IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIKAPCbKOI0 3ac00y

IHTATPA® IC
(INTAGRA IC)

Cknao:

oioua peuosuna: sildenafil citrate;

1 Tabmerka micTuTh cuinaeHadiny nutpary (y nepepaxyHky Ha cwigeHadir) 25 mr (0,025 1), 50 mr
(0,05 ) a6o 100 mr (0,1 1);

OONOMIJICHI ~ peuosuHu. JIAKTO3M  MOHOTIApAT, Kalbliio TiapodocdaT  aAurimpaT, IEIH0JI03a
MIKpOKpHUCTaJIiuHa, KPOXMaJlb KapTOIUISTHUI, HATPII0 KpOCKapMeno3a, HaTpilo TigpokapOOHAT, )KeJIaThH,
KPEMHIIO IOKCHI KOJIOTIHUN 0e3BOIHM, TaJbK, MAargiro creapar, rimpomMesnosa
(T1ApOKCHUTIPOTIIIMETHIILICNION03a), TOJIeTWICHTIKOIb (Makporon), tuTany niokcun (E 171), kamito
arnecysbdam, KaHAypuH (1711 TabaeToK 1mo 25 mr — kaiiro amomocuiikar (E 555), 3amiza okcu yepBoHUI
(E 172); nns tabnetok mo 50 mr — kanito amromocunikar (E 555), turany miokeun (E 171); mis tabnetok
no 100 mr — kaniro amromocuiikar (E 555), tutany giokcun (E 171), 3amiza okcun yeponuii (E 172)).

Jlikapcbka gopma. TabieTku, BKpUTI 000JIOHKOIO.

OcHosni ¢hizuko-ximiuni éracmusocmi: TAOIETKH KPyrioi (OpMH 3 JBOOITYKJIOK IOBEPXHEI, BKPHTI
o0osioHKo10, OpoH30Boro (mo3yBanus 0,025 1) abo cpidHoro (mosyBanus 0,05T), abo 30I0THCTOTO
(to3yBanss 0,1 r) KoabOpYy.

dapmakoTepaneBTHYHA Ipyma.
3acobu, 1110 3aCTOCOBYIOTHCA IpH epekTubHIM qucdynkiii. Cunnenadin. Kox ATX G04B EO3.

Dapmakonoziuni earacmugocmi.
Dapmakoounamika.

MexaHi3M ii.
Cunpaenadis € nmpenapaTtom IS EPOPATLHOTO 3aCTOCYBaHHS, MPU3HAYCHUM IS JTIKYBaHHS €PEKTHIILHOT

muchynkuii. [Ipu crareBomy 30y/KeHHI Mpenapar BiJHOBJIIOE 3HM)KEHY €peKTHIIbHY (DYHKIIIO HUIIXOM
MIOCHJICHHS TIPUTOKY KPOBI 10 TIeHica.

@i3ioNMoriYHUI MeXaHi3M, IO 3yYMOBIIOE €peKIil0, BKIOYae BUBUIbHEHHsA Okcuay aszory (NO)
y KaBEepHO3HHUX TijaxX IJ 4Yac CTaTeBOro 30y kKeHHs. BUBUIBHEHHI OKCHI a30Ty aKTUBYE (QEpMEHT
IyaHUIATIHMKIIA3y, 10 CTUMYJIIOE€ MiABHILEHHS PIBHS LUKIIYHOrO ryaHo3uHMoHodocdary (ul' M), mio,
y CBOIO 4Yepry, COPUYHHSIE PO3CIA0JICHHS TIaIKOI MYCKYJIaTypu KaBEPHO3HUX TiJl, CIIPHUSIOUYU TPUTOKY
KPOBI.

Cunpaenadis € MOTy>KHUM Ta celeKTUBHUM 1HT10iTOpoM nl M®-cnenundiunoi pocdoaiecrepazu 5 (PLES)
y KaBepHO3HUX Tinax, ne ®JES Bignosinae 3a poznaa ul M®. Edextu cungenadiny Ha epekiilo MalTh
nepudepuuyanii xapakrep. CungeHadin HEe YMHUTH O€3MOCEPETHBOT PENaKCyrouoi il Ha 130JhOBaH1
KaBEpHO3HI Tija JIIOJUHM, aje TMOTYXKHO TMOCHIIE posciabmorody Aito NO Ha JaHy TKaHUHY.
[Ipu aktuBanii merabomiyoro muisixy NO/uI'M®, mo BinOyBaeTbCs MNpU CTATEBId CTUMYJIALI],
inrioyBanus cungeHadinom OJIES mpuzBoauts no migBuieHHs piBHS Ul M® y kaBEepHO3HHX Tinlax.
Takum 4uHOM, Ul TOTO, MO0 cHiIAeHAa]T COpUYMHAB MOTPIOHUN (papmakonoriuHuil egexr, HeoOXinHe
cTaTteBe 30y/IKEeHHS.

By Ha dapMakoIMHAMIKY.

Jlocmipkenns in Vitro mpoaeMoHCTpyBaiH, 1o cuiaeHadin € cenektuBauM 10 OJIES, mo Gepe akTHBHY
yuactb y mpoueci epekuii. Edexkr cungenapiny na DJES noryxHimumi, HDK Ha 1HIN BigoMi
docdomiectepasu. Leit epext y 10 paziB nmotyxuimui, HiXK eext Ha DJIE6, mo 6epe yuacTs y mporecax
¢doroneperBopenHs y citkiBii. [Ipu 3acTocyBaHHI MakCHUMaJbHHX PEKOMEHIOBAHUX 03 CEIEKTUBHICTD
cunaeradiny 1o ®AES y 80 paziB nepesuirye ioro cenektuBHIicTh 10 OJIE], y 700 pa3iB Buma, HiX 10
OJIE2, ®AE3, ®IE4, DJE7, ®ES, ®AE9, ®AE10 ta ®JIE11. 30kpema, celneKTHBHICTh cuiaeHadimy




no ®JIES y 4000 paziB nepesuiye ioro cenekTuBHiCTh 10 DJIE3 — nAM®-cnenudiunoi i30hopmu
docdomaiecTepasu, mo 6epe ydacTh y peryssilii cepieBoi CKOPOTIUBOCTI.

Dapmakokinemuxa.

AbcopOrtis.

Cwinenadin mBuako adbcopOyeTbes. MakcumaiabHI IIJIa3MOB1 KOHIIGHTpAIll IMpenapary J0CSITraroThes
npotsiroM 30-120 xBumH (i3 Memianoro 60 XBWIMH) Micls HOro MEpopaibHOTO 3aCTOCYBaHHS HATIIE.
Cepennst abcomtoTHa 010A0CTYIHICT MICHSI IEPOPATILHOTO 3aCTOCYBaHHS cTaHOBUTH 41 % (3 aianasoHom
3Ha4yeHb BiJ 25 10 63 %). Y pexomennoBanomy niana3oni 103 (Big 25 mo 100 mr) nokasauku AUC Ta Cpax
cuiieHad 1y Ticis HOTro NepopaIbHOTO 3aCTOCYBAHHS M1IBUIYIOTHCS IPOMOPIIIHO A0 A03H.

