3ATBEPIKEHO
Haxka3 MinicTepcTBa

O0XOpPOHM
30pOB’sl YKpaiHu
Ne
PeecTpaniiine mocBigueHHst
Ne
IHCTPYKLIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y
MAKCIT'PA
(MAXIGRA)

Cknao:

oitoua pevoguna: cunaeHadis;

1 TabneTka MiCTUTh CrIIZIeHadUTy UTPAT, 10 eKBiBaJIeHTHO cuiaeHadiny 50 mr a6o 100 mr;
oonomigicni  pevosunu: wMaHiT (E 421), kpocmoimon (tun A), mnoBimon K-30, kpoxmanb
KYKYpYI3sSHUW, HATpilo JaypuicyibdaT, MarHilo cTeapaT, KpEeMHII0 TIOKCHA KOJOiTHHMA
0e3BOIHUI;

obosonKa: rinpomenosa, marporos 6000, Tutany giokcun (E 171), tanek, ingurokapmin (E 132).

Jlikapcbka ¢opma. TabneTKy, BKPUTI IJIIBKOBOK 000JIOHKOIO.
Ocnogui  i3uxo-ximiuni  eéracmusocmi: KpPYTIi, JBOOIYKJIl TaOJIETKH, BKPHUTI IUTIBKOBOKO
000JIOHKOIO TOIYOOT0 KOJIbOPY.

dapmakoTepaneBTHYHA Tpyna. 3aco0H, IO 3aCTOCOBYIOTHCS NPHU EPEeKTHIbHIA IUCHYHKIII.
Cunnenadin. Koqg ATX G04B E03.

Dapmakonoziuni eracmusocmi

Dapmaxoounamika. CunjgeHadin € npenapaTom JUisi NEPOPAIbHOTO 3aCTOCYBAHHS, NMPU3HAUYECHUM
IUIsL JIIKYBaHHS €peKTWiIbHOT mucyHkuii. [Ipu cexcyanbHOMY 30yIPKEHHI INpernapar BiIHOBIIOE
3HWKEHY epeKTHIIbHY (YHKIIIIO IUIIXOM MOCHJIEHHS IPUTOKY KPOBI JI0 IIeHica.

@Di310JI0TIYHUNA MEXaHI13M, [0 3yMOBIIIOE €PEKIIiI0, BKIIIOYAae BUBUIbHEHHSI okcuay azory (NO) y
KaBEpHO3HUX TIUIaX IiJ] Yac CeKCyaldbHOro 30y/pKeHHS. BUBUIbHEHUI OKCHJ a30Ty aKTUBYE
(epMeHT ryaHuIaTIUKIIa3y, 110 CTUMYJIIOE M1JIBUILIEHHS PIBHS LMKJIIYHOTO TyaHO3MHMOHOGochary
(uI'M®), 10, y CBOIO 4Yepry, BUKIMKAE PO3CIA0JIEHHS TJaJIKOi MYCKYJIAaTypH KaBEPHO3HHUX TiJ,
CHPUSIOUU IPUTOKY KPOBI.

Cunnenadin € MOTYXKHUM Ta celeKTHMBHUM iHTibiTopoMm 1l M®-cnenudiunoi dochonaiectepasu 5
(®AES) y xaBepHo3HuX Tinax, e ®JIES Bianosigae 3a posnax ul M®. Edexktu cunaenadiny Ha
epeklilo MaroTh nepudepuyHuii  xapakrep. CunneHadin He crnpuuuHsie Oe3nocepeaHbOl
penakcyrouoi Jii Ha 130b0BaHI KaBEPHO3HI Tija JIIOJUHH, ajie MOTY)KHO MOCUIIIOE PO3CcIaldIonuy
nito NO Ha nany TkaHuny. [Ipu aktuBanii merabonignoro nusixy NO/ul’' M@, mo BinOyBa€eThecs
IIpU CTaTeBil cTUMymALii, 1Hri0yBaHHs cunaeHadiiom OJIES mpu3BoAUTH 10 MiJBUILICHHS PIBHS
ul'M® y xaBepHO3HHX Tinax. Takum uumHOM, A TOTO, MO0 cuiAeHadiT BUKIUKAB HEOOX1THHIMA
(bapmakonoriyHuil eexT, moTpiOHe cekcyaabHe 30YIKEeHHS.

JlocmipkeHHs N VItro mokasany CeneKTHBHICTH BILTMBY cuiaeHadiny Ha OJIES, mo O6epe akTuBHY
ydacth y mporieci epekuii. Edexr cunpenadpiny na ®JES moryxHimmii, HDK Ha 1HIIN BiOMI
dochomiectepasu. Lleii edext y 10 pasiB moryxnimuid, Hixk epekt Ha DJE6, mo O6epe yuacts y
nporiecax (oromneperBopeHHs y citkiBmi. [Ipu 3acTocyBaHHI MakKCUMaIbHUX PEKOMEH/IOBAHUX J103
cenekTUBHICTH cunaeHadiny 10 @JIES y 80 pasiB nepesuiiye ioro cenektuBHicTsh 10 ®AEL, y 700
pasiB Bumia, Hik 10 OAE2, ®JAE3, ®/IE4, ®JAE7, ®JE8, ®JIE9, ®JIE10 Ta ®JIE11. 30kpema,
cenekTuBHICTh cunaeHadiny go ®JIES y 4000 pa3zis nepeBuirye ioro cenektuBHicTh 10 OJE3 —
ul'M®-cnerudiunoi i3opopmu  dochomiectepazu, mo Oepe ydacTb y perymsiii cepreBoi
CKOPOTJIUBOCTI.

JInst OWIHKHM Yacy, BIPOJOBXK SKOTO 3aCTOCYBaHHS CHIACHA(ITy MPHU3BOJUTH 10 BHHHKHEHHS
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epeKklii y BIANOBiAb Ha CTAaTE€BY CTUMYJIALIIO, OyJIO MPOBEACHO 2 CHEMiaJbHHUX KIIHIYHUX
JOCITIJDKEHHSA. Y KIIHIYHUAX JOCHTIDKCHHSX 3a YJYacTIO MAIliEHTIB, sIKI 3aCTOCOBYBAJIM CHIIEHADLT
HaTIe, Tpu npoBeaeHHI Qanomnerusmorpadii (RigiScan) meniana wacy A0 ModaTKy epekuii y
MaIi€HTIB, K1 JOCATIM epekiii 13 purigHicTio 60 % (A0CTaTHBOIO I 3AIMCHEHHS CTAaTeBOTO
KOHTAKTY), CTaHOBWIIA 25 XBWIHH (y Jiana3oHi 3HaueHb 12-37 xBunuH). B okpeMoMy J0ciiKeHHi
13 BuKopucTaHHsaM RigiScan cunaenadin Bce e OyB 34aTHUN BUKIIMKATH €PEKIlit0 uepes3 4-5 roauH
TIiCHIs 3aCTOCYBaHHS.

Cunnenadisl CIPUYUHIOE JIETKE Ta KOPOTKOYACHE 3HIKEHHSI apTepiabHOTO TUCKY, IO B OLIBIIOCTI
BUMAJKIB HE Mae KIHIYHUX MposBiB. CepenHe MaKCHUMajdbHE 3HUKEHHS CHUCTOJIYHOTO
apTepiaIbHOTO THCKY B IOJIOKEHHI JICYKA4H TICIIS TIEPOPATBHOTO 3aCTOCYBaHHS CHiIeHadiny B 1031
100 mr cranoBmwiio 8,4 MM pT. cT. BignoBimHa 3MiHa IiaCTONIYHOTO AapTepialbHOTO THUCKY B
MOJIOKEHHI Jieaun cTaHoBwiIa 5,5 MM pT. cT. Lli 3HMKEHHS apTepiaibHOro THUCKY J00pe
Y3TODKYIOTHCS 13 CyTUHOPO3MIMPIOBAILHOIO JI€r0 CHueHad 1Ty, MOKIHNBO, BHACIIIOK I ABUIICHHS
piBHIB Il M® y rnankiit Mmyckynatypi cyauH. OqHOKpaTHE mepopajibHe 3aCTOCYBaHHs CHiieHadTy
B j103ax 110 100 Mr y 310poBHX JTOOPOBOJIBIIIB HE BUKIIMKAIIO KOJHUX KIIHIYHO 3HAYYIIMX 3MiH Ha
€JIEKTPOKap 110rpaMi.

Y JocHiKeHHI TeMOAMHAMIYHHUX €QeKTIiB OJHOKPAaTHOTO MEpPOpPaIbHOTO  3aCTOCYBAaHHS
cuigeHadiny B 1031 100 Mr y 14 mamieHTiB 13 TSKKOIO 1IIEMIYHOIO XBOPOOOIO ceplis (31 CTEHO30M
IOHaliMEHIIIe OJHi€T KopoHapHOi aprtepii Ourbmie HiK 70 %) cepemHiid CHUCTONIYHUMN Ta
JaCTOIYHUN apTepialbHUI TUCK y CTaHl CIOKOI 3HU3UBCA Ha 7 % Ta 6 % BIAMOBIIHO BIAHOCHO
BuxinHoro piBHA. CepenHil JeTeHEBUH CHCTONIYHMNA THCK 3HU3UBCH Ha 9 %. Cunpenadin He
MPU3BOAMB JI0 3MIHU MMOKAa3HHUKIB CEPIIEBOTO BUKUAY Ta HE 3MEHIIYBaB KPOBOTIK MO CTEHO30BAaHUX
KOPOHApHHX apTepisix.

KonHux KIiHIYHO 3HAUYIIMX BiAMIHHOCTEH He OyJ0 MPOJAEMOHCTPOBAHO JJIS Yacy JO BUHHUKHEHHS
JTIMITYI0401 CTEHOKapaii NMpW 3acTOCyBaHHI CHieHA(UTy MOPIBHAHO 3 IUIanedo y MOIBIHHHUX
CHIIMUX TUIANE00-KOHTPOJIbOBAHUX KIIHIYHUX JOCTIIKEHHSX 13 BUKOPUCTAHHSAM TecTy 3 (i3MUYHUM
HAaBaHTXEHHAM 32 Yy4acTio 144 mamieHTiB 3 EepeKTUIbHOI JIUCHYHKIIE Ta XPOHIYHOIO
CTaOIIbHOIO CTEHOKAPIII€I0, SIKI MOCTIHHO 3aCTOCOBYBAJIM aHTHAHTIHAIBHI JIIKapChKi 3acobu (3a
BUHSTKOM HITpATiB).

