IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KAPTYPA®
(CARDURA®)
Cknao:
ditoua pevosguHa: doxazosin;

tabneTky mo 1 mr: 1 tabnerka MicTuTh 1,213 Mr [0KCa303UHY ME3UJIATY, 110 €KBiBAJIEHTHO 1 MT
[OKCa303uHY;

tabneTky mo 2 Mr: 1 TabneTka MiCTUTH 2,43 MT' [OKCa303UHY Me3UJIaTy, 1[0 eKBiBaJIEHTHO 2 MI'
[OKCa303uHY;

tabneTky 1o 4 mr: 1 tabneTka MicTuTh 4,85 MI JOKCa303UHYy Me3UJIaTy, 110 €KBiBaJIEHTHO 4 MI'
IOKCa303uHY;

0onoMidCHI peuo8UHU: TaKTO3a, MOHOTIAPAT; MarHilo cTeapart; IeJl0103a MIKPOKPUCTaJiYHa; HaTPilo
nmaypuicynbdaT; HaTPilo KPOXMaNbIMKOIAT (TUI A).

Jlikapcbka ¢popma. TabneTku.
OcHoO8HI (pi3uKko-XiMiyHI 81acCMUBOCMI:

- TabneTky 1o 1 Mr - 6isoro Koabopy, KPyrii, ABoonykii, 3 KogoMm «CN 1» 3 omHOTO 60Ky Ta 3
nmorotunoMm «Pfizer» 3 iHmoro 60ky;

- TabNeTKu 1o 2 Mr - 6i710r0 KOJIbOPY, TPOOOBracTi, ABOOIMYKJI, 3 JIiHi€EI0 PO3/IOMY Ta KOLOM
«CN 2» 3 ogHOr0 60Ky Ta 3 norotunom «Pfizer» 3 iHmoro 60ky;

- TabneTky 1o 4 Mr - 6isoro Koabopy, poMOoIoAiOHi, ABOOMYKJIi, 3 JIiHiEI0 PO3/IOMY Ta KOLOM
«CN 4» 3 ogHOro 60Ky Ta 3 norotunom «Pfizer» 3 iHmoro 60kKy.

QapmaKOTepaneBTHqHa rpyma.

AHTHUTiINEPTEH3UBHI 3aco0u. AHTHApeHePriuHi 3acobu 3 nepudepruyHUM MexaHi3aMoM mii. brnokaTopu
a-agpeHopenentopis. Kog ATX C02C A04.

Papmakono2iuHi e1acmueocmi.

dapMakoguHaMIKa.



MexaHi3M mil.

IlOKCa303uH € MOTYyKHUM Ta CEJIEKTUBHUM aHTArOHiCTOM IIOCTCUHANITUYHUX ((,-afPEHOPELIEIITOPIB.
bnokyBaHHS LIUX PELIENITOPIB IPU3BOOUTH A0 3HUXKEHHS CUCTEMHOI0 apTEPiabHOTO TUCKY.
I[Ipenapat Kapaypa® npu3Ha4YeHui [y NepopasbHoro 3acToCyBaHHs 1 pa3 Ha fo0y maljieHTam,
XBOPUM Ha eCCeHIjiaJIbHy apTepiajibHy rinepTeHsito.

dapmakomvHaMiyHi ePeKTH.

ByIo IpoeMOHCTPOBaHo, o npenapaTt Kapaypa® He cupuunHse HeOaxkaHUX MeTaboMiYHUX eeKTiB
i #loro MoXKHa 3aCTOCOBYBATH IMAIliEHTAM i3 LyKpoBUM Aia0eToM, mogarpow abo
IHCYJIIHOPE3UCTEHTHICTIO.

I[Ipenapat Kapaypa® TakoxX MOXXHa IpH3HAYaTH MalicHTaM i3 GPOHXIaIbHOK0 aCTMOI, TimepTpodieco
JIIBOTO LIJTYHOYKA Ta MallleHTaM JIITHbOTO BiKy. 3aCTOCYBaHHS IIpernapaTy CIpUsi€e 3MEHIIEHHI0
rineptpodil niBoro MUIyHOYKA, IPUTHIUYE arperaiiiio TPOMOOLIKTIB Ta IiICUII0E aKTUBHICTh
TKaHMHHOTO aKTHBaTopa IIa3MiHoresy. Kpim toro, 3acrocysanHs npenapaty Kapaypa® migsuimye
YYTJIUBICTh [0 IHCY/IIHY y TUX MALI€HTIB, y IKUX TaKa YyT/IUBICTh € IOPYIIEHO.

TakoX y HOBrOCTPOKOBUX JOCIIKEHHIX Oy710 TPOeMOHCTPOBAHO, IO Ha I0aTOK [0
AHTWUTiIEepTEeH3MBHOI MIil 3acTOCyBaHHSA NpenapaTy Kapaypa® CIpHYKHSE IOMIPHE 3HUKEHHS
KOHIIEHTPAIlil 3aTaJIbHOT0 X0JIeCTePUHY, JTNONPOTEeINiB HU3bKOI LUIiIIbHOCTI Ta TPUTJIiLIEPULiB Y IIa3Mi
KPOBi, a OTXKe - IaHUi NpenapaT Moxke 6yTu 0coOIMBO KOPUCHUIM MallieHTaM, XBOPUM Ha apTepianbHy
TimepTeH3ii0 Ta TinepinigeMio.