[Ipu 3actocyBaHHi cuiaeHadiay MiJ 4yac NMPUHOMY XK1 CTYIIHB a0OCOpOIlli 3HMKYETHCS 13 CepeaHiM
MOJTOBKECHHSIM T max 10 60 XBHIIUH 1 cepeTHiM 3HIKEHHSIM Chax Ha 29 %.

Posnoai.

Cepenniii piBHOBakHUIT 00’eM po3noainy (Vg) craHoButh 105 miTpiB, 1m0 CBITYMTH TPO PO3MOILI
npenapary B TKaHHHax oprasizmy. Ilicis oqHOKpaTHOTo MepopanbHOTro 3aCTOCYBaHHA cuiieHadiTy B 1031
100 Mr cepenHs MakcHMMalbHa 3arajbHa IUIA3MOBa KOHIIEHTpALlis cuineHadily CTaHOBHTH NMPUOIU3HO
440 ur/mn  (xoediuient Bapiamii craHoBuTh 40 %). Ockigbku 3B’sA3yBaHHS cuiaeHadiry Ta Horo
roJoBHOro N-JecMeTHII-MeTadoNiTy 3 OiIkamu Iia3Mu jocsrae 96 %, cepeaHs MakCHUMaibHA IIa3MOBa
KOHIEHTpallis BiabHOro cuigeHadiny nocsrae 18 ur/mn (38 umoinp). CTymiHb 3B’sA3yBaHHA 3 OlIKaMu
TUTa3MHU HE 3aJISKUTH BiJ 3arallbHUX KOHLIEHTpAIiil cuiaeHadiy.

VY 3710poBHX 10OPOBOJIBIB, SIKI 3aCTOCOBYBaNIM cuiifieHadin oqHOKpaTHO B 1031 100 mr, yepes 90 xBuiuH
B esKyJsTi Bu3Havanocs menmie 0,0002 % (B cepeqapomy 188 HT) 3acTOCOBaHOI T03H.

Biorpancdopmartis.

Mertabomnizm cuiieHadiry 3IHCHIOETBCS TOJOBHUM YMHOM 3 Y4acTIO MIKPOCOMAaJIbHHX 130()epMEHTIB
neuinku CYP3A4 (ronmoBuuii msx) ta CYP2CY9 (apyropsmuuii nwisx). ['oJoBHMI HUPKYTIOHOYUN
METabOoJIT YTBOPIOETHCS NIUITX0M N-meMeTrinoBanHs cuiieHadiny. CeleKTUBHICT METa0OITy BITHOCHO
®JIES mopiBHSHHA 3 CEJIEKTUBHICTIO cuieHadiay, a in Vvitro aktuBHicTs Metabomity BimHocHO DIIES
CTaHOBUTH MpuOIM3HO 50 % aKTUBHOCTI BUXITHOI pedoBUHU. [11a3MOBI KOHIIEHTpaLii I[LOTO META0OTITY
CTaHOBIATH MpuOIK3HO 40 % KOoHUEeHTpauii cuiaeHadiny y mia3Mi KpoBi. N-IeMeTUIL0BaHUI MeTaboIIT
3a3Ha€E MOAAIBIIOr0 MeTaboIIi3My, a TIepio1 HOTO HAIIBBUBECHHS CTAHOBUTH MPUOJIM3HO 4 TOIUHU.
Eniminaiis.

3aranpHE KJIipeHC cuiieHadiry cTaHoBUTH 41 JI/Tol, 3YMOBIIOIOYH TIEpiof HOro HAmiBBUBEICHHS
TpUBATICTIO 3-5 rojuH. SIK micis nepopagbHOro, Tak 1 Micas BHYTPIIIHBOBEHHOI'O 3aCTOCYBAHHS KCKpPELlis
cuiieHad Ty y BUTIISII METa0O0ITIB 3/IIHCHIOETHCS TOJJOBHUM YHMHOM 13 KajioM (mpubiu3Ho 80 % BBeneHOT
HEepOpaIbHOI 103H) Ta MEHILIO Mipoto 3 ceuero (mpubausHo 13 % BBeneHOI nepopaIbHOi 103K).
DapmakoKinemura 6 0COOIUBUX 2PYN NAYIEHMIB.

[larieHTH JITHHOTO BIKY.

VY 310poBuX 100pOBOJIBIIB JITHHOIO BIKY (BIKOM BIJ 65 pOKiB) BiJ3HAuaiocs 3HMKEHHS KIIpEHCY
cuneHadiny, 10 3yMOBIIOBAJIO MiIBUILIEHHS MJIa3MOBUX KOHIIEHTpaIliil cuiiaeHadity Ta HOro akTUBHOTO
N-nemeTnapoBaHOTO MeTabouity mpuoiu3Ho Ha 90 % MOpiBHSHO 3 BIJAMOBIIHUMH KOHIICHTPALISIMU
y 30pOBHX JOOPOBOJBIIB Mojoamoro Biky (18-45pokiB). ¥V 3B’A3Ky 3 BIKOBUMH BIJMIHHOCTSIMHU
y 3B’s13yBaHH1 3 OLIKaMM IUIa3MH KpOBI BIJANOBIJHE MIABHILEHHS IUIa3MOBOI KOHIIEHTpalil BUIBHOTO
cungeHadiny cranosuio nmpubnusHo 40 %.

HupkoBa HE1IOCTaTHICTb.

VY 106poBOIIBLIB 13 NOPYIIEHHAMH (YHKIIT HUPOK JIETKOTO Ta MOMIPHOTO CTYMEHs (KJIIPEHC KpeaTHHIHY
30-80 mur/xB) apmakokiHeTHKa CWIIeHAQLTy 3ajuIiajacs HE3MIHCHOI IICIs HOro OJXHOKPAaTHOTO
nepopansHoro 3actocyBanHs y A031 50 mr. Cepemni AUC Ta Cpax N-memerunboBaHOro MeTadoIiTy
HiBUIIYBaIKMCS Ha MakCUMyM 126 % Ta makcumyM 73 % BiAMOBIIHO MOPIBHSIHO 3 TAKMMH MMOKa3HUKaMH
y JOOPOBOJIBIIIB TAKOTro X BiKy 0e3 mopymeHb (yHKIT HUpoK. OnHaK dYepe3 BHUCOKY 1HAMBITyalbHY
Bapia0beNbHICTh Il BIAMIHHOCTI HE OYiIM CTaTHCTHYHO 3HAYYMIUMH. Y JOOPOBOJBINB 13 TSHKKUMH
NOpYIIEHHAMH (YHKILIT HUPOK (KJIIpeHC KpeaTuHiny Hrxkue 30 MiI/XB) KilipeHC cuiieHadiTy 3HHKYBaBC,
mo npu3Bomwio o cepeanix migBumeHb AUC Ta Cpax Ha 100 % Tta 88 % BIAMOBIAHO TOPIBHSHO
13 TOOPOBOJIBISIMUA TaKOTO K BiKy 0e3 mopyuieHb ¢yHkiii Hupok. Kpim Toro, 3naueHHsI AUC Ta Cpax N-
JIEMETUIILOBAHOTO METa0oJIITy 3HauymIe miasumtyBaitucs Ha 200 % ta 79 % BiamoBigHO.




