IHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

THTATPA® IC

(INTAGRA IC)

Cknao:
Oitoua pevosuHa: sildenafil citrate;

1 TabneTka MicTuTh cunmeHadiny nuTpaty (y nepepaxyHky Ha cunmeHadin) 25 mr (0,025 1), 50 mr
(0,05 ) a6o 100 mr (0,1 r);

donomidcHi peyo8uHU: TaKTO3W MOHOTIOPAT, Kabllio rinpodocdar gurigpart, 1esosio3a
MiKPOKPHCTaTigYHa, KPOXMaJjlb KapTOIITHUE, HAaTPilo KPOCKapMeo3a, HaTpiio rimpokapOoHaT,
JKeJlaTHUH, KPeMHi0 TiOKCHUM KOJIOImHUY 0e3BOOHMM, TallbK, MarHilo cTeapar, rimpoMenos3a
(TigpOKCUIIPOMIIMETUIILENIONI03a), TOJIieTUIEHTIIKOIb (Makporo), Tutany giokcup (E 171), karito
atecynbdam, KaHaypuH (amsa TabneTok mo 25 Mr - Kasito amtomocunikar (E 555), 3aniza okcupn
yepBoHuit (E 172); mns Tabnetok mo 50 Mr - Kaito amomocumikar (E 555), tutany miokcup (E 171);
miist Tabmetok mo 100 Mr - kamito amomocumikat (E 555), Tutany miokcun (E 171), 3amiza okcup
yepBoHui (E 172)).

JIikapcbka ¢opma. TabreTku, BKpUTiI 060I0HKOIO.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: TabNeTKH KPyTiiol (opMHU 3 JBOOIYKJIO0 IIOBEPXHEI0, BKPUTI
000710HKOI0, OpoH30BOr0 (mo3yBauHs 0,025 r) abo cpibHoro (go3ysanus 0,05 r), abo 30710TUCTOTO
(mo3yBanH4 0,1 T) KOIBODY.

®dapMakKoTepaneBTHUYHA Irpymna.

3acobwu, 110 3aCTOCOBYIOThCS MIPU epeKTHbHIM auchyHkiil. Cunmeradin. Kom ATX G04B E03.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.

MexaHi3M mil.

CunpgeHadin € mpemapaToM A IEPOPATIBHOTO 3aCTOCYBaHHS, TPU3HAYECHUM IS JIIKyBaHHS
epekTunbHol guchyHkIii. ITpu ctaTreBoMy 30ymKeHHi ITperapaTt BifHOBIIIOE 3HUXKEHY €PEKTUIILHY
GbYHKIIi0 IUISIXOM ITOCUJIEHHS PUTOKY KPOBi [0 TeHica.



dizionoriyHuM MexXaHi3M, II[0 3yMOBIIIOE €PEKIIif0, BK/II0Ya€E BUBIIbHEHHS OKCUAy a3oTy (NO)

y KaBEepPHO3HUX Tilax ITiJ Yac cTaTeBOro 30ymKeHHs. BUBiTbHEHUN OKCHU]I a30Ty aKTUBYE (ePMEHT
TyaHINaTIUKIa3y, [0 CTUMYJIIOE MigBUIIeHHS PiBHS LUKIIiYHOT0 TyaHo3uHMOoHOdochaTy (1l M®), 1o,
y CBOIO Yepry, CIPUYNHSE Po3cabaeHHs IIagKoi MyCKyIaTypy KaBePHO3HUX TiJl, CIPUSIOYN
IIPUTOKY KPOBI.

CunpeHadin € MOTyKHUM Ta CeJIeKTUBHUM iHTiGiTopoM I’ M®-crenudiunoi pochoniectepasu 5
(PIES) y kaBepHO3HUX Tinax, ge ®IIES Bipnosigae 3a po3napg ul' MO. Edekrtu cungesadiny Ha
epexl1iio MaloTh nepudepudHuil xapakrep. CunpeHadin He YMHUTEL 6e3M0CEPETHBO] pelaKCyooUol Aii
Ha i30/ThOBaHi KaBePHO3Hi Tija JIIOOWHY, ajie MOTYXKHO IMOCUITIOE po3ciabimooouy mito NO Ha maHy
TKaHuHY. [Ipu akTuBalii Metaboniynoro usaxy NO/uI'MO®, mo BinOyBaeTbCs IpU CTaTEBIN
ctuMynsuii, inribyBanus cungeradinom ®IES npu3BoguTh O0 MigBUllleHHS piBHS I MO y
KaBEePHO3HMUX Tinax. TaKUM YUHOM, IJIsI TOTO, 100 cungeHadin cupuyuHsaB IOTPiOHUHN
(dapmakosoriuaui eekT, HeoOXifmHe cTaTeBe 30yIKEHHS.

BrnnuB Ha hapMakoguHaMIKYy.

HocnimKeHHS in vitro mpogeMoHCTPYBanH, 1o cungeHadin € cenektuBuuM go ®IIES, mo Gepe
aKTHBHY y4acThb y mporieci epekuii. EpekT cunnenadiny Ha ®JES noTyKHimmi, HiXK Ha iHIII BigoMi
docdomiectepasu. Llent edexT y 10 pasziB notyxHimul, HiK epekt Ha PIIE6, mo 6epe ydacTs y
npoliecax pOTOIepeTBOPEHHS y CiTKiBIi. [IpK 3acToCyBaHHI MaKCHMaIbHUX PEKOMEHIOBaHUX 03
cenekTuBHICTE cunpeHadiny o ®IOES y 80 pasis nepesuilye oro cenektuBHicTh 1o OIE1, y

700 pagsiB Buia, Hix go ®IE2, ®IE3, ®E4, ®OE7, ®JES, ®JE9, ®IE10 Ta ®IIE11. 30Kpema,
ceneKTUBHICTh cunpeHadiny go ®IES y 4000 pasiB nepeBuillye 10ro ceneKTuBHicTh 1o OIE3 -
TAM®-cnenudiunoi izopopmu pocdoniectepasy, 1o 6epe ydacTs y perysiilii cepiieBoi
CKOPOTIMBOCTI.

dapmakoKiHemuxka.

AGcopOiis.

Cunpenadin mBunko abcopOyeThcsi. MakcuMaibHi M1a3MOBi KOHIIEHTpAIlil TpernapaTy AOCSITalThCs
npotarom 30-120 xBumnuH (i3 MemiaHO 60 XBUIMH) MiCJIg MOTO IIePOPaIbHOI0 3aCTOCYBaHHS HATIIIE.
CepepnHs abcomoTHa 610MOCTYIHICTD MiCyIA IepOPaIbHOT0 3aCTOCYBaHHS CTAaHOBUTH 41 % (3
fiama30HOM 3Ha4YeHb Bif 25 0o 63 %). Y pekoMeHgoBaHOMY Aiana3oHi go3 (Big 25 go 100 mr)
noka3uuku AUC ta C,,, cungeHadiny micns #oro nepopaibHOro 3aCTOCYBaHHS MiIBULTYIOTHCS
MIPOIOPLIMHO A0 [O3H.

[Tpu 3acTocyBaHHI cungeHadiny mig 4ac mpuitoMy ki cTymiHb abcopOilii 3HUKYETHCS i3 cepeiHiM
nopoBxeHHAM T, 0o 60 xBuIuH i cepenHiM 3HUXKeHHAM C,. Ha 29 %.

Poznmomin.

CepeqHiii piBHOBaxHUY 06’eM po3noginy (V,) ctanoButs 105 HiTPiB, 110 CBIIYUTH PO PO3MIOALN
IpenaparTy B TKaHWMHaX opraHiaMy. [Ticyisg omHOKpPaTHOTO ITepOpaIbHOI0 3aCTOCYBaHHSA CUNgeHadiny B
no3i 100 Mr cepefHs MaKCHMaJlbHA 3arajbHa IIJla3MOBa KOHI[eHTpalisa cuifeHadiny CTaHOBUTh
npu6bnusno 440 Hr/mi (kKoedinieHT Bapianii ctaHoBUTEL 40 %). OCKinbKY 3B’s13yBaHHS CcUAeHadiny Ta
1oro ronoBHOro N-mecMeTun-MeTabomiTy 3 OinmkaMu maa3mMu gocsira€ 96 %, cepegHs MakKCcUMabHa
IIJIa3MOBa KOHIIEHTpalis BinbHOTO cungeHadiny gocsirae 18 ur/min (38 umonb). CTymiHb 3B’ s13yBaHHSI
3 GimKaMu MJIa3Mu He 3aJIeKUTh Bifl 3arajbHUX KOHILIEHTPAlil cungeHadiny.

YV 3mopoBux mOGPOBOJIBILB, SKi 3aCTOCOBYBaU cungeHadin ogHoKpaTHO B fo3i 100 Mr, yepe3



90 xBunuH B esKynaTi Bu3Havanocs menire 0,0002 % (B cepeguabomy 188 Hr) 3acTOCOBaHOI HO3H.

BioTpancdopmariris.

MeTabormi3M cunpeHadiny 3miliCHIOETECS TOJIOBHUM YHHOM 3 Y4acTIO MiKpoCcOMaIbHUX i30epMeHTiB
nevinku CYP3A4 (ronosuui muisix) Ta CYP2C9 (opyropsapaui nuisix). '010BHUAN OUPKYIIIOI0YRI
MeTaboIiT YyTBOPIOETLCA MINITXOM N-IeMeTunoBaHHs cunpeHadiny. CeneKTUBHICTh MeTaloiTy
BinHOCHO ®JIES mopiBHSIHHA 3 CEJIEKTUBHICTIO cunpeHadiny, a in vitro ak THBHICTb MeTabOJIiTy
BigHOCHO ®JIES cTaHOoBUTH MpuOIM3HO 50 % aKTUBHOCTI BUXigHOI PeYOBUHH. [171a3MOBi KOHIIEHTpAITil
II,OT'0 MeTaboiTy cTaHOBNIATL Tpubnru3Ho 40 % KoHUeHTpalil cungeHadiny y mma3mi Kposi. N-
IeMeTUIbOBaHUM MeTaboIiT 3a3Ha€e IoablIoro MeTaboi3My, a epiof #oro HamiBBUBENEHHS
CTAHOBUTH NMPUONIU3HO 4 TOOUHU.

