3ATBEPIKEHO
Haka3 MinicTepcTBa 0XOpOHH
310pOB’st YKpaiHu
19.10.2016 Ne 1091
PeecTpaniiine mocBigueHHs
Ne UA/5972/01/01
Ne UA/5972/01/02
Ne UA/5972/01/03

3MIHU BHECEHO
Haka3 MinicTepcTBa 0XOpOHHU
310pOB’°st YKpaiHu
26.01.2021 Ne 134

IHCTPYKIIA
JJISI MEJUYHOT0 32CTOCYBAHHSA JiKapPChKOro 3aco0y

KAPJIYPA®

(CARDURA®)
Cknao:
dioya peuosuna: doxazosin;
tabnetku mo 1 mr: 1 Tabmerka mictuth 1,213 Mr mokca3o3uHy Me3Wiary, 1o €KBIBAJIGHTHO | Mr
JIOKCa3031HY;
tabnetku mo 2 mr: 1 Tabmerka MIicTUTh 2,43 MT' IOKCAa303WHY ME3WJIATy, IO €KBIBAJECHTHO 2 MI
JIOKCa303UHY;
tabnetku 1o 4 mr: 1 Tabmerka micTuTh 4,85 M TOKCa303WHY ME3WJIATy, IO €KBIBAJECHTHO 4 MI
JIOKCa303UHY;
OONOMIJNCHI peyosuHu: JIAaKTO3a, MOHOTIIpaT; MarHil0 cTeapar; IeJI0i03a MIKpOKPUCTAIIYHA,
HATPIIO JIaypuiICyb(haT; HATPil0 KPOXMAIBIIIIKOIAT (TUI A).

Jlikapcbka ¢gopma. TabneTku.

OcHo8HI i3UKO-XIMIUHI 81ACMUBOCTI:

- TabsieTku 1o 1 Mr — O17I0T0 KONbOpY, KPYyTdi, 1Boonmykii, 3 kogoM «CN 1» 3 oxHoro 6oky Ta 3
norotunom «Pfizer» 3 iHmoro 60ky;

- TalbneTku mo 2 Mr — OUIOro KOJbOPY, MPOAOBIacTi, ABOOIYKII, 3 JIHIEIO PO3JIOMY Ta KOJOM
«CN 2» 3 omHOTO 00KY Ta 3 oroturoM «Pfizer» 3 iHmoro 60ky;

- TabNeTKu 1o 4 Mr — O1J0r0 KOJIbopy, poMOONoAiOHi, TBOOMYKJI, 3 JIHIEI0 PO3JIOMY Ta KOJOM
«CN 4» 3 omHOTO 00KY Ta 3 moroturnoM «Pfizer» 3 iHmOro 6oKy.

®dapmakoTepaneBTUYHA Ipyna.
AHTHTrINEpTEeH3UBHI 3aco0u. AHTHaApeHepriuyHi 3acobu 3 mepupepuyHUM MEXaHi3MOM ii.
brokaropu a-agperopernentopis. Kog ATX C02C A04.

Dapmakono2iuni eracmugocmi.

Dapmaxoounamixa.

MexaHi3Mm ii.

Jlokca303uH € TOTYXKHUM Ta CEJICKTUBHUM aHTarOHICTOM IMOCTCHHANTUYHUX 01 -3JPCHOPEIICTITOPIB.
brnokyBaHHS LKX peLEnTOpiB MNPU3BOAUTH O 3HIKEHHS CHCTEMHOTO apTepialbHOIO THCKY.
[penapar Kapaypa® npusHaueHuii mys mepopaabHOTO 3acTocyBaHHs | pa3 Ha 100y MallieHTaMm,
XBOPHM Ha €CCEHITIabHY apTepiaibHy TiepTEH3IIO.

®dapmMakonuHaMivHi eeKTH.

Byno mpojeMoHCTpoBaHO, 10 mpemapar Kapaypa® He crnpuumHse HeGakKaHHUX MeTabONiUHUX
epexTiB 1 HOoro MoOXHa 3aCTOCOBYBATH Talli€eHTaM 13 IIyKpOBUM Jia0eToM, Moxarporw abo
IHCYJTIHOPE3UCTEHTHICTIO.




[penapar Kapaypa® Takoxk MOXKHA NpU3HAYATH MAIlieHTaM i3 OpOHXIalbHOIO aCTMOIO,
rinepTpodicro JIBOTO NUTyHOUKA Ta MAIliEHTaM JIITHHOTO BIKY. 3aCTOCYBaHHs Ipemnapary CIpHse
3MEHIICHHIO TinepTpodii JTIBOro HUTyHOYKA, MPHUTHIYYE arperamiro TPOMOOLMTIB Ta MiJACHIIIOE
aKTHUBHICTh TKAaHMHHOTO aKTHMBaTopa IUia3MiHoreHy. KpiM Toro, 3actocyBaHHs mpemnapaTy
Kapaypa® mifBuinye 4yTauBicTh 10 iHCYTiHy Yy THX NAIl€HTiB, y SKMX Taka 4YyTJIUBiCTh €
MOPYIIEHOIO.

TakoX y JOBrOCTPOKOBHX MJOCHIDKEHHSX OyJ0 MpPOAEMOHCTPOBAHO, IO Ha JOJATOK [0
AHTHTINEpPTeH3UBHOI [ii 3acTocyBaHHs mpenapaty Kapmypa® chopuumHse MOMipHE 3HUKEHHS
KOHIICHTpaIlli 3arajJbHOTO XOJECTEPUHY, JIIMOMPOTEIMB HU3bKOI MIIJILHOCTI Ta TPHUTIILEPUIIB Y
IUIa3Mi KpOBi, @ OTXKe — JaHHUH mpernapar Moxe OyTH 0cOOIMBO KOPUCHHM MallieHTaM, XBOPUM Ha
apTepialibHy TINEPTEH310 Ta TINePIIimieMilo.