[Te4yiHKOBa HEJTOCTATHICTD.

VY 100poBOIIBLIB 13 IIMPO30M MEUIHKHM JIETKOT'O Ta MOMIPHOTO cTymeHs (kiaciB A ta B 3a knacugikariero
Yaitnna-I1°10) ximipenc cunaeHadiny 3HWKyBaBcs, 1o npuzBoamwio a0 miasumeHHs AUC (84 %) ta Chax
(47 %) mopiBHSIHO 3 JOOPOBOJIBISIMU TAKOTO K BiKYy 0Oe3 mopyiieHb QyHKIil nedinku. dapMakoKiHeTHKA
cuiieHad1y y MamieHTiB 13 TOPYIICHHSIMH (YHKIIIH MEYIHKH TSHKKOTO CTYIIEHS HEe BUBYAJIACH.

KuainiuHi xapakTepucTukm.

Iloka3zanns.

[Ipenapar IHTAT PA® IC PEKOMEHIYETHCSI 3aCTOCOBYBATH YOJIOBIKAM 3 €PEKTUIILHOIO AUCHYHKIIEIO, KA
BU3HAYAETHCSA SK HE3JATHICTh JOCATTH a00 MIATPUMATH EPEKIII0 CTATEBOTO 4ICHA, HEOOXITHY s
YCIIIIIHOTO CTaTEBOTO aKTYy.

Jltst edpexruBroi aii npenapary IHTATPA® IC notpi6re cratese 36ymKeHHSL.

Ilpomunokaszanns.

[TigBuieHa 4yTIMBICTh 10 JIF0Y0i PeYOBUHU a00 A0 OyAb-SKOTO HIIOTO0 KOMIIOHEHTA Ipenapary.
OnHovacHe 3aCTOCYBaHHS 3 JOHOPAMHU OKCHY a30Ty (TaKMMH SIK aMIUTHITPUT) abo HiTpaTamu y Oyb-sKiit
¢dopmi mpoTunokazane, OCKUIbKM BiZlOMO, IO CHAEHA(iT Mae BIUIMB Ha NUIIXH METa0O0NIi3My OKCHIY
a30Ty/UUKIIYHOTO ryaHo3uHMoHO(GochaTy (1l M®) Ta mOTeHI110€ TIMOTEH3UBHUN e(eKT HITPATIB.
OpnnouacHe 3actocyBanHsi iHriOiTopiB DJES (y Tomy wumcni cungeHadiny) 31 CTUMYISTOpaMu
I'yaHUIATIIKIIA3H, TAKAMH SIK PIOLUTYAT, IPOTUIIOKA3aHEe, OCKUTLKUA MOXKE MPHU3BECTU IO CUMITOMATHYHOT
rinmoten3ii (quB. po3aia «B3aeMois 3 iHIIMMU JIIKAPCHKMMU 3aCO0aMH Ta iHII BUIU B3AEMOIII).

CraHu, npu SKUX HE PEKOMEHJI0BaHA CTaTeBa aKTHBHICTH (HAIMPHUKIIAJ, TSDKKI CEpIEBO-CYAMHHI PO3NIay,
TakKi sSK HecTablIbHA CTEHOKAp/is a00 ceprieBa HEOCTATHICTD TSKKOTO CTYIICHS).

Brpara 30py Ha oJlHE OKO BHACIHIJIOK HeapTepialbHOI MEepPEeIHbOI 1eMIiYHOT HEBpOMATii 30pOBOT0 HEepBa
HE3QJICKHO Bil TOTO, YW TOB’s3aHAa IIs1 MATOJNOTIA 13 TONEpPeAHIM 3acTOCYBaHHSAM 1HTiIOITOPIB
docdomiectepazu 5 (OJIES).

HasBHICTP Takux 3aXBOpIOBaHb SK MOPYHICHHS (YHKIII TMEYiHKH TSHKKOTO CTYIEHS, apTepiajibHa
rinoteHsis (aprepianbHuil THCK HIpk4Ye 90/50 MM PT. CT.), HEMIOAABHO MEpEeHEeCeHU 1HCYIbT a0 1H(papKT
MiOKap/a Ta BiJIOMI CIIAJKOBI JETCHEPATHUBHI 3aXBOPIOBAHHS CITKIBKH, TaKi SK MITMEHTHHUH PETHHIT
(HeBeNMMKa KUIBKICTh TaKMX TAIliEHTIB Ma€e TEeHEeTH4YHI posnanu ¢docdomiecTepas CITKIBKH), OCKUIbKH
Oe3neka cuiaeHadiry He TOCTiKyBaIacs y TaKuX MiArpynax MamieHTiB.

B3aemooia 3 inmuumu nikapcoKumu 3acovamu ma inuwii 6uou 63a€mooiil.

Edexmu inwux nikapcokux 3acobie na cundenagi.

JociipkeHns in Vitro.

Mertabomnizm cunjeHadiny BiOyBaeTbCs MEpPeBaXHO 3 ydacTio i30¢opmu 3A4 (roJoBHHH HUIAX) Ta
130popmu 2C9 (npyropsaauii misx) uuroxpomy P450 (CYP). Tomy iHribitopu mux i30¢pepMeHTIB
MOXYTb 3HHWKYBATH KJIIpeHC CHIIZIeHadiTy, a IHIYKTOPH LUX 130()epMEHTIB MOXKYTh HiABUIIYBAaTH KIIPEHC
cuiaeHadiy.

JlocipkeHHs in Vivo.

Honynsauiiinuil papMakOKIHETUUHUN aHaNi3 JaHUX KIIHIYHUX JOCHIKEHb MPOJIEMOHCTPYBAB 3HUKECHHS
KJIipeHcy cuijeHadiny mpu Horo oaHodacHOMY 3acTtocyBaHHi 3 iHribitopamu CYP3A4 (Takumu sk
KETOKOHA30JI, €PUTPOMIIIUH, IUMETUIMH). Xouya TpPH OJHOYACHOMY 3aCTOCYyBaHHI cuiaeHadiny Ta
iHri0iTopiB. CYP3A4 3pocTaHHs 4YacTOTH MOOIYHMX SBHUIL HE CHOCTEpIrajgocs, CIi pPO3IIISHYTH
MO>KJIUBICTB 3aCTOCYBaHHS MOYATKOBOI 103U CriieHadTy 25 MT.