EniMizarid.

3aranbHUY KJIipeHc cungeHadiny cTaHOBUTH 41 71/Tof, 3yMOBIIIOI0YM II€Piof M0T0 HalliBBUBEIEHHS
TPUBAJICTIO 3-5 roauH. fK micis nepopasbHOro, Tak i Micis BHYTPIIIHBOBEHHOT'O0 3aCTOCYBaHHS
eKCKpellis cungeHadiny y Burnsigi MetabosmiTiB 30iiCHIOETHCSI TOJIOBHUM YMHOM i3 KanoM (IpubiIu3Ho
80 % BBemeHOI ITepopasbHOI 103H1) Ta MEHIIIOI Mipoio 3 cevero (mpubnu3Ho 13 % BBemeHOl
IIepOpaIbHOl 03H).

dapmakoKiHemuka 8 ocobausux 2pyn navieHmias.

[NalieHTH JiTHHOT'O BiKYV.

Y 3mopoBux [06GPOBOJIBIIIB JTITHLOTO BiKYy (BiKOM Bifi 65 POKiB) Bii3Hayanocs 3HUKEHHS KITipeHCY
cungeHadiny, 110 3yMOBITIOBAIO MiIBUINIEHHS MJIa3MOBUX KOHIIEHTpAIlil cuigeHadiny Ta #oro
akTuBHOr0 N-IeMeTunb0BaHOro MeTabonity npu6nusno Ha 90 % MOpPiBHSAHO 3 BiATOBIAHUMMU
KOHIIEHTPAIiIMU ¥ 300POBUX NOOPOBOJIBIIB MOJIOAIIOTO BiKYy (18-45 pokiB). ¥ 3B’sI3Ky 3 BIKOBUMHU
BigMiHHOCTSIMM y 3B’sI3yBaHHi 3 GiTKaMu IJTa3MHU KPOBi BifITIOBigHE MifBUIIIEHHS 17Ta3MOBOI
KOHIIeHTpallil BinbHOTO cunpeHadiny ctaHoBumo npubnausso 40 %.

HupkoBa HEIOCTATHICTE.

Y mo6poBobIIiB i3 mopyIIeHHAMY GYHKIIII HUPOK JIETKOTO Ta ITOMIPHOTO CTYIeHs (K/IipeHC
KpeaTtuHiny 30-80 My1/xB) papMaKoOKiHETHKa CUNgeHadiny 3anuinanacs He3MiHEHO MMiCIs K0To
OHOKPAaTHOTO IlepopanbHOro 3actocyBanHs y 7o3i 50 mr. Cepenni AUC ta C,,,, N-meMeTuIb0BaHOT 0
MeTaboIiTy migBUIyBanucs Ha MakcuMyM 126 % ta MakcuMyM 73 % BiAIIOBigHO MOPIBHSHO 3 TAKUMU
IIOKa3HUKaMHU y 10OPOBOJIbIIIB TAKOTO X BiKy 0e3 mopyuieHb QyHKII HupoK. OgHaK yepe3 BUCOKY
inguBinyanbHy BapiaOenbHICTh 1Ii BiTMIHHOCTI He OyIM CTAaTUCTUYHO 3HAYYIIHMU. Y HOOPOBOJIBIIIB i3
TAKKUMU NTOPYIIEHHAMHU QYHKII1 HUPOK (K/IipeHc KpeaTuHiny Hux4e 30 MJI/XB) KIIipeHC
cunpeHadiny 3HMKYBaBCS, 110 PU3BOAMIO A0 cepepHix mippumens AUC Ta C,,, Ha 100 % Ta 88 %
BiAITIOBigHO TTOPIBHSHO i3 JOOPOBOJIBIIMU TAKOTO XK BiKy 0e3 mopyiieHs ¢GyHKIil HupoK. Kpim Toro,
3HaueHHd AUC Ta C,,, N-neMmeTnnroBaHoro MetabosiTy 3Hadyile miguiyBanucs Ha 200 % ta 79 %
BiZIoBigHO.

[TeuinkoBa HEOOCTATHICTh.

Y moOGpOBOIBIIB i3 HIXPO30M MEYiHKHM JIETKOTO Ta MOMIpHOTO CTyneHs (KiaciB A Ta B 3a
Knacudikauiero Yannma-I1'10) KinipeHc cungeHadiny 3HUXKYBaBCS, 110 IPU3BOOUIIO [0 MigBUILIEHHS
AUC (84 %) Ta C,,,, (47 %) mopiBHsSHO 3 0OOPOBOIBIIIMU TAKOTO XK BiKy 6€3 IopyIieHb QYHKIIIN
nedinky. PapMakoKiHeTHKa cuigeHadiny y Hali€HTiB i3 MOPYIIeHHIMU QYHKIIIN MEeYiHKN TAKKOTO
CTyIleHsI He BUBYaacH.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

IIpenapaT IHTAT'PA® IC peKOMEHAYETLCS 3aCTOCOBYBATH YOJIOBIKAM 3 €PEKTH/ILHOK NUCHYHKILEI,
sIKa BU3HAYAEThCS SIK HE3[ATHICTh HOCATTH a00 MigTPUMAaTH ePeKINio CTaTeBOTo YieHa, HeoOXigHy
[JIS1 YCIIIIHOTO CTATEBOT0 aKTy.

Ins epekTusHOI Aii npenapaty IHTATPA® IC motpi6He cTaTeBe 30yIKeHHS.

IIpomunoka3aHHs.
[TigBuIleHa YyTIUBICTH [0 AiI040l peY0oBMHHU ab0 0 Oyab-IKOT0 iHIIOTO KOMIIOHEHTAa IIpernapary.

OpHOYacHe 3aCTOCYBaHHS 3 IOHOPAMHU OKCHUIY @30Ty (TaKUMU K aMinHiTPuT) abo HiTpatamu y OyOb-
SKill (popMi IpoTUIIOKa3aHe, OCKiIbKU BifoMO, II0 cuiAeHadin Mae BIJIUB Ha IUISIXA MeTaboIi3aMy
OKCH[Y a30Ty/IUKIIIYHOTr0 ryaHo3uHMOHO(MochaTy (uI'M®) Ta MOTEHIIiI0€ TiNOTeH3UBHUYN ePEKT
HiTpaTiB.

OpHoyacHe 3acTtocyBaHH iHTibiTOpiB O®IIES (Y ToMy uuchi cunpgeHadiny) 3i cTUMyIaTOpaMu
TyaHINaTIUKIa34u, TaKUMU K PIOLUTyaT, IPOTUIIOKAa3aHe, OCKIIBKY MOXe IIPU3BECTU [0
CHMIITOMATHYHOI TimoTeH3ii (IuB. po3min «B3aeMopis 3 iHIMKUMY TiKapchKUMK 3aco06aMu Ta iHII BUOK
B3aEMOMIN»).

Cranu, IIpu SIKUX He peKOMEeHJ0BaHa CTaTeBa aKTUBHICTh (HAIpUKJIIaf, TSXKKi CepleBO-CyANHHI
po3Ianu, Taki ik HecTabilbHa CTeHOKapHis abo ceplieBa HEIOCTATHICTD TSAKKOTO CTYIIEHS).

BTpata 30py Ha OfHEe OKO BHACIiOK HeapTepiaabHOl IIepegHbO] illleMiyHOl HeBPOIaTil 30pOBOT0
HepBa He3aJIeskKHO Bifl TOT0, UM 1OB’sI3aHa IIs1 IaTOJIOTis i3 monepefHiM 3aCTOCYBaHHAM iHTi6iTOPiB
dochomiectepasu 5 (OIIESD).

HasiBHICTh TaKMX 3aXBOPIOBaHb SIK MOPYIIEHHS QYHKIIil TeUiHKK TSIKKOTO CTYIEHS, apTepiaabHa
rinoTteH3is (apTepianbHuii TUCK HUKYe 90/50 MM PT. CT.), HEIIOAABHO TepeHeCceHn iHCYIbT abo
iH(papKT MioKapaa Ta BifoMi CIagKOBi ereHepaTUBHI 3aXBOPIOBAHHS CIiTKiBKY, TaKi IK MiIrMeHTHUU
PETUHIT (HeBeNMKa KinbKiCTh TaKUX Malli€HTiB Ma€ reHeTUYHI po3nanu ¢pocdomiecTepas CiTKiBKY),
ockinbku Ge3neka cungeHadiny He HOCTigXKyBanacsl y TaKUX MiATpylax NalieHTiB.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Epexmu iHwux aikapcvkux 3acobis Ha cusadeHadi.

[MocHimXeHHd in vitro.

Metabomni3m cunpeHadiny BimOyBaeThCs IIepPeBaXKHO 3 y4acTio i3odopmu 3A4 (TOTOBHUM IIISX) Ta
izodopmu 2C9 (mpyropspuuit uuisx) nutoxpomy P450 (CYP). Tomy inribitopu uux isodepmeHTIB
MOXKYTb 3HUKYBaTH KJIipeHC cunaeHadiny, a iHIyKTOpU X i30)epMEHTIB MOXKYTh ITigBUIIyBaTH
KJIipeHC cunpeHadiny.



[Mocnim»XeHH in vivo.

[Tonynauivauy GpapMaKOKIHETUUYHNY aHalli3 JaHUX KJIiHIYHUX OOCIiAXKEeHb IPOIEeMOHCTPYBaB
3HUKEHHS KIIipeHCy cungeHadiny mIpy H0ro 0MHOYAaCHOMY 3aCToCyBaHHi 3 iHribiTopamu CYP3A4
(TakMMU SIK KETOKOHA30JI, ePUTPOMIIIMH, UUMETUANH). X04a IIPU OOHOYaCHOMY 3aCTOCYBaHHI
cunpeHadiny Ta inriéitopis CYP3A4 3pocTaHHST 4aCTOTH MOOIiYHUX SBHUII] HE CIIOCTEPiranocs, Ciim
PO3TJISTHYTH MOXKJIMBICTh 3aCTOCYBaHHS IIOYATKOBOI 103U CuiIfeHadiny 25 Mr.

