Ckian

Oitoua peyosuHa: cungeHadi;
1 TabrmeTka MicTUTDH cunmeHadiny UuTpaT, 10 eKBiBajleHTHO cungeHadiny 50 Mmr;

oonomiodcHi pedyosuHu: maHiT (E 421), kpocmioBimoH (tun A), moBimoH K-30, KpoxMaib
KYKypPYyA3sSHUU, HATPilo JaypusiacyiabdaT, Martito cTeapaT, KPEMHII0 JIOKCUT,
KOJIoimHuii 6e3BOOHUM;

06010HKa: ritpomeno3a, marporon 6000, Tutany miokcup (E 171), Tanbk,
imgurokapmis (E 132).

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcCHOBHI (pi3uko-ximMiuHi 81acmuBocmi: KPyrii, ABOOIIYKJIi TabeTKH, BKPUTIi
IIJIIBKOBOIO 000JIOHKOIO roTy00ro KOIbOpPY.

®dapMaKoTepalneBTHUYHA Irpyna

3acobwu, 1110 3aCTOCOBYIOThCS IIPU epeKTUuNbHiM auchyHkiii. Cungenadin. Kog ATX
G04B EO03.

dapMakKogHHaMiKa

Mexani3m gii. CungeHadin € nmpemapaToM [ epPOPaIbHOr0 3aCTOCYBaHHS,

NpHU3HAUYEHUM [OJIs JIIKyBaHHS €peKTUIbHOI AucyHKII1. [Tpu cekcyanbHOMY
30ymKeHHi mperapaT BigHOBIIIOE 3HUXKEHY €PEeKTUJIbHY QYHKIII0 HIJITXOM ITOCUJIEHHS
IIPUTOKY KPOBI [0 IIeHica.

dizionoriyHuM MexaHi3M, 110 3YMOBJIIOE €PEKIIif0, BKJII0Ya€ BUBIJIbHEHHS OKCUOY a30Ty
(NO) y KaBepHO3HUX TijllaxX i 4ac CeKCyaJbHOTro 30yOKeHHs. BUBiTbHEHU OKCHU
a30Ty aKTUBY€E (DepPMEHT ryaHiaTIMKIIa3y, III0 CTUMYJIIOE HTigBUIIEHHS PiBHS
IUKJIiYHOTO0 TyaHo3uHMOHOpochaTy (HI'M®), 1110 3i cBOTo OOKY, BUKJIUKAE
po3cnabiieHHs TJIagKol MYCKYyJIaTypU KaBePHO3HUX TiJl, CIIPUSIOYN ITPUTOKY KPOBI.

CunpmeHadin € MOTYy>KHUM Ta CEIEeKTUBHUM iHTiOiTopoM 1l MO-crienndpivyHol
docdopmiectepazu 5 (OIIES5) y KaBepHO3HUX Tinax, e ®IES Biamosimae 3a po3nap
I’ M®. EdbekTu cunmeHadiny Ha epeKiliio MailoTh IepudepudIHu XxapakKTep.
Cunpmenadin He YMHUTH O€3M0CEPEeIHbOI PeIaKCcyoyol il Ha i30/TboBaHi KaBepHO3Hi
Tijla JTIOOWHY, ajie IOTYXKHO IMOCUJTIOE po3ciabmioouy mito NO Ha gaHy TKaHUHY. [1pu



aktuBallii Metaboniynoro nsixy NO/uI'M®, 11o BigOyBa€eThCsI IPU CTATEBIiM
cTuMysiii, inrioyBanus cunmeHadinom ®IES nmpu3BoOuTh OO0 ITiOBUIEHHS PiBHS
11’ M® y KaBepHO3HUX Tilax. TaKUM YUHOM, [OJIs TOTO, 11100 cunmeHadin BUKITUKaB
HeoOxigHu# (papMakonoriyHuu epeKT, TOTPiOHe cekcyasibHe 30yIKeHHS.

Bonus Ha dapMakoguHaMiky. [ocmigKeHHs in vitro moka3anu CeJIeKTUBHICTh BIIJIMBY
cunmenadiny Ha ®JIIES, mo 6epe akTUBHY y4acCTh Y IIpoileci epekiii. EdpekTt
cungeHadiny Ha ®IIES noTyXHImuK, HiXK Ha iHIIl BimoMi pocdomiecTtepasu. Lleu

edekT y 10 paziB noTyxkHimmui, HixK epekT Ha OIIEG, 1110 6epe yyacTh y mpolecax
(oTomepeTBOpPEHHS y CiTKiBIi. [Ipn 3acTOCYyBaHHI MaKCUMaJIbHUX PEKOMEHIOOBaHUX
003 CeJIeKTUBHICTE cunpgeHadiny go ®IIES y 80 pa3iB mepeBuIllye WOTr0 CEJIEKTUBHICTD
no ©®IIE1, y 700 pa3zis Buina, HixkK 1o ©®NE2, ®[IE3, ®1E4, OIE7, ®IIES, ®IIE9,
®IOE10 Ta ®IOE11. 30kpeMa, cenekTuBHIiCTh cungeHadiny go ©®IES y 4000 pasiB
nepeBuUINye Uoro ceneKTuBHICTh 00 OIIE3 - nfI'MO-cnenudiyuol isopopmu
dbocdomiecTrepasu, 110 6epe y4acTb y perynsilii cepiieBoi CKOPOTIMBOCTI

dapMaKOKiHeTHKa

AGcopbuisi. Cunpgenadin mBuaKo abcopbyeTbcsi. MakcuManbHa KOHIIEHTPAIlis
JIiKapCchKOTo 3aco0y y miua3mi KpoBi (Cmax) gocsiraetbest mpoTsiroM 30-120 xBunuH (i3
MeaiaHo0 60 XBUJIMH) MiC/Is MOT0 ITepopabHOTO 3aCTOCyBaHHA HaTile. CepenHs
abcomoTHa 6i0AOCTYIIHICTE MiC/IsI IIePOPaIbHOTI0 3aCTOCYyBaHHS CTaHOBUTDH 41 % (3
fiarma30HOM 3Ha4deHb Bif 25 1o 63 %). Y pekoMeHOOBaHOMY fiarna3oHi go3 (Big 25 o
100 mr) nokazrauku AUC (nioia mifg papMaKOKiHETUYHOIO KPUBOIO «KOHIIEHTpallis-
Jac») Ta Cmax cungeHadiny micias 1oro nepopajabHOT0 3aCTOCYBaHHSA MiTBUIYIOTHCA
IIPOMIOPLIINHO 0 OO3H.

[Tpu 3acTocyBaHHi cunaeHadiny mig 4yac BXKUBaHHS 1Ki CTyNniHb abCoOpO1Iil 3HUKYETHCSA
13 cepenHiM momoBxKeHHAM Tmax 1o 60 XBUJIKH 1 cepenHiM 3HMXKeHHSIM Cmax Ha 29
%.

Posnogin. Cepennit piBHOBaxkHUM 00’eM po3mnoxminy (Vd) cranoButk 105 miTpis, m1o
CBIIYMTH PO PO3MOMIN IIpelapaTy B TKaHWHaX opraniamy. [liciass ogHOpa30BoOTo
IIepopanbHOr0 3aCTOCYBaHHs cunmeHadiny B 0o3i 100 Mr cepegHss MakKCHMallbHa
3arajibHa IJTa3MOBa KOHIIEeHTpallis cunaeHadiny cTaHOBUTDL Ipubnu3uo 440 Hr/M
(koedimienT Bapiatrili craHoBUTh 40 %). OCKinbKY 3B’A3yBaHHSA cuigeHadiny Ta Moro
romoBHOro N-gecMeTunIMeTaboJTiTy 3 OinKaMu Ijia3Mu gocsarae 96 %, cepegHs
MaKCHMaJllbHa MJIa3MOBa KOHIIEHTpallisl BinbHOro cungeHadiny gocsirae 18 ur/mn (38
HMOJ1b). CTyIIiHb 3B’sI3yBaHHs 3 OilKaMu MIa3MU He 3aJIeXXUTh Bif 3arajibHUX
KOHIIeHTpallii cungeHadiny.



Y 3p0opoBuxX MOOPOBOIIBIIIB, SIKi 3aCTOCOBYBasiu cuiameHadin omHopa3oso B 1o3i 100 mr,
yepe3 90 xBUIKH B eAKyJATi Bu3Hadasnocs MeHmie 0,0002 % (B cepegapromMy 188 HT)
3aCTOCOBaHOI1 IO3MU.

Biotpancdopmatisi. Metaboni3aMm cungeHadiny 30iiCHIOETHCS TOJIOBHUM YMHOM 3a

y4acTio MikpocoMaJibHUX i3ohepmeHTiB nedinku CYP3A4 (romoBHUU LIIAX) Ta
CYP2C9 (gpyropsimHu mIgax). I'0TOBHUN HUPKYITIOIOYUN MeTab0IiT YTBOPIOETHCS
nuisixom N-meMeTunoBaHHs cungeHadiny. CenekKTuBHicTb, MeTabomity momo ®IIES
MMOpPiBHsSIHHA 3i CEJTIeKTUBHICTIO cuiigeHadiny, a akTuBHICTh MeTabomity 1momo ®IIES
CTAaHOBUTH NMPuOIM3H0 50 % aKTUBHOCTI BUXimHOI peyoBUHHU. [171a3MOBi KOHIIEHTpAaIIil
IIbOTO MeTaboJIiTy CTaHOBNATh MpuOIu3Ho 40 % KOHIIeHTpallili cungeHadiny B maa3mi
KpoBi. N-memeTunroBaHUU MeTabOJIIT 3a3Ha€ NOAasbIIOro MeTaboi3My, a nmepion
MOro HaliBBUBEOEHHS CTAHOBUTh MPUOIN3HO 4 TOOUHU.