3acrocysanns npenapary Kapaypa® naiientam, XBopuM Ha CUMITOMHY J00pOSKiCHY Tilepriasio
nepeamixypoBoi 3amo3u (AI'TI3), mpu3BOAWTH 110 3HAYHOTO TOKPAIICHHS YPOAWHAMIKH Ta
3MEHIICHHSI CUMITOMIB. BBaxkaeTbed, mo edext npenapary npu JAI'TI3 gocsraerses 3a paxyHOK
CEJICKTUBHOI OJIOKaaW O1-aJpEHOPEIENTOPIB, PO3TAlIOBAaHUX Yy M’ S30BiM CTpoMi Ta Karcyi
nepeaAMiXypoBOi 3aJI03H, a TAKOXK Y IIUHII CEY0BOT0 MiXypa.

Dapmakokinemuxa.

BemokryBanns. [Ipu nepopaabHOMY 3aCTOCYBaHHI y JIIOAWHU (YOJIOBIKM MOJIOJIOTO BiKy abo Jroau
JITHBOTO BiKYy OyAb-sIKOT CTaTi) JOKCA303WH IIBUIKO BCMOKTYETHCS 3 O10JJOCTYIHICTIO Ha PiBHI
npuOIIM3HO % O3H.

biorpancdopmanis/eniminanis. [Ipubnuzno 98 % nokcazo3uHy 3B’A3yeThCsl 3 OUTKaMU ILJIa3MU
KpoBi. Byno mokaszaHo, 1110 J10KCa303UH €KCTEHCHUBHO METa0O0JI3yeThCs B OpraHi3Mi JIIOAWHU Ta Y
JOCTII)KyBaHUX €KCIIEPUMEHTAIbHUX TBApUH, 1 BABOJUTHCS 3 OPraHi3My MEPEBaKHO 3 KaJIOM.
CepenHiii mepion HaMiBBUBEICHHS MIpemapaTy 3 MIa3MHU CTAaHOBUTH 22 TOAWHU, IO Ja€ MOXKIIUBICTh
npuiiMaTy penapar 1 pa3 Ha 100y.

[Ipu mepopanbHOMY 3aCTOCYBaHHI JOKCa303WHY KOHIEHTpAIlisi METa0ONITIB y Mja3Mmi KpoBi €
HU3bKOI0. KoHIeHTpalris y mia3mi KpoBi HallakTUBHIIIOTO (6'-TiApOKCcH) METa0OoITY y JIIOJUHU B
40 pa3iB HWXXYa 32 IJIa3MOBY KOHIIGHTpALiI0 MEPBHHHOI CHOJYKH, IO CBIIYUTH MPO T€, LIO
AHTUTINEPTEH3UBHA JIisl IpenapaTy 3yMOBJIEHA MTEPEBAXKHO JOKCA303MHOM.

Ha nanuii yac icHyOTh Juiie OOMEXKEHI NaHi IMOAO0 3acCTOCYyBaHHS Mpemnapary MalieHTam i3
MOpYIICHHSAMHA (PYHKITIi MEYIHKU Ta IIOJ0 BIUIMBY MperapariB, 3AaTHUX 3MIHIOBATH TEYiHKOBHM
MeTaboI3M (HANpUKIaA, UUMETHIUHY). Y KIIHIYHOMY OOCITIDKeHHI 3 ydacTio 12 maifieHTiB i3
MOMIPHOIO TICUIHKOBOIO JHUC(YHKINIEI0 OJHOKPATHE 3aCTOCYBaHHS JOKCA303WHY MPHU3BEIO [0
niasumeHHs AUC Ha 43 % Ta 3MEHIICHHS BUAMMOTO KIIIPEHCY IMPH MEepOopaTbHOMY 3aCTOCYBaHHI
Ha 40 %. Sk 1 mpu 3acTOCyBaHHI IHIIKX MpENapariB, 110 MOBHICTIO META0OJI3YIOThCS MEUYIHKOIO,
HalieHTaM 3 O3HaKaMU MOPYIIEHb (YHKIIT NeUiHKU TOKCAa303HMH CIIiJ 3aCTOCOBYBATH 3 OCOOJIMBOIO
00epexKHICTIO.

Jlokca303uH €KCTEHCHBHO MeTabomi3yeTbes B newinii. JlochimkeHHs in vitro BKa3yloTh HA Te, IO
TOJIOBHUM YHMHOM II€ 3MIIHCHIOETHCS 3a gomomMoror ¢epmenty CYP 3A4, ta MeHIIO Mipow —
CYP 2D61 CYP 2C9.

KuiniuHi XapakTepucTHKH.

Iloxazanns.

Apmepianvua cinepmeHn3is.

[Ipenapar moka3zaHuii 1jIsl JTIKyBaHHs apTeplaabHOI TiMepTeH3ii 1 /i OUIBIIOCTI TMAIli€HTIB HOTO
MOYKHa 3aCTOCOBYBATH JUIsI KOHTPOJIIO apTepiallbHOTO THUCKY Yy SIKOCTI MOHOTepamii. Y BHIAAKY
Hee(DeKTUBHOCTI MOHOTEpamii Juisi JIIKyBaHHS apTepiaabHOl TimepTeH3ii mpemapaT MOXHa
3aCTOCOBYBAaTH y KOMOiHamii 3 Tia3WJAHUMHU [JlypeTHKaMH, OJokaTtopamu [-aapeHOpeLenTopiB,
0JIoKaTOpaMH KaJIbIIEBUX KaHATIB Ta 1HT101ITOpaMU aHT10TEH3UHIIEPETBOPIOBATILHOTO (DEPMEHTY.
Hobposikicha cinepniazis nepeoMixyposoi 3a103u.