OpHovacHe 3acTocyBaHHS iHTibiTopy BIJI-mpoTea3u puTOHABIpYy, AyKe MOTYyKHOTrO iHTi6iTOopy P450,
y cTaHi piBHOBaxkHOI KoHIeHTpatii (500 Mr aBiui Ha HoOy) Ta cunpeHadiny (pa3osa mo3a 100 mr)
IIPU3BOMIMIIO [I0 MiIBUIEHHS MaKCHManbHOi KoHLeHTpatii (C,,,,) cungeradiny za 300 % (y 4 pa3u) Ta
nigBuieHHs cucTeMHol ekcro3utlii (AUC) cunpenadiny Ha 1000 % (y 11 pagis). Yepes 24 roguau
171a3MOBi piBHI cunmeHadiny Bce 11e cTaHOBUIN TPUOIKU3HO 200 HI/MJT TOPIBHSHO 3 PiBHEM
npubNIKU3HO 5 HI/MJI, XapaKTepPHUM [IJig 3aCTOCYyBaHHS culfeHadiny oKpeMo, IIo Bifmoigae
3HAYHOMY BIUIMBY PHTOHABIpY Ha IMMPOKUY CIeKTp cybcTpaTiB P450. Cunpgenadin He BIIMBa€ Ha
(dhapMakKoKiHeTUKY PUTOHABipy. 3 OTJIAAY Ha I1i hapMaKOKiHeTUYHI JaHi OMHOYaCHe 3aCTOCYBaHHS
cunpeHadiny Ta puTOHABIpPY HE PEKOMEHOYEThCS (OuUB. Po3Min «OcoOMMBOCTi 3aCTOCYBaHHS»); B OV Ib-
SKOMY BUIIQKy MaKCUMaJbHa f103a cuigeHadiny 3a xKogHuX 060CTaBUH He TIOBUHHA MTePEBUIIYBATH
25 Mr mpoTarom 48 roguH.

OpHouacHe 3acTocyBaHHS iHribiTopy BIJI-mpoTea3u caksinaBipy, iHribitopy CYP3A4, y mosi, 1o
3abe3neuye piBHOBaxHY KoHIeHTpamio (1200 Mr Tpuyi Ha go0y), Ta cungeradiny (100 Mr pa3oso)
IpU3BOAUIIO [0 mimBuieHHs C,,, cunaeHadiny Ha 140 % Ta 36inbmenss AUC cungeHadiny Ha

210 %. He BusiBneHO BIIuBY cungeHadiny Ha hapMaKOKiHETHKY cakBiHaBipy (muB. po3min «Cmocid
3aCTOCyBaHHS Ta 103u»). [lepembayaeThes, 1m0 Ginbin moTyxkHi iHridiTopu CYP3A4, Taki sk
KETOKOHA30J1 Ta iTpakoHa30, OyayTh MaTH OiNiblll BUpPaKEHU BILJIUB.

[Tpu 3actocyBaHHi cungeHadiny (100 Mr pa3oBo) Ta epUTPOMILIMHY, TOMipHOTO iHTi6iTOpy CYP3A4,
y piBHOBaxHOMY cTaHi (500 Mr [Bidi Ha mo0y mpoTaroM 5 AHiB) cocTepiranocs migsumieHHs AUC
cunpeHadiny Ha 182 %. Y 3mopoBux HoOpOBOJIBIIIB Y0JIOBiYO0l CTATi He CIIOCTEPIranocs BIJIUBY
asutpomitunuy (500 mMr Ha moby mpotsrom 3 gi6) Ha AUC, C,,,, T,.,, KOHCTAHTY IIBUAKOCTI ejtiMiHarii
Ta MOAaJIbIINi TIepiof] HaliBBUBeeHHS cuifeHadiny abo #0ro roI0BHOT0 LIUPKYIIOI0Y0T0
MeTabomity. HuMmeTunun (inribitop nuroxpomy P450 ta Hecenudiynui inribitop CYP3A4) y moai
800 Mr npu ogHOYACHOMY 3aCTOCYyBaHHI i3 cunpmeHadinom y gosi 50 Mr y 3mopoBux K0OPOBOJIBLIB
IIPHU3BOIUB [0 IiABUIIEHHS IIJITa3MOBUX KOHIIEHTpalliil cunaeHadiny Ha 56 %.

penindpyrosuii cik € cnabkum inridbitopom CYP3A4 y CTiHII KUIIEYHUKY 1 MOXKE CIPUYUHUTH
IIOMipHE IiABUINEHHS PiBHIB CuIfeHadiny y maa3Mi KpoBsi.

OpHOKpaTHEe 3aCTOCYBaHHS aHTALMAIB (MarHilo rigpoKCUAY/alioMiHi0 TiTPOKCUAY) HEe BIIXBAJIO
Ha GiogoCcTymHiCTh cunmeHadimy.

Xoua gocrimxeHb creludiyHoi B3aeMopii 3 yciMa ikapchbkuMu 3aco6aMu He IPOBOAWIIN, 3@ HaHUMU
NONyIANIMHOr0 (papMaKOKiHETUYHOTO aHamli3dy, GapMaKOKiHeTHKa CUIfeHadiny He 3MiHIOBanacs Ipu
MO0T0 OOHOYAaCHOMY 3aCTOCYBaHHI i3 JTiKapchbKuMu 3aco0aM¥, 1110 HajieXKaTh 00 TPYNH iHTiGiTOpiB
CYP2C9 (ton6yTamin, Bapdaput, ¢eHiToin), rpynu iHriditopis CYP2D6 (Takux sIK CeJIeKTUBHI
iHTi6iTOpPU 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, TPUIMKITIUHI aHTHOENIPeCaHTH), TPYIIU Tia3uJHUX Ta
Tia3upononiOHuX OiypeTHKiB, METIbOBUX Ta Kanii30epirarouux miypeTuKiB, iHTi0iTOPiB
aHTiI0TEH3WHIIEPETBOPIOBAILHOTO (DePMEHTY, aHTArOHICTiB KaJibllil0, aHTAarOHICTiB B-
agpeHopelenTopiB abo iHgykTOpiB MeTabomnizmy CYP450 (Takux 5K pudamminus, 6apbiTypaTh).

Y xomi mocmimKeHHS 3a Y4acTIO 3[0POBUX T0OPOBOJIBIIIB-4Y0IOBIKiB OMHOYACHE 3aCTOCYBaHHS



aHTaroHicTa eHoTeNiHy OoceHTany (moMipuuit iHOyKTOp CYP3A4, inpykTop CYP2C9 Ta, MOXKIIUBO,
CYP2C19) y piBHoBaxxHOMY cTaHi (125 Mr aBiui Ha go0y) Ta cungeHadiny y piBHOBaXXHOMY CTaHi

(80 mr Tpuyi Ha HoOy) mpu3Boguio mo 3uuxkenHs AUC Ta C,,, cunneHadiny Ha 62,6 % ta 55,4 %
BifnoBifHO. ToMy OgHOYaCHE 3aCTOCYBaHHS TaKUX NOTyXKHUX iHAYKTOpiB CYP3A4 K pudamnin moxe
IPU3BOIUTH [0 GiTbII BUPAXKEHOT0 3HUKEHHS KOHIIEHTpallil cuimeHadiny y mia3Mi Kposi.

Hikopaunun sBnsie co0oto ribpup akTBaTOpa KabIlieBUX KaHalliB Ta HiTpaTy. HiTpaTHNUI KOMIOHEHT
3yYMOBITIOE MOXKJIMBICTb MOT'0 CEPHO3HOI B3a€EMOil 3 cungeHadinom.

Egexmu cundeHaginy Ha iHwi aikapcwvki 3acobu.

[Tocnim»xeHHs in vitro.

Cunpenadin - cnabkuii iHribiTop izodopm 1A2, 2C9, 2C19, 2D6, 2E1 Ta 3A4 mutoxpomy P450

(IKs, > 150 MkMosb). OcKinbKu IiKOBI I1JTa3MOBi KOHIIEHTpallii cungeHadiny HopiBHIOIOTH TPUOIN3HO
1 MKMons, Brus npenapaty IHTATPA® IC npu 3acToCyBaHHI Y peKOMEHA0BaHOMY fiala3oHi f03

Ha KJIipeHC cyOCcTpaTiB IuX i30pepMEeHTIB MaTOMMOBIpHUM.

BipcyTHi mani mopmo B3aemogil cunpmeHadiny Ta Takux Hecnenudiynaux iHribiTopis ¢pocdomiecrepasu
K Teo(isiH Ta gumipumaMon.

[TocnimkeHHS in vivo.

OckinbKy BimoMo, 1110 cuigeHadis Ma€e BIIMB Ha MeTa0o01i3M OKCHUY a30TY/IUKIIYHOT0
ryaHo3uaMoHodocdary (uI'M®), 6yno BCTaHOBIIEHO, 10 cuifeHadin IOTEeHINIOE TiIOTeH3UBHY [il0
HiTparTiB, TOMy 0r0 OIHOYaCHE 3aCTOCYBaHHS 3 JOHOPaAMM OKCHUAY a30Ty abo 3 HiTpaTamu y Oyab-
AKil (opMi IpoTUNOKa3aHe (OUB. po3nin «[IpoTunokasaHHT»).

Piomuryart. [ToKmiHiuHI JOCTigXXKEHHS MPOOEMOHCTPYBaI afUTUBHUN CUCTEMHUN e(eKT 3HUKEHHS
apTepianbHOTO TUCKY IIPU OMHOYACHOMY 3aCTOCyBaHHi iHribiTopie ®JIES 3 piouuryatom. Kniniusi
MOCTiMKEeHHS MPONEeMOHCTPYBAIH, 110 PiOIUTYAT IIOCUITIOE TiOTEeH3UBHY [ito iHTribiTopiB ®IES.