Jlerki Ta THMYacoBi MOPYUICHHS 3JaTHOCTI PO3PI3HIATH KONbOpU (ONakuTHU/3eneHuil) Oymu
BUSIBJICHI Yy JESKHX HamieHTiB mpu nposeaeHHi 100-BiarinkoBoro tecty ®apHcBOpTa-MaHcemna
yepe3 | roamHy micis 3actocyBaHHs cuineHadiry B 71031 100 mr. Ili edexTn moBHICTIO 3HUKANIN
yepe3 2 FOJIMHU MICHs 3aCTOCYBAaHHA Mpenapary. MoxIMBHM MeXaH13M i€ 3MIHU B PO3Mi3HABaHHI
KOJIbOPIB MOB’A3aHui 3 iHri0yBanHsaM DJIE6, mo Gepe yyacTs y GpoTonepeTBOproBaIbHOMY KacKai
peakuiil y citkiBil. CuigeHadin He BIUIMBAE Ha TOCTPOTY 30py ab0 KOHTPACTHY YYTJIMBICTb. Y
HEBEJMKUX TUIale00-KOHTPONIbOBAHUX KIIHIYHUX JOCTI/DKEHHSX 3a Y4YacTI0O TMAIli€HTIB 13
JOKYMEHTAJIBHO TMIITBEP/HKEHOI0 MaKyJsIpHOIO nuctpodieto (n=9) 3actocyBaHHs cuieHadLTy
(ogHOKpaTHO, y 1031 100 Mr) He BHUKIHMKANO JIOCTOBIPHUX 3MIH Yy pe3yiabTaTax IPOBEICHHUX
JOCIIJDKEHb 30py (TOcTpoTa 30py, CiTKa Awmciepa, MOJCIIOBAHHS PO3IMI3HABAHHS KOJIHOPIB
cBiTiodopa, nepumerp Xamppi i poTocTpec).

OnHokpaTHE TepopaibHe 3acToCyBaHHS cuijeHadury B 031 100 Mr 370poBUMH JOOPOBOJIBILISIMUA
HE BIUTMBAJIO HA PYXJIMBICTh 400 MOP(OIIOTiIO0 CIEpMaTO30i/iB.

Jlooamkoasi 0ami KNiHIYHUX OOCTIONCEHD.

VY KITHIYHUX JOCHiIKeHHAX cuiieHadin 3actocoByBaBcs Oinpine Hix 8000 marieHTaMu BiKOM BiJl
19 no 87 pokiB. Bynu mpencraieHi Taki rpynu TAali€HTIB: MalieHTH JiTHROro Biky (19,9 %),
marfieHTd 3 aprepiaibHoro rineprensiero (30,9 %), mamieHTn 3 mykpoBuMm mgiabetom (20,3 %),
imemiuHo0 xBopoboro cepus (5,8 %), rimepainigemiero (19,8 %), TpaBMaMu CIMHHOTO MO3KY
(0,6 %), nempecieto (5,2 %), TpaHCYpeTpabHOIO pe3eKilier mnepeamixypoBoi 3anoszu (3,7 %),
panuKaabHOIO TpocTtaTtekToMiero (3,3 %). ['pynu mamieHTiB, Mo He Oy/IM MPEACTaBIEH] TOCTaTHBOO
Mipoio a0 He BKJIIOYAINCS 10 KIIHIYHUX JAOCHIPKEHb: MAIliEHTH Micys XipypridyHOro BTpyYaHHs Ha
OpraHax Tasa, TMali€HTH IICIAs MPOMEHEBOI Teparii, Mali€eHTH 13 TSHKKOK HUPKOBOIO abo
MEYiHKOBOIO HEJJOCTATHICTIO Ta MAIIEHTH 3 JIeIKUMH CEPLIEBO-CYAUHHUMH 3aXBOPIOBAHHSIMH.

VYV nochimpKeHHSX 3acTOCyBaHHS (DIKCOBAHO! O3W KUIBKICTH TMAIlI€HTIB, SKI MOBILIOMIISIIM TIPO
MOKpAIICHHST ePeKTHIIbHOI (QyHKINi, ctaHoBMiIa 62 % (25 mr), 74 % (50 mr), ta 82 % (100 mr)
mopiBHAHO 3 25 % B rpymi miane6o. Y KOHTPOJbOBAHMX KIIHIYHUX JIOCTIDKCHHSIX KIUTbKICTh
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BUIIQ/IKIB BiIMiHU cuiieHadiny Oyia HU3bKOIO Ta MOAIOHOI0 A0 TaKoi B IpyMi mianeoo.

JInst ycix 1UX JOCHIKEHb KUIBKICTh TAIlI€HTIB, SKI TMOBIIOMIUIA TIPO TOKPAIIEHHS TpH
3aCTOCYBaHHI cuieHadiry, Oyina Takowo: MAIliEHTH 3 NCHXOT€HHOIO €PeKTHIIBHOIO AUCHYHKIIEIO
(84 %), mamieHTH 3i 3MIIIAHOIO epeKTHIbHOW mauchyHkiiero (77 %), MmalieHTH 3 OpraHigyHOI
epeKTIIbHOI0 auchyHKiero (68 %), mamieHTH JTTHBOTO BiKy (67 %), Mali€eHTH 3 IYKPOBUM
niaberom (59 %), mamieHTH 3 imIeMI4HOI0 XBopoOoro cepus (69 %), mamieHTH 3 TimepTEH31€I0
(68 %), mamieHTH 3 TPAHCYPETPAIBLHOIO PE3EKIN€l mepeaMixypoBoi 3amo3u (61 %), mamieHTH 3
pajuKaIbHOIO MpocTaTeKToMiero (43 %), malieHTH 3 TpaBMaMHu COIUHHOTO MO3KY (83 %), mamieHTu
3 pemnpecieto (75 %). be3neunictp Ta edeKTUBHICTH cuiaeHadiny Oyiau MiATBEpKEHI TaHUMU
JIOBIOCTPOKOBUX JIOCTIIKEHb.

Dapmaxokinemuxa.

AGcopbuisg. Cunaenadin mBuako adbcopOyeThesi. MakCUMabHI MJ1a3MOB1 KOHIIGHTpAITli mpernapaTry
nocsiratotbest mpoTsirom 30-120 xBwimH (13 MexiaHoro 60 XBHJIMH) MICHS HOTO MEPOPaTLHOTO
3acrocyBaHHsa Hatiie. CepenHs abcoioTHa O10JOCTYHHICTH MICIs MEPOPATbHOIO 3aCTOCYBAHHS
cranoBUTh 41 % (3 niama3oHoM 3HaveHb BiJ 25 10 63 %). Y pekoMeHq0BaHOMY Aiana3oHi 103 (Bifg
25 nmo 100 mr) mokaszuukun AUC ta Cmax cuiaaeHadiay Micis WOro MepopajbHOTO 3aCTOCYBaHHS
M1 ABUIYIOTHCS TIPOTIOPLIHHO 70 T03H.

[Ipu 3acrocyBaHHI cuiiaeHadiTy MiJl Yac NpuiioMy iK1 CTymiHb aOCOpOIIil 3HIKYEThCA 13 CepeaHIM
MOJIOBKEHHAM Tmax 10 60 XBWIMH 1 cepeHiM 3HIKEHHIM Cmax Ha 29 %.

Posnopin. Cepenniit piBHOBaxkHH 00’eM po3nozainy (Vd) craHoButh 105 JiTpiB, 110 CBIAYUTH MPO
pO3MOAiN mpenapaTy B TKaHHMHAX opraHizmy. Ilicis oIHOKpaTHOTO MEepopasbHOTO 3aCTOCYBAHHS
cuigeHadiny B 1031 100 Mr cepenHs MakcHMaibHa 3arajibHa I1a3MOBa KOHIIEHTpaIlis cuiiaeHadiny
cTaHoBUTh npuOIu3Ho 440 Hr/mMn (koedimient Bapiamii cranoBuTh 40 %). OCKiTbKK 3B’SI3yBaHHS
cungeHadiny Ta Horo rojgoBHOro N-mecMeTui-mMeTaboniTy 3 Oinmkamu 1uiasmu gocsrae 96 %,
cepelHss MaKCMMallbHA IUTa3MOBA KOHIIGHTpAllis BilbHOrO cwineHadimy mocsrae 18 Hr/mi
(38 umomb). CrymiHb 3B’s3yBaHHs 3 OlTKaMH IUIa3MH HE 3aJCKUTh BiJl 3aralbHUX KOHIIEHTPAIlii
cwiaeHadiy.

VY 3710poBHX 0OpPOBOJBIIB, SIKI 3aCTOCOBYBaNIM cuifeHadin onHokpatHo B no3i 100 mr, yepes
90 xBwmH B eskyisaTi Bu3Hadanocs mermre 0,0002 % (B cepenapomy 188 HT) 3acTOCOBaHOT 103H.
Metabonizm. Mertabonism  cunaeHadiny 3AIMCHIOETbCS TOJIOBHUM YMHOM 33  Y4YacTIO
MikpocomanabHuX 130pepmenTiB nedinku CYP3A4 (ronoBuuii musix) ta CYP2CY9 (npyropsanuit
nuisix). ['OJOBHUM  LUPKY/IIOOYMHA  METabOMIT  yTBOPIOETbCS HUIAXOM  N-IeMETHIIIOBAHHS
cunaenadiny. CenexkTuBHICTH MeTaboiiTy BigHocHO OJIES mOpiBHSHHA 3 CEJIEKTHUBHICTIO
cuigeHaginy, a akTUBHICTh MeTabouiTy BiqHocHO DJIES cranoButh npubnusHo 50 % akTUBHOCTI
BUXIHOI pedyoBHHHU. [11a3mMOBI KOHIEHTpalii LbOro MeTabodiTy cTaHOBIATH mNpubmuzHo 40 %
KOHIIEHTpaliil cuineHaduly y mia3Mi KpoBi. N-IeMeTHIbOBAaHUM METa0OMIT 3a3Ha€ MOJANbIIOrO
MeTaboJ113My, a Mepioj HOTo HaMBBUBEICHHS CTAHOBUTH MPUOIU3HO 4 TOAMHMU.