[Ipenapar mokazaHwii AJig JIIKyBaHHS OOCTPYKI[i CEYOBUBIJHUX NUISIXIB, @ TAKOXX CHMIITOMIB,
NOB’s13aHUX 13 JA0OpOsKICHOIO Tinmepmiaszieto nepeamixyposoi 3anoszu (AI'TI3). IIpemapar moxHa
npuszHauatu mamientam 13 JI'TI3 sk mpu HasgBHOCTI apTepiayibHOI TimepTeH3ii, Tak 1 TpH
HOPMaJIbHOMY PiBHI apTepialIbHOTO THCKY.



Ilpomunoxazanns.

3actocysanns npenapary Kapaypa® nmpoTunokasaHe HaCTYITHUM KaTeropisiM TalieHTiB:

— TAIl€EHTaM 3 TIMEePYYTIUBICTIO IO AII0Y0i PEYOBHMHHU UM JI0 MOXITHUX X1HA30JIHY (HAPUKIAI,
NPa303uHy, TEpa303uHYy, JOKCa303MHY) ab0 10 Oyab-iKOi 3 JOMOMIDKHHX pPEYOBMH Ipenapary,
3a3HayeHUX y po3ain «Ckmamny;

— TAIliEHTaM 13 BHITaIKaMUA OPTOCTATUYHOI TIMOTEH31i B aHaMHe31,

— narientam i3 JI'TI3 Ta cynyTHROIO OOCTPYKIIIEI0 BEPXHIX CEYOBUBIMHUX IUIAXIB, XPOHIYHUMHU
1H(EKIIIMI CEYOBUBIIHUX NUISIXIB 200 HASBHICTIO KAMEHIB Y CEUOBOMY MiXYpi;

— MaLie€HTaM 3 apTepiaIbHOIO TIMOTEH3110 (CTOCYEThCS TIIbKH narienTis i3 AT'TI3).

Jlokca3o3uH y SIKOCTI MOHOTEpamii MPOTHUIIOKa3aHWW TMalliEHTaM 13 TIEPETMOBHEHHSIM CEYOBOTO
Mixypa abo aHypi€ro 13 MPOrpecyrou0r0 HUPKOBOIO HEOCTATHICTIO a0 0e3 Hei.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii popmu 83aemooiii.

IuriGitopu docdoniecrepazu-5 (OJIE-5) (Hanpuknaj, cuineHadin, taganadiia, BapaeHadin).
CymicHe 3acTocyBaHHsS JIOKca3o3MHy 3 iHrioitopamu @OJIE-5 y JeskuxX TMaIieHTiB MOXe
CIOPUYHMHATH CHUMIOTOMATHYHY TIMOTEH31I0 (auB. po3nil  «OcoOJMBOCTI  3aCTOCYBaHHS).
JlocniKeHb TOKCa303MHy y JIKapChKuX (opMax i3 TPUBAJIUM BUBUIHHEHHSIM A1F0Y01 PEYOBUHU HE
IIPOBOIMIIH.

Jlokca303uH 3HAYHOIO MIpOI0 3B’S3YyEThCs 3 Oiunkamu 1iasmMu KpoBi (Ha 98 %). PesymbraTth
JOCTIPKEHHS i1 Vitro 3 BUKOPUCTAHHSIM IJIa3MH KPOBI JIIOJUHU CB1A4aTh, 10 MIpernapaT He BIUIUBAE
Ha 3B'S3yBaHHs IOCIIIKYBaHUX IpenapariB (IUTOKCHH, (EeHITOTH, BapdapuH abo iHIOMETAINH) 3
OLIKaMH.

VY KiHIYHIA TPaKTULI HE BI3HAYAIOCH HECTIPUATIMBOI B3a€EMO/IT MMPH OJJHOYACHOMY 3aCTOCYBaHHI
JIOKCAa303MHy Ta TIa3UJIHUX JIypeTHKIB, (Qypocemigy, OJoKkaTopiB [-aapeHOpEIEnTopiB,
HECTEPOIHUX TPOTHU3ANAIBHUX 3ac00iB, AaHTUOIOTHKIB, MEPOPATbHUX IYKPO3HIKYBAIBHUX
3ac001B, YPUKO3YPHYHHX 3acO0IB Ta aHTHUKOAryisHTiB. [Ipore mani gopmManbHUX AOCTIHKEHB 13
BUBYCHHS JIIKAPCHKOI B3a€EMOIii BIZICYTHi.

JocnipkeHHs in vitro BKa3ylOTh Ha Te, IO JOKCa303MH € cyOctpatoM mutoxpomy P450 3A4
(CYP 3A4). Cnin 3 o0epexHICTIO MPU3HAYATH JJOKCA303UH OJHOYACHO 3 MOTYKHUMH 1HTi0iITOpaMu
CYP 3A4, mnampukiang KIApUTPOMIIMHOM, I1HIWHABIPOM, ITPAKOHA30JIOM, KETOKOHA30JIOM,
Heda30I0HOM, HeN(iHaBIpOM, PUTOHABIPOM, CaKBIHABIPOM, TEIITPOMILMHOM 200 BOPUKOHA30JIOM
(muB. po3a1T «DapmMaKonociuni GLACMUBOCTIY).

JIoKca303WH TMOTEHIIOE TIMOTEH3UBHY MII0 I1HIIUX 0-3APEHOOJIOKATOPiB, a TaKOX IHIIUX
AHTUTINEPTCH3UBHUX 3aCO0IB.