3acTocyBaHHS npenapaTy Kapaypa® marieHTaM, XBOPEM Ha CUMIITOMHY J0OPOSKICHY rineprnasiio
nepegMixypoBol 3ano3u ([I'TI3), npu3BoguTh 40 3HAYHOTO MOKPAllleHHS YPOAUHAMIKYM Ta 3MEHIIEHH S
cuMnToMiB. BBaxKaeThcs, 1m0 edekT mpenapaty npu [II'TI3 mocsaraeTbes 3a paxyHOK CEJIeKTHBHOI
6110Kamu (,-afipeHOPELeNITOPiB, PO3TAIlIOBaHUX Yy M’SI30Bill CTPOMI Ta KaIlCyJli TepeaMiXypoBoi 3a/103H,
a TAKOXK y IIMHUI Ce40BOr'0 Mixypa.

dapmakokiHemuxka.

BcmokTtyBaHHA. [Ipy mepopaibHOMY 3aCTOCYBaHHI y TIOAWHU (Y0JIOBIKM MOJIOLOrO BiKy abo monu
TTHBOTO BiKy 6yab-KOI CTaTi) HOKCA303UH MIBUJKO BCMOKTYEThCS 3 6i0OCTYIHICTIO Ha pPiBHi
npubIU3HO %3 MO3M.

Biorpanchopmarrisi/eniminanis. [Tpubnusao 98 % mokca303uHy 3B’SI3YETHCS 3 OiTKaMu MJIa3Mu KPOBI.
Byno nmokasaHo, 1110 [OKCAa303UH eKCTeHCUBHO MeTab0I1i3yeThCs B OpraHi3Mi IIOAUHY Ta Y
OOCIIXKyBaHUX €KCIIePUMEHTaIbHUX TBAPHUH, i BUBOOUTHCS 3 OPraHi3My IIepeBakHO 3 KaJIOM.

CepepHiu nepiof HalliBBUBEEHHS IIpenapary 3 Ij1a3MU CTaHOBUTH 22 TOAVHH, 110 Ja€ MOXKJIUBICTh
npuiMaTH npemnapar 1 pa3 Ha go0y.

[Tpu epopaabHOMY 3aCTOCYBaHHI JOKCa303WHY KOHIIEHTPaIlis MeTaboiTiB y mi1a3Mi KpoBi €
HU3bK010. KoHIIeHTpallis y mi1a3Mi KpoBi HallaKTUBHIIIOTO (6'-Tigpokcu) MeTabomiTy y TIOOUHY B
40 pagziB HKXKYa 3a MJIa3MOBY KOHILIEHTPAIlil0 IEPBUHHOI CIIOIYKH, 110 CBIIUYUTH IIPO Te, 110
aHTUTiINEePTEeH3WBHA [is IpenapaTy 3yMOBIeHa MepeBaxkHO NOKCAa303UHOM.

Ha gaHuii yac icHyIOTh uille 0OMesKeHi faHi 00 3aCTOCyBaHHS IIpenapaTty nallieHTaM i3
MOPYILIEHHAMHU (DYHKIIII TeYiHKY Ta OO0 BIJIMBY IIpeNapariB, 3MaTHUX 3MiHIOBATH MTEYiHKOBUM
MeTabo01i3M (HampuKIad, HUMETUOUHY). Y KITiHiYHOMY OOCTigKeHHi 3 y4acTio 12 maIieHTis i3
IIOMipPHOIO ITeYiHKOBOI AUCOYHKIIEI0 OMHOKPaTHE 3aCTOCYBaHHS AOKCA303UHY IIPU3BEJIO 10



nigsuienHs AUC Ha 43 % Ta 3MeHIIIeHHS BUAMMOTO0 KIIipeHCy IIPU ITepopaibHOMY 3aCTOCYBaHHI Ha
40 %. fk i mpu 3acTOCYyBaHHI iHIIKX IpemnaparTiB, 110 MOBHICTI0O MeTab0Ti3yI0ThCSA TEYiHKOIO0,
nalieHTaM 3 03HaKaMHU MOPYIIeHb PYHKITI MeYiHKy JOKCa303uH CJIifl 3aCTOCOBYBATH 3 0COOIMBOIO
00epexKHICTIO.

IJoKCca303uH eKCTEHCUBHO MeTabomi3yeThCs B medinii. [locmigKeHHs in vitro BKa3yioTh Ha Te, 1110
TOJIOBHMM YMHOM II€ 3[iMCHIOETHCS 3a monoMorow ¢pepmenty CYP 3A4, ta menmor Mipoio - CYP 2D6
i CYP 2C9.

KrinigHi xapaKTepUCTHKH.
Iloka3aHnHs.
ApmepiaabHa 2inepmeH3is.

[Tpenapar moka3aHu [Js JIiKyBaHHS apTepianbHOl rinepTeHsil i g 6inbInocTi nalieHTiB oro
MO2KHa 3aCTOCOBYBATHU [JIs1 KOHTPOJIIO apTepiaTbHOT0 TUCKY Y SKOCTI MOHOTeparil. Y BUIagKy
HeeeKTHBHOCTI MOHOTepaIIii 4151 JTiKyBaHHS apTepialbHOI rinepTeHsil nmpenapaT MoXHa
3aCTOCOBYyBaTH y KOMOiHallil 3 Tia3uIHUMU [iypeThKaMu, 0J10KaTopaMu B-afpeHOopPeLenTopiB,
6710KkaTOpaMu KaJbI[iEBUX KaHAaJIiB Ta iHriOiTOpaMu aHTiOTEH3WHIIEPETBOPIOBAIbHOTO (DEPMEHTY.

IlobposiKicHa 2inepnaasis nepedmixyposoi 3an103u.