OpnnouacHe 3actocyBaHHs iHTiOiTOpY BlJI-mpoTeasu putoHaBipy, nyke moTyxkHoro iHridiropy P450,
y ctaHl piBHOBaXkHOi KoHueHTpauii (500 mr aBiui Ha 100y) Ta cungeHadity (pazoBa moza 100 mr)
NPU3BOJMIIO 0 MiJBHUILEHHS MakcuMainbHOi KoHUeHTpalil (Cmax) cunaenadiny Ha 300 % (y 4 pa3u) ta
nigBumieHHs cucreMHoi ekcno3uuii (AUC) cunpenadiny nHa 1000 % (y 11 pasiB). Uepe3 24 rogunu
IUIa3MOBI PiBHI cuiieHadiny Bce me cTaHoBHIM npubau3zHo 200 HI/MI MOPIBHSHO 3 piBHEM NPHOIM3HO
S HI/MJI, XapaKTepHUM MJi1 3aCTOCYBaHHS CHUJJEHA(UIy OKpeMo, IO BIJNOBiJa€ 3HAYHOMY BIUIMBY
pUTOHaBIpy Ha MHMPOKUH cnekTp cyocrpariB P450. Cunnenadin He BrumMBae Ha (apMaKOKIHETHUKY
puToHaBipy. 3 ormsiny Ha I ¢$apMakOKIHETMYHI JaHl OJIHOYAacHE 3aCTOCyBaHHS cuineHadiny Ta
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pUTOHABIPY HE PEKOMEHAYEThCS (IUB. po3ail «OcoOIMBOCTI 3aCTOCYBaHHS»); B OYIb-IKOMY BHUIIAIKY
MaKkCHUMajbHa [03a cuileHadily 3a XOJHMUX OOCTaBMH HE MOBHMHHA IEPEBUINYBATH 25 MI' MPOTATOM
48 ronuH.

OpnnouacHe 3actocyBanHs iHriGitopy BlJI-mporeasu caxsinaBipy, imrioitropy CYP3A4, y nposi, mo
3a0e3nevye piBHOBaXHY KoHreHTpamiro (1200 mr tpuui Ha m00y), Ta cuwinenadiny (100 Mr paszoBo)
npu3BOAUIO 10 miaBUIIEHHS Cmax cuiineHadiny Ha 140 % Ta 36inpmennss AUC cunnenadiny Ha 210 %.
He BusiBieHo BrummBy cuiigeHad iy Ha papMaKOKIHETHKY cakBiHaBIpy (auB. po3ain «Croci0 3acTocyBaHHs
ta no3u»). llepenbauaerbes, mo Oinbm moTyxHi iHriditopy CYP3A4, Taki sSK KETOKOHA30JI Ta
ITpaKoHa30J1, OyayTh MaTH O1IbII BUPAKEHUM BIUIMB.

IIpu 3acrocyBanHi cunnenadiny (100 mr pazoBo) Ta epuTpomiinuHy, nomipHoro iHriditopy CYP3A4,
y piBHOBaxHOMY cTaHi (500 mr aBiui Ha 100y mpoTsrom 5 nHiB) cnocrepiranocs miaBumeHHs AUC
cunneHapiny Ha 182 %. VY 310poBuX 10OpOBOJBIIB 4YOJOBIYOI CTaTi HE CIOCTEPIranocs BIUIUBY
asurpominuny (500 mr Ha 100y npotsrom 3 ai6) Ha AUC, Chax, Tmax, KOHCTAHTY IIBUAKOCTI eTiMiHAIIT Ta
MOJAJIBIIMK TIepio HamiBBHBEACHHS cuiacHadiny ado HOTro TOJOBHOTO HHUPKYITIOKYOrO METalbomiTy.
Humerngun (inriGitop muroxpomy P450 Tta necnmeuumdiunumit inriditop CYP3A4) y no3i 800 mr
IIPH OJTHOYACHOMY 3aCTOCYBaHHI 13 cuiaeHadiaoMm y 1031 50 Mr y 3710poBUX JTOOPOBOJIBIIIB MPU3BOIUB
JI0 T1IBUILICHHSA TUIa3MOBUX KOHIIEHTpaliil cunaeHadiny Ha 56 %.

['peiindpyrosuii cik € cnadkum iHridiTopoM CYP3A4 y CTiHIII KUIIEYHUKY 1 MOXKE CIIPUUMHUTH MTOMIpHE
IiIBUIICHHS PiBHIB cHiieHa(iTy y 1ma3mi KpoBi.

OpHoKpaTHE 3acTOCYBaHHS aHTAlMAIB (Mar”iro TiIPOKCHAY/AIOMIHIIO TiAPOKCHAY) HE BILTUBAJIO
Ha 0107I0CTYITHICTh CHIIICHA(LTY.

Xoua pgochipkeHb creurdiunoi B3aeMomii 3 yciMma JIKapChbKUMH 3ac00aMU HE MPOBOAMIIM, 332 JaHUMH
HOMYJSIIIHOTO (papMaKOKIHETHYHOTO aHali3y, hapMaKOKiHETHKA CHIeHa]Ty He 3MiHIOBAJIACs IPU HOTO
OJIHOYAaCHOMY 3aCTOCYBaHHI 13 JIKapChbKUMH 3acobamu, 110 Halexarb Ao rpynu iHridiropis CYP2C9
(tronbyramin, Bapdapus, ¢eHiToiH), rpynu iHridiTopiB CYP2D6 (Takux sk CeleKTHBHI 1HTiIOITOpH
3BOPOTHOTO  3aXOIUICHHS CEpPOTOHIHY, TPUUUKIIYHI aHTHACNIPECAHTH), TPYNH Tia3UTHUX Ta
TIa3WAONOMIOHNX  NiypeTHKiB, TETIhOBUX  Ta  Kajii3Oepiraloumx  JlypeTuKiB,  iHTiOITOpIiB
AHT10TEH3WHIIEPETBOPIOBAIBHOIO (DEPMEHTY, AHTArOHICTIB Kalbllil0, aHTAaroHICTIB B-aJpeHOperenTopiB
a6o iamykTopiB Metabomizmy CYP450 (Takux sk pudamminuH, 6apoiTypaTh).