EnimiHarmisa. 3aranbHui KilipeHC cungeHadiny ctaHoBUTh 41 1/rToOuHy, 110 3yMOBJIIOE
repioq MOro HalliBBUBEOEHHS TPUBAJICTIO 3-5 roguH. fAK Micis mepopajbHOro, Tak i
IMic/si BHYTPIIIHBOBEHHOT'O 3aCTOCYBaHHS €KCKpelisa cungeHadiny y BUTrIsangi
MeTaboJTiTiB 3[IiliICHIOETHCS TOJIOBHUM YMHOM i3 KanoMm (rmpubiu3rao 80 % BBemeHOI1
IMepopaabHOI J031) Ta MEHIIIOK Mipoio i3 ceueto (mpubnu3Ho 13 % BBemeHOl
IIepopaIbHO J03M).

dapmakoKiHemuka 8 ocobiugux 2pyn nauieHmis.

[ManieHTH TiTHHOTO BiKy. Y 300pOBUX HOOPOBOIIBIIIB JIITHROTO BiKy (BiKOM Bifi 65 POKiB)

Bil3HA4asi0Cs 3HUXKEHHS KIIipeHCy cuigeHadiny, 110 3yMOBIIOBAJIO MiABUILEHHS
I1JIa3MOBUX KOHIIEHTpAallil cuiigeHadiny Ta ¥oro akTUuBHOro N-IeMeTUIb0BaHOT O
MeTabomiTy npubnu3Ho Ha 90 % MOpPiBHSHO 3 BiAIOBIOHUMU KOHIIEHTPAIISIMU Y
3MOPOBUX AOOPOBOJIBIIIB MOIOAIIOro BiKy (18-45 pokiB). Y 3B’sI3Ky 3 BIKOBUMHU
BiIMIiHHOCTSIMU y 3B’sI3yBaHHi 3 OiTKaMu I1JTa3MM KPOBi BilIIOBimHE ITigBUIIIEHHST
I1JIa3MOBOI KOHIIEHTpPallil BilbHOTrO cungeHadiny cranoBuino npubnusxo 40 %.

HupkoBa HEIOCTATHICTh. Y MOOPOBOJIBIIIB i3 MOpyLIeHHAMU (QYHKIIl HUPOK JIETKOTO Ta

MMOMIipHOTO CTymneHs (KiipeHc KpeaTuHiny Big 30 mo 80 mi/xB) papMaKoKiHETUKA
cunpgeHadiny 3anumianacsd He3MiHEHOIO ITiCIA M0T0 OOHOPa30BOT0 IIEPOPAILHOTO
3acTtocyBaHH4A y 003i 50 mr. CepenHi

AUC ta Cmax N-meMeTunb0BaHOT0 MeTaboiTy migBuiyBanucs Ha 126 % ta 73 %
BiITIOBiAHO MOPiIBHSHO 3 TAaKMMM ITOKa3HUKaMU y TOOPOBOJIBLIIIB TAKOTO XK BiKy 6e3
nopyiieHs GyHKIil HUPoK. OgHaK yepe3 BUCOKY iHAWBiAyanbHy BapiaOenbHICTh IIi
BiIMIiHHOCTi He OyJIM CTaTUCTUYHO 3HAUyIIMMU. Y JOOPOBOIBIIIB i3 TAXKKUMU
MOPYIIEeHHSAMHU (PYHKII1 HUPOK (KITipeHC KpeaTuHiHny HUxK4e 30 MJI/XB) KIIipeHC
cunpeHadily 3HUKYBaBCsI, 110 IIPU3BOOUIIO A0 cepenHix migBuileHb AUC Ta Cmax Ha
100 % Ta 88 % BinmoOBigHO MOPiIBHSAHO 3 HOOPOBOIBIIMHU TAaKOTO XK BiKy 0€3 MOpPYIIIeHb
¢ynk1il HUpok. KpiMm Toro, 3HauenHss AUC Ta Cmax N-meMeTuI-0BaHOTO MeTaboIIiTy



3Hauyle nigsuntyBanucs (Ha 200 % ta 79 % BiOmnoBigHO).

IleyiHKOBA HEIOCTATHICTh. ¥ MOOPOBOJILIIIB i3 IUPO30M II€UiHKHK JIETKOTO Ta IOMipPHOTO

cTymneHs (kKmaciB A Ta B 3a knacudgikamiero Yaunga-I1't0) kimipeHc cungeHadiny
3HMIKYBaBCH, 110 npu3Bonuiao oo nigsuieHHs AUC (84 %) ta Cmax (47 %) MOpPiBHSIHO
3 HOOPOBOIBIIIMU TAKOTO X BiKy 0e3 mopyiieHb QpyHKIlil nedinkyu. PapMaKoKiHEeTUKA
cunpeHadiny y Mali€eHTiB i3 MOpyUIeHHAMM QYHKIIil ITeYiHKN TSIKKOTO CTYIEeHS He
BHUBYAaJsacs.

IToxka3aHHA

JIikyBaHHSI €epeKTUJIbHOI OUCQYHKIIiI, III0 BU3HAYAETHCS IK HE3OaTHICTh JOCITTH abo
IMigTPUMaTH ePeKIlilo CTaTeBOro 4jieHa, HeoOXigHY [JIs YCHIIITHOTO CTaTEeBOTO aKTy.

s edpekTUBHOI Oil mpenapaTy Makcirpa noTpibHe cekcyanbHe 30yIKEeHHS.
ITporunnoka3aHHs

e TTigBHUIllEHA YYTIUBICTH IO aKTUBHOI PeUYOBHUHU ab0 A0 OyOb-AKOI 3 HOIIOMiXKHUX
PEeYOBUH IIpenapary.

e OpHO4YaCHe 3aCTOCYBaHHS 3 IOHOpPaMU OKCUAY a30Ty (TaKUMU K aMiJIHITPUT)
abo HiTpaTamMu y Oyab-sKik ¢popMi IIpoTUNIOKAa3aHe, OCKIIbKY BilTOMO, ITI0
cunpeHadin Mae BOIMB Ha HUIAXU MeTab0J1i3My OKCHUAY a30TY/LIUKIiYHOT O
ryaHo3uHMoHOdochaTty (uI'M®) Ta IOTEHLIIOE TIMOTEeH3UBHUY e(pEeKT HiTpaTiB.

e OgHO4YacHe 3acTtocyBaHH4 iHTiOiTOPiB ®IES (Y TOMy uuchi cunmeradiny) 3i
CTUMYJIITOPaMH I'yaHiTaTIIUK/Ia3Mu, TAKUMHU K PiOIUTryaT, IPOTUIIOKA3aHe,
OCKiJIbKA MOXKe IPU3BECTH OO0 CUMITOMATHUYHOI TiIIOTeH3il (AuB. pO34in
«B3aemopmist 3 iHmIMMU JTiKapChbKUMHI 3acoO0aMu Ta iHIII BUOW B3aEMOII»).

e CTaHu, Ipu IKUX He PeKOMEeHIOBaHa CeKCyajlbHa aKTUBHICTh (HalIpUKJIIaf, TAXKKI
CepleBO-CYOUHHI po3/aau, Taki K HecTabilbHa CTEeHOKap[is Ta ceplleBa
HEeOOCTaTHICThb TSAKKOIO CTYIIEHS).

e BTpaTa 30py Ha OOHE OKO BHACJIIAOK HeapTepiaJlbHOl IIePEeaHbOl imeMigHOo1
HeWpoIaTil 30pOBOTr0 HEPBa, He3aJIeXKHO Bifl TOTO, UM IIOB'si3aHa I IaTOJIOrid i3
rmonepenHiM 3acTocyBaHHSM iHTiOiTopiB ®IES, uu Hi.

e ITopymeHHs QyHKIII ITeYiHKU TSIKKOTO CTYIIEHS, apTepiaibHa TinoTeH3isa
(apTepianpEuM TUCK HUKYe 90/50 MM pT. CT.), HEIIOOaBHO IIepeHECEHUM IHCYIbT
abo iHdapkT MioKapaa Ta BimoMi cmagKoBi mereHepaTHBHI 3aXBOPIOBaAHHSI
CiTKiBKHM, TakKi K IMIrMeHTHUUN PETUHIT (HeBelIUKa KiTbKiCTh TaKUX MAIli€HTIB Ma€
reHeTH4Hi po3nanu ¢ocdomiecTepas CiTKiIBKM), OCKiJIbKYM 0€3IIeYHiCTh
cunpeHadiny He OOCHiAXKyBasacs y Malli€HTIiB 3 TAaKUMM 3aXBOPIOBAaHHSIMHU.

B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH



Bnaue iHwux saikapcvkux 3acobie Ha cuideHadin.

HocmnigzkeHHd in vitro.

MeTabomniam cunmeHadiny BimdyBaeThCs IMepeBaxHO 3a y4acTio i3odopmu 3A4
(ronmoBHUM 1LIAX) Ta i3odopmu 2C9 (apyropsapgHuu miisax) uutoxpomy P450 (CYP).
Tomy iHribiTOopu 1IMX i30pepMeHTIB 3aTHiI 3HUKYBATU KIIipeHC cuigeHadiny, a
IHOyKTOpPU IIMX i30(bepMEHTIB MOXKYTh IIiOABUIITYBATH KIIipeHC cungeHadiny.

HocnigzKeHHd in Vivo.

[Monynauiiauii apMaKOKIiHETUYHUY aHaJIi3 JaHUX KIIIHIYHUX OOCiaXKeHb
IPOAEMOHCTPYBaAB 3HUKEHHS KJIIPEHCY cuifeHadily Ipu 10ro OGHOYaCHOMY
3acTtocyBaHHi 3 iHribiTopamu CYP3A4 (TakKMMHU SIK KETOKOHA30JI, EPUTPOMIIIUH,
HMMEeTHUONH). X0o4a IIpU OQHOYAaCHOMY 3aCTOCyBaHHI cungeHadiny Ta iHribiTopiB
CYP3A4 3pocTaHHS 4aCTOTH ITOOIYHUX SIBUII] HE CIIOCTepirasocs, peKoMeHIoBaHa
IMoYaTKOBa Oo03a cuigeHadiny CTaHOBUTD 25 MT.