[TpemapaT moKa3aHUM [Jg TiKyBaHHS 00CTPYKIIii CEYOBUBIIHUX IIJIAXIB, @ TAKOK CUMIITOMIB,
II0B’s13aHUX i3 HOOPOSKiCHOIO rineprasieio nepeaMixyposoi 3ano3u ([II'TI3). [IpenapaT MoxHa
npu3HaydaTy naniedTaMm i3 [II'TI3 9K npu HasIBHOCTI apTepianbHOl rimepTeHsil, Tak i mpu
HOPMaJIbHOMY PiBHi apTepialbHOr0 TUCKY.

IIpomunoka3aHHs.
3acTocyBaHHs npenapaTy Kapaypa® npoTunokasaHe HaCTyIHHM KaTeropisM MallieHTiB:

- TallieHTaM 3 TiIepuYyTAUBICTIO IO [i040l PeYOBUHHU UM [0 MOXiOHUX XiHA30JIiHY (HalpuKIIafg,
IIPa303uHy, TePa303uHYy, HOKCa303uHY) abo [0 Oyab-sIKoi 3 OMOMIXKHUX PEYOBUH IIpernapary,
3a3HavyeHux y po3aini «Cknap»;

- TallieHTaM i3 BUIIafKaMu OPTOCTATUYHOI TilOTeH3il B aHaMHe3i;

- marierTaMm i3 [II'TI3 Ta cynyTHBOIO OOCTPYKITi€I0 BEPXHIX CEYOBUBIMHUX IIJISIXiB, XPOHIYHUMU
iHpeKiIMU Ce4OBUBIIHUX LINIAXIB a00 HasBHICTIO KaMEHiB ¥ CEYOBOMY Mixypi;

- TIallieHTaM 3 apTepialbHOIO TIMOTEH3i10 (CTOCYETHCS TiTbKM NalieHTiB i3 [II'TI3).

JokCca303uH y 9KOCTi MOHOTEpaIil IPOTUIIOKa3aHUM Malli€eHTaM i3 IepeNOBHEHHAM CeY0BOT0 MiXypa
abo aHypi€lo i3 mporpecynyo0 HUPKOBOI HeIOCTaTHICTIO abo 6e3 Hel.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi ¢popmu e3aemoditi.



Iaribitopu docdomiectepasu-5 (PIE-5) (Hanpuknan, cungeradin, Taganadin, BapneHadin).

CyMicHe 3aCTOCyBaHHS HOKCa303uHY 3 iH2ibimopamu ®[IE-5 y nessKUX MallieHTiB MOXe CIPUYUHSATH
CHMIITOMATUYHY TimoTeH3it0 (quB. po3min «OcobnmuBOCTi 3acTOCyBaHHS»). [JOCTiAXKEeHb JOKCAa303UHY Y
JiKapCchKuX (hopMax i3 TpUBaIUM BUBIIbHEHHSIM [1iI0401 peYOBHHU HE ITPOBOAUIIN.

okCca303uH 3HAYHOIO MipoI0 3B’sI3yeThCA 3 OimkaMu Iya3Mu KpoBi (Ha 98 %). PesynbraTu
OOCTiAKEHHS in Vitro 3 BAKOPUCTaHHAM IIJIa3MU KPOBi JIIOOWHY CBigYaTh, 110 IIpernapaT He BIIJIUBAE
Ha 3B's3yBaHHS [OCIIIXKYyBaHUX ITpernaparTiB (QUrokcuH, heHiToiH, Bapdaput abo iHmoMeTaluH) 3
Oinkamu.

Y kniHiYHIY TPaKTHXLi He Big3Ha4Yal0Ch HECIPUATINBOL B3aEMOZi]l IIPX OMHOYAaCHOMY 3aCTOCYBaHHIi
MIOKCA303UHY Ta Tia3UJHUX AiypeTHkKiB, pypoceMiny, 610KaTOPiB B-agpeHOPEIENTOPIB, HECTEPOITHUX
IpoTHU3amnanbHuX 3ac006iB, aHTUOIOTHKIB, IepOPaIbHUX IYKPO3HUKYBAJIbHUAX 3aC00iB, YPUKO3YPUYHUX
3aco0iB Ta aHTUKOATYNSAHTIB. [IpoTe maHi hopManbHUX OOCHIIXKEHb i3 BUBUEHHS JTiIKapChKOl B3aEMO[Iii
BiCyTHI.

HocmifkeHHS in vitro BKa3yloTh Ha Te, II0 JOKCa303uH € cyOcTpaToM nutoxpomy P450 3A4

(CYP 3A4). Cnin 3 06epeXHiCTI0 TpU3HaYaTH NOKCA303KWH OJHOYACHO 3 IIOTYKHUMMU iHTiGiTOpaMu
CYP 3A4, Hanpukiapg KJIapATPOMILIMHOM, IHOWHABIPOM, iTpaKOHa30J1I0M, KETOKOHA30JI0M,
Heda3zomoHOM, HellpiHaBipOM, pUTOHABIPOM, CaKBiHABIpOM, TEIITPOMIITHHOM ab0 BOPHKOHA30JI0M
(muB. po3min «PapMakoa02iuHi 81aCMUBOCMI»).

IJoKCca303uH IOTEHIIIIOE TiTOTEeH3UBHY [Iil0 iHINX A-afipeH00I0KaTOPiB, @ TAKOXK iHIINX
AQHTUTIIePTEH3UBHUX 3aC00iB.