VY Xozi 1oCHiKeHHs 32 Y4acTIO 3/I0POBUX J10OPOBOJIBIIB-YOJIOBIKIB OJJHOYACHE 3aCTOCYBAaHHS aHTaroHicTa
ennoreniny Oocenrany (nmomipauii iHgyktop CYP3A4, ingykrop CYP2C9 Tta, moxmuBo, CYP2C19)
y piBHOBaxkHOMY cTaHi (125 mr nBiui Ha A00y) Ta cuiaeHadily y piBHOBakHOMY cTaHi (80 Mr Tpuui
Ha 7100y) npuszBoawiio A0 3HWkKeHHS AUC Tta Cyax cunaenadiny Ha 62,6 % ta 55,4 % BignosigHo. Tomy
OJIHOYACHE 3aCTOCYBaHHsS TakuX NOTYXKHUX IHAYKTOpiB CYP3A4 sk pudammiHn Moxe TPU3BOIUTU
710 OUIBIII BUPa)KEHOTO 3HM)KEHHS KOHLEHTpallli cuijieHad11y y rniaa3Mi KpoBi.

Hikopanaun siBise coboro riOpu]l akTUBaTOpa KaibllieBUX KaHAJIB Ta HiTpaTy. HiTpaTHHN KOMIIOHEHT
3yYMOBIIIO€ MOXJIMBICTh HOTO CEPHO3HOT B3a€MO/IIT 3 cuiiiIeHA(LIIOM.

Edexmu cunoenagpiny na inwi nikapcoki 3acoou.

Jocuijpkenns in Vitro.

Cunnenadin — cnabkuii iHrioirop izodpopm 1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4 uuroxpomy P450
(IKsp > 150 Mkmomb). OCKUTBKH IKOBI IJIa3MOBI KOHIICHTpAIil CHIAeHA]UTY TOPIBHIOIOTH TPUOIH3HO
1 MKMOJIB, BIUIMB Ipenapary IHTAI'PA" IC IPU 3aCTOCYBaHHI Y PEKOMEHJOBAHOMY Jiama3oHl 03
Ha KJIIpeHC cyOCcTpaTiB uX 130(pepMEHTIB MAIIOMOBIpHUH.

Bincytni mani mono B3aeMonii cunaeHadiny Ta Takux Hecnenudiunux iHTiIOITOpiB QocdomiecTepasu gk
Teo(UTIH Ta AU PUIAMOI.

JocnipkeHHs in Vivo.

OckinbKHM  BiIOMO, IO CWIAeHA(iT Mae BIUIMB Ha METa0oJi3M OKCHAY a30TY/IUKIIYHOTO
ryaHosuaMoHogochary (uI'M®D), Oyno BCTaHOBIIEHO, IO CHIIJCHA(]IT MOTEHIIIOE€ TIMOTEH3UBHY IO
HITpAaTiB, TOMY MOro OJHOYAaCHE 3aCTOCYBaHHS 3 JJOHOPaMM OKCHJly a30Ty abo 3 HiTparaMu y OyIb-sKiil
dopmi npotunokaszane (auB. po3ain «IIpoTunokasanus»).

Pionuryar. [lokmiHiuHI AOCHIIKEHHS NPOAEMOHCTPYBAIM AJUTHUBHUN CHCTEMHUN €QeKT 3HUKEHHS
apTepiaJbHOr0 THUCKY IPH OJHOYACHOMY 3acTocyBaHHi iHrioitopiB ®JIES 3 piouuryarom. Kiiniuni
JOCTIPKEHHSI TPOJIEMOHCTPYBAJIHM, IO PIOLMIyaT IOCHIIIOE€ TINOTeH3UBHY Aito 1HrioiTopiB DJIES.

4



V mariieHTiB, SKi Opany y4acTh y JOCTIHKEHHI, HE CIIOCTEPIrajJoch MO3UTUBHOTO KJIIHIYHOTO €(EeKTy Bij
OJTHOYACHOTO 3acTocyBaHHA iHriOiTOpiB ®JIES 3 pionuryarom. [IpoTunokazane ogHOYaCHE 3aCTOCYBAaHHS
pionuryary 3 iarioitopamu ®JIES (y Tomy uncii cunaenadiaom) (qus. posain «I[IpoTunokasaHHs»).
OpHouacHe 3acTocyBaHHS cwigeHadimy Ta OJOKaTOpiB  0-aJpEHOPELENTOPIiB  MOXe IPHU3BECTU
JI0 PO3BUTKY CHMIITOMATUYHOI TIMOTEH3I1 y NEAKUX CXWIbHHX J0 LbOro TamieHTiB. Taka peaxiis
HallyacTile BUHHUKAIA MPOTATOM 4 TOAWH IMicis 3acTocyBaHHs cuineHadiny (auB. po3ain «Crocid
3aCTOCYyBaHHA Ta A03U» Ta «OCOOIMBOCTI 3aCTOCYBaHHI»). Y XO1 3 MOCHIIKEHb crenudiuHoi B3aEMO/Iii
JiKapchKUX 3aco0iB OJOKATOp 0-aJpeHOPELeNnTOpiB TOoKca303uH (4 Mr ta 8 Mr) ta cuiaeHadin (25 mr,
50mMr Ta 100 Mr) 3acToCOByBalHMCS OJHOYACHO IAIiEHTaM 13 JOOPOSKICHOIO  TilepIuia3i€ro
nepeaMiXypoBoi 3a103H, cTabiTi3allis CTaHy SKUX Oylia TOCATHYTA MPU 3aCTOCYBaHHI JOKCA303UHY. Y IHUX
HOMYJSIISAX CIIOCTEPIranocs CepeHe T0JAaTKOBE 3HMKEHHS apTepiallbHOTO THCKY Y MOJOXKEHHI JIeXKauu
Ha 7/7T MM pT. cT., 9/5MM pT.CcT. Ta 8/4 MM PT.CT. Ta CEpPEIHE 3HIDKCHHS apTepiaJbHOrO THCKY
y MOJIOKEHH] CTOSTYM Ha 6/6 MM pT. cT., 11/4 Mmm pT. cT., 4/5 MM pT. cT. BignoBigHo. Ilpu ogHOUacHOMY
3aCTOCYyBaHHI cuieHadily Ta JOKCAa303MHY Yy TMAlli€HTIB, CTaOUIi3aIis CTaHy SKUX Oyja JOCATHYTa
IIPH 3aCTOCYBaHHI JOKCAa303UHY, 1HOJI MOBIJOMIISJIOCS TPO PO3BUTOK CHMIITOMATHYHOI OPTOCTATHYHOL
rinotensii. Y 1ux MOBIIOMIICHHSX HILIIOCS MPO BHUITAIKH 3alIaMOPOYCHHS Ta CTaH Iepe]l HEMPUTOMHICTIO,
asie 6e3 CHHKOTIE.

He cnoctepiranocs >koIHUX 3HAYYIIMX B3a€MOJii IpU OJIHOYACHOMY 3acTOCyBaHHI cunaeHadiny (50 mr) i
tonoyraminy (250 mr) abo Bapdapuny (40 mr), mo meradomnizyrorscst CYP2C9.

Cunnmenadin (50 Mr) He HpPHU3BOAMB IO TOJOBKEHHS Yacy KpOBOTEYi, CIPUYMHEHOI 3aCTOCYBaHHSIM
aneTwicaTinmIoBoi kuciotu (150 mr).