EniMinargis. 3aranbHuil KiipeHC cuiieHadily cTaHOBUTH 41 J/Tof, 10 3yMOBIIOE Mepioj] Horo
HaIiBBUBEIECHHS TPUBATICTIO 3-5 roAuH. Sk miciig nepopaibHOro, TaK 1 Micias BHYTPIIIHbOBEHHOIO
3aCTOCYBaHHS €KCKpelis cuifeHadiay y BUIISAI MEeTaOoITIB 3/11HCHIOETbCS TOJOBHUM YMHOM 13
kasoMm (mpubnuzHo 80 % BBeAEHOI MepopaibHOI JO3M) Ta MEHIIOK MIpOI0 3 cedero (MpubIn3HO
13 % BBeAEHOI IEPOPATHLHO JTO3H).

IlarieHTH JITHLOrO BIKY. Y 370pOBHX J0OpPOBOJIBIIB JITHBOIO BiKYy (BIKOM BiJ 65 pOKIB)
BIJI3HAYAJOCS 3HIWKEHHA KIIpeHCy cuiaeHadily, [0 3yMOBIIOBAJIO MiABHIIEHHS IUIA3MOBHUX
KOHIEHTpaliil cuigeHagury Ta Horo akTUBHOTO N-IeMeTHIHOBAHOTO METa0oJITy MPUOIU3HO Ha
90 % mOpIBHSHO 3 BIAMOBIAHUMH KOHIICHTPAISIMH Y 3J0OPOBUX TOOPOBOJIBIIIB MOJOIIIOTO BIKY
(18-45 pokiB). YV 3B’s3Ky i3 BIKOBHMH BiJIMIHHOCTSAMH y 3B’sI3yBaHHI 3 OUIKaMH IUTa3MH KpOBI
BIJIMOBIHE MIABUIICHHS TUIa3MOBOI KOHIICHTpAIlil BUIBHOTO CHIJAEHA(LITy CTAaHOBWIO MPUOIU3HO
40 %.

HupkoBa HeAOCTaTHICT. Y J100pPOBOJIBLIB 13 HOPYIIEHHAMH (YHKIIT HUPOK JIETKOTO Ta MOMIpHOTO
ctyneHs (xmipeHc kpeatuHiny Bia 30 mo 80 mu/xB) ¢apMakoKiHeTHKa cuieHadiTy 3amumianacs
HE3MIHEHOIO Miclisl HOro OJJHOKPATHOTO MepOopajbHOro 3acrocyBanHs y 1031 50 mr. Cepeani AUC
Ta Cmax N-memMetrniiboBanoro Metradoumity nigsuityBaaucs Ha 126 % ta 73 % BiANOBITHO MOPIBHIHO
3 TaKUMHU TOKa3HUKaMHU y J0OpPOBOJIBIIB TAKOTo XK BiKy 0e3 mopymeHb (GyHKUii HUpoK. OnHak
4yepe3 BUCOKY 1HAUBITyaIbHY BapiaOenbHICTh 11l BIAMIHHOCTI HE OyJIM CTAaTUCTUYHO 3HAYYITUMHU. Y
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JTOOPOBOJIBIIB 13 TSHKKMMHU MOPYIICHHAMHU (YHKII HUPOK (KJIipeHC KpeaTuHiHy Huxue 30 mi/XB)
KJIipeHc cuiaeHadiry 3HWKYBaBcs, Mo npu3Boauiao a0 cepenHix miauimeHb AUC Ta Cmax Ha
100 % Ta 88 % BiANOBITHO MOPIBHSAHO 13 TOOPOBOJBIIMHU TAKOTO K BiKy 0€3 MOpyIIeHb (YHKIII{
Hupok. Kpim toro, 3HadeHHs AUC Ta Cmax N-IeMeTuaroBaHOTO METa0OJITy 3HAdyIIe
niasunryBanucs Ha 79 % ta 200 % BinmoiznHO.

[TeuiHKOBa HEAOCTATHICTh. Y JOOPOBOJIBIIB 13 IUPO30M MEUIHKU JIETKOTO Ta MOMIPHOTO CTYIEHS
(xmaciB A ta B 3a knacudikanieto Haitna-I1"10) kinipenc cunaenadiny 3HIKYBaBCS, 1110 TPU3BOINIO
no migsuineHas AUC (84 %) ta Cmax (47 %) mOpiBHSHO 3 JOOPOBOJIBLSAME TaKOrO K BiKy 0e3
nopyuieHb (yHKIi nedinku. PapmMakokiHeTHKa CHiIAeHa(diTy y Hali€HTiB 13 MOPYIICHHAMHU
(YHKIIM EYiHKU TSKKOTO CTYIEHS HE BUBYAJIACH.

KuiniyHi XapakTepucTHKH.

Ilokaszannusa.

JlikyBaHHS TOPYIICHb €PEKIIil, 10 BU3HAYAIOTHCS SIK HE3JaTHICTh JOCSTTH Ta MiATPUMATH SPEKITII0
CTaTEeBOT0 WIEHA, HEOOXIHY IS YCIIIIHOTO CTATEBOTO aKTy.

Jlnst epextuBHOI i mpenapaty Makcirpa notpioHe cekcyaiabHe 30yKeHHS.

Ilpomunokazanns.

— IligBumieHa 4YyTIUBICTH MO AKTHBHOI PEYOBMHU a00 OyAb-fKOI 3 JOIMOMDKHUX PEUYOBHH
mpernapary.

— OpHoYacHe 3aCTOCYBaHHS 13 TOHOpaMHU OKCUIY a30Ty (TaKMMHU SIK aMUTHITPUT) ab0 HiTpaTamMu
y Oyab-akiii (opmi, OCKITBKHA BiIOMO, IO cUIAeHA(]il Mae BIUIUB Ha HUIAXU MeTabomizmy
OKCHJIy a30Ty/UHMKIIYHOr0 TyaHo3uHMoHOdochary (u[M®P) Ta MOTEHIIIO€ TiNOTEH3UBHUMA
e(heKT HITpaTiB.

—  CraHu, npy SKUX HE PEKOMEH/I0BaHA CTAaTeBa aKTUBHICTh (HAIIPUKIIA/I, TSHKKI CepIIeBO-CYAMHHI
po3naau, Taki K HecTaOlIbHa CTEHOKAp/Iisg Ta ceplieBa HEAOCTATHICTh TSYKKOTO CTYIICHS).

— Brparta 30py Ha omHE OKO BHACHIJIOK HeapTepialbHOI MepenHboi imemiuHoi Hehpomarii
30pOBOTO HEpBAa, HE3aJCKHO BiJl TOTO, YW TIOB’SA3aHA ISl TATOJOTISA 13 TOMEpPEAHIM
3acrocyBaHHAM iHTi6iTOpiB DJIES, un Hi.

— Tlopymenns GpyHKIIT MEYiHKN TSHKKOTO CTYIEHS, apTepiaibHa TinoTeH3id (apTepiaibHuil THCK
Hwkde 90/50 MM pT. CT.), HEIIOIaBHO TIEPEHECCHUH IHCYNIBT ab0 iH(APKT MioKap/a Ta BijoMmi
CMAJKOBI JIET€HEPAaTUBHI 3aXBOPIOBAHHS CITKIBKM, Taki SK MICMEHTHUM PETUHIT (HEBEIMKa
KUIBKICTh TaKMX NAIlEHTIB Ma€ TE€HEeTUYH1 po3nanu ¢ocdoaiecTtepas CITKIBKH), OCKUIBKH
0e3neyHicTh cuiieHadiTy He JOCHIKyBanacs y NaIi€HTIB, 3 TAKUMU 3aXBOPIOBaHHIMHU.

B3aemooia 3 inwiumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63a4€MO0Ill.

Egexmu inwux nikapcokux 3acobie na cunoenaghin.

JocipkeHns in Vitro.

Metabomni3m cuneHadiny BiIOyBaeThes MEPEBaXHO 3a ydyacTio 130(popmu 3A4 (roIoBHUHM HUISAX)
ta 13o¢popmu 2C9 (apyropsanuit nuisax) nuroxpomy P450 (CYP). Tomy inriGitopum mux
130()epMEHTIB 37aTHI 3HUKYBATH KJIIPEHC CUIIACHA]LITY.

JocnipkeHHs in Vivo.

[Momymnsmiiinuil  (papMakoKiHETUYHUN aHaji3 JaHUX KIIHIYHUX JOCHIIPKEHb NPOJEMOHCTPYBaB
3HWKEHHS KJIpeHCy cuiieHady Mpu HOro oJHOYAaCHOMY 3acTocyBaHHI 3 iHri0itopamu CYP3A4
(TakMMH K KETOKOHA30J, €PUTPOMIIMH, IUMETUIMH). Xoya MPU OJHOYACHOMY 3aCTOCYBaHHI
cunaeHagpiny ta iHrioiropiB CYP3A4 3pocranHs yacTOTH NMOOIYHUX SBUIN HE CHOCTEPIrayocsd,
PEKOMEH/I0BaHa MOYaTKoBa J103a CHIIJIeHA(LTy CTAHOBUTH 25 MT.

OnnouacHe 3actocyBaHHs iHriOiTopa BIJI-mpoTeasu puroHaBipy, AyXe HOTYKHOIO iHTibiTOpa
P450, y crani piBHOBaxkHOi KoHIIeHTparii (500 mr 1 pa3 Ha m00y) Ta cuineHadiny (pa3oBa mo3a
100 mr) npusBogmino a0 miaBuiieHHS Cmax cunneHadiny Ha 300 % (y 4 pa3u) Ta miJBUILIEHHS
miazmoBoi AUC cungenadpiny Ha 1000 % (y 11 pasiB). Uepe3 24 ronmHu mia3MoBl piBHI
cuieHaginy Bce 1ie cTaHOBWIM NMprOian3HOo 200 HI/MIT MOPIBHSAHO 3 piBHEM MPUOIU3HO 5 HI/MI,
XapaKTepHUM JUIsl 3aCTOCYBaHHsS CUJIeHaily OKpeMo, IO BIANOBIJAE 3HAYHOMY BIUIMBY
PUTOHABIpY Ha MIMPOKH criekTp cyOcTpatiB P450. Cunnenadin He BIUIMBae Ha papMaKOKiHETUKY
puTOHaBipy. 3 OrnAay Ha Il (hapMaKOKIHETHYHI JaHl OJHOYAcCHE 3acCTOCYBaHHs cUJAeHAaduIy Ta
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PUTOHABIpY HE PEKOMEHAYETbCS; B Oynb-SKOMY BUIAJKy MakCHUMajbHa 1032 CHIAeHadiTy 3a
YKOJTHMX 0OCTaBWH HE TIOBHHHA TIEPEBHUIITYBATH 25 MT MPOTITOM 48 roIuH.