3a pe3ynpTaTaMH  BIIKPUTOTO  PaHAOMI30BAaHOTO  IIaie00-KOHTPOJIBOBAHOTO  KIIIHIYHOTO
JIOCJTIJDKEHHS 3 y4acTio 22 3[I0pOBHX JTOOPOBOJIBIIIB YOJIOBIUOI CTaTi, OJHOKPATHE 3aCTOCYBAaHHS
JIOKCA303MHYy y 11031 1 Mr y mepumii 1eHb YOTUPUI000BOTO KypCy MEepOpabHOIO 3aCTOCYBAaHHS
numetunHy (400 mr aBiwi Ha A00y) TPHU3BOAWIO MO0 MiABUINEHHS cepeaHboro piBHs AUC
nokcazo3uny Ha 10 % 1 He COPUYHMHSIIO KOJHUX CTATHCTUYHO 3HAYYLIUX 3MiH cepelHbOl Cmax Ta
CEepPEeHhOTO TIePiOoay HAMIBBHBEACHHS JOKCAa303uHYy. Take MmigBUIEHHS cepenHboro piBHa AUC
nokcazosuHy Ha 10% Ha T 3acTOCYBaHHS —IIMMETHAMHY 3HAaXOAMTBCA Yy  Mekax
MDKIHAMBIAYyanbHOI BapiabenbHOCTI (27 %) cepennix piBHIB AUC 10Kca303MHY MHOPIBHSIHO 3
iane0o.

Ocobueocmi 3acmocy8amnns.

Opmocmamuyna 2inomen3is/cunkone.

Houatok Tepamii. SIk HacHiIOK MPOsBY il OJIOKATOPIB 0-apEeHOPELENTOPIB, MOXKE PO3BUHYTHCS
OpTOCTaTUYHA TIMOTEH31sI, MPOSIBIISIIOYUCH 3allaMOPOUYEHHSAM Ta CJIa0KiCTIO abo pijiie — BTPATOIO
CBiIOMOCTI (CHMHKOIE), O0COOJIMBO Ha mMoyatky Tepamii (auB. po3ain «Crocid 3acTocyBaHHs Ta
n03u»). Y 3B’S3KYy 3 ITUM Ha IMOYAaTKy Teparii HeoOXiJIHO KOHTPOJIIOBAaTH PIBEHb apTepiaabHOTO
THUCKY, 1100 MiHIMI3yBaT MOXIJIMBI IOCTYpaibHI €(heKTH.

[Ipusznavaroun Tepamiro OyIb-IKUM e()EKTUBHUM OJIOKAaTOPOM  0-apEHOPEIENTOPIB, CIij
npoiHpOpMyBaTH MAIli€HTA, IK YHUKHYTH CUMIITOMIB OPTOCTATUYHOI TIOTEH311 Ta SIK OBOJUTHCH
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npu ix BuHUKHEHHi. [lalieHTa TakoX MOTPIOHO MONEpenuTH MPO HEOOXIAHICTh YHHKHEHHS
CUTyalild, y SKHUX ICHY€ pPHU3MK OTPHUMaHHS TpPaBM, BpPaxOBYIOUH MOKJIMBICTh BHUHUKHEHHS
3amaMopoYeHHs a6o c1abKOCTi Ha MoyaTKy Teparii npenaparom Kapmypa®.

3acmocyeanusa npu cocmpux cepyesux CMmaHax.

Sk 1 iHmI Ba3OAMJATYIOYl AHTHUTINEPTEH3WBHI 3acO0HM, JIOKCA303MH CIIJI 3 O0OEpEeKHICTIO
3aCTOCOBYBATH MalliEHTaM 13 HACTYITHUMHU TOCTPUMHU CEPLIEBUMH CTaHAMU:

— JIeTeHEeBUIl HAOPSK, CIPUYUHEHUH a0pTabHUM 200 MITPAIbHUM CTEHO30M;

— TINEPCHUCTOJIIYHA CeplieBa HETOCTATHICTD;

— TPaBOILTYHOUYKOBA CEpIleBa HEOCTATHICTh, 3yMOBJICHa TPOMOOEMOOITiE€I0 JIeTeHeBoi apTepii abo
nepuKapaiaTbHUM BUIIOTOM;

— JIIBOLIUTYHOYKOBA CeplieBa HEAOCTATHICTh 3 HU3bKUM THCKOM HAIllOBHEHHS.

3acmocyeanus npu nopyuienHi QyHKYil newiHKu.

Sk 1 mpu 3acTOCYBaHHI IHITUX MPEMApaTiB, M0 MOBHICTIO META0O0II3YIOThHCS TIEYIHKOIO, MMAIIEHTaM 3
O3HAaKaMHU TopylieHHs (GyHKIiH nedinku npemapar Kapmypa® ciig npusHauaté 3 0COOIHMBOIO
obepexHicTio (auB. po3min «Cmocid 3acTocyBaHHS Ta J03W»). Uepe3 BIACYTHICTh KIIHIYHOTO
JIOCBIZly 3aCTOCYBaHHS Iperapary MallieHTaM i3 ME4iHKOBOIO HEJIOCTATHICTIO TSHKKOTO CTYMEHS
MIPU3HAYEHHS MpernapaTy i KaTeropii malieHTiB He PEKOMEHTYEThCSI.

3acmocysanus pazom 3 ineibimopamu @IE-5.