Y natuieHTiB, SKi 6panu y4acTh y JOCHIIXKEHHi, He CIIOCTePiranoch MO3UTHUBHOIO KIIiHIYHOTO eheKTy
Bifl ogHO4YacHOTO 3acTocyBaHH iHribiTopiB ®IIES 3 pionuryatom. [IpoTHioKa3aHe ofHOYACHE
3acToCyBaHHS piouuryarty 3 iHribiTopamu ®IIES (y Tomy yuchi cunpgeHadinoM) (QuB. po3min
«IIpoTUNOKa3aHHS»).

OpHOoYacHe 3aCTOCYBaHHS cunmeHadiny Ta 6710KaTOPiB a-afpeHOPELENITOPIB MOXKe TPU3BECTU

[0 PO3BUTKY CHMIITOMATUYHOI TiOTEH3i1 Y eSIKUX CXUJIbHUX [0 LIbOTO MallieHTiB. Taka peakilis
HalyvacTille BUHUKAJIA IPOTSATOM 4 TOOUH IIiC/Is 3aCTOCYBaHHS cunmeHadiny (muB. po3min «Cmocib
3aCTOCYBaHHS Ta [03u» Ta «OCcoBIMBOCTI 3aCTOCYBaHHS»). Y X0mi 3 mOCHifKeHb crienudiyHol
B3a€EMOII TiKapChKUX 3ac00iB 6JI0KATOP O-agpPEeHOPEIeNTOPiB TOKCAa303uH (4 Mr Ta 8 MI) Ta
cunpenadin (25 mr, 50 mr Ta 100 M) 3aCTOCOBYBaIMCA OOHOYACHO MallieHTaM i3 HoOpOsSKiCHOIO
rinepmnasieio nepegMixypoBol 3an03u, cTabinisanis cTany SKux Oyia JOCATHYTa IPU 3aCTOCYBaHHI
NOKCa303uHYy. Y IUX IOMYJISLisX CIIOCTEPIranocs CepeHE NOOaTKOBe 3HUXKEHHS apTepialbHOTO
TUCKY y IIOJIOKEHHI jiexkauu Ha 7/7 MM pT. CT., 9/5 MM pT. CT. Ta 8/4 MM pT. CT. Ta CEpPENHE 3HUKEHHS
apTepiasbHOTO TUCKY Yy IIOJIOKEHHi cToA4Yu Ha 6/6 MM pT. cT., 11/4 MM pT. CT., 4/5 MM pT. CT.
BigmoBigHO. [Ipu omHOYacHOMY 3aCTOCyBaHHI cunigeHadiny Ta JOKCa303uHY Y MAaIli€HTiB, cTabimizalis
CTaHy sIKuxX Oyna JOCATHYTa IIPU 3aCTOCYBaHHI JOKCAa303UHY, iHOMI MTOBIIOMIISITIOCS ITPO PO3BUTOK
CHMIITOMATUYHOl OPTOCTAaTUYHOI TiMOTeH3il. Y IIUX MOBiIOMIIEHHSX WIIIOCS PO BUIIaAKK
3alraMOpPOYEHHS Ta CTaH Iepeq HeIPUTOMHICTIO, ae 6e3 CUHKOIIe.

He cnocrepiranocst KomHUX 3HaUYIIUX B3aEMOZiN TP OMHOYACHOMY 3aCTOCYBaHHi cungeHadiny



(50 mr) i Tonbyraminy (250 mr) abo Bapbapuny (40 mr), mo Metabomnizyotscss CYP2C9.

Cunpenadin (50 Mr) He IPKU3BOAUB [0 IOOBXKEHHS YaCy KPOBOTeYi, CIPUYMHEHOI 3aCTOCYBAHHSIM
areTHJICaIinuIoBoi KucaoTu (150 mr).

Cunpenadin (50 Mr) He MOTEHIIi(0BaB TiMIOTEH3UBHY [Iif0 aJIKOTOJIIO0 ¥ 3M0POBUX NOOPOBOIIBLIIB
IIPY CepelHiX MaKCUMa/IbHUX PIBHAX €TaHOJy Y KpoBi 80 mr/m.

Y matieHTiB, sKi 3acTOCOByBaiu cuifeHadin, He CocTepiranaocs XOOHUX BigMiHHOCTEN MTPOdiio
mo6iuHuX eheKTiB MOPiBHSHO 3 IyIanedo Mpu 0OJHOYACHOMY 3aCTOCYBaHHI TaKUX KJIaciB
rinoTeH3WBHUX JIiIKaPChKUX 3ac00iB K OiypeTuku, 610KaTopu B-ampeHopenenTopis, inribitopu AII®,
aHTaroHiCTH aHTioTeH3uHY II, aHTUTiepTeH3UBHi JTiKapChKi 3acobu (CyIMHOPO3UINPIOBAJIbHI Ta
IIEeHTPAJIbHOI [il), 6JT0KAaTOPHU afipeHePrivHuX HEeHPOHiB, 0JI0KaTOPH KaJbIliEBUX KaHAJIiB Ta OJI0KaTOpH
0-aipeHOPELeITOPIB.

Y cnenianbHOMY JOCifIZKEHHI B3a€EMO/Iil TpY OJHOYAaCHOMY 3acTocyBaHHi cunmeHadiny (100 mr) Ta
aMJIO[UIIIHY MTAlliEHTaM 3 apTepiajibHO0 TillepTeH3i€10 CIIOCTePIirasocsa JOOaTKOBe 3HUKEHHS
CHUCTOJIIYHOTO apTepiabHOI0 TUCKY Y IIOJ0KEHHI 1eXayy Ha 8 MM pT. CT. BifnoBigHe 3HUKEHHS
[iaCTONIIYHOr0 apTepiaJbHOTO TUCKY CTAHOBUJIO 7 MM PT. CT. 3a BEIMYMHOIO I[i AOJATKOBI 3HUXKEHHS
apTepianbHOTO TUCKY OY/IM CIiBCTaBHUMHU 3 THUMH, L0 CIIOCTEPiraiucs Mpu 3aCTOCYBaHHi JIHIIe
cunpeHadiny y 3mopoBux oOPOBOJIBIIIB.

Cunpenadin y mo3i 100 Mr He BI/IMBaB Ha papMaKOKiHETHYHI MOKa3HUKY iHTibiTopiB BIJI-mpoTeasu,
CakBiHaBipy Ta pUTOHaBIpY, sAKi € cybcTpaTamu CYP3A4.

Y 3mopoBux m06GPOBOIIBIIB YOJIOBIYO0I CTATi 3aCTOCYBaHHS cuiigeHadiny y piBHOBaxkHOMY cTaHi (80 Mr
Tpuyi Ha go0y) mpu3Bopuso mpo nippuiienHs AUC Ta C,,, 6oceHTany (125 mr aBiui Ha go0y) Ha 49,8 %
472 % BignoBigHO.

3acTocyBaHHS pa30BoOi A03U cuifeHadiny mamieHTaM 3 apTepiaabHOIO TiepTeH3ielo Ha T Teparii
kKoMOiHalieto cakyOiTpus/BancapTaH, GapMaKOKiHETUYHI TapaMeTPH SKO1 HOCSTIM B OpraHi3Mi
PiBHOBaXHOTO CTaHy, 6yJI0 OB’13aHO 3i 3HAYHO OiNBIIUM 3HUKEHHSIM apTepiallbHOTO TUCKY
TIOPiBHSIHO 3 3aCTOCYBaHHSM JIullle KoMOiHallii cakybiTpui/Bancaprad. ToMy mailieHTaMm, sKi
OTPUMYIOTh Teparniio KoMOiHalli€elo caKyOiTpus/BasicapTaH, Clif BUSIBIATH 00epeXkHiCTh Ha
II0YaTKOBOMY €eTalli JIiKkyBaHHS CufeHadiniomM.

Oco06.1ueocmi 3acmocyeaHHsi.

Ilo moyaTKy Tepamil ciif 3i0paTy MeIUYHNI aHaMHe3 TalliEeHTa Ta IPOBECTH (pisuKanbHe
00CTeXKeHHS [Is HiarHOCTUKYU ePEeKTWIbHOI AUCHYHKIIII Ta BU3HAUYEHHS 11 MOXKJIMBUX IIPUYNH.

daxmopu pus3uky cepu,eso-CyOUHHUX 3aXB0PHBAHD.

OCKinbKY CTaTeBa aKTUBHICTb CYyIIPOBOMXKYETHCS IEBHUM PHU3UKOM 3 00Ky Ceplld, 0 IIoYaTKy Oyib-
SIKOT0 JIiKyBaHHS €PEeKTUJIbHOI IUCPYHKIIi] TiKap Ma€ OLiHUTH CTaH CEPIeBO-CyAUHHOl CUCTEMU
naiienta. CungeHadin YMHUT CYOUHOPO3IMKUPIOBAIBHY Mil0, IO MPOSBISETHCS JIETKUM Ta
KOPOTKOYaCHUM 3HMKEHHSM apTepiaJbHOr0 TUCKY. [0 Ipu3HayeHHs cungeHadiny mikap Mae
PETeNnbHO 3BaXKUTH, UM MOXKE TaKUM e(peKT HeCIIPUITIUBO BIIJIMBATH Ha IMAIli€HTIB i3 TEBHUMU
OCHOBHMMM 3aXBOPIOBaHHSIMM, 0C06IMBO ¥ KOMOiHallii 3i cTaTeBOI0 aKTUBHICTIO. [0 malieHTiB i3
IiABUIIEHO0 YyTIUBICTIO IO Ba30AMIaTaTOPIB HaleXaTh NallieHTH 3 00CTPYKIIi€I0 BUBIIHOTO TPAKTy
JIiBOTO LITYHOUYKa (HAlpUKIal, CTeHO3 aOPTH, TimepTpodiyHa o0CTPYKTUBHA KapaioMionaTist) abo



TALiEHTH i3 PigKiCHUM CHHOPOMOM MYJbTUCUCTEMHOI aTPOGii, OMHUM i3 MPOSBIB SKOI € TIKKE
TIOPYIIEHHS PETysIil apTepialbHOr0 TUCKY 3 O0KY BEreTaTUBHOI HEPBOBOI CUCTEMHU.

CunpeHadin noTeHIi0€ TiMOTeH3UBHUY e(PEeKT HiTpaTiB (IuUB. po3ain «[IpoTUnoKa3zaHHI»).