Cungenadin (50 Mr) He NOTEHIIIOBaB TIMOTEH3WBHY [0 alKOTOJK Yy 3J0POBUX JOOPOBOIIBILIIB
IPY Cepe/IHIX MaKCUMAIIBHUX PIBHSX €TaHONy y KpoBi 80 Mr/mi.

VY marmieHTiB, fKi 3aCTOCOBYBaJIM cuiieHa(disn, HE cHocrepiraiocs >KOAHMX BIAMIHHOCTEH mpodiiro
NOOIYHUX e(eKTIB MOPIBHAHO 3 IUIanedo MpHU OJHOYACHOMY 3aCTOCYBAaHHI TaKMX KJIAaciB TiMOTEH3MBHUX
JIKapchbKUX 3aco0iB SIK JiypeTHKH, OnokaTopu [-agpeHopeuentopi, iHrioitopu AlID, anTaronictu
anrioreHsuny II, aHTUrinepTeH3WBHI JIKapChKi 3aco0M (CyAMHOPO3MMPIOBAIBHI Ta LEHTPAIbHOI mii),
0JIOKaTOpH aJAPCHEPTiYHNX HEHPOHIB, OJIOKATOPH KaJIBI[IEBUX KaHAJIIB Ta OJIOKATOPH 0-aIPEHOPEIICTITOPIB.
VY crnemianbHOMY JOCHTIDKEHHI B3a€MOJIl NMPH OJHOYACHOMY 3acTocyBaHHiI cuigeHadimy (100 mr) ta
aMJIOAMIIIHY TallleHTaM 3 apTepialbHOI0 TINEPTEH31€l0  CIOCTepiragocs JOJATKOBE 3HUKCHHS
CUCTOJIIYHOTO apTepialIbHOTO THCKY Yy TIOJIOKCHHI JIe)Kadyd Ha 8§ MM PT. CT. BianoBiHE 3HIKEHHS
JIaCTOJIYHOTO apTepiaiIbHOrO TUCKY CTAHOBWJIO 7 MM PT. CT. 3a BETUYMHOIO Ii JOJATKOBI 3HIKEHHS
apTepiaIbHOTO THUCKY OyJiIM CHIBCTABHUMH 3 THMH, IO CIOCTEPITAIMCS TPHU 3aCTOCYBaHHI JIHIIIE
cuifieHadiny y 3J0pOBUX JTOOPOBOJIBIIIB.

Cunpenadin y no3t 100 Mr He BruiMBaB Ha (papMakOKIHETHYHI MMOKa3HUKH 1HTi0iTOpiB BlJI-mpoTteasw,
CakBiHaBipy Ta pUTOHABIpY, ski € cyocTpatamu CYP3A4.

VY 310poBUX JOOPOBOJBIIIB YOJIOBIYOI CTaTl 3aCTOCYBaHHS CUJeHa(uly y piBHOBaKHOMY cTaHi (80 mr
Tpuui Ha 100y) mpuzBoauio Ao miaBumeHHs AUC Ta Cpax 6ocentany (125 mr nBiui Ha 100y) Ha 49,8 %
42 % BiAMOBIIHO.

3acTocyBaHHS pa3oBOi /03U CUieHa(Uly NHalieHTaM 3 apTepiajibHOI0 TiNepTeH3i€l0 Ha Tl Tepamil
KOMOIHAIlI€Er0 cakyOiTpwiI/BajicapTad, (apMakOKIHETHUHI TMapaMeTpu SKOI JOCSIIIM B  Opra”izMi
PIBHOB@)XXHOT'O CTaHy, OyJ0 MOB’S3aHO 31 3HAYHO O1JBIIMM 3HHKEHHSM apTepialbHOI0 TUCKY MOPIBHIHO
3 3aCTOCYBaHHSIM JiMlle KOMOiHamii cakyOiTpui/Bancaprad. Tomy maii€eHTaM, siIKI OTPUMYIOTh TEpariro
KOMOIHaIll€l0 caKyOITpuil/BajicapTaH, CIiJl BHUSBIATH OOEPEXHICTh Ha IOYATKOBOMY eTamli JIKyBaHHS
cumaeHad1IoM.

Ocoonueocmi 3acmocyeamnnsi.

Jlo mouaTky Teparmii ciij 310paTn MeAMYHUI aHaMHe3 TallieHTa Ta MPOBECTH (i3UKaIbHEe 0OCTEKEHHS VIS
JIarHOCTUKHU €PEeKTUIIbHOT TUCHYHKIT Ta BU3HAYEHHS i1 MOXKIIUBUX MPHUYHH.

Daxmopu pusuKy cepyego-cyoOuHHUX 3aX60PI0EAHD.

OCKIJTbKH CTaTe€Ba aKTUBHICTh CYNPOBO/KYETHCS IEBHUM PU3UKOM 3 OOKY ceplls, A0 MOYaTKy Oyab-sIKOTO
JIKYyBaHHS €PEeKTHJIBHOI JUCQYHKIT JKap Mae OLIHUTH CTaH CEpLEBO-CYAMHHOI CHCTEMH TMalli€HTa.
CunnmeHadin YWMHHUTH CYIHHOPO3MIMPIOBAIBHY Jif0, IO TPOSBISETHCA JIETKUM Ta KOPOTKOYACHUM
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3HIDKCHHSIM apTepialIbHOTO THCKY. Jlo Mpu3HaueHHs cuiieHadiry Jikap Mae peTeabHO 3BaKUTH, YA MOXKE
Takui e(eKT HECTIPUATINBO BIUTUBATH HA MAIIEHTIB 13 IEBHUMHU OCHOBHUMH 3aXBOPIOBAaHHSAMH, 0COOIHBO
y KOMOiHaIli 31 CTaTeBOIO aKTHBHICTIO. Jl0 TMAIli€HTIB 13 MiABUIICHOIO YYTJIWBICTIO JO Ba30aujIaTaTOpPIB
HaJIe)KaTh TALIEHTH 3 OOCTPYKII€I0 BUBIJHOTO TPAKTY JIIBOTO HUTyHOUYKA (HANpPHKIAJ, CTEHO3 AOPTH,
rinepTpodiuHa oOCTPYKTHUBHA KapAioMiomnarisi) ab0 MaIli€HTH 13 PIAKICHUM CHHJIPOMOM MYJIbTHCHCTEMHOL
aTpo(ii, OTHUM i3 MPOSABIB AKOI € TSHKKE MOPYIICHHS PETYJISAII] apTepialbHOTO TUCKY 3 OOKY BereTaTuBHOI
HEpPBOBOI CUCTEMHU.

Cunnenadin NOTEHIIIOE TIMOTEeH3UBHUN €eKT HITpaTiB (1uB. po3ain «IIpoTunokazanus»).