OnmHouacHe 3acTocyBaHHs iHTri6iTopa BIJI-mpoTea3u pUTOHABIPY, AyKe IIOTYKHOTO
inridiTopa P450, y cTaHi piBHOBaxkHO1 KoHIIeHTpa1ii (500 mr 1 pa3 Ha mo0y) Ta
cungeHadiny (paszosa go3a 100 Mr) npusBoauio Ao migBuineHHsa Cmax cungeHadiny
Ha 300 % (y 4 pa3u) Ta nigBuieHHs nna3MmoBol AUC cunpgenadiny Ha 1000 % (v 11
paziB). Yepes 24 roauHu 1m1a3MOBi piBHI cungeHadiny Bce Ile CTaHOBUIIN IIPUOTIU3HO
200 Hr/Mn DOpPiBHSHO 3 piBHEM MPUOIN3HO 5 HI/MJI, XapaKTEePHUM [JIsI 3aCTOCYBaHHSI
cunpeHadily OKpeMo, 110 BiAIIOBiZa€ 3HaYHOMY BIIJIMBY PUTOHABIPYy Ha IIAPOKUM
crekTp cyoctpatiB P450. Cunmenadin He BriuBa€ Ha papMaKOKiHETUKY PUTOHABIPY.
3 ornsAny Ha 1i apMaKOKiHETHYHI DaHi ogHOYacHe 3aCTOCYBaHHS cungeHadiny Ta
PUTOHABIPY HE PEKOMEHOYEThCS (OUB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS»); Y OyOb-
SIKOMY BUIIQKy MaKCHUMaJlbHa q03a cuigeHadiny 3a ;KogHUX 00CTaBUH He MOBUHHA
IIepeBuUlllyBaTu 25 MI IpoTaroM 48 roguH.

OnmHouacHe 3acTocyBaHHs iHTrib6iTopa BlJI-mpoTea3u cakBiHaBipy, iHridiTopa CYP3A4,
y [o3i, 1m0 3abe3mevye piBHOBaXKHY KoHIleHTpalito (1200 mr 3 pa3u Ha o0y), Ta
cungeradiny (100 Mr pa3oBo) Mpu3BOOUIIO A0 HimBuileHHs Cmax cungeHadiny Ha 140
% Ta 30inbimenHss AUC cungenadiny Ha 210 %. He BusiBiIeHo BILIUBY cungeHadiny Ha
dbapmakokiHeTuKy cakBiHaBipy. [lepegbadaeThcs, 1110 OiIbIN MOTYKHi iHTiOiTOPU
CYP3A4, Taki 5K KETOKOHA30JI Ta iTpakKoHa30J1, OyayTh MaTu OifbIll BUpaKeHUM’
BILJIUB.

ITpu 3actocyBanHi cungeHadiny (100 Mr pa3oBo) Ta epUTPOMILIUHY, CIIELUPIYHOTO

inrioiTopa CYP3A4, y piBHOBaxkKHOMY cTaHi (500 Mr 2 pa3u Ha mo0y IpOTIaroMm 5 OHiB)
croctepiranocs nigsuieHHss AUC cunmeradiny Ha 182 %. ¥ 3mopoBux moOPOBOJIBLIIIB
YOJIOBiYOI CcTaTi He criocTepiranocs BIUIUBY a3uTpoMiniuHy (500 Mr Ha mo6Oy IpOTSIroM



3 mi6) Ha AUC, Cmax, Tmax, KOHCTaHTy IMIBUAKOCTI eJriMiHallil Ta momanbinuil mepion
HalliBBUBeOeHHs cunmeHadiny abo Horo roJoBHOTO ITUPKYJITIOI0YOT0 MeTaboIiTy.
LHumeTtupnun (iHri6iTop mutoxpomy P450 ta Hecnenudiunuit inriditop CYP3A4) y mosi
800 Mr npu ogHOYAaCHOMY 3aCTOCYBaHHI i3 cungeHadinoM y 1o3i 50 Mr y 3gopoBux
DOoOPOBOIBIIB ITPU3BOAUB [0 MiABUIIEHHS IIJTa3MOBUX KOHIIEHTpAalil cungeHadiny Ha
56 %.

I'pentndpyToBui Cik € cnabkuM inriditopom CYP3A4 y CTiHIII KHIIEYHUKY i MOXKe
BUK/IMKATH IOMipHE IMiABUIIEHHS MIJIa3MOBUX PiBHIB cuiageHadiny.

OnmHOpa30Be 3aCTOCYBaHHS aHTAIMOHUX 3ac00iB (MarHiio rigpokcumy/anoMiHiio
TigpoKcuOy) He BIIJINBA€ Ha 0iOgOCTYIIHICTh cuigeHadiny.

Xod4a pmochimKeHb crieupivHol B3a€EMOil 3 yciMa JTikapChbKUMU 3aco0aMu He
IIPOBOAUJIIOCS, 3a JaHUMMU IOMYIALIMHOT0 PapMaKOKIiHETUYHOTO aHaJIi3y,
(apmakokiHeTrKa cunmeHadiny He 3MiHIOBalIacsa IpPU MO0 OOHOYAaCHOMY
3acTOCyBaHHI 3 miKapchKUMM 3acobaMu, 110 HajlexaThb Ao rpymnu inriditopis CYP2C9
(Tonbytamin, BapdapuH, ¢heHiToiH), rpynu iHridiTopiB CYP2D6 (Takux sIK CEIeKTHUBHI
iHTi0iTOPX 3BOPOTHOTO 3aXOMJIEHHS CEPOTOHIHY, TPULUKITIYHI aHTUOETIPECAHTH),
TPYyIy Tia3uOHUX Ta Tia3uOONOHOiOHUX AiypeTUKiB, IMETILOBUX Ta KaJjlik30epirarouyux
OiypeTuKiB, iHTi6iTOPiB aHTiOTEH3UHIIEPETBOPIOIOYOTO GEPMEHTY, aHTArOHICTIB
KaJlbllil0, aHTaroHicTiB OeTa-agpeHopelenTopiB abo iHOyKTOpiB MeTabomnizamy CYP450
(Takux sk pudamirinuH, 6apbiTypaTu).

Hikopaupun sBssie coboio ribpua akTUBaTOpa KasblliEBUX KaHalliB Ta HiTpaTy.
HiTpaTHUY KOMIIOHEHT 3yMOBJIIOE MOKJIUBICTh MOTO CEPMO3HOI B3a€EMO[Il 3
cungeHadinom.

Y nporieci gocmimkeHHs 3a y4acTiO 3[0POBUX JOOPOBOJIBIIIB-40JIOBIKiB OIHOYACHE
3aCTOCYBaHHS aHTaroHicta eHOoTesliHy 60oceHTaHy (moMipHui iHmykTop CYP3A4,
CYP2C9 Ta, moxmnuBo, CYP2C19) y piBHOBaxkHOMY cTaHi (125 mMr 2 pa3u Ha go0y) Ta
cunpgeHadiny y piBHoBaxXHOMY cTaHi (80 Mr 3 pa3u Ha go0Oy) MPU3BOOUIIO [0
3auxkeHHdI AUC ta Cmax cunpgeHadiny Ha 62,6 % ta 55,4 % BignoBigHo. ToMy
OOHOYACHE 3aCTOCyBaHHS TaKUX MOTYXKHUX iHAYKTOpiB CYP3A4, sK pudamiiid, Moxke
MTPU3BOOUTHU M0 OiNbINI BUPAXKEeHOT0 3HUKEHHSI KOHIIeHTpallil cunmeHadiny B mna3mi
KPOBI.

Bnaue cusadeHaginy Ha iHWi aikapcvki 3acobu.

HocaigxXeHHs in vitro.

Cunpenadin - cmabkui iHTi6iTOp i30opM 1A2, 2C9, 2C19, 2D6, 2E1 Tta 3A4 (IK50
>150 mmob) muToxpoMy P450. OCKinbKH ITiKOBI I1JITa3MOBi KOHIIEHTpPAaIlil
cunngeHadiny mopiBHIOIOTH MPUOIU3HO 1 MKMOJIb, BIJIUB IIpernapaTy Makcirpa Ha



KJlipeHc cyOcTpaTiB 1ux i30pepMeHTIiB MaJIOMMOBIpHUM.

BigcyTHi mani momo B3aemoqii cunmenadiny Ta Takux HecnenudivHUX iHTiGiTOPIB
docdhomgiecTepasu, K TeodiniH Ta OUITipUIaAMOII.

IocHig>KeHHs in Vivo.

OckinbKH BifoMoO, 110 cusgeHadin BaauBae Ha MetabonizaMm NO/uI'M®, 6yrio
BCTAQHOBJIEHO, 1110 1le} IIpenapaT MOTEeHII0€ IIOTEeH3UBHY Hil0 HiTpaTiB, TOMY UOTO
OgHOYacCHe 3aCTOCYBaHHS 3 HOHOPaMHU OKCUAY a30Ty abo 3 HiTpaTaMu B OyOb-sAKii
dopmMmi mpoTunokasane (OuB. Po3ain «I[IpoTUIIOKA3aHHSI»).

Piouuryart. [JOKIiHIYHI JOCHiAXKEHHS IIPOAEMOHCTPYBaJIi agfUTUBHUN CUCTEMHUU
e(eKkT 3HUKEHHS apTepialbHOTO TUCKY IIPU OJHOYAaCHOMY 3aCTOCyBaHHi iHTiOiTOpPiB
®JIES 3 piomuryatoM. KiiHiYHI OOCIIOXKEHHS IIPOSEMOHCTPYBaIH, 110 pionuryaTt
TIOCUIIIOE TiMOTeH3UuBHY Aito iHrib6iTOpiB ®IES. V nanieHnTiB, sKi 6panu y4acTb y
OOCIIiIKEeHHI, He CIIOCTePiraaocs MO3UTUBHOTO KITIHIYHOTO e(eKTy IPpU OOHOYACHOMY
3acTocyBaHHi iHri6iTOopiB ®IIES 3 pionuryaTtoM. IIpoTuiokazaHe ogHOYACHEe
3acTOCyBaHHS pionuryarty 3 inribitopamu ®IEDS, y ToMy 4ucii i3 cunpmeHadinom (ous.
po3min «IIpoTuoka3zaHHsI»).