Y nocTMapKeTHHTOBOMY II€Piofii TOBiMOMIISIIOCS PO TSIXKKi 1M0GiUHi peakilil 3 00Ky ceplieBO-CyIHHHOI
CHCTeMHU, BK/II0Ual4u iH(hapKT MioKapaa, HecTabilbHy CTEHOKapZAilo, palToOBY CEpPLEeBO-CYAUHHY
TIOZi0 3 JIeTaJIbLHUM HACJiIKOM, IUTYHOYKOBY apUTMilo, I1epebpoBacKyIsipHi KDOBOBUIIUBHY,
TPaH3UTOPHY iIIEMIYHY aTaKy, apTepiajbHy TillepTEeH3ii0 Ta apTepiajbHy rinoTeH3it0, SKi 3a 4acoM
3b6iranucs i3 3acTocyBaHHAM cunpeHadiny. Y 6inbinocTi maiieHTiB, ane He y BCix, icHyBanu gakropu
PHU3HUKY CepIlieBO-CyOIUHHUX 3aXBOPIOBaHb. baraTo Takux MoOiYHUX peaklliil CllocTepiranocs mif 4ac
abo ofpa3y Iicyig CTaTeBOTO akKTy i JIUIIe KilbKa TPamuiIoCcs HEBAOB3i Mic/ig 3aCTOCyBaHHS
cunpeHadiny 6e3 ctaTeBoi akTUBHOCTi. TOMy HEMOXK/IMBO BUSHAYUTH, UM T1OB’I3aHUN PO3BUTOK
TaKuXx NO0IYHUX peakliii 6e3mocepenHbo i3 hakTOpaMu PU3UKY, UM iX PO3BUTOK 3YMOBJIEHUN iHIIUMU
YUHHUKaMU.

IIpianizm.

3acobu g1 miKyBaHHS €PeKTUIIbHOI AUChYHKILI, y ToMy 4uchi i cunpeHradin, ciif npu3HadaTit

3 00epexkHiCTIO MMallieHTaM 3 aHaTOMiYHUMHU AedopMalisiMu MeHica (TaKUMU SIK aHTYIISIIiS,
KaBepHO3HUI Pidbpo3 abo xBopoba [Teiiponi) abo naiieHTaM 3i cTaHaMH, IO CIIPUSIIOTH PO3BUTKY
npianiaMy (TaKUMU K CepIONoAiOHOKIIITUHHA aHeMis, MHOXKUHHA MienoMa abo nerkeMmis).

[Ticna Buxomy mpemnapaTty cuipeHadiny Ha pUHOK ITOBIfOMIISNIOCS IIPO BUMAOKY ITOAOBXKEHOI epeKllil
Ta Ipiani3my. AKII0 epeKIlis TpruBa€ OiNbIN HiXK 4 TOOWHY, NalliEeHTaM CJIifi HeralHO 3BePHYTHUCS

3a MeAUYHOI0 [IOMOMOT00. Y pa3i BifCyTHOCTI HeTaHOTO JIiKyBaHHS IIpialli3M MOXKe IPU3BECTHU

[0 TIOIIKOIXKEHHS TKaHWH TeHica Ta 0o CTiMKOl BTpaTH MOTEHIIII.

OdHouacHe 3acmocysaHHs 3 iHwumu iHzibimopamu ®IES5 abo iHwumu npenapamamu 045 AiKYBAHHS
epekmubHol Ouc@yHKUii.

Besmnexka Ta e(eKTUBHICTh OMHOYACHOTO 3aCTOCYBaHHS cufeHadiny 3 inHmumu inriditopamu OIES
abo iHmKMY IpemapaTaMu A7 JTiKyBaHHS TinepTeH3il nereHeBoi apTepii, ki MicTATh cunpeHadin, uu
3 IHIMMMY IpenapaTaMy A7 TiKyBaHHS €ePEeKTIWIbHOL AUCOYHKIIII He BUBYANUCSI. TOMY 3aCTOCYBaHHS
TaKuX KOMOiHaIlill He peKOMeHI0OBaHe.

Bnaue Ha 3ip.

CrnoHTaHHI TOBiOMJIEHHS PO BUHUKHEHHS He(eKTiB 30py HaAXOOUJIU acolili0BaHO 3 3aCTOCYBaHHIM
cunpeHadiny Ta inmmx inribiropis ®IES (muB. po3nin «ITobiuyni peakiii»). [Ipo Bumagku
HeapTepianbHOI TepeIHbOil imeMivyHOI HeBPOIIaTii 30POBOT0 HEPBA, IO € PiIKiCHUM CTAaHOM,
Ha[IXOOUJIYA CTIOHTaHHI IIOBIAOMJIEHHS Ta IIOBIOOMIISIOCS y HArJsg0BOMY OOCiIXKEHH] acoLiiloBaHO i3
3aCTOCyBaHHSM cunfeHadiny Ta iHmwux inriditTopis ®IIES (guB. po3min «Ilobiuni peakirii»). I[TalieHTiB
CJIifl TIOTIEPEUTH, 10 V Pa3i palTOBOTO MOPYIIEHHS 30PYy 3aCTOCOBYBaHHS culfeHadiny cin
IPUNIMHUTY Ta HeTallHO 3BEPHYTHUCS IO JiKapd (muB. po3min «IIpoTunoka3aHHI»).

OO0HouacHe 3acmocyB8aHHs 3 PUMOHABIPOM.

OpHOYacHe 3aCTOCYBaHHS cunmeHadiny Ta pUTOHaABIpYy He peKOMEHOYETLCS (OUB. po3min «B3aemomist
3 iHIMMMHY JTiKapChKUMM 3ac00aMu Ta iHIII BUAYM B3aEMOMiH»).

O0HouacHe 3acmocysaHHs 3 6i10Kkamopamu a-adpeHopeuenmopis.



[TanieHTaM, Ki 3aCTOCOBYIOThH 0JI0KAaTOPHU (-afpPEHOPEIeNTOPiB, 3aCTOCOBYBATH CUIAeHaDIN CIif

3 00epexXHiCTIO, OCKIIbKY TakKa KoMOiHallis MOxKe IIPU3BECTH 0 CUMIITOMATUYHOI TinoTeHsii y
OesKUX CXUJIbHUX OO IbOTO HallieHTiB. CUMITOMAaTHYHa TIIOTEeH3is 3a3BNYail BUHUKAE IIPOTITOM

4 TOQOMH TiCJg 3aCTOCYBaHHS cunfeHadiny. 3 MeTO MiHiMi3allil MOXKJIMBOTO PO3BUTKY IOCTypPabHOL
rinoTeH3il y maIfi€eHTiB, SKi 3aCTOCOBYIOTh 0JI0KATOPH (-aipeHOPELeNTOPIB, iX CTaH MOTPIOHO
ctabinizyBaTy 3a gOIOMOT0I0 6JI0KAaTOPiB -agPEHOPEIENTOPIB A0 TOYaTKy 3aCTOCOBYBAHHS
cungenadiny. Takoxk Ciif pO3rISHYTH MOXKIJIMBICTh 3aCTOCYBAHHS IT0YATKOBOI A03U 25 MT (OUB.
po3min «Cnocib 3acTocyBaHHs Ta go3u»). Kpim Toro, cnig mpoindopMyBaTH Malli€eHTiB, IK OiATH y pasi
IIOSIBY CUMIITOMiB OPTOCTATUYHOI TilMOTEeH3il.

Bnaue Ha kposomeui.

HocnigXeHHST TPOMOOIUTIB JIIOAWHY TIPOIEMOHCTPYBAJIH, 1110 in vitro cunpeHadin moTeH1ie
aHTHarperauiHi epekTy HaTpito HiTponpycuny. Hemae xoxHoi indopmariii mmono 6e3nexu
3aCTOCYBaHHS cunfeHadiny mamieHTaMu i3 MOPYIIEeHHSIMU 3ropTaHHs KPOBi a00 rOCTPOI0 MEeNTUYHOIO
BHpa3Ko0i0. TaKuM YHHOM, 3aCTOCYBaHHS CUJAeHadiny namieHTaMu 1iei rpynyu MOXKJIMBE JIHIIe TiCis
peTenbHOI OIiHKY CIIiBBiIHOIIIEHHS KOPUCTi Ta PU3UKIB.

[IpenapaT MiCTUTh JTaKTO3y, TOMY XOT0 HE CIIif] 3aCTOCOBYBATU YOJIOBIKaM i3 TaKUMU PiAKICHUMHU
CIIafIKOBUMU IOPYIIEHHSAMU K HEeIepeHOCUMICTh TallaKT03U, HeIOCTaTHICTh naKkTa3u Jlamnma abo
MasnbabcopOLis II0K03U-TalaKTo3M1.

[Ticns 3actocyBanHs fo3u 100 Mr 3mopoBUM AOOPOBOJIBLSIM He CIIOCTEPIranocs BIJIMBY Ha
Mop@dosiorito abo pyXoMicTh CIepMaTOo30iMiB (O¥B. Po3min «®apMaKoIOriYyHi BIaCTUBOCTI.
dapMakoguHAMiKa»).

Bmpama cayxy.

JIikapsiM CITif MopafuTy MallieHTaM MPUIIMHUTY 3aCTOCyBaHHS iHTibiTopiB ®IIES, BKIoUaoun
cungeHadin, Ta HeraHO 3BEPHYTHUCS 3a MEAUYHOT0 JOIIOMOTOIO Y BUIIaIKaX PalTOBOTO 3HUKEHHS
Yy BTpaTHu Ciayxy. [Ipo 1i gBuIlla, SKi TAaKOXK MOXKYTh CYIIPOBOAXKYBaTUCS A3BOHOM Y ByXax Ta
3armaMOpPOYEHHSM, ITOBiHOMIISIIOCS 3 acolliallieto y 4aci i3 3acTocyBaHHSIM iHTiOiTOpiB ®IED,
BK/TI04al0O4YH cungeHadin. BusHauuTH, 4u 1i SBUIIA IPSIMO OB’ g3aHi i3 3aCTOCyBaHHSM iHTiOiTOPIB
ONIES, yu 3 iHIMMHU (haKTOpaMu, HEMOXKJIIUBO.