3a pe3ynbTaTaMy BiTKPUTOTO PaHOOMi30BaHOT0 IJ1alie60-KOHTPOILOBAHOTO KITIHIYHOTO OOCIigKEeHHS
3 y4acTio 22 370pPOBHX JOOPOBOJIBIIB YOJIOBIYOI CTaTi, OHOKpATHE 3aCTOCYBAHHS JOKCA303UHY Y H03i
1 Mr y mepuuii feHb YOTUPUA0O0BOT0 KypCy IEPOPaIbHOr0 3aCTOCyBaHHA muMeTuguHy (400 Mr gBivi
Ha 1o0y) MPU3BOOUIIO [0 MigBUIEeHHS cepenHboro piBHSI AUC mokca3o3uny Ha 10 % i He cupuYMHSIIO
JKOJHUX CTaTUCTUYHO 3HAUYLIUX 3MiH cepengHbol C, ., Ta CEpeNHbOr0 Iepioay HalliBBUBEOEHHS
IOoKCca303uHy. Take nifgBullleHHs cepenHboro piBHSA AUC gokca303uHy Ha 10 % Ha TJjIi 3aCTOCYyBaHHS
IIMMETHUIMHY 3HaXOOUTHLCS Yy MeXax MiXiHauBigyanbHOI BapiabenbHOCT (27 %) cepenHix piBHiB AUC
IOKCA303UHY MOPIBHSHO 3 mIa1eso.

Oco06.1ueocmi 3acmocye8aHHs1.
OpmocmamuuHa 2inomeH3is/cCuHKone.

[ToyaToK Tepamii. dK HACNigOK MPOSBY Ail 67I0KATOPiB a-apEeHOPELENITOPIB, MOXKEe PO3BUHYTHUCS
OPTOCTAaTUYHA TilOTEeH3is, MPOSBISIOYNChH 3allaMOPOYEHHSIM Ta clabKicTio abo pimiie - BTpaTomo
cBimoMocTi (cuHKOIIe), 0co0IMBO Ha II0YaTKYy Teparil (quB. po3min «Crocib 3acTocyBaHHS Ta JO3U»).
Y 3B’s13Ky 3 IMM Ha II0YaTKy Tepallii HeoOXiTHO KOHTPOJIIOBATH PiBEHb apTEePiallbHOTO THUCKY, 11100
MiHiMi3yBaTH MOXKJIUBI MOCTypaibHi ePeKTH.

[Tpu3Hauyatouu Tepamnito Oyab-IKUM e(peKTUBHUM 0J10KaTOPOM (-agpPEeHOPEIEeNnToPiB, Clix
mpoiHdopMyBaTH NaIli€HTA, K YHUKHYTHA CUMIITOMIB OPTOCTATAYHOI TilTOTeH3il Ta SK MOBOOUTUCH
IIpY iX BUHUKHEeHHi. [1allieHTa TakoX IOTPiOHO MMomepefuTy IPOo HeoOXiMHICTh YHUKHEHHS CUTYallii,
y SIKUX iCHy€ PU3UK OTPUMaHHS TPaBM, BPaXOBYIOYM MOXKJIMBICTh BUHUKHEHHS 3arlaMOpo4YeHHs abo
cnabKoCTi Ha mOYaTKy Tepail mpenapaTtoMm Kapaypa®.



3(10mOCy8aHHFI npu 2ocmpux cepuesux cmaHax.

4K i iHImi Ba3oguIaTyo4i aHTUTIIePTEeH3KBHI 3ac00H, HOKCAa303UH CJIifi 3 00epeKHICTIO
3aCTOCOBYBATH IAIliEHTaM i3 HACTYITHUMH TOCTPUMHU CEPIIeBUMM CTaHAMMU:

- lereHeBUM HAOPSK, CIPUYUHEHUY a0PTaTbHUM ab0 MiTpalbHUM CTEHO30M;
- TimepcuCTOosiYHa cepiieBa HEOOCTAaTHICTE;

- TPaBOILITYHOYKOBA CeplieBa HeIOCTATHICTh, 3yMOB/IeHa TpoMOoeMOoITiet0 iereHeBoi apTepii abo
TepuKapIialbHUM BUIIOTOM;

- JIiBOIIIJTYHOYKOBA CeplieBa HeOCTATHICTh 3 HU3BKUM THCKOM HAIlIOBHEHHS.
3acmocysaHHA Npu NOpyweHHI GYHKYIU neviHku.

4K i mpu 3acTOCYBaHHi iHIINX MpeTapaTiB, 110 MOBHICTIO MeTab0/Ii3yI0ThCS EUiHKOI0, TallieHTaM 3
O3HaKaM¥ [OpyIIeHHs QYHKI[M nedinky npenapat Kapaypa® ciif npu3HadaTy 3 0COOIMBOIO
obepexHicTio (muB. po3ain «Crocib 3acTocyBaHHS Ta [03u»). Yepes BiiCyTHICTb KTiHIYHOTO JOCBimY
3aCTOCYBaHHS IIperapaTy HalieHTaM i3 IeYiHKOBOI HeOCTaTHICTIO TAXKKOI0 CTyIleHs [IPU3HaYEeHHS
IIpemnapary il KaTeropii mamieHTiB He PeKOMEHTYEThCS.

3acmocysaHHs pa3om 3 iHzibimopamu OIIE-5.