OmHo4YacHe 3aCTOCyBaHHSA cunpmeHadiny Ta 6110KaTopiB anbda-agpeHopelenTopiB
MO2ZK€e IIPU3BECTU [0 PO3BUTKY CUMITOMATHUYHOI TIIOTEH3il y OesIKNX, CXUJIbHUX OO
IIbOT0 MallieHTIiB. TakKa peakiiig HandacCTillle BUHHKaIa IPOTATroM 4 TOOUH ITiCis
3acTocyBaHHs cunmeHadiny (ouB. po3ainu «OcoOIUBOCTI 3acTOoCyBaHHA» Ta «Crocid
3aCTOCYBaHHS Ta HOo3u»). Y Ipoileci 3 gociigXKeHb crelln@idyHol B3aEMOZII JTiIKapChbKUX
3aco6iB O10KaTOp anbda-agpeHOpPelenToPiB JOKCa303uH (4 Mr Ta 8 Mr) Ta cungeHadin
(25 mr, 50 Mr Ta 100 MTr) 3aCTOCOBYBAJIMCSI OMHOYACHO ITAIlieHTaM i3 mOOPOSIKiCHOIO
rimepmnnasiero nmepegMixypoBoi 3ayo3u, cTabinizallis crany skux Oyna OOCSTHYyTa IIpu
3aCTOCYBaHHI JOKCa303uHY. Y IIUX IIONYJIALIAX CIIOCTEPIragocsa CepegHe OOOaTKOBE
3HUKEHHS apTepiaJbHOT0 TUCKY Yy IIOJIOXKEHHI Jiexxa4yu Ha 7/7 MM pT. CT., 9/5 MM pT.
CT. Ta 8/4 MM PT. CT. Ta CepefHE 3HNKEHHA apTepialbHOTO TUCKY Y IIOJIOKEHHI
CTOsI4YM Ha 6/6 MM pT. cT., 11/4 MM pT. CT., 4/5 MM PT. CT. BignioBigHO. [Ipu
OOHOYACHOMY 3aCTOCYBaHHi cungeHadiny Ta MOKCa303uHY IallieHTaM, cTtabimizarlis
CTaHy sAKuX OyJjla HOCSATHYTa IIPU 3aCTOCYBaHHi MOKCA303UHY, iHOMI MOBiOOMIISIIIOCS
PO PO3BUTOK CUMITOMATHUYHOI OPTOCTATUYHOI TIIOTEH3il. Y IIMX IMOBiIOMIEHHSIX
WIIJIOCS ITPO BUITQAKM 3allaMOPOYEHHS Ta CTaH Iepej HeIIPUTOMHICTIO, ane 6e3
CUHKOIIE.

He cmoctepirasnocs ;XK0OHUX 3HAYYIIUX B3a€EMOIiN ITPY OJHOYACHOMY 3aCTOCyBaHHI
cungenadiny (50 mr) i Tondytaminy (250 mr) ab6o Bapdapuny (40 Mr), 1110
MeTabomnizyoTecsa CYP2CO.



Cunpenadin (50 Mr) He IpU3BOOUB A0 IIOAOBXKEHHS Yacy KPOBOTEYi, CIPUYHUHEHO]1
3aCTOCYBaHHSM alleTUICaIinuIoBol KUciaoTu (150 mr).

Cunpenadin (50 Mr) He IOTEHIIIIOBAB rIIOTEH3UBHY [il0 aJIKOTOJII0 Y 300POBUX
DOOPOBOMBIIIB ITPU CEpPEeNHIX MaKCUMaIbHUX PiBHSX €TaHOoJIy B KpoBi 80 mr/mji.

Y natuieHTiB, sIKi 3aCTOCOBYBasu cuingeHadin, He criocTepiranocs XKOOHUX
BimMminHOCTEM npodisnto mobiuHux epeKTiB MOPiBHAHO 3 I1alebo Ipu OgHOYACHOMY
3aCTOCYBaHHI TaKMX KJlacCiB rilOTeH3UBHUX JIiKapChKUX 3aC00iB, SIK OiypeTUKH,
6;10kaTOopu OeTa-aIpeHOpelenTopis, iHriditopu AIT®, anTaroHictu anrioren3uny II,
QHTUTINEPTEeH3UBHI TiKapchKi 3aco0u (CyaMHOPO3NMINPIOBAIbHI Ta IeHTPalIbHOI [ii),
0JI0KaTOPHU afpeHepriyHux HelupoHiB, 6JI0KAaTOPH KaJbIliEBUX KaHAaJiB Ta 6JI0KaTOPHU
anbda-agpeHOpPeLenTopiB. Y clellialbHOMY OOCIiAXKEeHHI B3a€EMOZil TPYU OOHOYACHOMY
3acTocyBaHHi cungeHadiny (100 Mr) Ta amMIoguIIiHy IalliEHTaM 3 apTepiaJTbHOIO
rinepTeH3i€0 CIocTepirajocs OogaTKOBe 3HUXKEHHS CUCTOJIIYHOIO apTepialbHOI O
TUCKY B IIOJIOKEHHI Jlexkayu Ha 8 MM PT. CT. BinmnoBigHe 3HUXKEHHSA O1aCTOJIIYHOIO
apTepiaJbHOIO TUCKY CTAHOBUJIO 7 MM PT. CT. 3a BEJIMYMHOIO 11l JOAATKOBI 3HUXKEHHSA
apTepiagbHOTO TUCKY Oy/IU MOPIiBHAHHUMHU 3 TUMH, 110 CIIOCTEPiraaucs mpu
3aCTOCYBaHHI nuile cungeHadiny y 3mopoBUX JOOPOBOIBINIB (OUB. PO3Mis
«®apMaKoOJIOTi4Hi BJIaCTUBOCTI»).

Cunpmenadin y mo3i 100 Mr He BIIMBaB Ha papMaKOKiHETUYHI MOKA3HUKHU iHTiGiTOPIB
BIJI-mpoTea3u, cakBiHaBipy Ta pUTOHABIPY, sKi € cyocTpaTamu CYP3A4.

Y 3p0poBUX DOOPOBOIIBIIB YOJIOBIUOl CTaTi 3aCTOCYyBaHHS culgeHadiny y
piBHOBaxkHOMY cTaHi (80 Mr 3 pa3u Ha mo0y) npusBoauso o miasuileHHsa AUC Ta
Cmax 6oceHTany (125 Mr 2 pa3u Ha meHb) Ha 49,8 % Ta 42 % BignoBigHO.

Oco006/1MBOCTi 3aCTOCYBaHHS

ITo moyaTKy Teparii ciif 3i0paTu MEAUYHUN aHaMHe3 ITalliEHTa Ta IIPOBECTU
(isukanbHe 00CTEeXKEHHS /IS OiarHOCTUKMU €PEKTUIbHOl AUChYHKIII Ta BU3HA4YEeHHS 11
MOKJIUBUX ITPUYUH.

daKkmopu pu3ukKy cepu,eso-CyOuUHHUX 3ax80pro8aHb. OCKITbKU CeKCyalbHa aKTUBHICTH
CYTIIPOBOAXKYETHCS IIEBHUM PU3UKOM 3 OOKY CepIis, IO I0YaTKy Oyab-sIKOTO JIiKyBaHHS
€PEeKTUIIbHOI AUCPYHKIIII JTiKap MOBUHEH OIIIHUTU CTaH CEePleBO-CYOUHHOI CUCTEMU
nanieaTa. CungeHadin BUABIISE CYOAUHOPOIMIMNPIOBAIbHUN €(EKT, 110 IIPOSABISIETHCS
JIETKMM Ta KOPOTKOYaCHUM 3HUKEHHSM apTepialbHOT0 TUCKY (OUB. PO3Tin
«®apmakoguHaMika»). [1o Tpu3HadYeHHs CUIgeHadily Jiikap IOBUHEH PETEILHO
3BaXKWUTH, YU MOXKe TaKul e(PeKT YMHUTHU HEeCIIPUATIUBUY BIIJIUB Ha IAIli€HTIB i3
IMIeBHUMHM OCHOBHUMU 3aXBOPIOBAaHHSIMU, 0COOIUBO ¥ KoMOiHallil i3 cekcyanbHOIO
aKTUBHICTIO. [0 IIalieHTIB i3 MiABUINEHOI YYTJIUBICTIO O Ba304UIaTaTOPIiB HajlexXaThb



MalieHTy 3 0OCTPYKIIiE€I0 BUBIMHOTO TPAKTY JIIBOTO IIJIYHOYKA (HAIpPUKJIa[, CTEHO3
aopTH, rineprpodiuyHa oOCTPYKTUBHA KapaioMionaTisi) abo malieHTH 3 pigKicHuUM
CUHAPOMOM MYJIBTUCHUCTEMHOI aTpodil, OMHUM i3 ITPOSIBIB KOl € TAXKKE MOPYIIEHHSI
perynsilii apTepialbHOTO TUCKY 3 OOKY BereTaTUBHOI HEPBOBO1 CUCTEMHU.

Makcirpa moTeHIIil0€ TimoTeH3uBHUYN epeKT HiTpaTiB (AUB. PO3Mis
«[TpoTUIIOKa3aHHI»).