3acTOCOBYBAaTH JOKCA303MH pa3oM 3 iHTiOiTOpamu docdomiectepasu-S (Hampukiaa, cuiaeHadi,
tajanadin ta BapaeHadin) ciij 3 00epekHICTIO, OCKUIBKH 00M/IBA JIIKApChKi 3aC00M CIIPUYHHSIOTH
Ba30/IMJIATAIlIIO0, & OTKE — MOXYTh COPUYMHHUTH Y JCSKHUX IMAIIEHTIB CUMITOMATHYHY TIMOTEH3IIO.
JUisi 3MEHIICHHS PHU3UKY PO3BUTKY OPTOCTATUYHOI TiMOTEH31l PEKOMEHIYETHCS PO3MOYMHATU
Tepamilo TpemnaparaMu Tpynu 1HTIO0ITOpiB (ocdomiecTepa3su-5 TUIBKA 3a YMOBH, SKIIO HA T
3aCTOCYBaHHA 0-0JIOKATOPIB MAalli€eHT Mae cTabiIbHy reMoauHaMiky. Kpim Toro, pekoMeHayeTbes
po3moynHaTH Teparmio iHriditopamu (ocdomiectepazu-5 3 HaAWMEHINOI MOXJIWBOI JIO3W Ta
BUTPUMYBAaTH O-TOAMHHUN 1HTEpBaJ MK 3aCTOCYBaHHSIM JIOKCa303MHY Ta 1HTIOITOpIB
docdomiectepazu-5. JlocnikeHb JOKCA303UHY Y JIKAPChKUX (OpMax 13 TPUBAJIUM BHUBLIHHEHHSIM
Ji10401 peYOBUHH HE TIPOBOIMIIH.

3acmocysanus nayieumam nio wac XipypeiuHoeo 8Uu0aieHHs Kamapaxkmu.

VY neskux Mami€eHTiB, sAKi OpUAMald TaMCYJIO3WH Ha Yac MPOBEACHHS XipypridyHOTO BUAAJICHHS
KaTapakTd abo A0 ormeparii, mij 4Yac BTPYYaHHS CIIOCTEPIraBCs PO3BHTOK IHTPAOTEPAIIHHOTO
cuHapoMmy B’sioi  paiimyxsoi o6omonku (ICHPO, BapiaHT CHHAPOMY BY3bKOi 3iHUII).
[ToBimoMIIsITOCS PO OKpeMi BHUIAIKH PO3BUTKY TAaKOTO MOOIYHOTO €deKTy 1 MpH 3acTOCyBaHHI
IHIIUX 01-0JIOKAaTOpiB, TOMYy HE MOKHA BHKIIIOYAaTH MOJJIMBICTH PO3BUTKY LBOTO €(peKTy s
IHIIUX TIpenapariB JaHOTO KJacy Jikapchkux 3aco0iB. Uepes e, mo ICHPO moxe npuzBoauTu 10
MiBUIICHHS YaCTOTH MPOLEAYPHUX YCKIAJIHECHb MPU MPOBEJCHHS Oreparlii, Ipy MmiJroToBIl A0 Hel
CJiI TOBIIOMHUTH Xipypram-o(TaabMoioraM, Yd 3aCTOCOBY€E a00 3aCTOCOBYBAB MAIli€EHT OJIOKATOPH
0L1-apEeHOPEIENTOPIB.

Lpianism.

VY nepiof micis BUXOAY Mpernapary Ha pUHOK IiJ Yac 3aCTOCYBAaHHS 0.1-0JOKAaTOpiB, Y TOMY YHCII
JIOKCA303MHY HAJIXOJWJIM TIOBIJJOMJICHHSI PO BUIAIKHA TPUBAJIOI €peKIlii Ta mpiamizMy. Y BUIAIKY
epekuii, mo TpuBae Oinbine 4 TOAWH, MAI[EHTY CJIiJ HEraifHO 3BEPHYTHCS 3a MEAUYHOIO
JIOTIOMOT010. SIKIII0 HEeraiiHO He POo3MOoYaTH JIKyBaHHS Mpiali3My, BUHUKAE YIIKOKEHHS TKaHUHU
CTAaTEBOTr0 WIEHA, III0 MOXe MPHU3BECTH 0 HE3BOPOTHOI BTPATH MOTEHLII.

CKpunine Ha paxk nepeomixyposoi 3an03u.

Kaprnunoma nepenMixypoBoi 3a103u CIpudHHsA€e OaraTo CUMITOMIB, 1110 acoritorotses i3 JAI'TI3, no
TOTO K II1 IBa 3aXBOPIOBAHHS MOXXYTb CITIBICHYBaTH. TOMY CITi/I BUKJIFOUATH HASIBHICTh KaPIIUHOMH
nepeAMiXypoBOi 3aJI03H MEPI Hi’K TOYMHATH TEPaIlito JOKCa303uHOM 3 puBoay cumnrtomis AT'TI3.
[TamieHTaMm 13 pIAKICHUMU CIaJKOBUMH 3aXBOPIOBAHHSIMU, TAKMMH SIK HEMIEPEHOCUMICTh TaJIaKTO3H,
HEJOCTATHICTH JTakTa3u Jlamma Tta ManpabcopOIlis TITFOKO3HU-TAIAKTO3U, HE CIIij] 3aCTOCOBYBATH Iieh
npemnapar.

Hampiii



Le#t mikapcbkuii 3aci®6 MicTuTh MeHmie 1 MMonb HaTpito (23 Mr), TOOTO MPAKTUYHO BUTLHUHN BiA
Hatpito. Ciig Oyt o0epeXHUM IMPHU 3aCTOCYBAHHI JITAM Ta Malli€HTaM, SIKi JOTPUMYIOTBCS JTIETH 3
KOHTPOJILOBAaHUM BMICTOM HATPIIO.

3acmocysanns y nepioo eazimmocmi ado 200y8anus 2pyoon.

llayienmu 3 apmepianvbHoto cinepmensicio.

BariTHicTb.