Y NoCTMapKEeTHHTOBOMY TEpiojli MOBIAOMIIAIIOCS MPO TsDKKI M0OiIUHI peakiiii 3 00Ky ceplieBO-CyIuHHOT
CHUCTEMH, BKJIIOUalOUM iH(MAPKT MiOKapja, HeCTaOlIbHY CTEHOKApP/il0, ParTOBY CEPIEBO-CYANMHHY IOJII0
3 JeTaJbHUM HACHIJKOM, IUIYHOYKOBY apUTMil0, IepeOpOBACKYIApHI KPOBOBWIMBH, TPAaH3UTOPHY
ImeMIYHy aTakKy, apTepiajbHy TINEpTEeH3il0 Ta apTepiajdbHy TIMOTEH3il0, sKI 3a 4YacoM 30iramucs
13 3acTocyBaHHsAM cuigeHadimy. Y OUIBIIOCTI MAli€HTIB, aje HE y BCiX, ICHyBalu (AaKTOPH PHUBHKY
CEPIICBO-CYAMHHUX 3aXBOpIOBaHb. bararo Takux moOiYHMX peakiliii crocTepiraiocs mij yac abo oapasy
HICJIs CTATEBOTO AKTY 1 JIMIIE KiTbKa TPAIMJIOCS HEBJIOB31 MICHsI 3aCTOCYBaHHS cuiieHadiny 6e3 crareBol
akTuBHOCTI. ToMy HEMOXJIMBO BH3HAYMTH, YW IOB’A3aHUN PO3BUTOK TaKUX IOOIYHMX peakLii
6e3mocepeiHbo 13 PaKTOPaMu PU3HKY, YH IX pO3BUTOK 3YMOBJICHUN 1HIIMMU YHHHUKAMH.

Ipianizm.

3aco0u I JIIKYBaHHS E€peKTWIbHOT MUCQYHKINI, y TOMYy dMCi 1 cuineHadin, ciil mnpu3HadaTH
3 00EepEeXKHICTIO MAI[iEHTaM 3 aHATOMIYHMMH JedopMallisiMH MeHica (TaKUMU K aHTYJISIis, KaBepHO3ZHUMN
¢i6po3 abo xBopoba Ileiiponi) abo mamieHTam 3i CTaHaMHU, 10 CIIPHUAIOTH PO3BUTKY Mpiami3zMy (TaKUMH 5K
CEPHONOAIOHOKIITHHHA aHEMIsI, MHOKMHHA Mi€JoMa abo JieHKeMis).

[Micna Buxonmy mpemapary cuigeHadiny Ha PHHOK IMOBIZOMIISIIOCS MPO BHIAAKH TOIOBXKEHOI epeKii Ta
npiamizMy. SIKmo epekiis TpuBae OUIbII HDK 4 TOJIWHHU, Malll€eHTaM CIiJ HEraifHO 3BEpHYTHUCS
3a MEIMYHOIO JIONIOMOTOI0. Y pa3i BiACYTHOCTI HEraHOro JIiKyBaHHS IIpiami3M MOXKE NPU3BECTH
J10 IOUIKOJPKEHHS TKAaHUH IIeHica Ta JI0 CTIMKOi BTpaTH MOTEHLI].

Oonouacne 3acmocysanus 3 inwumu ineidimopamu @DES abo inwumu npenapamamu 0ns J1iKY8AHHS
epeKmunbHoi OUChyYHKYi.

Besneka ta eheKTUBHICTH OJHOYACHOTO 3aCTOCYBaHHs cuiieHadiry 3 iHmmMHu iHriditopamu DJIES abo
IHIIMMH TIpenapataMu JUisl JIiIKyBaHHs TillepTeH3ii JereHeBoi aprepii, SKi MICTATH cuieHadin, 4u
3 IHIIMMHU TIpenapaTaMy sl JIKyBaHHS €peKTHIbHOI MUCYHKIIT He BUBYaiHMCA. TOMy 3acTOCYBaHHS
TaKuX KOMOIHaIliil He peKOMEHI0BaHe.

Bnaus na 3ip.

CrioHTaHH1 MOBIZJOMJIEHHS! NP0 BUHUKHEHHS Je(EKTiB 30py HAIXOAMUIM acOLIHOBaHO 3 3aCTOCYBAHHSAM
cunjeHadny Ta iHmux iHridiropis ®JIES (aus. po3ain «Ilobiuni peakuii»). [Ipo Bunaaxku HeapTepiaabHOL
nepeAHbol 1MIeMIYHOiI HeBpomaTii 30pOBOrO HEpBa, L0 € PIAKICHUM CTAHOM, HAJAXOJWIM CIOHTaHHI
MOBITOMJICHHS Ta TOBLIOMIISIJIOCS Yy HArJISIZIOBOMY JIOCHI/DKEHHI acOI[IHOBAaHO 13 3aCTOCYBaHHSM
cunneHadiny ta iHmux iHrioitopiB ®JAES (muB. po3ain «Ilobiuni peakiii»). [lamieHTiB ciix monepeauTH,
o0 y pa3l pamnToBOro MOPYIICHHS 30py 3aCTOCOBYBaHHS cuiAeHA(IIy CIiJl MPUIMHUTH Ta HETalHO
3BEpHYTHCS 110 Jikaps (1uB. po3ain «IIpoTunokazaHus»).

Oonouache 3acmocy8ants 3 pumMoHagipoM.

OnHouacHe 3aCTOCYBaHHsI cuiieHadily Ta PUTOHABIpPY HE PEKOMEHIyeThCs (AMB. po3ain «Bzaemomis
3 IHIIMMH JIIKAPCHKUMHM 3aCO0aMHU Ta 1HII BUJIA B3AEMOII).

Oonouacne 3acmocysanis 3 O10KAmMopamu 0-aopeHopeyenmopis.

[TamieHTam, $IKi 3aCTOCOBYIOTH OJIOKATOPH 0-aIp€HOPEIETITOPIB, 3aCTOCOBYBAaTH CHIAEHADLT CIif
3 00€pEekKHICTIO, OCKUIBKM Taka KOMOiHalis MOXE NMPU3BECTH O CUMITOMATUYHOI TiMOTEH31i y JESIKHX
CXWIBHHX JI0 1IbOTO MaiieHTiB. CHUMITOMAaTHYHA TIMOTEH31s 3a3BUYaii BUHUKAE MPOTATOM 4 TOJWH TIICIIS
3acTocyBaHHA cwigeHadinmy. 3 MeTor MiHiMi3alii MOMKJIMBOTO PO3BUTKY HOCTYpalbHOI TiMOTeH3il
y Mali€HTIB, Kl 3aCTOCOBYIOTh OJIOKaTOpU 0O-aJApEeHOpPElEenTopiB, iX CTaH MNOTpiOHO cTabiIi3yBaTH
3a JIONOMOTO0I0 OJIOKATOPIB 0-aJIpEeHOPELENTOPIB 10 MOYATKY 3aCTOCOBYBaHHs cuiaeHadity. Takox ciin
PO3IJIIHYTH MOKJIMBICTh 3aCTOCYBAaHHSI MMOYATKOBOI 103U 25 Mr (nuB. po3aun «Croci6 3acTocyBaHHS Ta
no3u»). Kpim Toro, ciifg npoiHgopMyBaTH MalLi€HTIB, SIK JISATH Yy pa3i MOSBU CUMITOMIB OPTOCTATUYHOT
rinmoTeHsii.