3aCcTOCOBYBATH [IOKCA303UH Pa3oM 3 iHzibimopamu ¢ocpodiecmepasu-5 (Hanmpukiam, cungeHadin,
tamanadin Ta BapgeHadin) crmig 3 06epexkHiCTI0, OCKITbKK 00uIBa JTiKapChKi 3aC00M CIIPUYUHSIOTh
Ba30[MIaTallil0, a OTXKE - MOXKYTh CIPUUYUHUTHU Y [EIKUX NAl[l€HTiB CUMITOMATUYHY TinoTeH3it0. s
3MEHIIEHHSI PU3UKY PO3BUTKY OPTOCTATUYHOI TiMOTEH3il peKOMEHYETHCS PO3MOYNHATH TEPAIilo
mperapaTamMu I'pymnu inribitopis docdomiecrepasu-5 TimbKM 3a YMOBH, SKIIO Ha TJIi 3aCTOCYBAHHS O-
6710KaTOPIB MallieHT Mae cTabinbHy reMonuHaMiky. KpiM Toro, peKoMeHAy€eThCSI PO3MOYNHATH
Tepariio iHribitopamu docdomiecTrepasu-5 3 HaliMEHIIOI MOKJIMBOI IO3U Ta BUTPUMYBATH 6-
TOOWHHUY iHTEpBas MiX 3aCTOCYBaHHSM [I0KCA303UHY Ta iH2ibimopie ¢ocdodiecmepasu-5.
HocnifkeHb 0OKCa303KHY Y JTiKapChKUX (opMax i3 TpUBalIUM BUBIIbHEHHSM [il0490l peUOBUHU HE
IIPOBOOUIIU.

3acmocysaHHA nauieHmam nid yac xipyp2iuHo20 suddsieHHsA Kamapakmu.

Y meskux mallieHTiB, AKi IpUKMaIy TaMCYJI03UH Ha 4ac IPOBeeHHs XipypriuHoro BUgaleHHS
KaTapakTu abo 10 omepatiii, i yac BTpy4aHHS CIIOCTEPIraBCcs PO3BUTOK iHTpAONEepaLifiHOTOo
CUHApPOMY B’sinoi paiigyzxkHoi o6onouku (ICHPO, BapianT cuHOpomy By3bKoi 3iHuili). IToBimomsimocs
IIPO OKpeMi BUITQIKUA PO3BUTKY TAKOTO0 I0OiYHOT0 eeKTy i mpu 3aCTOCyBaHHi iHIUX O,-0710KaTOPIB,
TOMY He MOXKHa BUK/II0YaTH MOXKJIMBICTh PO3BUTKY LILOTO e(PEeKTy AJIs iHIMNX IIpenapaTiB JaHOTo
KJIaCy JliKapchkux 3aco0iB. Yepes te, mo ICHPO Moxke MpU3BOOUTH [0 MigBUINEHHS YaCTOTH
IPOLEeYPHUX YCKIagHEeHb IIPY MPOBEAeHHS Olepallil, TPy MiAT0TOBLi A0 Hel CIIif MOBigOMUTH
Xipypram-oTanbMoiioraM, Y4 3aCTOCOBY€E ab0 3aCTOCOBYBaB IallieHT 6JI0KaTOPH -
aipeHOpPEeLeNTOPIB.

IIpianizm.

Y nepiop micng BUXoMy IpenapaTy Ha PUHOK IIif 9ac 3aCTOCYBaHHS (,-0JI0KaTOPiB, y TOMY YUCIIi
NOKCa303WHYy HaJXOOUJIU MTOBIJOMJIEHHS IIPO BUIIaAKKU TPUBAIOl epeKIlil Ta nmpiami3my. Y BUnagky
epexliii, 1o TpuBae Ginbllle 4 TOANH, MAIiEHTY CIIiJ HeTaltHO 3BEPHYTUCS 32 MEIUYHOIO TOIIOMOT010.
AK110 HEeraiHoO He pPO3M0YaTH JIiIKyBaHHS MIpiani3My, BUHUKA€E YIIKOAXKEHHS TKaHUHU CTaTeBOTO



YJIeHa, 110 MOXKe IMPU3BECTH [0 He3BOPOTHOI BTPATH MOTEHIIil.
CKpuHiH2 Ha pak nepedMmixypoeoi 3a103u.

KapurHoMa nepegMixypoBoi 3a71031 CIpuumnHse 6araTo CUMIITOMIB, 1[0 acomioThcs i3 [IT'TI3, oo
TOTO X Il B 3aXBOPIOBAHHSA MOXKYTh CIiBICHYBaTU. TOMY CJIifi BUK/IIOYATH HAABHICTh KapIUHOMU
IIepeqMiXypoBol 3a/1031 NePIl HiK IOYWHATH Tepallilo JOKCa3031uHOM 3 IpuBoay cuMmnToMis [IITI3.

IHpopmayis w000 0ONOMIHCHUX PEYOBUH.

[TamieHTaM i3 pigKiCHUMHU CIIaJKOBMMU 3aXBOPIOBAaHHSIMM, TAKMMU SK HEIIEPEHOCUMICTh ralaKTO3H,
IIOBHA HEIOCTaTHICTh TaKTa3u Ta MajibabcopOiis I0K03u-TajlakTo3H, He CJIil 3aCTOCOBYBATH Lek
mpemnapar.

Lle#t mikapcbku# 3acib MicTuTh MeHIIe 1 MMosb HaTpito (23 Mr) Ha TabneTKy, TOOTO MPaKTUYHO
BiIbHUY Bif] HATpitO.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
ITauieHmu 3 apmepiasbHOI 2inepmeH3siero.
BariTHICTE.