Onnouache 3actocyBaHHA iHTiOITOpa BIJI-ipoTeasu caksinasipy, inribitopa CYP3A4, y no3i, mo
3abe3mnevye piBHOBaKHY KoHIeHTpallito (1200 mMr Tpudi Ha 100y), Ta cunaeHadiny (100 Mr pazoBo)
npu3BoAWIIO a0 miaBUIICHHS Cmax cuiaeHadiny Ha 140 % Ta 30UIbIICHHS CHCTEMHOI €KCITO3UIIIT
(AUC) cungenadiny Ha 210 %. He BusiBneno BumBy cuiaeHadiny Ha (papMakOKIHETHUKY
cakBiHaBipy. Ilepenbavaerbes, mo Outbm nmotyxkHi iHriOiTopr CYP3A4, Taki sIK KETOKOHA30J Ta
1TpaKoHa30J1, OyayTh MaTH O1IbII BUPAKCHHUH BIUIHB.

ITpu 3actocyBanni cungenadiny (100 mr pa3oBo) Ta epuUTpoMiluHY, crenupidHOro iHridiropa
CYP3A4, y piBHoBaxxHOMy ctaHi (500 Mr nBiui Ha A00y MPOTITOM S5 JHIB) CIOCTEPIraaocs
MIBUIICHHST CHCTeMHOT excro3uilii cuiaeHadimy Ha 182 % (AUC). Y 310poBUX JTOOPOBOIIBIIIB
YOJIOBIYOT CTaTi HE crocTepiragocs BIUMBY asutpoMinuHy (500 Mr Ha g00y npotsrom 3 ai0) Ha
AUC, Cmax, Tmax, KOHCTaHTy IIBUJIKOCTI eNliMiHAIIi Ta MOJANBIIMIA IEpioJ HAIiBBUBEICHHS
cuieHadiny abo Horo roJI0BHOTO ITUPKYIIOYOro MeTadomity. [lumetuaun (1Hri6iTOp IUTOXpOMY
P450 ta necnenmdiunmii inriditop CYP3A4) y no3i 800 Mr nmpu ogHOYAaCHOMY 3aCTOCYBaHHI i3
cuiaeHadiioMm y 1031 50 Mr y 310poBUX AOOPOBOJIBIIB MPU3BOIUB 10 MiABUIIECHHS IJIA3MOBUX
KOHIIEHTpaLii cuiaenadiny Ha 56 %.

I'peiindpyroBuii cik € cinabkum iHriditopom CYP3A4 y CTiHII KUIIEYHUKY 1 MOXE BUKIUKATH
MOMipHE MiJBUILIEHHS IUIa3MOBUX PIBHIB cuiieHadiy.

OpHOKpaTHE 3aCTOCYBAaHHSI aHTAIMIHUX 3ac00iB (MarHilo TiAPOKCHAY/AIIOMIHIIO TiIPOKCHIY) HE
BILTUBAE HA 010IOCTYIHICTH CHIACHA]LITY.

Xoua gocmimkeHb crenupiyHoi B3aeMoJii 3 yciMa JIKapchbKUMHU 3ac00aMM HE MPOBOIMIOCH, 32
JaHUMHU TIOMYJSIIHHOTO  (apMaKOKIHETUYHOTO aHamidy, (apMakOKiHETHKa cuiaeHadiry He
3MiHIOBajacs MpU HOro OJHOYACHOMY 3aCTOCYBaHHI 13 JIIKQpChKUMH 3aco0aMu, 110 HalleXkaTb J0
rpynu iHTi6iTopiB CYP2CY (Tonbyramin, Bapdapus, ¢penitoin), rpynu inridiropis CYP2D6 (Takux
SK CEJEKTHBHI 1HTIOITOPH 3BOPOTHOTO 3aXOIUICHHS CEPOTOHIHY, TPULMKIIYHI aHTUICTPECAHTH),
TPYNH Tia3WJIHUX Ta TIa3WIOMONIOHMX MIYPETHKIB, METIHOBUX Ta Kallii30epiralouux JiypeTHKiB,
1HT10ITOPIB aHT10TEH3UHIEPETBOPIOIOYOro (hepMEHTY, aHTArOHICTIB KajbIlil0, aHTaroHICTIB Oera-
azpeHopenenTopis adbo inaykTopiB Merabdonizmy CYP450 (takux six pudamminuH, 6apOiTypatn).
Hikopannun sBisie coOoro riOpuj akTUBaTOpa KalbliEBUX KaHamMB Ta HiTpary. HiTtparHuii
KOMITOHCHT 3YMOBITIOE€ MOKITUBICTh HOTO CEpPHO3HOT B3aEMOIIT 3 criZIcHA(1IOM.

Egexmu cunoenaginy na inwi nikapcoki 3acobu.

JocmijpkeHns in Vitro.

Cunpenadin — cnabkuii iHridiTop 130dopm 1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4 (IKso > 150 MxMob)
nutoxpomy P450. OckiibKu MIKOBI TUIa3MOBI KOHIIEHTpAIlll cuiiaeHaduTy JOPIBHIOIOTH MPUOIU3HO
1 MKMoOJIB, BIUTUB IpenapaTy Makcirpa Ha KJIipeHC cyOcTpariB LUX 130()epMEHTIB MaJOHMOBIpHHIA.
Bigcyrni gani momo B3aemomii  cwigeHaduly Ta TakuX — HecnmenugiyHUX  1HT101TOpIB
dochoniecTepasu, sk TEOPUIIH Ta JUTIPUAAMOI.

JociipkeHns in Vivo.

Ockinpku BiOMO, MO0 cuiaeHadil Mae BIUIMB Ha METa0ONi3M OKCHAY a30TY/IIUKIIYHOTO
ryanosuaMoHodocdarty (1l M®D), Oyno BCTaHOBIIEHO, IO IIEH MpenapaT MOTEHIII0E TIMOTEH3UBHY
JiI0 HITpaTiB, TOMY HOTO OJHOYACHE 3aCTOCYBaHHS 3 JJOHOpPAMH OKCHIY a30Ty abo 3 HiTpaTamMH B
Oyab-sikiii (opMi MPOTUIIOKA3AHE.

OnHouacHe 3aCTOCyBaHHS cuiieHadiTy Ta O10KaTOpiB anb(a-aapeHOPeLenTopiB MOXKe MIPU3BECTU
JI0 PO3BUTKY CUMITOMATHUYHOI TIMOTEH311 y MESAKUX, CXUIBHUX J0 IBOTO MaiieHTiB. Taka peakirist
HailuacTille BHMHUKala MPOTATOM 4 roAWH ICHs 3acTOCyBaHHS cuijaeHadiny. Y xomi 3-X
JOCTIPKEHb CHelU(pIYHOl B3aeMOii JIKapChKUX 3aco0iB OyiokaTop aib(da-aJpeHOopeLenTopiB
nokca3o3uH (4 mr ta 8§ mr) Ta cunaeradin (25 mr, 50 mr Ta 100 Mr) 3acTocoByBaHCs OJHOYACHO
MamieHTam 13 JoOPOSKICHOIO TiNepIuIa3i€ro MepeIMiXypoBoi 3aj03H, cTabiiizalis crany Skux Oyna
JOCSTHYTA MPH 3aCTOCYBaHHI JIOKCA303UHY. Y IIUX MOMYJALISAX CIIOCTEPIraocs cepeHe 10JaTKOBE
3HIDKEHHSI apTepiajibHOr0 THUCKY Yy TIOJIOKEHH1 Jexaud Ha 7/7 MM pT. cT., 9/5 MM pT. cT. Ta
8/4 MM pT. CT. Ta cepeiHE 3HIKEHHS apTepiabHOrO TUCKY Y MOJOXKEHHI CTOSYM Ha 6/6 MM pT. CT.,
11/4 mm pT. cT., 4/5 MM pT. cT. BigmoBigHO. [Ipu omHOYACHOMY 3acTOCYBaHHI CHiAeHA(diITY Ta
JIOKCa303uHY Malli€eHTaM, cTadimi3allis CTaHy SKuX Oysa OCSITHYTa MPHU 3aCTOCYBaHHI JOKCA303UHY,
1HOJI TOBIIOMJISZIOCST PO PO3BUTOK CHMIITOMATUYHOI OPTOCTATUYHOI TIMOTEeH3ll. Y 1ux
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MOBIIOMJICHHSIX HMIIUIOCS MPO BUMAJIKK 3allaMOPOYEHHS Ta CTaH IEpel] HEMPUTOMHICTIO, aje 0e3
CHHKOTIE.

He cnoctepiranocst »&oJHUX 3HAYYIIMX B3a€MOJI MpU OJHOYACHOMY 3aCTOCYBaHHI cHiieHa(iTy
(50 mr) i TonbyTaminy (250 mr) abo Bapdapuny (40 mr), o meradomizyrotsess CYP2C9.
Cunnenadin (50 Mr) He IPU3BOAMB JI0 TIOJOBXKEHHS Yacy KpPOBOTEUi, CIPUYMHEHOI 3aCTOCYBaHHIM
areTUICATIIIOBOT KUCIOTH (150 mr).

Cunnenadin (50 Mr) He MOTEHIIIOBAB TIIOTEH3UBHY [0 AJKOTOIIO Y 3JI0POBUX TOOPOBOJIBIIIB MPU
CepEe/IHIX MaKCUMaIbHUX PIBHSIX €TaHOIY B KpoBi 80 mr/mJ.