Yepes3 BiACYyTHICTh Ha JaHWUK Yac HaJSKHUX Ta J00pe KOHTPOJBOBAHMX JOCTIIHKEHBb 010
BUBYEHHS 3aCTOCYBAHHS IIpeNapaTy BariTHUM, Oe3ledHiCTh 3acTocyBaHHs mpenapaty Kapaypa® y
HepioJl BariTHOCTI 3aJIMIIAE€THCSI HEBCTAHOBJICHOIO. ToMy Ipenapar ciiiJl 3aCTOCOBYBATH JIMIIE TO],
KOJIW TOTEHITIHHI TIEpeBary JIKyBaHHsI, 3 TOYKH 30Dy JIiKapsi, BUIIPABIOBYIOTh TOTCHIIIMHUI PU3HK.
Xoua y AOCHIDKEHHSAX Ha TBapuWHAX INperapar He BUSBIISIB TEPATOr€HHOI Aii, 10ro 3acTocyBaHHS Yy
Iy’Ke BHCOKHMX J103aX, 110 mpubau3Ho B 300 pa3iB mepeBUIIyBald MaKCUMaJlbHY PEKOMEHI0BaHY
7103y 7S IIOJJMHU, TIPU3BOIAIIO 10 3HWXKEHHS TPUBAIOCTI KHUTTA TUIOAA.

['onyBaHHA rpyUIIO.

JlocmipkeHHsT Ha IIypax, $Ki OTpUMYyBaJd OJHOPA30BY IE€pOpalibHY 03y paIiOaKTUBHOTO
JIOKCA303UHY y TIEpioJ1 JIaKTaIlii, BA3HAYMIIM, IO TOKCA303WH HAKOMUIYETHCS Y MOJIOI IIypiB, IPH
IIbOMY MaKCHMaJIbHa KOHIIEHTpAIlisl y Mool mpubnu3Ho y 20 pa3iB mepeBHIy€e KOHLEHTPALIIO Y
m1a3Mi Martepi.

HasiBHi nani y moneid ayxe oOMexeHi, mpoTe, IPOJAEMOHCTPOBAHO, IO BUAUICHHS JOKCA303UHY Y
MaTepUHCbKE MOJIOKO € Jy)Ke€ He3HauHUM (BIJHOCHA J03a JUIsl TUTUHU CTaHOBUTH MeHIe 1 %).
Pu3uk U1t HOBOHAPOIXKEHOTO a00 HEMOBJISATH HE MOXKHA BUKIIOYUTH, TOMY JOKCA303MH CIiJ
3aCTOCOBYBATH JIMIIIE TOJ, KOJIA 33 JYMKOIO JIiKaps MOTECHI[IHHA KOPUCTh MepeBaXKae MOTEHITIMHHINA
PU3HK.

Hayienmu iz JIT'TI3.

[ndopmartis y ganomy po3zini He cTocyeThes nauieHTis i3 JITI3.

30amuicms enaueamu Ha WIGUOKICMb PeaKyii npu KepysanHi agmompancnopmom ado inuwumu
MexaHizmamu.

31aTHICTh KepyBaTH aBTOTPAHCIIOPTOM Ta MPAIFOBATH 3 IHITMMH MEXaHI3MaMHU MOXKE MOTiPIIUTHCS,
0COOJIMBO Ha TIOYATKY JIIKYBaHHS.

Cnocio 3acmocysannus ma 003u.

penapar Kapaypa® MoxHa npuiiMaTi K ypaHIli, TaK i BBeUepi.

[Ipenapat 3aCTOCOBYIOTH NIEPOPAIBHO.

Apmepianvua cinepmeHn3is.

[Ipenapar ciig 3actocoByBatu 1 pa3 Ha n00y. IloyaTkoBa mo03a cTaHOBHTH | MT, 100 3BECTH 0
MIHIMYMY PHU3HMK PO3BUTKY OPTOCTaTMYHOI apTepiajibHOI TinmoTeH3ii Ta/abo CHHKOME (IUB. PO3ILI
«OcobauBocTi 3acTocyBaHHs»). [licas 1-2 THKHIB MOYATKOBOI Teparrii 103y MOXHA I ABUIIUTH JI0
2 Mr, a TOTiM, SIKIO HEOOXimHO, i 70 4 Mr. Y OITBIIOCTI MAIi€HTIB BiANOBiAb Ha TEparmiio
CIIOCTEPIraeThCs MPHU 3aCTOCYBAaHHI Mpernapary y 1031 4 Mr abo Hrwk4id. SKmo HeoOXigHO, T03y
npernapaTty MOXKHa MiJBUIIUTH 10 8 MI 200 0 MaKCUMaJIbHOI PEKOMEHI0BaHO1 103U — 16 MT.
Jlobposkicua cinepnnasis nepeomixyposoi 3a103u.

PexoMeHn 10BaHa ToyaTKoBa 103a npenapaty Kapaypa® cranosuts 1 mr 1 pas Ha 100y, 106 38ecTu
JI0 MIHIMyMY PU3UK PO3BUTKY OPTOCTaTHYHOI apTepiajbHOI TNoTeH31i Ta/abo CMHKOME (JIUB. pO3ILT
«Oco0IMBOCTI 3aCTOCYBaHHS»). 3aJIeKHO BiJ 1HAUBIAyaJIbHUX OCOOJMBOCTEH ypOAMHAMIKU
narienta tTa cumnroMiB JII'TI3, 103y MOXHA MIABUIIUATH 0 2 MT, TIOTIM 10 4 MT 1 10 MaKCUMaJIbHOT
pexoMeHaoBaHoi 103U — 8 Mr. PekomeHnoBaHui iHTEpBaa MiAOOpPY 03U CTAHOBHUTH 1-2 THIKHI.
3BUYaitHa peKOMEH0BaHa J103a MpenapaTy CTaHOBUTH 2-4 MT Ha 100Yy.

Tayiecumam 1imnb020 GiK)y CIiJI 3aCTOCOBYBATH 3BUYANHI JO3H ISl IOPOCIUX.