Yepes BifACYTHICTh Ha JaHUU Yac HaJleXKHUX Ta H00pe KOHTPOJIbOBAHUX [OCIIKEHD III00 BUBYEHHS
3aCTOCYBaHHs IpenapaTy BariTHUM, 0e3MedHiCTh 3aCTOCyBaHH npenapaty Kapaypa® y mepiof
BariTHOCTI 3a/IMIIAETHCA HEBCTAHOBIEHOI0. TOMY IIpemnapaT CIIifi 3aCTOCOBYBaTH JIUIIE TOHi, KOIU
IIOTEHIIIHI [TlepeBary JIiKyBaHHS, 3 TOUKU 30Dy JIiKaps, BUIPABOOBYIOTh NIOTEHIINHUY PU3UK. X04a Y
OOCIiKEeHHSX Ha TBapHHaX IIpernapaT He BUSIBIISB TEPATOTEHHOI fil, HOT0 3aCTOCYBaHHS Y AyXKe
BHCOKMX f103ax, 110 npubnu3Ho B 300 pa3iB mepeBuUIlyBaiu MaKCUMallbHy PEKOMEHI0BAHY 003y [T
JIIOOWHY, IPU3BOIUIIO [0 3HUXKEHHS TPUBAJIOCTI XKUTTSA IIJIOAA.

TongyBaHHS TPYOOLO.

HocnipKeHHs Ha 1ypax, SKi OTpUMyBaIld OGHOPa30BY IIepOopasbHy H03y PafioaKTUBHOIO
IOKCA303uHY y Iepiofl aKTalil, BU3HAYUJIIH, 0 JOKCA303MH HAaKOIMUYY€ETHCS Y MOJIOII IIypiB, IpH
IIbOMY MaKCHMaJbHa KOHIIEHTpallisd y Mool npubnu3Ho y 20 pasiB mepeBUlye KOHIIEHTPALIio y
n1a3Mi MaTepi.

HasBHi gaHi y mogeii myxke o6MexXeHi, TpoTe, IPOAEMOHCTPOBAHO, 1[0 BUIIEHHS JOKCAa303UHY Y
MaTepHUHCbKe MOJIOKO € [AyKe He3HaYHUM (BiJHOCHA [03a OjId OUTUHU CTaHOBUTHL MeHIIe 1 %). Pusuk
IIJIST HOBOHAPOIXKEHOT0 a00 HEMOBIISITA He MOXKHA BUKJIIOYUTH, TOMY OOKCA303UH CJIiT 3aCTOCOBYBATH
JIAILE TOAI, KOJIM 3a AYMKOIO JIiKaps NOTeHI[IMHa KOPUCTD IIepeBaka€ MOTEHLINHNN PU3UK.

Iauienmu i3 [II'TI3.

[adopmariis y maHOMY PO3[ini He CTOCyeThCS manieHTis i3 OITI3.

3damuicmsb enaueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.



30aTHICTh KepyBaTH aBTOTPAHCIIOPTOM Ta IIPAIFOBATH 3 iHIIMMHU MeXaHi3MaMy MOXKe MOTipIIUTHCS,
0COBGIMBO Ha MOYaTKY JiKyBaHHS.

Cnoci6 3acmocyeaHHss ma do3u.

IIpenapaT Kapaypa® MoxXHa IpUiMaTH K YPaHIIi, Tak i BBeYepi.
[IpenapaT 3aCTOCOBYIOTh IEPOPAJIBHO.

ApmepiaavHa 2inepmeH3sis.

[Tpemapart ciig 3acTocoByBatu 1 pa3 Ha fo0y. [TouaTKoBa 03a CTaHOBUTE 1 MT, 1100 3BECTH [0
MiHIMyMy PU3UK PO3BUTKY OPTOCTATHYHOI apTepianbHOl rimoTeH3ii Ta/abo CHHKOIE (IUB. PO3MAiN
«OcobnuBoCTi 3acTocyBaHHS»). [Ticns 1-2 TUXKHIB IOYaTKOBOI Teparil 03y MOXKHa MiABUIIUTH O
2 MT, a TOTiM, SKII0 HeobXigHo, i §o 4 Mr. YV OinbiIocTi malieHTiB BigmoBifb Ha Teparriio
CIIOCTepiraeThCst IPM 3aCTOCYBaHHI penapary y f03i 4 Mr abo HuXK4iii. Ko HeoOXifHO, 103y
IpernapaTy MOXKHa MigBUIIUTH [0 8 MT abo 10 MaKCUMaIbHOI peKOMEHI0BaHOI 103U - 16 MT.

IlobposkKicHa 2inepnaasis nepedmixyposoi 3a.n103u.

PekoMeHi0BaHa I0YaTKOBa f03a npenapaTy Kapaypa® cragoButs 1 Mr 1 pa3 Ha go0y, o0 3BecTH [0
MiHIMyMy PU3HUK PO3BUTKY OPTOCTAaTUYHOI apTepiayibHOi rinoTeHsii Ta/abo cuHKOME (OUB. PO3Min
«Oco6IMBOCTi 3aCTOCYBaHHS»). 3a1€2KHO Bif iHAMBINyanbHUX 0COOIMBOCTEN YPOOUHAMIKY TMallieHTa
ta cumnToMmiB [II'TI3, m0o3y MOoXKHa MiABUIIUTH OO 2 MT, IIOTiM [0 4 MT i 1O MaKCUMaJIbHOI
PEKOMeH0BaHOl 1031 - 8 MI. PeKoMeH0BaHK iHTepBaJs Migbopy 03K CTaHOBUTH 1-2 TUXKHI.
3BUYaliHa PeKOMEHIOBaHa [103a IIpenapaTy CTaHOBUTH 2-4 MT Ha 00y .

ITauieHmam nimHv020 B8iKY CIIifl 3aCTOCOBYBATU 3BUYAlHI JO3U AJI HOPOCIIHX.

ITauieHmam i3 nopyweHHAM pyHKUii HUPOK CJIifi 3aCTOCOBYBaTH 3BUYaiiHi 03U M7 TOPOCIIUX,
OCKiNIbKM (hapMaKOKiHETUYHi TapaMeTpH IIpenapaTry Ipu NopylieHH] QyHKIl HUPOK He 3MiHIOIOThCS.