O0HouacHe 3acmocyBaHHsA 3 2in0MeH3UBHUMU Npenapamamu.

CunpgeHadin YMHUATH CUCTEMHY CyAMHOPO3IINPIOBAJIbHY [il0 Ta MOXKE y MOfalbIIOMy 3HUXKYBaTU
apTepianbHUM THCK Y MAIiE€HTIB, AKi 3aCTOCOBYIOTH TilIOTEH3UBHI JTiKapchKi 3aco0u. B okpeMomy
MOCTiAKEeHH] JTiKkapChKOol B3a€MOZil 0OmHOYacHe 3aCTOCYBaHHS aMIofguIiHy (5 Mr abo 10 mr) Ta
cungenadiny (100 Mr) mepopaibHO CIOCTEPIranocs: CEpemHE NOJaTKOBE 3HUKEHHS CUCTOJIIYHOTO
TUCKY Ha 8 MM DPT. CT. Ta AiaCTOJIIYHOTO - HA 7 MM PT. CT.

3(1X80p}08(1HHH, w,o nepe@a;ombc;l cmamesuM WaAaXoMm.

3acrocysanHs npenapaTy IHTATPA® IC He 3axuINacE Bif 3aXBOPIOBaAHE, 1[0 IepealoThCs CTATEBUM
nuigxoM. Cliif po3TgHyTH MOXKJIMBICTh IPOIHCTPYKTYBATH MAI[iEHTIB OO0 HEOOXiHUX 3am00ixKHUX
3aco0iB 719 3aXUCTY Bifl 3aXBOPIOBaHb, 1110 IIEPENAIOTHCS CTAaTEBUM IIIIXOM, BKIIIOYAl0YHU Bipyc
iMyHOmEDILIUTY TIOOUHU.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.



IIpenapaT IHTAT'PA® IC He npu3HA4YeHWH AJI 3aCTOCYBAaHHS XKiHKaM.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Jlikapcekuit 3aci6 IHTATPA® IC MoXke MaTH He3Ha4YHHMH BIUIMB Ha KEPyBaHHS aBTOTPAHCIOPTOM abo
iHmmMu MexaHizaMaMu. OCKINIbKY y XOf1 KJTiHIYHUX OOCHiAKeHb 3aCTOCYBaHHS CUIfeHadimy
TIOBiIOMJISINIOCS TIPO BUIIAAKK 3allaMOPOUYEeHHS Ta MOPYyIIeHHS 3 60Ky opraHiB 30py, epef TUM 5K
cimaTy 3a KepMO TPaAHCIOPTHOTO 3aco0y abo mpalfoBaT 3 MexaHi3MaMH, NalieHTaM HeoOXigHo
3'ICyBaTH, KO0 € IXHs iHAMBiAyaabHa peakilis Ha 3acTocyBaHHs mpemapaTy IHTATPA® IC.

Cnoci6 3acmocyeaHHss ma do3u.
[Tpemapat 3aCTOCOBYBAaTH IIEPOPAJIBHO.
Hopocai.

PekomenpoBaHa fo3a npenapaty IHTATPA® IC craHoBUTEL 50 M Ta 3aCTOCOBYETHCS Y Pasi
HeoOximHOCTI mpuOMKU3HO 3a 1 TOOUHY [0 CTaTeBOl aKTUBHOCTI. 3a/ie’XHO Bifi e(eKTUBHOCTI Ta
IIePEeHOCHUMOCTI IIpemnapaTy J03y MoxHa 306inbuutu 1o 100 Mr abo 3MEeHIIUTY 00 25 MT.
MaxkcumanbHa peKOMeHoBaHa f03a cTaHoBUTh 100 mr. YacToTa 3aCTOCYyBaHHS MaKCHUMaJIbHOL
PEKOMEH0BaHOI 103U IIpelapaTy CTaHOBUTEL 1 pa3 Ha mo0y. [Ipu 3acToCcyBaHHI mpenapary
IHTAT'PA® IC mif yac npuiioMy iXi fisl mpemapaTy MoxKe HacTaBaTH Mi3Hillle, HiXK IPH 100
3aCTOCYBaHHI HaTIIE.

ITayieHmu AiMHbO20 BIK)Y.
HeoOxifHiCTh Y KOpEKIIil 03Y MallieHTaM JIiTHBOTO BiKY (= 65 poKiB) BinCyTHS.
ITauienmu i3 HUPK0BOI HeAoCMamHicmHw.

[TarrienTaM i3 HUPKOBOI HEOOCTATHICTIO IETKOT'0 Ta IOMIPHOTO CTYIIEHS TAXKKOCTI (KITipeHc
KpeaTtuHiny 30-80 Mi1/xB) peKOMEeHI0BaHa 403a IIpernapaTy € TakKow XK, IK HaBeeHO BUILE Y PO3Aiii
«Ilopocai».

OCKIinbKY y Malli€HTiB 3 HUPKOBOIO HENOCTATHICTIO TIKKOTO CTyNEeHs (KIipeHC
KpeaTuHiHy < 30 MJI/XB) KJIipeHC cungeHadiny 3HUKeHUH, CIIifl PO3TISAHYTH MOXKJIUBICTh
3aCTOCYBaHHS 03U 25 MT. 3aJie’kHO Bifl eeKTUBHOCTI Ta IePEHOCUMOCTI IIpenapaTy Ipu
HeoOXiIHOCTI m03y MOXKHa 30ibIuTH MOCTYIoBO 70 50 Mr ta 100 mr.

ITauieHmu i3 ne4iHK0801 He0oCMamHicmio.

OCKibKHY y TAI[iEHTIB i3 IeYiHKOBOIO HEOOCTATHICTIO (HaIpUKJIak, IUPO30M) KITipeHC cunpeHadimy
3HUXKEHUH, CIIiT PO3TJISHYTU MOXKJIMBICTh 3aCTOCYBaHHS 03U 25 M. 3aJie’XHO Bifl eheKTUBHOCTI Ta
IIepeHOCUMOCTI IpemnapaTy Ipu HeoOXiAHOCTI 03y MOXKHA 30iMbIIUTH I0oCTYyIoBO 70 50 Mr ta 100 mr.

ITauieHmu, AKi 3acmocosyromyb iHWi AiKapcvKi 3acobu.

ZKI0 malieHT 0gHOYaCHO 3aCTOCOBYIOTH iHTibiTopu CYP3A4 (muB. po3nin «B3aeMopnis 3 iHIIMMUI



JiKapChKUMU 3aco0aMy Ta iHIII BUOU B3a€EMOMiN»), CIIifl PO3T/ITHYTH MOXKJIUBICTh 3aCTOCYBaAHHS
II0OYATKOBOL 03U 25 MT (3a BUHSATKOM PUTOHABIPY, 3aCTOCYBaHHS SIKOTO OOHOYACHO i3 cuigeHadinom
HE PEeKOMEHIYEThCS, IUB. po3in «OCcoBIUBOCTI 3aCTOCYBAHHS»).

3 MeTO0 MiHiMi3aIlil MOXKJIMBOTO PO3BUTKY ITOCTypPa/IbHOL FiNOTEH3il ¥ Malli€eHTiB, SKi 3aCTOCOBYIOTh
6110KaTOPU (-agPEHOPEIENTOPIB, iX CTaH MOTPiOHO cTabinmi3yBaTH 3a MOIIOMOI00 GII0KAaTOPIB a-
aJipeHOoPEeLIeITOPIB A0 T0YATKY 3aCTOCOBYBaHHS culfeHadiny. Takox CHif po3ragHyTH MOXKJIUBICTD
3aCTOCyBaHHS IT0YaTKOBOI H03u 25 MT (guB. po3fin «Oco0IMBOCTI 3aCTOCYyBaHHS» Ta «B3aemois

3 iHIIMMHM JTIKapCbKUMM 3aco0aMy Ta iHIII BUAYW B3aEMOMIiM»).

Himu.

[TpemapaT He MOKa3aHUM [JIsT 3aCTOCYBaHHS ocobaM BikoM mo 18 pokis.

Ilepedo3yeanHsi.

Y xomi KNTiHIYHUX [OCTIAXKEHDb 3a y4acTio Jo0OpOBOJIBIIB IIiff YaCc 3aCTOCYBAHHS Pa30Bol 03U
cungenadiny go 800 mMr mobiuHi peakirii Oymu MOOiOHUMHU OO0 TUX, IO CIIOCTEPiranaucs mnpu
3aCTOCYBaHHI cunmeHadiny y HUKYMUX J03aX, ajie BAHUKAJM YacTilne Ta Oyau OiTbII TSXKKUMHU.
3acTtocoByBaHHA cungeHadiny y mo3i 200 Mr He MPU3BOAWIIO [0 MiABUINEHHS €(EeKTUBHOCTI, aje
CIIPUYMHSIIO 3POCTAHHS KiJTbKOCTi BUMIAAKiB PO3BUTKY MOOIYHUX peakiiit (rooBHOro 0070,
IIPUIIIMBIB, 3allaMOPOYeHHs, JUCIIEICii, 3aKIafeH0CTi Hoca, TOPYyIIeHb 3 60Ky opraHiB 30py).

JIikyeaHHA. Y pasi nepeno3yBaHHS MpU HEOOXiMHOCTI CITif BAATHCS OO 3BUYANHUX MigTPUMYIOUUX
3axofiB. [IpucKopeHHs KiIipeHCcy cunpeHadiny npyu reMofianisi MaJToiMOBipHe BHACIIAOK BUCOKOTO
CTyTleHd 3B’I3yBaHHS IIpemnaparty 3 OiKamu njaa3Mu KpPOBi Ta BiICYTHOCTI efiMiHatil cungeHadiny i3
Ceyven.

ITo6iuni peakuii.

Y nmopBifiHUX cIinux mianebo-KOHTPOIOBAHUX KITIHIYHUX [OCTiAKEHHSIX HalWdacTille mOBimoMIIsIOCs
PO TakKi mo6iuHi peakiril SK roJIoBHUY 0iNlb, PUIIIMBY, JUCIIEICisd, 3aKIafeHiCTh Hoca, Oilb y CIIHHI,
3amaMOpOY€eHHs, Hy[I0Ta, IIOPYIIEHHS 30Dy, iaHOIICisA Ta 3aTbMapeHHs 30Dy .