Y nocTMapKeTUHTOBOMY IIEPiofi MOBiAOMIIAIIOCS PO TSAXKKi 1mo6iuHi peakiil 3 60Ky
CepIeBO-CYIUHHOI CUCTEMH, BKIIOUa0uu iHGapKT MioKapaa, HecTabinbHY
CTEHOKapZAiio, paliTOBY CEPLIEBY CMEPTh, HIIJTYHOUKOBY apUTMiio, IlepeOpoBacKyIsapHi
KPOBOBUJIMBY, TPAH3UTOPHY IIlIEMiUHy aTaKy, apTepiajbHy TillepTeH3il0 Ta
apTepianbHy TiNOTEH3i0, sIKi 3a YacoM 30iranauncs i3 3aCTOCyBaHHSAM IIpenapary
Makcirpa. Y 6inbIIocTi malfieHTiB, aje He y BCiX, icHyBanu (haKTOPU PU3UKY CEPIIEBO-
CYOWHHUX 3aXBOpIioBaHb. baraTo Takux mo6iyHUX peakxliiii criocTepirasnocs mig 9ac abo
ofpa3sy IIiCJIsl CTaTeBOr0 aKTy i JIUIIE KijibKa TPamuIoCsa HEBOOB31 MiCJig 3aCTOCYBaHHSA
npemnapaTty Makcirpa 6e3 cekcyaJjibHOI aKTUBHOCTi. TOMy HEMOXKJIMBO BU3BHAUYUTH, YU
MMOB’sI3aHMM PO3BUTOK TaKUX IMOOIYHUX peakiliii 6e3rmocepegHbo i3 (haKToOpaMu PU3UKY,
4YH 1X PO3BUTOK 3yMOBJIEHUY iHITUMU YHHHUKaAMU.

IIpianiam. 3acobu Ojis JIiKyBaHHS €peKTUIbHOI AUCHYHKIII, Y TOMY YUCIi
cunpeHadis, ciig npu3HadyaTh 3 00epexKHIiCTIO ImalliEHTaM 3 aHAaTOMIYHOIO
nedopMalli€io meHica (HanpukJiag, aHTyIIsIis, KaBepHo3HuM (i6po3 abo xBopoba
[Tetiponi) abo mallieHTaM 3i CTaHaMH, III0 CIIPUYHUHSAIOTh PO3BUTOK IIpiamiamMy
(cepmononiOHOKIIITUHHA aHEMisI, MHOXKHHHA MieroMa abo nerkeMis).

[Ticnst BUXoaoy mpenapaTy Ha PUHOK IMOBiIOMIISIIIOCS PO BUIIAOKU MOOOBXKEHO1 ePeKITil
Ta Ipiamiamy. AKI10 epekilis TpuBae€ OinbIlle HixXK 4 TOOAWHMU, ITAlliEHTaM CJIi HeraHo
3BEPHYTUCH 38 MEIUYHOI JOIIOMOI00. 3a BIICYTHOCTI HeraHor'o JIIKyBaHHA IIpiali3M
MO2K€e IIPU3BECTHU [0 IMOIIKOOXKEeHHs TKaHWH IIeHica Ta g0 CTifKOl BTPATH MOTEHIIil.

OO0HouacHe 3acmocyB8aHHs 3 iHwWuMmu iHz2ibimopamu ®E5 abo iHwWumMu npenapamamu
015 NIKYyBAHHA epeKkmuabHol ducyHKuii. Be3neka Ta epeKTUBHICTL OOHOYACHOTO
3acTocyBaHHA cunpmeHadiny 3 iHmuMu inriditopamu ®IIES abo iHIMMY TpenapaTaMu
OJ1s JIiKyBaHHS TiepTeH3il IeTeHeBOol apTepil, AKi MICTATh cungeHadin (Hanpukiazn,
PeBamuo), yu 3 iHIDUMU IIpenapaTaMu [OJisd TiKyBaHHS €PeKTUIbHOl UCYHKIIIL He
BUBYAJIMCS, TOMY 3aCTOCYBaHHS TaKuX KOMOiHAllill He PEKOMEHYETHCH.

Bnaue Ha 3ip. CIOHTaHHI NOBIHOMJIEHHS IIPO BUHUKHEHHSA Oe(eKTiB 30py HaaAXOOUIA
acolLlioBaHO i3 3acTOCyBaHHAM cungeHadiny Ta inmux igriditopis ®IES (quB. po3min
«ITo6iuHi peakuii»). [Ipo Bulagku HeapTepialbHOI ITepenHbo] ileMiyHol Helponarii,
III0 € PIOKICHUM CTaHOM, HaIXOOUJIU CIIOHTAHHI ITOBIIOMJIEHHS Ta IIOBIIOMIISIIIOCH Y
HarIsi00BOMY OOCIIAXKEHHI acoIlil0BaHOI O i3 3aCTOCYBaHHAM CUIgeHadiny Ta iHIImx



inribiTopiB ®IES (muB. po3min «I1o6iuHi peakiii»). [1alieHTiB cnig momepenuTH, 110 y
pa3i parnToBOr0 NOPYILIEHHS 30PY 3aCTOCYyBaHHA npenapaTy Makcirpa ciifg IpUnuHUTUA
Ta HeTaHO 3BEPHYTHUCS A0 JiKaps (OuB. po3min «[IpoTUioKa3aHHSI»).

O0HouacHe 3acmoCcyB8aHHA 3 pumoHasipom. OgHOYaCHe 3aCTOCYyBaHHSA cUIgeHadiny
Ta PUTOHAaBIPY HEe PEKOMEHAYEThCS (OUB. PO34in «B3aeMopisa 3 iHIIMMU JTIKAPCHKUMU
3acobaMu Ta iHIIII BUOW B3a€EMOMIN»).

O0dHouacHe 3acmocyeaHHs 3 baokamopamu anvgpa-adpeHopeuenmopia. IlarieHTam,
sIKi 3aCTOCOBYIOTBH OJI0KaTOpHU ajlbda-aapeHopeIenTopiB, 3aCTOCOBYBaTH CunmeHadin
ciig 3 00epexkKHiCTIO, OCKiJIbKY TaKa KOMOiHallisi MOXKe MPU3BECTH A0 CUMIITOMATUYHOI
TirnoTeH3il y AesiKUX CXUIbHUX A0 IIHOT0 MalieHTiB. CUMITOMaTUYHa TilloTeH3isd
3a3BUYall BUHUKAE IIPOTATroM 4 TOOUH ITic/Is 3aCTOCYBaHHA cunpgeHadiny. 3 MeToro
MiHiMi3allil pu3uKy PO3BUTKY OPTOCTAaTUYHOIL riIOTEeH3il Tepaniio cungeHadiiomM
MOKHA PO3MOYMHATH JIUIlEe Y TeMOONHaMiUYHO CTaOiMbHUX MalliEHTIB, SKi
3aCTOCOBYIOTh OJI0KaTOpPU anbda-agpeHopelenTopiB. PeKoMeHIOBaHa Mo4YaTKOBA [103a
TaKUM TMalliEHTaM CTaHOBUTH 25 MT cungeHadiny (quB. po3min «Crocié 3acTocyBaHHS
Ta mo3u»). Kpim Toro, cnig nmpoindgopMyBaTH Ialli€HTiB, SIK OisITU Y pa3i IosSBU
CUMIITOMIiB OPTOCTaTUYHOI TiIOTEH3il.

Bnaue Ha kposomeui. [TocmigKeHHsT TPOMOOLUTIB JTIIOAUHYU IPOAEMOHCTPYBaIH, 110 in
vitro cungeHadin IIOTEHIIiIIOE aHTHArperaliliHi epeKTu HaTpilo HiTponpycuny. Hemae
XKomHoI iHdopMmarrii oo 6e3meku 3aCTOCyBaHHSA cuiigeHadiny malieHTam i3
MMOPYIIEHHSMHU 3rOpTaHHS KPOBi abo roOCTPOI0 MENTUYHOIO BUPAa3K0l. TaKUM YUHOM,
3acTOCyBaHHS cungeHadiny maiieHTaM Iiiel TPyIu MOKJIABE JIMIIE TIiC/IsI PEeTEIbHOl
OLIIHKY CIHIBBiAHOIIIEHHS KOPUCTI Ta PU3UKIB.

[Ticns 3actocyBaHHA mo3u 100 MT 3mopoBUMU TOOPOBOJIBISIMU HE CIIOCTEPiranocs
BILUIMBY Ha MOPQO0JIoTito ab0 PyXOMiCTh CIIepMaTO30iIiB (OUB. PO3Min
«®apMaKoOrHaMiKa»).

Bmpama cayxy. JIikapsM CJIifi IOpaguTH NallieHTaM IPUIIUHUTU 3aCTOCYBaHHSA
inrioiTopiB ®I1E5, BKItouatouu ImpemnapaT Makcirpa, Ta HeraiiHO 3BEPHYTHUCS 3a
MEOVYHOK JOIIOMOI0OK Y pa3i panToBOroO 3HUXKEHHS YU BTpaTu ciyxy. [Ipo 11i saBuira,
sIK1 TAKOXK MOXKYTh CYIIPOBOAXKYBaTUCS O3BOHOM Yy ByXaX Ta 3allaMOPOYEHHSIM,
MTOBiTOMJISIJIOCS 3 acollialli€elo y 4aci i3 3acTocyBaHHsaM iHrioiTopiB ®IIES, BKIoYawuu
npemnapat Makcirpa. BusHauuTy, 4u i gBUIlla IPSAMO II0B’A3aH] i3 3aCTOCYBaHHAM
iaridiTopiB ®IEDL um 3 iHmIMMU PaKTOpaMu HEMOXKJIHNBO.

OO0HouacHe 3acmocyB8aHHA 3 2iN0OMEeH3UBHUMU npenapamamu. Makcirpa YuHUTH
CUCTEMHY CYOUHOPO3UINPIOBAIbHY Ail0 Ta MOXKE B IOOAJILIIIOMY 3HUXKYBaTHU
apTepialbHUM TUCK y HAli€HTIB, Ki 3aCTOCOBYIOTH TiMMOTEH3UBHI JTiKapChKi 3acobu. ¥
OKpEeMOMY OOCIIiIKEeHHI JIiIKapChKOl B3a€EMOJil OJHOYAaCHE 3aCTOCYBaHHS aMJIOOUIIIHY



(5 mr ab6o 10 mr) ta cungeHadiny (100 Mr) mepopasibHO CIIOCTEpiraaocs cepemHe
OOOaTKOBe 3HUXKEHHS CUCTOJIIYHOTO TUCKY Ha 8 MM PT. CT. Ta O1aCTOJIIYHOTIO Ha 7 MM
pT. CT.