Kapnypa® He BUBOOUTHCS 3 OPraHi3My 3a AOIOMOI0I0 reMofiaisy.

ITauieHmu 3 nopyweHHAMU ¢PyHKUil neviHKu. Ha ganui 4yac iHpopMallig oo 3aCTOCyBaHHS
IIpernapary nallieHTaM i3 mopyleHHsIME QYHKII IeYiHKY Ta II0f0 BIUIMBY IpelaparTiB, 3MaTHUX
3MiHIOBaTH MEYiHKOBUYM MeTabo0i3M (HanpuKial, TUMETAOUHY), € 00MeXkeHO0I0. fK i mpu
3aCTOCYBaHHI iHIIMX IIpenapariB, 110 MOBHICTI0O MeTab0Ii3yI0TLCS MTeYiHKOI0, IalliEHTaM i3 03HaKaMu
mopyiIeHs GYHKIII IeYiHKY IpernaparT Cllif mpu3HadyaTy 3 06epexkHicTIo (OuB. po3min «Oco0nmuBoCTi
3acTocyBaHHS» Ta «PapMaKOKiHETHKa»).

Himu.

Besneka Ta e(peKTUBHICTb 3aCTOCYBaHHA JiKapchkoro 3acoby Kapaypa® miTaM He JOCTifKyBaIucs.

Ilepedo3yeanHsi.

fAK110 mepeno3yBaHHs IIpenapaTy IPU3Beo J0 apTepianbHOol rinoTeH3il, mallieHTa CJIif TEpMiHOBO



IIOKJIaCTH Ha CIIMHY, OIIYCTUBIIHN I'OJIOBY BHHUS3. B OKPEeMHX BUIIaJKaX MOXHa BXKHUTHU i
CUMITOMATUYHI 3aXO00H.

AKII0 CUMIITOMAaTUYHUX 3aX0MiB HEJOCTaTHbHO, [J151 JIIKyBaHHS IIOKY IIEPIIOYEpProBO CIIifl 3aCTOCyBaTH
n1a3Mo3aMiHHUKY. [Ticns 11b0ro mpu HeoOXiMHOCTI CITif 3aCTOCYBaTH CYAMHO3BYKYBaJIbHI IpenapaTy.
Cnip criocTepiraTu 3a cTaHOM (QYHKIII HUPOK Ta MPU HEOOXiMHOCTi 3aCTOCOBYBATH MiATPUMYIOUi
3axopnu.

'eMopiani3 He mOKa3aHUM, OCKIJIbBKY JOKCA303UH 3HAYHOIO MipoI0 3B’sI13y€ThCA 3 OinKaMu maasMu
KPOBI.

ITo6iuni peakuii.
ApmepiaavHa 2inepmeHsis.

Y KiIiHIYHUX OOCHIAXKEHHAX 3 YYacTIO IallleHTiB 3 apTepiajbHOI0 TinepTeH3i0 HalyacTillle BUHUKAaIU
no0iyHi peaknii mocTypanbHOro TUMY (SKi Yy piAKiCHUX BUIaKax CYIPOBOIKYBAJIMCS BTPATOIO
cBimomocrTi), abo Hecnenudiuni mobiuHi peakiii.

[lobposkicHa 2inepnaasis nepedmixyposoi 3a.n103U.

3a JaHUMU KOHTPOJIbOBAHUX KITIHIYHUX OOCTigXKeHb, y nauieHTiB i3 [JI'TI3 cnocTepiraBca Takuu
camuit mpodinb moGiYHKUX peakilill, K i y mallieHTiB 3 apTepianbHOIO TimepTeH3iio.

I OLiHKY YaCTOTU BUHUKHEHHS MOGIYHUX il BUKOPUCTOBYETHCS HACTYIIHA Kilacudikallis: gyxe
yacTto (= 1/10), yacto (= 1/100 i < 1/10), HewacTo (= 1/1000 i < 1/100), pimko (= 1/10000 i

< 1/1000), myxe pigko (< 1/10000), Ta yacToTa HeBifoMa (HEMOXKJIMBO OLIHUTHU Ha MifCTaBi
ICHYIO4UX aHUX).

IHdexil Ta iHBa3i.

Yacro: indexkrril guxanpHUX MIIXiB, iHGEKIIil CEY0OBUBITHUX IIIISXIB.
3 60Ky cucTeMu KPOBi Ta miMbaTHYHOI CUCTEMH.

Iyxe pigko: TeWKOIeHisi, TPOMOOIUTOIEHis.

3 60Ky iMyHHOI CHCTEMH.

HeuacTo: anmepriuni peaxiiil.

MeTaboiuHi Ta algiMeHTapHi po3aann.

HeuacTo: nogarpa, migBUllleHHs alleTUTY, BIICYTHICTE QllETUTY.

[IcuxiyHi IOPYIIEHHS.

HeuacTo: 30ya:KeHHs, Ienpecisi, TPUBOXKHICTb, 0€3COHHS, HEPBO3HICTE.

3 60Ky HEPBOBOiI CHCTEMH.

YacTo: COHNUBICTh, 3allaMOPOYEHHS, TOJIOBHUH Oiflb.



HeuacTo: iHCYNbT, TinecTesiss, CAHKOIE, TPEMOP.

[lyXe pigKo: OpTOCTaTAYHE 3allaMOPOYEHHS, ITapecTesid.
3 OOKY OpraHiB 30py.

Ilyxe pigko: HEYITKICTE 30DYy.