Yci krniHiyHO 3HauyIi MO6iYHI peakilil, 1[0 CIIOCTepiranucs Mmif Yac KIiHIYHUX JOCTiXKeHb YacTillle,
HiX IIpY 3aCTOCYyBaHHi 11ale00, HaBeeHO HUXKYe BiNNOBIAHO [0 Kiacudikanii «CucreMa-opras-
KJac» Ta 4acTOTH: Ayxe 4acTto (= 1/10), gvacto (= 1/100 - < 1/10), HewacTo (= 1/1000 - < 1/100) Ta
pigko (= 1/10000 - < 1/1000). Kpim Toro, yacToTa KiIiHiYHO 3HAUYIIKUX MOOIYHUX PeakIii, mpo sSKi
MOBIAOMJISINIOCS Y paMKaX AOCBiy 3aCTOCYBaHHS IpenapaTy CuifeHadiny micis BUXOAY Ha PUHOK,
BHM3Ha4eHa SIK HeBifloMa. Y Mexkax KOXKHOI 4aCTOTHOI rpynu no0iyHi peakilii HaBefeHi y MOPSAAKY
3MEHIIEeHHS 1X CEPHO3HOCTI.

IHexuiliHi ma iHB8A3UuBHI 3aXBOPHBAHHA: HEYACTO - PUHIT.

3 60Ky iMyHHOI cucmemu: HeYacTo - TiIepYyTIUBIiCTS.

3 60Ky Hepeosoi cucmeMu: Oyxe 4acTo - TOJIOBHUM 6ilb; YaCTO - 3allaMOPOYEHHS; HeYacTo -



COHJIUBICTB, TillecTe3is; pigKo - iHCY/IbT, TPDAH3UTOPHA ilIeMiyHa aTaka, CymoMu*, peluauBu cymom™,
CUHKOIIE.

3 6oky op2aHie 30py: YACTO - MOPYLUIEHHS CIPUMHSTTS KOIbOPY (XJIOPOIICisi, XPOMATOIICIs, I[iaHOTIICis,
€PUTPOIICis, KCAHTOIICiS), pO3/1agy 30py, 3aTbMapeHHs 30PY; HEYacTO - pO3JIafy CIbO30BUIITEHHS
(cyxicTpb B 04aX, MOPYIIEHHS CIIbO30BUMINIEHHS Ta MigBUINEHHS CIIbO30BUOINEHH), 0ilb B 04ax,
doTodobist, hoTorCis, rinepemisi o4yei, SCKpaBiCTh 30pY, KOH IOHKTHBIT; PigKo - HeapTepiaabHa
IepenHs ileMiyHa HEBPOIaTisA 30pOBOTr0 HEpBa*, OKI03ig CyIUH CiTKIBKKA*, peTUHAIbHUN
KPOBOBUJIMB, apTePiOCKIePOTUYHA PETUHOIIATISA, MOPYIIEeHHS 3 O0KY CiTKiBKY, TlayKoMa, AedeKTu
II0JIS1 30pY, OUILJIONIS, 3HUKEHHS TOCTPOTHU 30PY, MiOIlis, aCTeHOIIis, IlaBaloyi IOMYTHIHHS
CKJIOBUIHOTO Tijla, MOPYIIeHHs 3 60Ky padayKHOi 000JI0HKY, Mifipia3, MosBa CAIOYUX KPYTiB HABKOJIO
IxKepena CBiT/a (rajo) y mosi 30py, HabpsK o4el, MIPUIyXJIiCTb 04el, MOpyIIeHHs 3 60Ky ouel,
rinepemisi KOH IOHKTHBH, II0OIpa3HeHHs 04el, aHOMaJlbHi BiT4yTTS B 04ax, HaOpSK IOBIK,
3He0apBIlIeHHS CKIIEPH.

3 boky opaaHig cayxy ma gecmuby15pHO20 anapamy: He4acTo - 3allaMOPOYEHHS, I3BiH Y ByXax;
pifKo - IIyxoTa.

3 boky cepus: HeYACTO - TaXiKap/is, MabIiTalis (MocuieHe cepreduTTs); PidKo - CepPIEBO-CYAUHHA
Ioflig 3 JIeTaJIbHUM HacJigKoM*, iHpapKT MioKapaa, IUIyHOYKOBa apuTMis*, GpiOpunsiis mepencepab,
HecTabilbHa CTeHOKapHis.

3 60oky cyOuH: 4acTO - IPUIIJIUBY; HEYACTO - TiNepTEeH3is, TimoTeH3is.

3 boky pecnipamopHoi cucmemu, 2pyOHOI KAimKu ma cepedoCcmiHHA: 9aCTO - 3aKJIafIeHiCTh HOCa;
HEYacTO - HOCOBa KPOBOTEYa, 3aK/IaIeHiCTh MPUOATKOBUX MTa3yX HOCA; PiAKO - BiMUYTTS CTUCHEHHS

y ropJi, HabpsK CIIM30BOi 000JI0HKY HOCA, CYXiCThb ¥ HOCI.

3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy: YacTO - HyI0Ta, HUCIIEICis; HedyacTo - racTpoe3odareanbHa
pediokcHa xBopoba, 61roBaHHS, 0ilb Y BepXHil YaCTHHI XKUBOTA, CYXiCTh Y POTi; pigKo - rimecTesis
POTOBOI TIOPOKHUHU.

3 60Ky wkipu ma nidwKipHOi MKAHUHU: HEYaCTO - BUCHUIIAHHS; PigKo - cuHapoM CTiBeHca-
[I>koHCOHa*, TOKCUYHUH edigepMallbHAN HEKPOITi3*.

3 60Ky 0nopHO-pYXx08020 Anapamy ma cnoAy4HOi MKAHUHU: HeYacTo - Mianris, 6ib y KiHITiBKax.

3 boky ceyosudinbHOi cucmemu: He4aCTO - TeMaTypis.

3 60Ky penpodykmueHoi cucmemMu ma MOA0YHUX 3d/103: PiKO - KPOBOTEYA 3i CTATEBOr0 4JIeHa,
mpiami3m*, reMaTOCIIEepPMisi, TOJOBKEHa ePEeKIIis.

3aeanvHi po3aadu ma peakuii y micui eeedeHHA: HEYACTO - Oinb ¥ TPYyAAX, MifBUILleHa
BTOMJTIOBAHICTh, BITUYTTS KapPy; PidKO - MOAPa3HEeHHS.

ObcmediceHHs: HEYACTO - MiABHUIIEHA YaCTOTa CEPIIEBUX CKOPOYEHb.
* [ToBimoMIIsiyiOCs JuIlle Mif Yac OOCHiAXKEeHHS IIiC/ig BUXOAY IpenapaTy CuifeHadiny Ha pUHOK.

Huxye3za3HaueHi gBHUIla criocTepiranucsa y < 2 % MallieHTiB Y X041 KOHTPOJIbOBaHUX KITiIHIYHUX
OOCIiIXXKeHb CUIAeHadiny; IPUUYUHHNN B3a€EMO3B 130K He BU3HaUeHU. [10BifOMIeHHS BKIIIOYaIn
SIBUIIA, 10 MaJid BipOTifHUI 3B’SI30K i3 3aCTOCYBaHHAM cunpeHadiny. fABuina, ski He Oynu
3a3Hay4eHi, OyIu NerKuMU Ta MMOBiqoMIIeHHs Oy/u qyKe HeTOYHUMH, 11106 MaTH 3HAYEeHHS.



3azanbHi: HaOPSK 006/MIMYYs, peakilil GOTOUYTIUBOCTI, 110K, acTeHist, Oinb, panToBe mamiHHs, 6inb v
JKMBOTI, ParTOBE MOIIKOIXKEHHS.

3 60Ky cepueso-cyOuHHOi cucmemu: CTeHoKapmis, AV-010Kaga, MirpeHs, MOCTypabHa TimoTeH3is,
irmemist Mmiokapga, TpomM603 CyOUH I'OJIOBHOTO MO3KY, pPalToBa 3yIMKUHKA CEPIlS, IOPYLUIeHHS
pe3ynbTaTiB Ha EKI', KapaiomionaTis.

3 60Ky WAYHK0BO-KUWKOB020 MPAKmMY: TJIOCUT, KOJIiT, mucdaris, TaCTPUT, TaCTPOEHTEPUT, €30¢arir,
CTOMATHUT, TTIOPYIIEHHS Pe3yIbTaTiB TeYiHKOBUX P00, peKTalbHa KPOBOTEYa, TiHTIBIT.

3 60Ky cucmemu Kposi ma aimpamuyHoi cucmemu: aHeMist, JIeHKOIeHis.

3 60Ky memaboaizdMy ma xap4yy8aHHA: cripara, Habpsk, noparpa, HecTabinbHui miaber,
rineprnikeMisi, nepudepuyni HaOPsAKY, TinepypukeMis, TinornikeMis, rinepHatpiemis.

3 60Ky ckesiemHo-M’ 530801 cucmemu: apTPUT, apPTPO3, POIPUB CYXOKUIIISI, TEHOCUHOBIT, OiNlb y
KiCTKax, MiaCcTeHisI, CHHOBIT.

3 boky Hepeoeoi cucmeMu: aTakcCis, HeBpaTis, HEBPOIATisi, IapecTesisi, TPEMOp, BEPTUTO, IETIPeCis,
0e3COHHS, aHOMAaJIbHi CHOBUIIHHS, 3HUXKEHHS pedIieKcis.

3 6oky OuxaabHOi cucmemu: acTMa, JUCITHOE, TAPUHTIT, HapUHTIT, CUHYCUT, OPOHXIT, IOCUIIEHE
CIIMHOBUMIJIEHHS, IOCUJIEHHS KalllJTio.

3 6oky wkipu: KPONUB'HKA, reprec, cBepOixk, MiTIKUBICTh, BUPA3KU LIKipH, KOHTAKTHUM JepMaTUT,
eKc(osiaTUBHUY OEePMaTHUT.