3ax80prOBAHHA, UL0 nepeddrmbCa CamesuM WAAXOM. 3aCTOCYBaHHS IIpenaparTy
Maxkcirpa He 3axullla€ Bifl 3aXBOPIOBaHb, 1110 IIePeNarThCsa cTaTeBUM Hiiaxom. Crrifg
MMPOIiHCTPYKTYBATH ITAIliEHTIB 1100 HEOOXiAHOCTI 3anmobizKHMUX 3ac00iB [JIsT 3aXUCTY Bif
3aXBOPIOBaHb, 110 IepPefalThCa CTaTEBUM LIJIIXOM, BKJIIOYal04YM Bipyc iMyHOmeinuTy
JIIOOWHY.

3maTHiCTh BIUIMBATH HA IMBHIKICTH peakiIiii mpu KepyBaHHI aBTOTPAHCIIOPTOM
a0o0 iHIMUMH MexaHi3MaMu

IocmigkeHb BIUIMBY IpelapaTy Ha 30aTHICTh KePyBaTHU TPAHCIOPTHUMU 3acobaMu Ta
IpaloBaTH 3 IHIMUMUA MeXaHi3MaMMU He IPOBOOUIIOCH.

OCKinbKH y KITIHIYHUX OOCHIIXKEHHSIX 3aCTOCYBaHHS cuIgeHadiny moBimoMIIssiocs mpo
BUIIQAKHM 3allaMOPOYEHHSs Ta IOPYIIeHHs 3 00Ky OpraHiB 30py, mepen TUM, K cimaTu
3a KepMO TPAHCIIOPTHOTO 3aco0y abo ImpalfjoBaTH 3 iHIMMMHK MeXaHi3MaMH, IallieHTaM
HeoOXimHO 3’sicyBaTH, SIKOIO € iXHS iHOMBimyabHa peakllisg Ha 3aCTOCyBaHHSA
npemnapaty Makcirpa.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPpyaaio
[Ipemapat Makcirpa He Ipu3Ha4YeHUU OJI 3aCTOCYBAaHHS KiHKaMU.
Cmocid 3acTocyBaHHs Ta I03H

[IpenapaT 3aCTOCOBYIOTH IEPOPAJIBLHO.
I[Ina edbekTuBHOI fil mpemapaTy Makcirpa noTpiOHe cekcyasnbHe 30yIKeHHS.
Ilopocai.

PekomMmeHnoBaHa go3a npemnapaTty Makcirpa ctaHoBUTE 50 MI' Ta 3aCTOCOBYETHCA Y pa3i
HeoOxigHOoCTi npubIM3HO 3a TOOAMHY OO0 CTAaTEBOrO aKTy. 3aJeXKHO Bim e(eKTUBHOCTI Ta
IIepeHOCUMOCTI ITpemnapaTy A03y MoxKHa 30inbmuTu 10 100 Mr abo 3HU3UTH A0 25 Mr*.
MakcumanibHa peKOMeHgoBaHa mo3a cTaHOBUTH 100 mr.

MakcuManbHa peKOMeHJ0OBaHa 4aCTOTa 3aCTOCYBaHHs IIpeliapaTy CTaAHOBUTH 1 pa3 Ha
noOy. [Tpu 3acTocyBaHHi IIpenapaTy Makcirpa mif yac npuiioMy 1xi fis mpemnapary
MOJKe HacCTaBaTH IIi3Hillle, HiK IIPU MOr0 3aCTOCYBaHHI HaTIIe.

ITauieHmu AiMHBLO20 BIK).



HeoOxigHicTh Y KOpPEKIIil [O03U MalliEHTaM JIITHBOTO BiKy (= 65 poKiB) BiICyTHS.
ITauienmu 3 HUpPKOBOK HedocmamHicmio.

[TamieETaM i3 HUPKOBOIO HEIOCTATHICTIO JIETKOTO Ta MOMIPHOTO CTyIeHs (KIipeHC
KpeaTtuHiny Big 30 go 80 Mi1/XB) peKOMeHOOBaHa J03a IpemnapaTy aHajJoTridyHa Oo3i,
HaBe[eHil Bullle y po3giii «Jlopoci».

OCKinbKY y NaLliEHTIB 3 HUPKOBOIO HEJOCTaTHICTIO TAXKKOI'O CTyIlleHs (KJIipeHC
KpeaTuHiHy HuXK4Ye 30 MJI/XB) KJTipeHC cungeHadiny 3HUKEeHUY, peKOMeHA0BaHa f03a
npenapaTy CTAHOBUTH 25 MT. 3ajie’KHO Bif e(DeKTUBHOCTI Ta II€PEeHOCUMOCTI
mmpernapary Ao3y MoxKHa 30inbmuTu 10 50 mr ta 100 mr.

ITauieHmu 3 neuyiHK0B80 HedocmamHicmio.

OCKinnbKY y NAaLli€HTIB i3 NEeYiHKOBOI HEOOCTATHICTIO (HalmpUKJaf i3 HUPO30M) KJTipeHC
cungeHadiny 3HMKEHUN, peKOMeH0oBaHa A03a IIpenapaTry CTaHOBUTh 25 Mr¥,
3asiekHo Biff eeKTUBHOCTI Ta IEPEeHOCUMOCTI ITpenaparTy 403y MOXKHa 30i/IbIIUTHU 00
50 mr ta 100 mr.

ITauieHmu, siKi 3acmoco8yroms iHWi AiKapcvKi 3acobu (Hanpuk.a1ad, KemMoKOHA304,
epumpomilyuH, uumMmemuoOuH, pUMoOHAeip).

PekoMeHoOBaHa mo4YaTKOBa [I03a IIpenapary IallieHTaM, sKi 3aCTOCOBYIOTH iHTib6iTopHu
CYP3A4, 3a BUHSATKOM PUTOHAaBIPy, 3aCTOCYyBaHHS SKOT0 Pa30M i3 cungeHadisioM He
PEKOMEHOYEThCS, CTAHOBUTH 25 MIr* (quB. po3ainu «B3aeMopisa 3 IHIIUMU JIIKapCbKUMU
3acobaMu Ta iHIII BuOU B3aeMofiii» Ta «OCOOIMBOCTI 3aCTOCYBAaHHS»).

3 MeToI0 MiHiMi3allil pU3UKy PO3BUTKY OPTOCTAaTUYHOI IiMOTEH3il CTaH MalliEHTIB, AKi
3aCTOCOBYIOTh 0JI0KaTOpPU anbda-agpeHOopPelenTOPiB, TOBUHEH OyTH cTabiTisoBaHuM OO
IMo4YaTKy 3aCTOCyBaHHs cuimeHadiny. PekoMmeHOoBaHa Imo4yaTKoBa go3a cuingeHadiny
CTaHOBUTH 25 Mr* (ouB. po3minu «B3aemomis 3 iHIIMMHU JTiIKapChbKUMU 3acobaMu Ta
iHIT BUOM B3aeMoiti» Ta «OcoOIMBOCTI 3aCTOCYBaHHS»).

* 3aCTOCOBYBAaTH Yy BiilIOBimHOMY MO3yBaHHi abo jikapceKii ¢hopMi.

itk

[TpenapaTt Makcirpa He moKa3aHUM AJI 3aCTOCyBaHHS ocobaMu BikoM [0 18 pokKiB.
Ilepeno3yBaHHsA

Y KniHIYHUX OOCTiAXKEHHSIX 3a y4acTIO TOOPOBOJIBIIIB ITifT YaC 3aCTOCYBaHHS pPa30BOl
mo3u cunpeHadiny mo 800 Mr mobiuHi peakiril Oynu MOgiOHUMU OO TUX, IO
CIIOCTepiranucs IMpu 3aCTOCyBaHHI cuingeHadiny y HUXKYUX J03aX, ajie 3yCcTpidanucs



yacrTinie Ta Oynu GinbIll TAXKUMU. 3aCTOCyBaHHS cungeHadiny y mosi 200 mMr He
MIPU3BOOUIIO OO MiABUINIEHHS e(peKTUBHOCTI, ajle CIPUYMNHSIIIO 3POCTAaHHS KiJITbKOCTI
BUIIQAKiB PO3BUTKY ITO0IYHUX peakiliii (roJIoBHOTO OO0, IIPUIIJIMBIB KPOBI,
3arraMOpOYeHHs, JUCIIEIICil, 3aKJIafleHOCTi HOCca, IopYyIlIeHb 3 00Ky OpraHiB 30py).

Y pasi nepengo3lyBaHHS IIPU HEOOXiMHOCTI BOAIOTHCS OO 3BUYANHUX HiITPUMYIOUYUX
3axopfiB. [IpuCcKOpeHHS KIipeHCy cuaaeHadiny Ipu reMofiani3di MaJoMMOBipHE
BHACJIiMOK BUCOKOTO CTYIIeHS 3B’sI3yBaHHS Ipelapary 3 OilkaMu Ij1a3Mu KPOBi Ta
BIICYTHOCTI eniMiHaIlil cungeHadiny i3 cedero.

IToOiuni peakmii

Yci kninivyHo 3HauyIli mobiuHi peaxiiii, 110 CIocTepiraaucs y KIiHIiYHUX OOCTIIXKEeHHIX
yacrTile, HiXK IMPU 3aCTOCyBaHHi mane6o, HaBegeHo HUXK4Ye BiATIOBIIHO A0
Knacudikaril «CucteMa-opraH-Kjaac» Ta 4aCTOTHU: AyxKe 4dacTo (= 1/10), gacto (= 100
Ta < 1/10), HeyacTo (= 1000 ta < 1/100) Ta pigko (= 10000 ta < 1/1000). Kpim Toro,
4acToTa KJIiHIYHO 3HAYYIIUX MOOIYHUX peakllii, Ipo SKi MOBiIOMJISJIOCS ¥ paMKax
IIOCTMapKeTUHI0BOI'O NOCBiNy, BU3HaYeHa AK HeBlgoMa.

