PecnyOmika.

3asBHUK. AT «Papmak».

Micue3HaxomKeHHsI 3asiBHHKA. Ykpaina, 04080, m. Kuis, Byn. Kupuisceka, 63.