VY mami€eHTiB, SKi 3aCTOCOBYBalIM CUIACHA(]DIN, HE CIIOCTEPITraocs XKOIHUX BiJIMIHHOCTEH MPOodLIIO
moOIYHMX e(eKTiB TOpIBHAHO 3 IUIanedo NpH OJHOYACHOMY 3aCTOCYBaHHI TaKWX KJIaciB
TINOTEH3UBHUX JIIKAPCHKUX 3aC001B, SIK JIIypeTUKH, O10KaTopu Oera-aapeHOpelenTopiB, IHTI0ITOpH
AII®D, anTaronictu anrioreH3uny II, aHTurinepTeH3uBHI JiKapChKi 3ac00M (CYAMHOPO3MHPIOBATIbHI
Ta LEHTPAIbHOI Jii), OJIOKATOpPH aJpeHEepriuHuX HEHpOHIB, OIOKATOPU KAIbLIEBUX KaHAIIB Ta
OsiokaTopu anbda-apeHopenenTopiB. Y ClemiaIbHOMY JOCITI/DKEHH] B3a€MOJIIT MPU OJTHOYACHOMY
3actocyBaHHi cuiaeHadiry (100 mMr) Ta amiIoAMIiHy THali€eHTaM i3 apTepiaibHOIO TiNepPTEH3i€l0
CIIOCTEPITajocs J01aTKOBE 3HIKEHHS CHCTOJIIYHOTO apTepialIbHOTO TUCKY B MOJIOKEHHI JIS)KAYH Ha
8 MM pT. cT. BiAmoBiiHe 3HIKEHHS J1aCTOIYHOTO apTePiaIbHOTO THCKY CTAHOBWIJIO 7 MM PT. CT. 3a
BEJIMYMHOIO 11 JIOJATKOBI 3HUKEHHSI apTepiaibHOTO THUCKY OylM MOPIBHIHHUMHU 13 THMH, IO
CTIOCTEpITajrcs MPH 3aCTOCYBAaHHI JIMIIE CHIIIeHA]ITY y 3I0pOBHX T0OPOBOJIBLIIB.

Cungenadin B nmo3i 100 Mr He BmMBaB Ha (apMaKOKIHETHYHI TOKa3HHMKHW 1HriOiTOpiB BIJI-
poTeas3u, CaKkBiHABIPY Ta pUTOHABIPY, sKi € cyocTpaTtamu CYP3A4.

Ocobnueocmi 3acmocyeans.

Jlo mouatky Tepamii cmig 3i0paTM MeOUYHMI aHaAMHE3 TMalieHTa Ta NpoBecTH (¢i3UKallbHEe
0OCTEXEeHHS IS TIarHOCTHKH €PEKTHIILHOI AUCHYHKIIT Ta BU3HAUCHHS i1 MOYIJIMBUX MTPHYHUH.
OCKUIbKM CeKCyajlbHa aKTUBHICTh CYNPOBOKYETHCS IEBHUM PHU3MKOM 3 OOKY ceplis, A0 MOYaTKy
Oy/ab-IKOTO JIIKYBaHHS EPEeKTHJIBHOI AUCOYHKIII JiKap Mae€ OIHUTH CTaH CepIEeBO-CYIUHHOI
cucremu nauieHta. CunaeHadis Mae CyAMHOPO3MUPIOBAIBHUHN €(EKT, 1110 MPOABIAETHCS JIETKUM Ta
KOPOTKOYAaCHUM 3HIDKEHHSIM apTepianbHOTO THCKY. Jlo mpu3HaueHHs cuiaeHadiay Jikap Mae
peTeabHO 3BAXKUTH, YU MOXKE TaKUi e(heKT YMHUTH HECIPUATIMBUMN BIUIMB HA NAIL€HTIB 13 HIEBHUMU
OCHOBHUMH 3aXBOPIOBAHHSMH, OCOOIMBO Yy KOMOIHAIII 13 CEKCyaThbHOI aKTUBHICTIO. /[0 maIrieHTiB
13 MiJBUIIEHOIO YYTJUBICTIO 0 Ba30AMJIATATOPIB HajleXaTh MAlliEHTH 13 OOCTPYKIIEI0 BUBITHOTO
TPakTy JIBOTO IIIyHOYKa (HANpUKIAd, CTEHO3 AaopTH, rineprpodiuHa oOCTPYKTHBHA
Kapaiomionartis) abo Mali€eHTH 13 PIAKICHUM CHHAPOMOM MYJIBTHCUCTEMHOI arpodii, OAHUM i3
MIPOSABIB SIKOT € TSKKE MOPYILIEHHS Peryisiii apTeplajibHOro TUCKY 3 00Ky BEreTaTMBHOI HEPBOBOI
CHCTEMH.

Makcirpa noTeHI110€ TIIOTeH3UBHUM e(DEeKT HITpaTiB.

VY MOCTMapKeTHHIOBOMY MEpioJii MOBILAOMIIAIOCA MPO TSDKKI MOOIYHI peakuii 3 00Ky cepleBo-
CYIMHHOI CHCTEMH, BKJIIOUAIOYHM 1HPAPKT MioKap[a, HECTaOlIbHY CTEHOKAap/lil0, palTOBY CEPLIEBY
CMEpTb, IIIJIYHOUKOBY apUTMil0, epeOpOoBacKyIsIpHI KPOBOBUJIMBH, TPAH3UTOPHY 1LIEMIYHY aTaKy,
apTepiabHy TINEPTEH31I0 Ta apTepiaabHy TIMOTEH3110, Kl 3a YacoM 30irajiucs 13 3aCTOCYyBaHHSIM
npenapary Makcirpa. Y OUIBIIOCTI NAIli€HTIB, ajie He Y BCIX, ICHYBaJIH (JaKTOPU PU3UKY CEpLEBO-
CYIMHHHUX 3aXBOpIOBaHb. baraTo Takux moOIYHMX peakiliii cmocrepiraiocs mija yac abo oapasy
IICJIA CTAaTEBOTO aKTY 1 JIMILE KIbKa TPANUIIOCs HEBJIOB31 Micis 3aCTOCYBaHHS npenapary Makcirpa
0e3 ceKCcyallbHOI aKTHUBHOCTI. TOMYy HEMOXJIMBO BHU3HAUUTH, YM IOB’SI3aHUN PO3BUTOK TaKHUX
noOIYHUX peakiiil 6e3nocepeHbo i3 dakTopaMu PHU3HMKY, YU IX PO3BUTOK 3yMOBIEHHH IHIIMMU
YHHHUKAMHU.

3aco0u 1t JIKyBaHHS €peKTUIBHOT TUCYHKIIT, Y TOMY YUCIi ¥ cuineHadis, ¢ npu3HavyaTy 3
O00EpeKHICTIO TAaIlleHTaM 13 aHATOMIYHUMHU JedopMallisMU TeHica (TaKuMHU SIK aHTYJISLis,
KkaBepHO3HUH (10po3 abo xBopoba Ileliponi) abo marieHTaM 31 CTaHaMU, IO CHPUSIOTh PO3BUTKY
npiamizMy (TaKMMU SIK CEpIONoAI0HOKIITHHHA aHEMIsl, MHOXKHHHA Mi€JloMa abo JIeHKeMis).
besneynicTh Ta €(pEKTUBHICTh OJAHOYACHOTO 3aCTOCYBaHHSA CWIEeHa(uly 3 IHIIMMU METOAaMHU
JKYBaHHSl €peKTUIbHOI AUCPYHKIII He BUBYaIWCA. ToMmMy 3acTOCYBaHHSA TakuxX KOMOIHAIill He
PEKOMEHYETHCS.

[ToBigoMIIsIIOCS PO PO3JIaau 30py Ta BUIAAKU HeapTepiabHOI NepeaHbol imeMIYyHoi Helpomnarii
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30pOBOTO HEPBA, MIOB’SI3aHi 13 3aCTOCYBAaHHAM cuiaeHadiny Ta iHmux iHridiropis ®JES. [TarienTiB
CIIT TIOMIEPEIUTH, 110 Y Pa3l panToBOro MOPYIICHHS 30py 3aCTOCOBYBaHHS mperapaty Makcirpa
CJIiJ] IPUMMHUTH Ta HETAHO 3BEPHYTHUCS JI0 JIKapA.

OnHouacHe 3aCTOCYBaHHs CHiieHa(d1Ty Ta pUTOHABIPY HE PEKOMEHTYEThCSI.

[TamienTam, siKi 3aCTOCOBYIOTH OJIOKaTOpu aibda-aTIpeHOPEIeNTOPiB, 3aCTOCOBYBATH CHIIICHA(ILT
CITiT 3 00€PEkKHICTIO, OCKUIBKY Taka KOMOIHAIlisl MOYKE MPU3BECTH O CUMIITOMATHYHOI TITOTEH31T Y
JEeSIKUX CXHIIBHUX JI0 I[HOTO TNarfieHTiB. CHMITOMAaTUYHA TIMOTEH31s 3a3BHYail BUHUKAE MPOTIToM 4
TOJIMH TICJS 3aCTOCYBaHHS cuiiaeHadiry. 3 METO MiHiMi3amil PU3HKY PO3BUTKY OPTOCTATHYHOL
rimoTensii Tepamito cuineHadiioM MOXHA PO3MOYMHATH JIMIIE y TEMOJWHAMIYHO CTaOUTBHUX
TMAaIIE€HTIB, SIKI 3aCTOCOBYIOTH OJIOKAaTOpH anb(a-aapeHopernenTopiB. PekoMeHoBaHa MOYaTKOBA
7032 TaKuM TMalieHTaM CTaHOBUTH 25 Mr cuigeHadimy. Kpim Ttoro, cmin npoindopmyBatu
TMAIIE€HTIB, SIK JIATH y pa3i MOsIBU CUMIITOMIB OPTOCTATUYHOT T1IMOTEH311.

JlocimipkeHHsT TPOMOOIIMTIB JIFOJAMHU TPOJAEMOHCTPYBaU, 1o IN VItro cwigeHadin moTeHIi0e
aHTHarperamiiai edekTu Harpito HiTponpycuay. Hemae xomHoi iHGopmarii moao 0e3medHocTi
3aCTOCYBaHHA CHJIACHa(ITy Mali€eHTaMyd 13 TMOPYIIEHHSAMH 3TOpPTaHHSA KpoBi ab0 TOCTPOIO
MENTHYHOI BUPa3Kow. TakuM YHHOM, 3aCTOCYBaHHS CHJIeHAQUTy TMalieHTaMu 1€l rpymnu
MOKJIMBE JIMIIE MICIIS PETENbHOT OI[IHKH CITiBB1THOLICHHS KOPUCTI Ta PU3HKIB.