Y Mexkax KOXXHOI 4aCTOTHOI rpynu nobiuHi peakilil HaBefeHi y MOPSIAKY 3MeHIIeHH
CTYII€HS 1X TSI2KKOCTI.

IHeKkuitiHi ma iHBa3uBHI 3aXBOPIOBAHHA.

HeuacTo: puHiT.

3 60Ky iMmyHHOI cucmemu.

HeuacTo: migBuiieHa 4y TiIUBICTS.

3 60Ky Hepsosoi cucmemu.

Ily>Ke 9acTo: TOJIOBHUMU Oifb.

YacTo: 3arraMOpOY€EeHHS.

HeyacTo: COHNUBICTSE, rinnecresid.

Pigko: iHCynIbT, TPA@H3UTOPHA illIeMidyHa aTakKa, CyqoMu*, peluaguBU CyagoM*, CHHKOIIE.
3 60Ky opeaaHis 30py.

YacTo: mOpyILIEeHHS CIPUUHATTS KOIbOPY**, po3naau 30py, 3aTbMapeHHs 30pY.

HeuacTo: po3nagu ciIb030BUMITEHHS***, 6inb B o4ax, GpoTodobis, poTtorcis, rinepemist
O4elu, sICKpaBICTh 30PY, KOH IOHKTUBIT.



Pinko: HeapTepianbHa nepenHs ilieMiyHa HeWpOIlaTisgs 30pOBOT0 HepBa¥*, OKIII03id
CYOHWH CIiTKIBKW*, peTUHaJIbHMY KPOBOBUJIUB, apTEPIOCKIIEPOTUYHA PETUHOIIATIs,
NopyuieHHs 3 00Ky CiTKiBKH, rmaykoMa, fe@eKTHU M0JIs 30Dy, OUILIONis, 3HUXKEHHS
TOCTPOTH 30Dy, MiOIlisl, aCTEHOIIis, MJiaBal0yi MOMYTHIHHS CKJIOMOAIOHOTO Tina,
IOpyLIeHHS 3 00Ky paly>kKHO1 000JIOHKHU, Mifipia3, IIosiBa CAKUYUX KPYTiB HaBKOJIO
oXKepeia CBiTia (rajao) y moii 30py, HaOpsK o4ei, IPUNYXJIiCTh O4Yel, IMOPYIIeHHS 3
00Ky odel, rinepeMiss KOH IOHKTUBHU, IOAPa3HEeHHs 04Yel, aHOMallbHi BifUyTTs B o4aXx,
HaOpsK IOBiK, 3HeOapBIeHHS CKJIEPH.

3 60Ky opeaaHis cayxy ma eecmubyasipHO20 anapamy.
HeuacTo: 3artaMopo4YeHHs, O3BiH y ByxaX.

Pigko: rioyxora.

3 60Ky cepus.

Heuacrto: Taxikapzis, mocumneHe ceplueOuTTs.

Pigko: pamToBa cepieBa cMepTh*, iHpapKT MioKapaa, IUIYyHOYKOBA apUTMisa*,
didbpunsaiis nepencepnb, HecTabilbHaA CTEHOKAPis.

3 60Ky CcyOuH.

YacTo: IpUNaInuBU KPOBi 0 00/IMYYs, IIPUIIIUBU Kapy.

HeuacTo: apTepianbHa rinepTeH3is, apTepiaabHa TilIOTEeH3id.

Po3nadu 3 60Ky pecnipamopHoi cucmemu, op2aHie 2pyo0HOoi KAimKuU ma cepedoCmiHHA.
YacTo: 3aKknazeHiCTh HOCA.

HewgacTo: HOCOBa KpOBOTeYa, 3aKJlafeHiCTh MPUAAaTKOBUX ITa3yX HOcCa.

Pigko: Bim9yTTsa CTUCHEHHS Yy TOPJIi, HAOPSK CIU30BOl 0O0JIOHKHM HOCA, CyXiCTh Y HOCI.
3 60Ky WAYHKOBO-KUWKOBO20 MpaxKmy.

YacTo: HygOoTa, OUCIIENCis.

HeuacTo: racTtpoe3odareanbia pediokcHa xBopoba, 61roBanHs, 6i71b ¥ BepxXHil
4aCTUHI XKUBOTA, CYXiCTh Y POTI.

Pigko: rimecTe3iss pOTOBOI ITOPOKHUHU.

3 60Ky wKipu ma niowkKipHOi MKAHUHU.



HeuacTo: BUCUTIaHHA.

Pigko: cuagpom CTiBeHca-II>KOHCOHa*, TOKCUYHHUU edifepMalIbHUN HEKPOIi3*,
3 60Ky 0ONOPHO-PYX08020 anapamy ma CNoAYy4YHOIi MKAHUHU.

HeuacTo: Mmianris, 6inb y KiHITiBKax.

3 60Ky ceuosulinbHOI cucmemu.

Heuacto: remarypis.

3 60Ky penpodyKkmueHoOi cucmemu ma MO/A04YHUX 3A/103.

Pigko: KpoBOoTeda 31 CTaTEBOrO 4jieHa, Ipiami3aM*, reMaToCcnepMmisi, IIOgOBXKeHa
epeKiid.

3aezanvHi po3nadu ma peakuii' y micui e8e0eHHA.

HeuacTo: 6inb y rpyasx, migBUIlleHa CTOMIIIOBAHICTh, BiDYyTTS XKapy.
Pigko: mogpa3HeHHS.

O6cmediceHHA.

HeuyacTo: migBuilleHa 4acTOTa CepPLIEBUX CKOPOYEHb.
* TToBimoMIIsATIOCS JHIIIe ITifl Yac JOCIiAKeHHS IIiCJIg BUXOMOy IIpenapaTy Ha PUHOK.
** [lopyllleHHSA CIPUUHSATTS KOJIBOPY: XJIOPOIICis, XpOMATOIICis, I[iaHOIICisl, EpUTPOIICisA, KCAHTOIICis.

*+* TTopylIeHHS CIIBO30BUIIIEHHSA: CYXiCTh B O4aX, IIOPYIIEHHS CIILO30BUOINIEHHS Ta MiABUIIIEHHSA
CIIbO30BUMIIIIEHHS.

Huxyeza3HayeHi gaBullla criocTtepiranucsa y < 2 % maljieHTiB y npoiieci
KOHTPOJIbOBaAHMUX KIIHIYHUX OOCHIOXKEeHb; IPUYNHHUN B3a€EMO3B’I30K HEe BU3SHAYEHUU.
[ToBigOMIJIEHHS BKJIIOUaJIX SIBHUILA, 110 Mald BipOTigHUN 3B’A30K i3 3aCTOCYyBaHHSAM
mpemnapary. fABuilia, sIKi He OynIu 3a3HadyeHi, OyIu JerkKuMU Ta IMOBigOMIIeHHs Oyu
oy>Ke HeTOYHUMH, 100 MaTH 3HAYEHHS.

3aezanvHi. Habpsk obnuydsi, peakilili ¢OTOYYTINBOCTI, 110K, acTeHis1, 6ilb, panToBe
namiHHsg, 0i/1b y 2KMBOTi, palToBe MOMIKOIXKEHHS.

3 60Ky cepueso-cyOuHHOI cucmemu: CTeHOKapmisi, AV-6Ji0Kama, MirpeHs, IToCTypaibHa
rinoTeHsis, ieMiss Miokapaa, TPoM0O03 CyAUH TOJIOBHOTO MO3KY, paliTOBa 3yIUHKA
cepld, mopyumeHHs pe3ynbraTiB Ha EKI', kKapmiomiomnaris.



3 60Ky WAYHKOBO-KUWKOB020 MpPAKmMy: TIIOCUT, KOJIT, gucdarisi, racTpur,
racTPOEeHTEepPUT, e30dariT, CTOMaTHUT, IIOPYIIIEeHHS Pe3yIbTaTiB ITeYiHKOBUX IPOO,
peKTasibHa KPOBOTeYa, TiHTiBIT.

3 60Ky cucmemu Kposi ma aAimpamuyHoOi cucmemu: aHeMist, TeUKOIIeHis.

Po3nadu memaboaizmy ma xapuyeaHHA: cupara, HabpsK, roparpa, HecTabiTbHUN
miabeT, rinepriikeMisi, mepudepudHi HaOPSIKY, TinepypUKeMis, rirmoriikemis,
rinepHaTpiemis.

3 60Ky ckeslemHO-M’A30801 cucmemu: apTPUT, apTPO3, PO3PUB CYXOKUIITIA,
TEHOCHUHOBIT, Oi/ib ¥ KiCTKaX, MiaCTeHisl, CUHOBIT.

3 60Ky Hepsosoi cucmemu: aTaKCisi, HeBpalTisi, HeWpomarTis, mapecTesisi, TpeMop,
BEPTUTO, JIemnpecisi, 0e63COHHS, aHOMAaJIbHiI CHOBUIOIHHSI, 3HUXKEHHS pedIeKcisb.

3 60Ky OuxasnbHOi cucmemu: acTMa, OUCIIHOE, JTaPUHTIT, GapuHTIT, CHHYCUT, OPOHXIT,
TOCHUJIeHe CIIMHOBUMINIEHHS, IIOCUJIEHHS KalllTio.

3 60Ky wKipu: KpOoIIuB’THKA, reprnec, cBepOixK, migBUllleHa MiTINBICTh, BUPA3KHU IIKipH,
KOHTAKTHUH JIepMaTHUT, eKCPHOoIiaTUBHUN OepPMaTuT.

CneuucgiyHi 8i0uymms: palToBe 3HNKEHHS UM BTpaTa CJyXy, Oillb y Byxax,
KPOBOBUJIMB y OKO, KaTapakTa, CyXiCTh B O4ax.

3 60Ky ypoeeHimaavHOI cucmemu: ITUCTUT, HIKTypisi, migBUIIleHa YacToTa
CEeYOBUIYCKaHb, 30i/TbIITIEHHST MOJIOUHUX 3aJ103, HETPUMAHHS Cedi, MOpyIIeHHS
esIKyJIsAlii, HaOpsK CTaTeBUX OPraHiB, aHOPra3Misi.