YacToTa HeBimoMa: iHTpaoIepaIiiHui CHHAPOM B’SI7I01 pPaiyKHOI 000JIOHKY (IUB. PO3Mi
«0Oc06IMBOCTI 3aCTOCYBaHHS»).

3 60Ky OpraHiB CIIYXy Ta PiBHOBArH.

Yacro: BepTUro.

HeuacTo: mwyMm y Byxax.

3 OOKy cepIis.

YacTo: mocuineHne cepueduTTs, Taxikapmis.

Heuacro: cTeHokapmis, iHdapKT MioKapaa.

Iyxe pigko: OpaguKapmisi, cepueBi apuTMii.

3 6OKY CYIVH.

YacTo: apTepianbHa rinoTeH3isg, OPTOCTaTUYHA apTepiaibHa riloTeH3id.
Iye pigKo: MPUILTHUBHU.

3 OOKY OuXalbHOI CHCTEMH, TPYOHOI KIITKH Ta CEPeNOCTiHHS.
YacTo: OPOHXIT, Kalllelb, 3aQUIlIKa, PUHIT.

HeuacTo: HOCcOBa KpoBOoTeUa.

Iyxe pigko: OpoHXOCIIa3M.

3 60KV HIIIYHKOBO-KHUIITKOBOTO TPAKTY.

YacTo: 6ilb Y XKUBOTI, UCIENCist, CYXiCTh ¥ POTi, HymOTA.
HeuacTo: 3amop, MeTeopu3M, OII0BaHHS, TaCTPOEHTEPHUT, diapes.
CenatobiniapHi po3nmanu.

HeuacTo: BimxuieHHs Bifl HOpMU ITOKa3HUKIB QYHKIIl II€YiHKH.
[yxe pigko: xonecras, renaTuT, KOBTAHULIA.

3 6OKY LIKipK Ta HifIIKipHOi TKAHWHH.

YacTo: cBepbix.



HeuacTo: BucHnaHHSA Ha LIKIpi.

[lyXe pigko: KPONIUB’IHKA, aJIoIelis, IIypIypa.

3 60Ky OIIOPHO-PYXOBOTO amapary Ta CIIONYYHOI TKaHUHH.
YacTo: 0inb y CIiHi, Mianris.

HeuacTo: apTpanris.

Pigko: M’s130Bi crma3mu, M’sg30Ba ClIa0KiCTh.

3 O0OKY HHUPOK Ta CEYOBUBITHOI'O TPAKTY.

YacTo: UUCTUT, HETPUMaHHS Ceyi.

HeuacTo: nu3ypid, 4yacTe Ce4OBUIIYCKaHHS, reMaTypif.

Pigko: mosmiypis.

[yXe pigKo: NiABUILIEHUN Aiypes, po3/lagy CEYOBUIIYCKaHHS, HIKTypid.
3 60KY peIpPOOYKTUBHOI CUCTEMH Ta MOIOYHUX 3a7103.

HeuacTo: iMIIOTEHITiS.

Iyxe pigko: riHeKOMacTisl, npiami3m.

YacToTa HeBifjoMa: peTporpagHa esaKyJIAaLid.

3aranbHi po3yagy Ta peakilil y Miclli BBeleHHS.

YacTo: acTeHis, Oinb y TpyAHi KT, TpunonofioHi cuMntoMu, nepudepuyHi HaOPSIKU.
Heuacro: 6Ginb y Tini, HaOpsAK o6auyys.

[lyXe pigKo: migBUIlleHa BTOM/IIOBaHICTh, 3arajbHe He3OyKaHHS.
PesynbTaTy OOCTIOXKEHbD.

HeuacTo: 36inbIleHHST MacH Tina.

3gimyeaHHs npo nido3prosaHi nobiuHi peakui.

[Ticns peecTpaliii TiKapchKOro 3aco0y BaXKJIMBO MOBIJOMIISATY PO Mif03pioBaHi mobivyHi
peakuii. Lle mae 3mory 3pilicHioBaTH 6e3MepepBHUIM MOHITOPUHT CIIiBBIOHOILIEHHS KOPUCTi Ta
PHU3UKIB, IIOB’SI3aHUX i3 3aCTOCYBaHHAM JIiIKapChKOro 3aco0y. MeguyHUM MIpalliBHUKaAM
HeoOXigHO MOoBimOMIATH PO OyOb-IKi M0OiYHI peakilii 3a TOITOMOTO0I0 HalliOHAJIbHOI CUCTEMHU
nepefadi iHpopmatiil.

Tepmin npudamHocmi. 5 poKiB.



YmMmoBu 30epiranns. 30epiraTé y HegoCTYIIHOMY AJiS #iTei Micui mpu Temnepatypi He Buie 30 °C.

YnakoBka. [To 10 tab6meTok y 61mictepi, o 3 67icTepu y KapTOHHIM YIIaKOBII.

Kareropisi Bimmycky. 3a peluenTtom.

Bupoonuk. P-®apm [Ixxepmani [MOX/R-Pharm Germany GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta HOT0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

l'enpix-Mak-IllTpacce 35, 89257 Innepriccen, Himeuuuna/

Heinrich-Mack-Strasse 35, 89257 Illertissen, Germany.

abo*

Bupoonuxk. [1daiizep Mentohekuypunr Hoiunenn ['m6X/

Pfizer Manufacturing Deutschland GmbH.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
Berpiburrerte ®paiibypr, Mycsanbmans 1, 79090 @paiibypr, HimeuunHa /

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.

* B incmpykuii, wo 6yde 8Kksi1adeHa 8 KApMOHHY ynakoeky, 6yde 3a3HayeHull auwe 00uH 8UPOOHUK
(moti, wo 6y8 3adisHull 0415 8unycky cepii).