Iayieumam i3 nopyuwennam @yHxkyii Hupox CIiJ 3aCTOCOBYBATH 3BMYAlHI JTO3U JUISl JTOPOCIHX,
OCKUTbKM  (hapMaKOKIHETMYHI MapaMeTpu TMpermapary MpH MOpYyIEeHHI (YHKIiI HUPOK He
3MIHIOIOTHCSI.

Kapypa® He BUBOAUTBLCS 3 OPTaHizMy 3a JOMOMOTOIO TeMOIiati3y.



Hayicumu 3 nopywennamu ¢ynxyii neuinku. Ha nanuit gac iHdopmarlis Mmoo 3acTOCyBaHHS
npenapary marieHTaMm 13 TMOpYyIICHHIMHU (QYHKIII MEeYiHKA Ta MI0J0 BIUIMBY Ipenaparis, 37aTHUX
3MIHIOBAaTH NEYIHKOBUI MeTaboni3M (Hampukiald, HUMETHAWHY), € oOMexeHoro. Sk 1 mpu
3aCTOCYBaHHI 1HIIMX TIpernapariB, IO IOBHICTIO METa0OJI3YIOThCSA TMEUYIHKOI, MaIrlieHTaMm 13
O3HaKaMM NOpyUIeHb (YHKII{ MEYiHKU IpenapaT CiliJ MpU3HAa4YaTH 3 OOCPEeKHICTIO (AMB. PO3ILI
«OcobauBoCTI 3acTocyBaHHS» Ta «DapMaKOKIHETHKAY).

Himu.

Besneka Ta e)eKTUBHICTh 3aCTOCYBaHHS JTiKapchkoro 3acoby Kapaypa® miTsam He qocimimKyBammcs.

Ilepeoo3ysanns.

SIk11o mepeno3yBaHHS IMpenapary MpU3BENo 0 apTepianbHOI TiMoTeHsil, nalienTa Ciijl TepMiHOBO
MOKJIACTH Ha CIHMHY, OMYCTHBIIM TOJIOBY BHH3. B OKpemMHuX BHMaaKax MO)KHA BXXHUTH 1HIII
CUMITOMATHUYHI 3aXO/IH.

SKI0 CUMOTOMAaTUYHMX 3aXOAIB HEIOCTAaTHBO, JUIS JIIKyBaHHS IIOKY MEpIIOYEpProBO CIij
3acTocyBaTd  Iula3Mo3aMiHHMKHM. [licmg  1mporo mpu  HEOOXIJHOCTI  CHiA  3aCTOCYBaTH
CyIMHO3BY)KYBaJIbHI mpemnapatu. Crig cmocrepiratd 3a cTaHoM (QYHKIIT HHUPOK Ta TIpH
HEOOX1JTHOCT1 3aCTOCOBYBATH MiATPUMYIOUI 3aXOIH.

['emomiani3 He TTOKa3aHWM, OCKIIBKHA JIOKCA303WH 3HAYHOIO MIPOIO 3B’SI3YETHCS 3 OUIKAMU IJIa3MH
KPOBI.

Il06iuni peaxuii.

Apmepianvha cinepmensis.

VY KIHIYHUX JOCHIPKEHHSIX 3 Y4acTiO MAalli€HTIB 3 apTepiajJibHOI0 TiMepTeH3il0 HalvacTimie
BUHHKAJIM MOOIYHI peakIlii MOCTYpaIbHOTO TUIY (SKI y PIAKICHMX BHUITaKaX CYMPOBOIKYBAIUCS
BTPATOIO CBIJOMOCTI), a00 HecnenuiyHi MoOIYHI peakiii.

Jlobposxicua einepniasis nepeomixyposoi 3a103u.

3a maHMMH KOHTPOJIbOBAHUX KIHIYHHX JOCHiIKeHb, y mamientiB i3 JAI'TI3 cnocrepiraBes Takuid
caMuii TpodiIb TOOIYHUX PeaKIlii, K 1 y MaIll€HTIB 3 apTepiaTbHOO TIMEPTEH3II0.

JU1s OIIIHKM YaCTOTH BUHUKHEHHS MOOIYHUX Jiii BUKOPUCTOBY€ETHCS HACTYIHA KJIaCH(iKaIlis: qyxe
gacto (>1/10), gacto (> 1/100 i <1/10), mewactro (>1/1000 1 <1/100), pimko (= 1/10000 i
<1/1000), myxe piako (< 1/10000), Ta yacroTra HeBizmomMa (HEMOXJIHMBO OILIHUTHA HA TMiACTaBi
ICHYIOUHX JIaHHX).

[adexiii Ta iHBa3I].

Yacro: iHdpekii 1uxaabHuX NUIIXiB, 1H(EKIlT CeYOBUBITHUX IUIAXIB.

3 OOKY CHCTEMU KPOBi Ta JIiM)aTUYHOT CUCTEMH.

Jyxe piaKo: JeiKomneHis, TPOMOOITUTOTCHIS.

3 OOKy iIMYHHOI CHCTEMH.

HeuacTo: anepriuni peakiii.

MeTtaboiuHi Ta aliMeHTapHI PO3JIAIH.

HewacTo: monarpa, miBUILEHHS allE€TUTY, BIICYTHICTh alleTUTY.

[IcuxivHi MOPYIICHHS.

HeuacTto: 30y mKeHHs, Jenpecis, TPUBOXKHICTh, 0€3COHHS, HEPBO3HICTb.

3 OOKY HEpBOBOi CHCTEMH.

YacTo: COHIMBICTD, 3aIIaMOPOYCHHSI, TOJIOBHHH OLJTb.

Hewacro: iHCYTBT, rinecTe3is, CHHKOIE, TPEMOP.

Jlyxe piKko: OpTOCTaTUYHE 3alIaMOPOUYEHHS, TTApeCTe3isl.

3 OOKy OprasiB 30py.

Jyxe piKo: HEUITKICTh 30pYy.