CneuucpiuHi 8i0uymmas: panToBe 3HUXKEHHS ab0 BTpaTa Ciyxy, 6i7b y ByxaX, KDOBOBUJIUB Y OKO,
KaTapakTa, CyXiCTb B O4ax.

3 60Ky ypoeeHimaabHOi cucmemu: UUCTUT, HIKTYPis, MifBUIIleHA YaCTOTa CEUOBUITYCKaHb,
30i/TbIIIEHHST MOJIOYHHUX 32103, HeTPUMaHHS Cedi, IOPYILIeHHS esKYIIsIil, HaOpsiK CTaTeBUX OpraHiB,
aHOprasmisd.

OCBiI 3aCTOCYBAHHS IiCJIs BUXOOV HA PUHOK.

[Ticns Buxomy mpenapaty cunaeHadiny Ha puHOK Oynu imeHTH(IKOBaHI HUK4Ye3a3HavyeHi mobiuHi
peaxirii. OCKillbK¥ PO TaKi peakilil mOBifOMIISIOTh MOOPOBIIBHO Ta MOBiMOMIEHHS HATXOOSATh Bif
TIOTIY ALl HEBiMOMOT0 PO3Mipy, He 3aBXKAM MOXKHA OOCTOBIPHO OI[iHUTH iX YaCTOTY Ta BCTAHOBUTH
IPUYUHHNM 3B'I30K 3 €KCII03UIIi€l0 JTiKapchKoro 3acoby. Lli sipuiia Oyny 3a3HavyeHi K yepes ix
CEepPHO3HICTh, YaCTOTY IIOBIIOMJIEHHS, BiICYTHICTh YiTKOT'0 aJIbTEPHATUBHOTrO 3B’I3KYy, TaK 1 yepes
kKoMOiHa1io 1ux GpakTopiB.

Cepueso-cyouHHi ma uepebposackyaapHi seuuwid. TToBimoMIsIOCsS PO Cepio3Hi cepIrieBO-CyquHHi,
11epeOpPOBaACKYIIIPHI Ta CYIMHHI SIBUIA, BKITIOYA0UK 11epe0poBaCKyISPHY KPOBOTEYY,
cybapaxHoiganbHy Ta BHYTPilIHbOIIEpeOpanbHy KPOBOTEUY Ta JIereHeBY KPOBOTEUY, 110 OyIu
IIOB’sI3aHi ¥ 4aci i3 3acTocyBaHHAM cufgeHadiny. BinbIicTe malieHTiB, ajne He BCi, Malu iCHYI04i
(baxTopu ceplieBo-CYAIUHHOTO pU3uKy. [loBigoMisiiocs, o 6araTo 3 IUX SBUIL BUHUKIIU IIif Yac abo
ofIpa3y ITic/Isi CTaTEBOI aKTUBHOCTI, Ta AeKibKa SBUII BUHUKIIYA OOpPa3y IIif Yac 3aCTOCYBaHHS
cunpeHadiny 6e3 ctaTeBoi akTUBHOCTI. IHIIN SBUIIA BUHUKIIM IIPOTSITOM HACTYITHUX TOOUH a00 OHIB
IiCTIs 3aCTOCYBaHHA CUIfeHadiny Ta cTaTeBOl aKTUBHOCTI. HeMOXIMBO BCTaHOBUTH, YU MAIOTh IIi
sIBUILIa IPSAMUM 3B'SI30K i3 3aCTOCYBaHHAM CUJIgeHadiny, 3 CTaTeBOI0 aKTUBHICTIO, 3 HASIBHUMU
daxTopaMu pu3uKy abo 3 kKoMOiHa1li€o X HaKTOPiB, Y 3 iHIMUMU (paKTOPaMHU.



KposoHocHa ma aimpamuyHa cucmemu: Ba300KTIO3UBHUN KPU3. Y HEBEIMKOMY 3aBYacHO
MIPUNIMHEHOMY OOCIiI2KeHHI 3aCTOCYBaHHS IIpemnapaTy cuigeHadiny Ojs malli€HTiB 3 IereHeBOI0
apTepianbHOIO TillepTeH3i€l0, BTOPUHHOO LI00 CEPIONONiOHOKIITUHHOI aHeMii, TPy 3aCTOCyBaHHi
cunpeHadiny Ipo po3BUTOK Ba300KIIIO3UBHUX KPU3iB, 1110 MOTPeOyBaIu rocmiTami3aiiii,
TIOBiIOMJISINIOCS YacTillle, HiXK IIPU 3aCTOCOBYBaHHi mane6o. Kniniune 3HaueHHs niel iHpopmanii gis
IIallieHTiB, SIKi 3aCTOCOBYIOTH IIpenaparT cuigeHadiny 3 MeTo JTiKyBaHHS €PEeKTUIIbHOI IUCPYHKIL], €
HEeBiIOMUM.

Hepeosa cucmema: TPUBOXKHICTE, TPAaH3UTOPHA rj100aibHa aMHe3is.
Cneuuciuni giduymma.

Cayx. Ilicns Buxomy npenapaTty cunpeHadiny Ha pUHOK ITOBIJOMIISIOCS IIPO BUMNAOKU PAIITOBOTO
3HUKEHHS ab0 BTpaTH CIyXy, IIOB’s3aHi y 4aci i3 3acTocyBaHHSAM cuifeHadiny. Y meskux BUNIagKax
TIOBIIOMJISNIOCS IPO HasIBHICTh MEOUYHUX CTaHIB Ta iHMIKX (PaKTOPIB, III0 MOTJIM BifirpaTu poJib

y PO3BUTKY MMOOIYHUX peakilifi 3 60Ky ciayxy. Y 0aratbox BUMIaAKax iHGOpMaIlis 1010 IOgasbIIoro
MeIUYHOTI'O CIIOCTEPeKeHH BiCyTHA. BU3HAUUTH, YU 1Ii ABUIIA IPSMO II0B’A3aHI i3 3aCTOCYBaHHAM
cunpeHadiny, 3 HagBHUMU PaKTopaMu PU3UKY BTPATH CIyXy, 3 KoMOiHaIliero mux ¢pakTopis abo 3
IHMUMY paKTOpaMu, HEMOXKIIUBO.

3ip. TumM4acoBa BTpaTa 30py, IIOYEPBOHIHHS O4Yel, [Tedis B 04ax, MiABUIEHHS BHYTPIIIHBOOYHOT O
TUCKY, HaOpSK CiTKiBKHY, CyIMHHI 3aXBOPIOBAHHS CiTKiBKM a00 KpOBOTeua, BiflllapyBaHHS
ckJonopioHoro Tina.

[Ticnsa Buxomy npenapaTty cuifeHadiny Ha pUHOK PifKO MOBiAOMIISIIOCS PO BUMAOKKU HeapTepiaabHOI
IepenHbOl ileMigHOl HeBpoIaTil 30p0BOT0 HEPBA, ILI[0 € IPUYMHOI0 3HUXKEHHS 30DPY, BKIII0OUAI0Yn
TIOCTiIMHY BTpATy 30Dy, sKi 6ynu moB’si3aHi y yaci i3 3actocyBanHsaM iHribiTopis ®IIE5, BKIIOUal04Yn
cunpenadin. bararo 3 manieHTiB, ane He BCi, Mayiy HasiBHi aHaTOMi4Hi a0 cynuHHI HakTOpPU PU3UKY
PO3BUTKY HeapTepianbHOI TepegHbol ileMiuHol HeBpOIaTil 30p0BOr0 HEPBa, BKIIOYal04H (ane
Heo00B’I3K0BO 00MEKYIOUHCh) TaKi: HU3bKe CIIiBBiIHOIIEHHS liaMeTpa eKCKaBallil Ta IUCKY
30pOBOr0 HEPBA (3aCTiliHUM IUCK 30pOBOT0 HEPBA), BiK Oinbie 50 POKiB, rinepTeH3isl, 3aXBOPIOBAHHS
KOPOHApPHUX apTepii, rinepinigeMis Ta maniHHg. HeMOXKIMBO BU3HAUNTH, YU LIl SBUIIA IPIMO
1I0B’s13aHi i3 3acTocyBaHHAM iHrib6iTopiB @I ES yu 3 HAaIBHUMU aHATOMIYHUME ab0 CYIUHHUMU
dbakTopaMu pU3UKY, UM 3 KOMOiHaIli€Io UX BCiX (aKTOPiB, Yy 3 iHIKUMU (paKTOpaMHU.

38imysaHHs npo nido3prosaHi nobivuHi peakuii. 3BiTYBaHHS PO Migo3pioBaHi moOiyHi peaxiiii micus
peecTpaliil mTiKapchbKoro 3aco0y Ma€e BaxK/IuBe 3Ha4eHHs. Lle Jae 3Mory MpoBOoguTH Oe3repepBHUM
MOHITOPUHT CIIiBBIIHOIIEHHS MiX KOPUCTIO 1 pU3UKaMU, 0B’ 93aHUMHU 13 3aCTOCYBaHHAM I[bOT0
nikapcbKoro 3acoby. JlikapsM ciif 3BiTyBaTu po Oyab-siKi migo3pioBaHi mobiyHi peakiiii BiAmoBigHO
[0 BUMOT 3aKOHOJaBCTBaA.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu B OpUriHaIbHIN YIAKOBI Ipu TeMIepaTypi He Buite 25 °C.

30epiratu y HegOCTYIIHOMY OJIs1 JiTe# MicIii.



YnaxoBka.

TabmeTku, BKpuTi 00010HKO0, 110 0,025 T, 0,05TTa 0,1 T Ne 1, Ne 2 (2 X 1) Ta Ne 4 (2 X 2) y GmicTepi
B IIQUIIi.

Kareropis Bignmycky. 3a penentom.

BupoOHHUK.

ToBaprCTBO 3 HOAATKOBOIO BiAmoBiganbHiCTI0O «IHTEPXIM».

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi IPOBagKeHHsI HOT0 TisIbHOCTI.

Ykpaina, 65025, m. Omeca, 21-# kM. CtapokuiBcekol goporu, 40-A.