Bmpama cnyxy. Jlikapsim ciifi mOpaJuTy MalieHTaM MPUIIMHUTHU 3acTocyBaHHs iHTi0iTOpiB DIES,
BKJIIOYAIOUM Tpermapar Makcirpa, Ta HErailHO 3BEpHYTHCS 32 MEAMYHOIO JONOMOTOI y pasi
panToBOro 3HWKCHHS YW BTpaTH ciyxy. [Ipo 1i sBHIa, sSKi TAaKOXK MOXYTh CYIPOBOJDKYBATHCS
J3BOHOM Yy BYyXax Ta 3allaMOPOYCHHSIM, MOBITOMIISIIOCS 3 ACOIIAII€l0 Y Yaci i3 3aCTOCYBaHHSIM
irioiTopiB ®EJIS, Brmrouaroun npemnapat Makcirpa. BusHauuTy, 4u 11i SIBUIIA MPSMO TOB’s3aHi1 13
3actocyBaHHsAM iHTiOITOpiB ®JAES un 3 iHmmMu (hakTopamu HEMOXKIIUBO.

OoHnouache 3acmocysanHst 3 2iNOMeH3UsHUMU npenapamamu. Makcirpa YHHHUTh CHCTEMHY
CYAMHOPO3IMIMPIOBAIBHY JII0 Ta MOXE B MTOJANBIIOMY 3HI)KYBATH apTepialbHUN THUCK Y TAIi€HTIB,
SIK1 3aCTOCOBYIOTh T1MIOTEH3UBHI JIIKApChKi 3acO0U. Y OKpeMOMY JOCTIIKEHHI JIKapchKO1 B3aeMOoii
OJTHOYACHE 3acTtocyBaHHs amtomuminy (5 mr abo 10 mr) Ta cunmenadiny (100 mr) mepopanbHO
CIIOCTEpITajocss CEepelHE JOJAaTKOBE 3HIDKCHHS CHUCTOJIYHOTO THUCKY Ha 8§ MM PT.CT. Ta
TIaCTOJIYHOTO — HA 7 MM PT. CT.

3axeoprosanns, wo nepeoaromvcs cmamesum uiisAXom. 3acTOCYBaHHS mpemapary Makcirpa He
3aXHINAE€ BiJ 3aXBOPIOBaHb, IO MEPEHAOThcs cTaTeBUM HUIIXOoM. CIifi TPOIHCTPYKTYBAaTH
MAIIE€HTIB 00 HEOOXIMHOCTI 3amoOiKHUX 3aco0iB AJis 3aXHMCTy BiJl 3aXBOPIOBaHb, IO
MepelaloThCs CTATEBUM IIISIXOM, BKIIIOYAIOUH Bipyc IMYHOAEDILUTY JIFOUHU.

3acmocyeanns y nepioo eacimuocmi ma 200y8auus 2pyooio.
[Ipemapat Makcirpa He MpU3HAYEHHH ISl 3aCTOCYBAHHS KIHKAMH.

30amuicms eénaueamu Ha wWEUOKICMb peakyii npu KepyeauHi A8MOMpPAHCHOPMOM ab0 [HUUMU
MexauizMamu.

JlocnipkeHb BIUIMBY Npenapary Ha 3/1aTHICTh KepyBaTH TPAaHCIIOPTHUMHU 3aco0aMH Ta MPAIfOBAaTH 3
IHITUMHU MEXaH13MaMHu He TIPOBOIUIOCS.

OCKinbKM y KIIHIYHUX JOCTIPKEHHSX 3aCTOCYBaHHS CHUIACHA(UTy MOBIIOMIISIOCS MPO BUMAAKH
3allaMOpOYEHHsSI Ta MOpYLIEHHS 3 OOKy OpraHiB 30py, Mepea TUM SK CiIaTh 3a KepMo
TPaHCHOPTHOro 3aco0y abo MpalfoBaTH 3 1HIIMMHU MeXaHi3MaMHU, Mali€eHTaM HeoOX1IHO 3 sCyBaTH,
SIKOTO € TXHS 1HAMBIyaJbHA PEaKIlisl Ha 3aCTOCYBaHHS Ipemapaty Makcirpa.

Cnoci6 3acmocysanns ma 0o3u.

IIpenapat 3aCTOCOBYIOTH IEPOPATIBHO.

Jna edexktuBHOI Ai1 npenapaty Makcirpa notpiOHe cekcyaiabHe 30yKEHHS.

Lopocni.

PexomennoBana pmo3a mpemapaty Makcirpa cTraHoBHTh S50 M Ta 3acTOCOBYEThCS Y pasi
HEOOXITHOCTI MpHUONM3HO 3a TOAMHY JIO CTAaTE€BOrO akTy. 3alie)kKHO BiJ e(EeKTHBHOCTI Ta
MEePEHOCUMOCT] TIpenapary 103y MokHa 30utemmTa g0 100 Mr abo 3HM3UTH 110 25 MT.
MakcumanbHa peKOMEeH/1I0BaHa 103a cTaHOBUTH 100 mr.

MaxkcruMainbHa peKOMEHJ0BaHa 4acToTa 3aCTOCYBaHHs IpernapaTy cTaHOBUTH 1 pa3 Ha no0y. [Ipu
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3acTOCYBaHHI npenapary Makcirpa mija yac npuidioMy 1Ki i mpernapaTy MO>Ke HacTaBaTH Mi3HiLIe,
HDK IIPH MOT0 3aCTOCYBaHHI HATIIIE.

Hayienmu nimubo20 8iK).

HeoOximHicTh Yy KOPEKIIii 1031 Mali€eHTaMm JIITHBOTO BiKY (= 65 pokiB) BiACYTHS.

Tlayienmu i3 HUPKOBOIO HEOOCMAMHICMIO.

[TamieHTaM 13 HUPKOBOKO HEIOCTATHICTIO JIETKOTO Ta MOMIPHOTO CTYIEHs (KJIIpEeHC KpeaTUHIHY Bif
30 mo 80 miI/XB) peKOMEHIOBaHA J103a Mpenapary € aHaJOTIYHOK /1031, HABEJEHIN BUIIE y PO3ILIi
«dopocmi».

OCKIBbKH y TaLli€HTIB 3 HUPKOBOIO HEJAOCTATHICTIO TSHKKOTO CTYINEHS (KIIPEHC KpeaTHHIHY HIDKYe
30 M/xB) KiipeHc cuiiaeHadUTy 3HIDKCHUH, PEKOMEHJ0BaHA J103a IperapaTy CTaHOBUTH 25 MT.
3anexHo BiJl €EKTHBHOCTI Ta MEPEHOCHUMOCTI Mpemapary 103y MokHa 30utemmTa 10 50 mMr ta
100 wmr.

Tlayienmu i3 neuinko8o HedocmamHuicmio.

OCKUIBKY Y MAIIIEHTIB 13 MEYIHKOBO HEJIOCTATHICTIO (HAIIPHUKIIAA IIMPO30M) KIIipeHC cuiiaeHaduTy
3HIDKEHUH, PEKOMEHOBaHA J[03a Tpenapary CTaHOBUTh 25 Mr. 3ajeXKHO BiJ €EKTUBHOCTI Ta
MePEHOCUMOCTI MpernapaTy 103y MokHa 30u1bmuth 10 50 mr ta 100 mr.

Hayicumu, axi 3acmocogyioms iHwii TIKAPCbKi 3acoou (HanpuKkiao KemoKOHA30], epumpoMiyuH,
YUMemuouH, pumoHaeip).

JeranpHa iHGOpMAIlis HaBeJAeHA y po3auli «B3aemois 3 IHIIMMH JIIKAPCHKUMHU 3ac00aMu Ta 1HIII
BUJIU B3a€MOJIIN».

PexomeHnoBaHa moyaTKoBa J103a Mpemnapary naiieHram, siki 3actocoBytoTh iHriditopu CYP3A4, 3a
BUHATKOM PUTOHABIPY, 3aCTOCYBaHHS SKOTO pa3oM 13 cuiieHadiioM HE PEKOMEHIYEThCS,
CTAaHOBUTH 25 MT.

3 Meror MiHiMi3alil pPHU3UKY PO3BUTKY OPTOCTATUYHOI TIMOTEH31I CTaH TMAalli€HTIB, fKi
3aCTOCOBYIOTh OJIOKaTOpH aib(ha-aJpeHOpeNenTopiB, Mae OyTH CTalimi30BaHUN 10 IMOYATKY
3acTocoByBaHHs cuieHad1y. PekoMeHoBaHa moyaTKOBA /1032 cuiiieHad 11y CTAHOBUTD 25 MT.
[Ipemapat Makcirpa He MPU3HAYCHUN JUTsI 3aCTOCYBAHHSI JKIHKAMH.

Jimu.

[Ipemapat Makcirpa He moka3aHuii Ui 3aCTOCYBaHHsI 0co0aMu BiKOM 10 18 pokiB.

Ilepeoosysanna.

VY KIIHIYHUX JOCHIDKEHHSX 3a YYacTio J0OpOBOJIBLIB MiJ Yac 3aCTOCYBAaHHSA pa3oBOi /03U
cunaeHagpiny o 800 mr mobiyHi peakuii Oynum MOMIOHMMH [0 THX, IO CIOCTepiraiucs Npu
3aCTOCYBaHHI CHJICHAQUTY y HUKYHMX J03aX, ajie 3yCTpIdaaucs JacTime Ta Oyau OUIbII TSKKUMH.
3acrocoByBaHHs cuijeHadiny y 1031 200 Mr He MPU3BOIWIO A0 MiABHIIEHHS €(pEKTUBHOCTI, aie
CHPUYHUHSIIO 3pOCTaHHSA KUIBKOCTI BHUMAJKIB PO3BUTKY MOOIYHMX peakuidl (roJoBHOro 000,
MPUIUIMBIB KPOBI, 3aI1aMOPOYEHHS, AUCHEINCIi, 3aKIIa/IeHOCTI HOCa, MOPYIIEHb 3 OOKY OpraHiB 30pY).
VY pasi nmepeno3yBaHHsA TMPU HEOOXIJHOCTI BAAIOTHCS 10 3BUYAWHUX MIATPUMYIOUHX 3aXOJIB.
IIpuckopeHHst KiipeHCy cuileHaduly Npu TeMojiani3i MaJoMMOBIpHE BHACHIJOK BHCOKOIO
CTYIIEHS 3B’SI3yBaHHs Mpenapary 3 OuIKamMu IjIa3Mu KpOBI Ta BIICYTHOCTI eiMiHaLll cuiaeHadury
13 ceyero.