Yacrora HEBiOMa: IHTpaoNepaliiHUNl CHHAPOM B’0i palIyX HOI OOOJOHKH (IUB. PO3ILT
«Oco0aMBOCTI 3aCTOCYBaHHS).

3 OOKy OpraHiB CIyXy Ta pIBHOBAaru.

Yacto: BepTHUTO.

Heuacro: mym y Byxax.




3 OoKy cepiisl.
YacTo: nmocusieHe cepueOnTTs, Taxikapis.

Heuacro: ctenokapais, iHpapKT Miokapa.

Jyxe pigko: Opanukapisi, CepIieBi apuTMii.

3 OOKY CyAMH.

Yacro: apTepiajibHa TIOTEH315, OPTOCTaTHYHA apTepiajibHA TIITOTEH315.

Jlyxe piiKo: IpUILINBY.

3 OOKY IUXalbHOI CUCTEMU, TPYJIHOT KJIITKH Ta CEPEIOCTIHHS.

Yacrto: OpoHXIT, Kalleb, 3aUIIKa, PUHIT.

Hewacrto: HOcoBa KpoBOTEUA.

Hyxe pigko: 6poHXOCTa3M.

3 OOKY IUTYHKOBO-KHUIIIKOBOTO TPAKTY.

Yacro: 611 y )KHUBOTI, JUCTEICIs, CyXICTh Y POTI, HyIOTA.

Hewacro: 3amop, meTeopu3sM, OIIOBaHHS, TACTPOSHTEPHUT, Jiapesl.

['enarobiniapHi po3naiy.

Hewacro: BigxuieHHs BiJf HOPMH IMOKa3HHUKIB (DYHKIIIT TEYIHKH.

Jlye piako: xonecras, renaTuT, )KOBTSIHULIS.

3 OOKYy IIKipH Ta NiAIIKIPHOT TKAHWHHU.

Yacro: cBepOik.

Heuacro: Bucunanss Ha IKipi.

Jlyxe piko: KponuB’ siHKa, aJIONelis, MypIrypa.

3 OOKY OOPHO-PYXOBOTO amapary Ta CHOJYyYHOT TKAHUHH.

Yacro: 611 y CIIMHI, MiaJITisl.

Heuacro: aprpanris.

Pigxo: M’g30Bi crma3Mu, M’I30Ba ClIa0KICTh.

3 OOKY HUPOK Ta CEYOBUBIIHOTO TPAKTY.

Yacro: IMCTUT, HETPUMAHHS Ceyi.

Heuacro: au3ypis, yacte CE4OBUITYCKaHHS, TeMaTypisl.

Pinko: momiypis.

Jlyxe piiKo: MiABUIIEHUH Aiype3, po3iaau CEYOBUITYCKaHHS, HIKTYPisl.

3 OOKY penpoAYKTUBHOI CUCTEMH Ta MOJIOYHUX 3aJ103.

Hewacro: iMmnoreHitis.

Jlyxe piKo: TIHEKOMACTis, MpiaIi3Mm.

YacroTra HEBiIOMa: PETPOrPaHA SSKYISIIS.

3aranbHi po3jaJid Ta peakiii y Miclli BBEICHHS.

Yacro: acTeHis, OUTb Y TPYIHIHM KIIITI, TPUIONONIOHI CUMITOMH, IepudepuyHi HAOPSKH.
HewacTo: Ou1b y Tii, HAOPSIK OOIUYYSL.

Jlyxe piako: miABUIIEHA BTOMIIIOBAHICTh, 3araJlbHE HE3/TyKaHHS.

Pe3yabTaty JOCHIIKEHb.

Heuwacro: 3011bIIIeHHS MacH Tifa.

3simysantsn npo nido3prosani nooOiuHi peakyii.

[Micna peectpanii nikapchKoro 3aco0y BaKJIMBO MOBIIOMIISATH TPO IMiJI03PIOBaHI MOOIYHI peakiii.
Ile mae 3mory 3iCHIOBAaTH O€3MEPEPBHHUI MOHITOPUHT CITIBBIJHOIICHHS KOPHUCTI Ta PHU3HUKIB,
NOB’SI3aHUX 13 3aCTOCYBaHHAM JIIKapchKOro 3aco0y. MenuyHuM TpaiiBHUKaM HEoOXiTHO
MOBIIOMJISITH TIPO Oyb-sIKi MOOIYHI peakiii 3a JOMOMOTrOI0 HalllOHAJIBHOI CHCTEMH Iepeadi
iH(popMartii.

Tepmin npuoamnocmi. 5 poKis.
YMoBu 30epiranns. 30epiraTu y HeAOCTYITHOMY Ui AiTel Micui mpu Temmneparypi He Buiie 30 °C.
YnakoBka. 1o 10 tabnetok y Gmicrepi, o 3 O6JicTepH y KapTOHHIN YIAKOBIII.

Kareropis Binmycky. 3a peentom.



Bupoouuk. P-®apwm J[xepmani [ M6X/R-Pharm Germany GmbH.

Micne3Haxo/:KeHHsI BAPOOHUKA Ta HOTo ajpeca Micusi NPOBaIKeHHS AislJIbHOCTI.
I'enpix-Maxk-Itpacce 35, 89257 Innepriccen, Himeuunna/
Heinrich-Mack-Strasse 35, 89257 Illertissen, Germany.

Bupoonuk. [1paiizep Mentodexuypunr Hoitunenn I'moX/
Pfizer Manufacturing Deutschland GmbH.

Micne3Haxo/:KeHHsI BAPOOHUKA Ta HOro ajpeca Micusi NPpOBaIKeHHS AislJIbHOCTI.

Berpibmrerte @paiidypr, MycBansaans 1, 79090 ®paiidypr, Himeuunna /
Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.
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