IToCBif 3aCTOCYBaHHs [iCJig BUXOOy Ha PUHOK. [licisa Buxony mpernapaTty Ha pUHOK
Oynu imeHTH(}iKOBaHI HMXK4Ye3a3HadeHi mobiuHi peakirii. OCKiTbKY PO TaKi peakiril
IMOBiTOMJISTIOTH JOOPOBIIBHO Ta MOBIAOMJIEHHS HAOXOMOSATh Bif HEBiMOMOI KiJTbKOCTI

Mali€HTiB, He 3aBXKOU MOXKHAa JOCTOBIPHO OLIIHUTH 1X 4YaCTOTY Ta BCTAHOBUTH
MMPUYUHHUMN 3B’SI30K i3 €KCIIO3UIIi€I0 JTiKapCchbKoro 3aco0y. Lli sBuliia Oynu 3a3HaveHi
sIK Yyepes iX CepUO3HICTh, YaCTOTYy IMOBiHOMIIEHHS, BiICYTHICTb 4iTKOTO
aJIbTepHATUBHOTO 3B’SI3KYy, TaK i yepe3 KoMOiHallio uX paKTOPiB.

Cepuego-cyOuHHi ma uepebposackyasipHi sguw,a. [ToBimoMsiiiocss mpo cepio3Hi
CepIeBO-CyOUHHi, 11epeOpOoBaCKyISIPHI Ta CYOUHHI SBUIA, BKIIOYAIOYH
11epeOpPOBaACKYISIPHY KPOBOTEUYy, cyOapaxHOigalbHy Ta BHYTPIIIHbOIIEpeOpaIbHy
KPOBOTEYY Ta JiIereHeBy KpPOBOTeuy, 1110 OyJIx IIOB’g3aHi y 4aci i3 3acToCyBaHHSAM
cunpeHadiny. BinpLIicTh Nali€HTIB, aje He BCi, MaJu iCHYIO4i (aKTOpU CEPILIEBO-
CYOUHHOTO pu3uKy. [ToBigomisanocs, 1o 6araTo 3 UX SBUIL BUHUKIIYU ITiT 4ac abo
Biipa3y micis ceKcyaJibHOI aKTUBHOCTI Ta AeKilbKa SBUILl BUHUKJIIM Bigpa3y Iif dac



3acToCyBaHHs cunmeHadiny 6e3 ceKcyaabHOI aKTUBHOCTI. [HII SIBUITa BUHUKIIN
IPOTATOM HOEKITbKOX TOOWH YU OHIB MiCJIg 3aCTOCYyBaHHA cuifeHadisy Ta CeKCyalbHOl
aKTUBHOCTI. HeEMOXK/IMBO BCTAHOBUTH, YU MAlOTh IIi SBHUIIAa IPSAMHUU 3B SA30K i3
3aCTOCyBaHHSM Ipenapary, i3 CeKCyaJlbHOI0 aKTUBHICTIO, 3 HAsIBHUMHU (paKTOpaMu
PpU3UKY 4u 3 KoMOiHaIi€o qux (pakTopPiB, YU 3 iHIIUMHU (PaKTOpaMMu.

KposoHocHa ma aim¢pamuuHa cucmemu. Ba300OKITIO3UBHUY KPU3. Y HEBEJIUKOMY
3aBYaCHO IPUIIMHEHOMY OOCJiAKEHHI 3aCTOCYBaHHS CUJIAeHadiIy malieHram i3
JIETeHEeBOI0 apTepiarbHOIO TimepTeH3i€, BTOPUHHOIO 00 CePHONOaiOHOKITITUHHOL
aHeMil, Ipu 3acTOCYBaHHi cunmeHadiny IMpo PO3BUTOK Ba300KJ/IIO3UBHUX KPU3iB, 1110
norpebyBasu rociiTanisaillil, TOBiMOMIISIIOCS YacTillle, Hi2K IPX 3aCTOCYBaHHI
mwiane6o. KniniuHe 3Ha4YeHHS Li€l iHpopMallil Ojig naljieHTiB, IKi 3aCTOCOBYIOTh
npemnapaT Makcirpa 3 MeTOIO JIiKyBaHHSI €pPEKTHUIBHOL AUCPYHKITi1, HeBimoMe.

Hepeosa cucmema. TpuBora, TpaH3UuTOPHA ri1odaabHa aMHe3is.
CneuudgiuHi giduymms.

Cayx. Ilicng Buxony npenapaTry Ha pPUHOK IMOBIIOMIIAJIOCA IIPO BUIIAAKU PAIITOBOIO
3HUKEHHS YM BTPaTH CIyXy, ITIOB’si3aHi y 4aci i3 3acTocyBaHHAM cungeHadiny. ¥
OessKUX BUIIagKaXxX IIOBIOOMIIAJIOCS IIPO HasgsBHICTh MEOQUYHUX CTaHIB Ta iHIINUX
dbakTopiB, 1110 MOTJIM BiflirpaTu POJIb ¥ PO3BUTKY MOOIYHUX peaklliii 3 60Ky CiIyxy. Y
OaraTbox BUIlafgKax iHdopMallis II[00 ITOAAJIbIIOT0 MEANYHOI'0 CIIOCTEPEXKEHH ST
BigCcyTHSA. BU3HauuTH, 4¥ 1l SBUIllA IIPAMO II0B’g3aHi i3 3aCTOCYyBaHHIM IIpelaparTy
Maxkcirpa, 3 HassBHUMHU (paKToOpaMu PU3UKY BTPATHU CJIyXy, 3 KOMOiHAIli€l0 ITUX
akTOpiB yM 3 iHIIUMH (paKTOpaMu, HEMOKIIUBO.

3ip. TuMmyacoBa BTpaTa 30py, IIOYEPBOHIHHSA O4Yel, IIeYiHHA B O4aX, MiABUILIEHHS
BHYTPIIIHBOOYHOTO TUCKY, HAOPSK CiTKiBKY, CyOUHHI 3aXBOPIOBAaHHS CiTKiBKM ab0
KpOBOTeYa, BiflllapyBaHHSA CKJIMCTOTO TiJa.

[Ticnsa Buxony mpenapaTy Ha PUHOK PiOKO MOBIOOMJISAJIOCS IIPO BUIIAOKU
HeapTepialbHOI IepenHbOol illleMiyHOol HeBpoIlaTil 30pOBOT0 HEPBA, IO € IPUYUHOIO
3HUKEHHS 30py, BKJII0OYAl04YM ITOCTiMHY BTPATy 30pYy, AKi OyJix MOB’s13aHi y 4aci i3
3acTocyBaHHsM iHrioiTopiB ®IIES, Bkmrovarouu cungeHadin. baraTo 3 mailieHTis, ajne
He BCi, MaJyiu HasiBHiI aHaTOMiuHi a60 cyguHHi paKTOpU PU3UKY PO3BUTKY
HeapTepialbHOI IepeaHbOl illleMiYHOl HeBPOIaTil 30pOBOT0 HEPBA, BKIII04Ya4u (ane
He0o0O0B’s13KOBO 00MEKYIOYUCH) TaKi: HU3bKe CITiBBiIHOIIIEHHS OiaMeTpa eKCKaBallil Ta
OMCKa 30POBOT0 HepBa (3acTiiHUM OMCK 30POBOTr0 HEpPBA), Bik Oinbire Hixk 50 pPoOKiB,
apTepiajibHa rinepTeH3is, 3aXBOPOBaHHS KOPOHAPHUX apTepiu, rinepiinigemis Ta
namiHHsa. HeMoXIMBO BU3HAYUTH, YH Ii SBUIllA IIPSIMO IIOB’'I3aHi i3 3aCTOCYyBaHHIM
iHridiTopiB ®IIE5 yu 3 HaIBHUMHU aHATOMIYHHUMH a00 CyIUHHUMH (HaKTOpaMU PUIUKY,
yu 3 KoMOiHalli€lo mux BCix ¢pakTopiB, uu 3 iHIMKUMU (paKTOpaMu.



3s8imysaHHs npo nido3prosaHi nobiuHi peakyii. 3BiTYyBaHHS MPO Mimo3proBaHi MO0iuHi
peakxtril Imicyst peecTpaltiii TiKapchbKoro 3acod0y Ma€ BaxKJIMBe 3HaYeHHs. Lle mae 3mory
ITPOBOOUTHU Oe3epepPBHUNM MOHITOPUHT CIIiBBiOHOIIEHHS MiXK KOPUCTIO i pU3UKaMHU,
MOB’sI3aHMMM i3 3aCTOCYBaHHSIM ILILOTO JIiKapChKOT0 3aco0y. JIikapsiM CJIif 3BiTyBaTU
mpo Oyab-sKi migo3pioBaHi mMoOiYHI peakilil BiAIOBiAHO A0 BUMOT 3aKOHOAaBCTBa.

TepMiH NpUIAaTHOCTI
4 poxkwu.
VYMmoBHu 30epiranHs

He noTpebye crneltianbHUX yMOB 30epiranHs.

30epiratu y MicIisix, HeIOCTYIHUX IOJIsT OiTEMH.

YnakoBka

ITo 4 TabneTtku y 6iicTepi; mo 1 6icTepy B KapTOHHIN yIIaKOBIIi.
KaTeropis Bignycky

3a peLenTom.

BupooHHK

dapmaniesTuunui 3asop ,IIOJIBOAPMA” C.A./Pharmaceutical Works “POLPHARMA”
S.A.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro agpeca MiCIisi IPOBaaKeHHSI
OistIbHOCTI

Byn. Ilensnnunabcka 19, 83-200, Ctaporapn 'manbcku, [Tonbkina/19, Pelplinska Str., 83-
200 Starogard Gdanski, Poland.

[Ixepeso iHCTPYyKIIil

[HCTPYKIIiio TiKapChKOro 3aco0y B3sTO 3 oQillifiHOTo mkepesa — [lepKaBHOTO PEECTPY

JIiIKapCchKUX 3aco0iB YKpaiHu.
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