I06iuni peakuii.

VYci kIiHIYHO 3HauyIl MOoOIYH1 peakiiii, 0 CIOoCTepiranucs y KIHIYHUX JOCITIKEHHSIX 4acTille,
HIX NP 3aCTOCYBaHHI Iane0o, HaBeJeHO HIDKYE BIAMOBIMHO 10 Kinacudikaiii «Cucrema—opran—
KJIac» Ta 4acToTH: ayxe 4acto (> 1/10), gacto (> 100 ta < 1/10), mewacto (> 1000 ta < 1/100) Ta
piako (= 10000 ta < 1/1000). Kpim Toro, yacroTa KJIiHIYHO 3HAYYIIUX MOOIYHUX PEaKIliid, Mpo sIKi
MOBIIOMJISUIOCS Y paMKaxX TIOCTMAapKETHHTOBOTO JIOCBiAY, BU3HAUYCHA SIK HEBiIOMa.

Y Mexax KOKHOI 4acTOTHOI rpymnu MoOiuHI peakilii HaBeleHi y MOPSAKY 3MEHIICHHS CTYIeHs X
TSDKKOCTI.

Ingpexyiiini ma iH8a3UBHI 3AX80PIOBAHHSI.

Heuacro: puniT.

Po3znaou 3 6oky imynuoi cucmemu.

Heuacro: rinepuyTinBicTh.



Po3znaou 3 6oky nepsosoi cucmemu.

Jly>ke 9acTo: TOJIOBHH OiJb.

Yacro: 3anaMOpOYEHHS.

HeuacTo: COHIUBICTD, TiIecTe3isl.

Pinko: iHCYnBT, TPaH3UTOPHA ILIEMiYHA aTaka, CyIOMH™, pEIIUIUBH CyIOM™, CHHKOIIE.

Posznaou 3 boky opeanie 30py.

Yacrto: mopylieHHs CIPURHATTS KOJIbOpY**, po3maau 30py, 3aTbMapeHHs 30py.

Heuacrto: posmamu ciabo30oBumiIeHHA™**, Oinb B ouax, ¢oTodoOis, ¢oTormcisa, rimepemis odveH,
SICKpaBICTh 30PY, KOH FOHKTHBIT.

Pioxo: HeapTepianbHa niepeHs ileMidyHa HeHporaris 30pOBOro HepBa™, OKII031s CyIMH CITKIBKH™,
pETHHANBHUN KPOBOBWJIMB, apTEPiOCKIEPOTHYHA PETHHONATISA, MOPYIIEHHS 3 OOKY CITKIBKH,
rIaykoMa, 1eeKTy mosis 30py, JUILIIONIs, 3HHKEHHSI TOCTPOTH 30pY, MIOITisl, aCTEHOIIIs, TIaBardi
MOMYTHIHHSI CKJIOBHJTHOTO Tijia, MTOPYIIEHHS 3 OOKY pailny:kHoi 000JIOHKH, Mijpia3, MOsiBa CAIOYHX
KpYTiB HaBKOJIO JDKepena CBiT/ia (rajo) y MmoJji 30py, HaOpsIK o4yeH, MPUITYXJIICTh OUeH, MOPYyIICHHS
3 OOKy oueil, rimepeMis KOH IOHKTHBH, MOJAPA3HEHHs OYel, aHOMAaJbHI BIMYYTTS B O4ax, HAOpsK
TOBIK, 3HEOAPBIICHHS CKJICPH.

Posnaou 3 boky opeanie cnyxy ma eecmubynsipno2o anapamy.

Heuwacro: 3anmamopoueHnHs, A3BiH y ByXax.

Pinko: rmyxora.

Posznaou 3 6oky cepys.

Heudacro: Taxikapais, mocuieHe cepueOnTTs.

Pinko: panmToBa cepueBa cMmepTh®, i1H(PAPKT Miokapja, NUTYHOUYKOBa aputmis™, (iOpuisLisa
nepezacepib, HecTabiibHa CTEHOKAPIis.

Po3znaou 3 60Ky cyoun.

YacTo: mpUIIIMBH KPOBi 1O 00IMYYS, TPUIUIABH JKapy.

Heuacro: rimepreH3is, TinmoTeHsis.

Po3znaou 3 6oky pecnipamopmnoi cucmemu, opeanie epyoHoi KIimKu ma cepeodoCminHs.

Yacro: 3akaieHICTh HOCA.

HeudacTo: HOCOBa KpoBOTEUa, 3aKJIAZICHICTh MMPUAATKOBUX Ma3yX HOCA.

Pinko: BiT4yTTsI CTUCHEHHS y TOpJIi, HAOPSK CIM30BO1 0OOJIOHKH HOCA, CYXICTh y HOCI.

Posnaou 3 60Ky wnynko6o-kuumKo8020 mpakmy.

YacTo: Hy10Ta, TUCTIETICIS.

Heuacro: ractpoe3odareansHa peduirokcHa XxBopoOa, OJiFoBaHHS, O11b y BEpXHIA YaCTHHI KUBOTA,
CYXICTb Yy POTI.

Pinxo: rinmecresist poTOBOI MOPOKHUHHU.

Po3znaou 3 6oky wkipu ma niowkipnoi mKaHuHu.

Heuacro: Bucunanus.

Pinko: cunapom CriBeHca-/[)koHCOHA™, TOKCHYHUI eMiiepMaTbHUN HEKPOmi3™®.

Posnaou 3 6boky onopro-pyxoeoco anapamy ma cnoay4Hoi mKaHuHu.

Hewacro: mianris, 611 y KiHITIBKaX.

Po3znaou 3 6oky cewosudinvHoi cucmemu.

HeuacTo: rematypis.

Posnaou 3 boky penpodykmugHoi cucmemu ma MOJOYHUX 347103

Pinko: kpoBoTeua 31 CTaTeBOro WieHa, mpiamizM™®, reMmaTocnepMisi, MOAOBKEHA EPEKILis.

3azanvhi posznaou.

HeudacTo: 6i51b y rpy/sX, MiIBUIIIEHA CTOMIIIOBAHICTh, BITUYTTS XKapy.

Pinko: moapasueHHs.

Obcmedicenns.

HedacTo: mijBHIIieHa 9acToTa CEPIIEBUX CKOPOYCHB.

* TToBimoMIISIOCS JIUIIIE T Yac JTOCIHIKEHHS MicIsl BUXOIy MpernapaTy Ha pUHOK.

** [lopylieHHsT CHPUNHATTS KOJBOPY: XJIOPOINCIS, XPOMATOIICisl, I[IaHOICIsI, EpUTPOIICIs,
KCaHTOTIICIsl.

*** [TopymieHHsT CIIBO3OBUIUICHHS: CYXICTh B O4YaX, MOPYIIEHHS CIHO30BUAUICHHS Ta TiIBUIICHHS
CIIbO30BUIIJICHHS.



Hwxue3aznaueHi siBuma croctepiramucst y <2 % NamieHTiB y X0l KOHTPOJIbOBAHUX KIIHIYHHX
JOCITIJDKEHb; TIPUYMHHANA B3a€MO3B’S130K He Bu3HadeHWU. [1oBiOMIICHHS BKJIIOYANIH SIBHINA, IO
MaJIH BIpOTiTHUH 3B’S30K 13 3aCTOCYBAHHSIM Mpenapary.

3acanvni. Habpsx o6mmuys, peakitii OTOUyTINBOCTI, IOK, aCTeHis, O11b, panToBe MaAiHHsA, Ol Y
KHBOTI, palTOBE MOIMIKOKECHHS.

3 6oky cepyeso-cyounnoi cucmemu. creHokapmis, AV-06i1okana, MirpeHs, ocTypajibHa TIMOTEH3is,
imeMiss Miokapja, TpoMOO3 CYIMH TOJIOBHOIO MO3KY, panToBa 3YMHHKAa CepIls, MOPYIIEHHS
pesyabTaTiB Ha EKI', kapaiomiomaris.

Posnaou 3 60xy winynko6o-kuuiko6o2o mpaxkmy: TIIOCUT, KOJIT, nucdaris, TaCTPUT, TaCTPOCHTEPHUT,
e30(arit, CTOMaTHT, MOPYIIEHHS PE3YJIbTATIB MEYIHKOBHUX P00, peKTaibHa KPOBOTEYA, T1HTIBIT.

3 60Ky cucmemu Kpogi ma nimgpamuyHoi cucmemuy. aHeMisl, TEUKOTICHIL.

Poznaou memabonizmy ma xapuyeanus: chpara, HaOpsK, Iojarpa, HecTaOlIbHUNA miaber,
rinepriikemis, nepudepuyHi HAOPAKH, TiIEPYPUKEMIs, TOTITIKeMis, TiepHaTpieMIs.

Posznaou 3 60ky cxenemuo-m’a3060i cucmemu: apTpuT, apTPo3, PO3PUB CYXOKUIUIS, TEHOCUHOBIT,
O1JIb y KiCTKaX, MiaCTEeHis, CHHOBIT.

Po3znaou 3 60oky nepsosoi cucmemu: atakcisi, HeBpalrisi, HeUpomaTisi, MapecTesisi, TPEMOp, BEPTUTO,
nernpecis, 6€3COHHs, aHOMaJIbHI CHOBUIIHHS, 3HIKEHHS peQIICKCIB.

Posznaou 3 60oky OouxanvHoi cucmemu: acTMa, AUCIHOE, JAPUHTIT, (ApUHTIT, CUHYCHT, OpPOHXIT,
MOCUJICHE CIIMHOBHIIICHHS, TOCUJICHHS KaILTIO.

Po3znaou 3 60xy wkipu: KponuB’siHKa, Teprec, cBepOixk, MTINBICTh, BUPA3KU LIKIpH, KOHTAKTHHMA
JIepMATHUT, eKC(OITIaTUBHUI IEPMaTHT.

Cneyugiuni 6ioyymms: panToBe 3HIDKEHHS YU BTpaTa Ciyxy, OUTb y ByXax, KPOBOBHIIUB Yy OKO,
KaTapakTa, CyXiCTh B OYax.

Po3znaou 3 60ky ypocenimanvhoi cucmemu: TUCTUT, HIKTYpis, MiBUIIEHA YACTOTa CEYOBUITYCKAHb,
30UTBIICHHS. MOJIOYHUX 3aJ103, HETPHUMAHHS Ce€di, MOPYIICHHS eAKYIALii, HAOpSK CTaTEeBUX OpPraHiB,
aHoprasmis.

JloCBia 3acTOCyBaHHS Ticis BUXOAY Ha puHOK. Ilicms BuXony mpemapary Ha pUHOK Oyiu
igeHTudikoBaHi HUXKYe3a3HaueHi MoOiyHi peakuii. OCKiNbKK MPO Taki peakiii MOBIAOMISIOTH
JTOOPOBUTLHO Ta MOBIAOMIICHHSI HAXOIATh BiJl HEBIIOMOI KUIPKOCTI MAIlI€HTIB, HE 3aBXKIH MOXKHA
JIOCTOBIPHO OIIIHUTH X 4aCTOTY Ta BCTAHOBUTU MPUYMHHUHN 3B’S30K 13 €KCIIO3MIII€I0 JIKAPCHKOTO
3aco0y. Lli sBuma Oynm 3a3HaueHi SK 4epe3 iX Cepio3HICTh, YACTOTY MOBIJOMIICHHS, BiJICYTHICTh
YiTKOT'0 aJIbTePHATUBHOTO 3B’ 3Ky, TaK 1 yepe3 KOMOIHAIi0 IIUX (aKTOPIB.

Cepyego-cyounni ma yepeoposackynapui sisuwa. 110B1iIOMISIOCS PO CEPHO3HI CEPIIEBO-CYINHHI,
1epeOpOBaCKYISIpHI  Ta CYyAMHHI SBUINA, BKJIIOYAalOYM 11epeOpOBACKyJSIpHY  KpOBOTEUY,
cy0apaxHOinanbHy Ta BHYTPIIIHBOIEPEOpaIbHY KpPOBOTEUY Ta JIETEHEBY KpOBOTEUY, IO Oynu
MOB’s3aH1 y 4Yaci 13 3aCTOCYBaHHAM cuijieHadiy. BiiablicTh mamieHTiB, ajge He BCi, Malld 1CHYIOU1
(bakTopu cepreBo-CyIMHHOTO pu3uKy. [loBimomisnocs, mo Oarato 3 LMX SBUI BUHUKIMU M Yac
abo Bigpa3y micas CeKCyallbHOI aKTUBHOCTI Ta JEKiIbKa SBUII BHHHUKIM BiJpa3y TiJ uac
3aCTOCYBaHHs cuiieHadiny 0e3 ceKCcyaabHOl aKTHUBHOCTI. [HIN SBHIAa BUHUKIA TPOTATOM
JEKUIbKOX TOAWH 4YM JHIB TMICIs 3aCTOCYBaHHS CHJeHauly Ta CEeKCyaJllbHOi aKTHBHOCTI.
HeMoxn1BO BCTAaHOBHUTH, UM MAIOTh Il SIBUIA MPSMUKA 3B’SI30K 13 3aCTOCYBAaHHSIM Ipemnapary, i3
CEKCYaJIbHOIO aKTHBHICTIO, 13 HAsIBHUMHU (haKTOpaMM PU3UKY YM 13 KOMOIHALIEI0 IIUX (aKTOPIB, UM 3
IHIIMMH (paKTOpamH.

Kpoeonocna ma nimgpamuuna cucmemu: Ba300KIIO3UBHUNA Kpu3. Y HEBEIMKOMY 3aBYaCHO
MIPUTIMHEHOMY JOCTI/DKEHH1 3aCTOCYBaHHS CWIICHA(Ty TaIli€eHTaM 3 JIETCHEBOIO apTepiaibHOIO
rinepTeHsieto, BTOPMHHOIO 1010 CEPIONOAIOHOKIITUHHOT aHeMil, P 3aCTOCYBaHHI CHIIZIeHadiTy
PO PO3BUTOK BAa300KJIIO3MBHUX KPHU31B, IO MOTpeOyBaiu rocmitaiizalii, MToB1IOMIISIIOCS YacTille,
HDK TIpU 3acTocoBYBaHHI mmiane6o. KoiiHiuHe 3HaueHHs i€l iHdopmamii s TAaIi€HTiB, SKi
3aCTOCOBYIOTH IpenapaT Makcirpa 3 MeTOo JIKyBaHHS €peKTUIIbHOT TUCHYHKIIIT, € HEBITOMHM.
Hepeosa cucmema: TpuBora, TpaH3uTOpHA TI100aJIbHA AMHE3s.

Cneyuchiuni iouymmsi.

Cryx. Tlicns Buxony mpernapary Ha pUHOK IOBIIOMIISIIOCS MPO BUIAAKH PANTOBOIO 3HMKEHHS YU
BTpaTH CIyXy, IMOB’si3aHl Yy 4Yaci 13 3acTOCYBaHHSM cuwiaeHadiry. VY JesKuxX BHIaJKax
MOB1IOMJISIIOCS TIPO HAsBHICTh MEAMYHMX CTaHIB Ta IHIIMX (DaKTOpPiB, 110 MOTJIM BIIIrPaTH POJIb Yy
PO3BHUTKY MOOIYHUX peakiii 3 00Ky ciyxy. Y OaraThoX BHITaJIKax 1H(OpMAIliS 010 MOATBIIOTO
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MEIWYHOTO CIIOCTEPEXKEHHS BIACYTHA. Bu3HauWTH, 4M 1i sBUIIA NpPSAMO OB sA3aHi i3
3aCTOCYBaHHSAM Tipenapaty Makcirpa, 3 HasBHMUMHU (aKTOpaMH pHU3UKY BTpaTH CIyxXy, 3
KoMOiHaIi€ro nux (pakTopiB UM 3 IHIIMMHU (HaKTOPaMHU, HEMOKIIHBO.

3ip. TMMYacoBa BTpaTa 30Dy, IOUYEPBOHIHHS OYEH, MeUis B 04ax, MiJBUIICHHS BHYTPIITHbOOYHOTO
TUCKY, HAOPSIK CITKIBKH, CY/IMHHI 3aXBOPIOBaHHS CITKIBKH Y¥ KPOBOTEYA, BiIIAPYBAaHHS CKJIMCTOTO
Tina.

[Ticna BUXoy mpenapary Ha pHHOK PiJIKO HMOBITOMIISIOCS MPO BUIIAAKH HeAapTepiaabHOI MepeaHbOT
iIeMiYHOT HeBpomartii 30pOBOT0 HEPBa, IO € MPUYMHOI 3HIKEHHS 30Dy, BKIFOYAIOYH TOCTIHHY
BTpaTy 30py, fAKi Oynu moB’si3aHi y daci i3 3actocyBaHHsM iHriOiTopiB ®DJIES, Britouyaroun
cunaenadin. bararo 3 mamieHTiB, ajle HE BCl, MaJIM HasBHI aHATOMiI4HI abo cyauHHI (akTopH
PHU3UKY PO3BHUTKY HeapTepialbHOI MepeiHboi imemMiuHoi HeBpomaTii 30pOBOT0 HEPBa, BKIIOYAIOUU
(aste HEOOOB’SI3KOBO OOMEXKYIOUHCH) TaKi: HU3bKE CITIBBIJHOIICHHS JiaMETPy €KCKaBallli Ta JUCKY
30pOBOTO HEpBa (3acCTiiHWI JHUCK 30pOBOrO HepBa), BiK Oimbiie HiK S50 pokiB, TinmepTeH3is,
3aXBOPIOBaHHS KOPOHAPHUX apTepii, TimepiimiaeMis Ta namiHHsA. HeMOoXIWBO BHU3HAYMTH, UM IIi
SBHIIA MPSIMO TOB’s13aHi 13 3acTocyBaHHAM iHTiOITOpiB DJIES UM 3 HasIBHUMM aHATOMIYHUMH 200
CYIMHHUMH (paKTOpaMHU PU3UKY, UM 3 KOMOIHAIII€I0 IIMX BCIiX (DAKTOPIB, YU 3 IHIIUMHU (DAKTOpaMH.
3gimyeanusn npo nido3prosari nodiuHi peakyii. 3BITYBaHHS MPO M1A03PIOBAaHI MOOIYHI peakii micis
peecTpallii JTiKapchKOro 3aco0y Mae BaxkiuBe 3HaueHHs. Lle mae 3mory mpoBomuTH Oe3nepepBHUN
MOHITOPUHT CHIiBBIJHOIIEHHS MK KOPUCTIO 1 PHU3UKaMH, IMOB’SI3aHUMH 13 3aCTOCYBAaHHSM IIHOTO
mikapcbkoro 3aco0y. Jlikapsim ciig 3BiTyBaTH Mpo Oynb-fKi MiA03proBaHi MOOIYHI peakii
BiJITIOBiTHO 10 BUMOT 3aKOHOJIaBCTBA.

Tepmin npuoamnocmi. 4 poxu.

YMmoBu 30epiranus.
He noTpebye cnemianbHuX yMOB 30€piranusi.

30epiraTu B MiCIISIX, HEAOCTYITHUX IS TITEH.

YnakoBka.
ITo 1 abo mo 4 tabnerku y Omicrepi; mo 1 OmicTepy y KapTOHHIN yMaKOBIIi.

Kareropis Binmycky.
3a perienTom.

BupoOHunk/3asiBHUK.
®dapmarneBtuunmii 3aBo ,, [ IOJIbOAPMA” C.A./
Pharmaceutical Works “POLPHARMA” S.A.

Micue3naxo/:keHHs1 BUPOOHMKA Ta HOro agpeca Micusi MPOBa/’KeHH TislIbHOCTI.
By [lenbmnunncka, 19, 83-200, Ctaporapa I'nanbcku, [Tonbia/
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.

JlaTa ocTaHHBOIO MeperJsay.
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