Bnnue na kxposomeui.

JlocmipkeHHsT TpOMOOIIMTIB  JIFOMHU  MPOJEMOHCTPYBaIM, 10 INVItro cuwigeHadin  MOTeHIIi0e
aHTuarperaiiiai eekTu Hatpito HiTponpycuay. Hemae xonHoi iHbopmarii momao 6e3neku 3acToCyBaHHS
cuwiieHad Ty MalieHTaMu 13 TOPYIIEHHSIMHU 3TOPTaHHS KPOB1 a00 TOCTPOIO MENTHYHOIO BHPaA3Kow. Takum
YUHOM, 3aCTOCYBAaHHS CHJIJIeHauTy marieHTaMu Ii€i TPYImu MOJKJIWBE JIMIINE IICIS PETEIBHOI OIlIHKH
CHIBBIJHOIICHHS KOPUCTI Ta PU3UKIB.

[Ipenapar MIiCTHTBH JIAKTO3y, TOMY HMOTO HE CIIiJI 3aCTOCOBYBaTH YOJOBIKAM 13 TaKMMH PiJIKICHUMH
CIQ/IKOBHUMH TOPYIICHHSMU SK HENEPEHOCHMICTh TallaKTO3W, HEIOCTATHICTh Jiaktasu Jlamma a6o
MaJibabCcopOILis TITFOKO3U-TAIAKTO3H.

[Ticnst 3acTocyBanHs A03u 100 Mr 310poBUM 10OPOBOJIBISIM HE CHOCTEPIraiocs BILUTUBY Ha MOPQOIIOTi0
ab0 pyXOMICTh criepMaTo30iaiB (IuB. po3ait «DapmMakonoridyni BnacTuBocTi. DapMakogMHAMIKAY).
Bmpama cnyxy.

JlikapssM clig TOpaauTH TAaIlieHTaM MPUIIMHUTH 3acTocyBaHHS iHribiTopiB DJIES, Bkmovaroun
cuinjeHadia, Ta HeralHO 3BEPHYTHCS 3a MEIUYHOTO JTOIMOMOTOI0 y BHIIQJKaxX PAnTOBOrO 3HMKEHHS 4Yd
BTpatu cnyxy. [Ipo mi sBUmIA, sKi TakoX MOXYTh CYIPOBODKYBATUCS J3BOHOM Y ByXax Ta
3aImaMOpPOYCHHSIM, TTOBIIOMIISUIOCS 3 acOLIAIEr0 Yy Yaci i3 3actocyBaHHsAM iHTIO0ITOpiB DJES, BKITtOUaroun
cungenadin. BusHaunTh, yu mi SBUINA TPSAMO TOB’s3aHI 13 3acTocyBaHHSAM iHriOiTOpiB DJIES, um
3 IHIIMMH (paKTOpaMu, HEMOKIUBO.

Oonouacne 3acmocy8anus 3 2iINOMEH3USHUMU NPENapamamil.

Cungenadisi YMHUTH CHUCTEMHY CYJMHOPO3IIMPIOBATIBHY JiI0 Ta MOXE y MOJANbIIOMY 3HUXKYBAaTU
apTepiaJbHUI THUCK Yy TMAIl€HTIB, SKi 3aCTOCOBYIOTH TilTOTEH3WMBHI JIiKapcbki 3acobu. B oxpemomy
JOCTIPKeHHI JIIKapChKOT B3a€MOAIl OJHOYACHE 3acTOCyBaHHs amjonumniny (5 mr abo 10wmr) Ta
cungenadiny (100 Mr) mepopajibHO CIOCTEPIraaocs CepeIHE T0JaTKOBE 3HMKEHHS CHCTOYHOTO THUCKY
Ha 8 MM PT. CT. Ta JIIaCTOJIIYHOTO — HA 7 MM PT. CT.

3axeoprosanns, wjo nepeoaromsvcsi CmamesuUM ULISIXOM.

3acTocyBaHHs Ipenapary IHTATPA® IC ne 3aXHMINA€ BiJ 3aXBOPIOBaHb, IO TEPEHAIOTHCA CTATEBHM
nusixoM. Crifg po3TIISIHYTH MOXKIIUBICTH MPOIHCTPYKTYBATH MAIIEHTIB 100 HEOOXiMHUX 3amo0LKHUX
3ac00iB sl 3aXHCTYy BiJl 3aXBOPIOBaHb, IO MEPEAAIOTHCS CTATEBUM IILISXOM, BKIIOYAIOYU BipyC
IMyHOIEDIITUTY JIFOMHH.

3acmocysanus y nepiod eacimnocmi abo 200y8anus 2pyooro.
IIpenapar [HTATPA® IC e NpPU3HAYEHUH /7S 3aCTOCYBAHHS XKIHKaM.

30amuicms  énaueamu Ha WEUOKICMb peaxyii npu KepyeawHi asMoOmpaHcnopmom abo iHUUMU
MexaHisMamu.

Jlikapcekuit 3acib [HTATPA® IC moxe MaTH He3HAYHHH BIUIAB HA KEpYyBaHHs aBTOTPAHCIIOPTOM abo
IHIUMA ~ MexaHi3MaMu. OCKUIBKM Y XOJI KJIIHIYHUX JIOCTI/DKEHb 3aCTOCYBaHHS —CHIICHA(LTY
HOB1JIOMJISIIOCS IIPO BUIAJKHU 3allaMOPOUYECHHSI Ta MOPYIIEHHs 3 OOKY OpraHiB 30py, NepeJl TUM SIK CiJIaTH
3a KEpMO TPAHCIIOPTHOTO 3ac00y abo MpalfoBaTH 3 MEXaHi3MaMHU, MaIllieHTaM HEeOOX1THO 3’SICYBaTH, KOO
€ TXHS IHAUBIAyallbHA peakKilis Ha 3aCTOCYBaHHS IpenapaTy IHTAI'PA" IC.

Cnoci6 3acmocysannsa ma 003u.

[Ipenapat 3acToCcOBYBaTH MEPOPATHHO.

Lopocai.

PexomenoBana n03a npenapary IHNTATPA® IC cranoButs 50 MT Ta 3aCTOCOBYETHCS Y pasi HEOOXimHOCT
npubim3Ho 3a 1 roaMHy 10 CTaTreBOi aKTUBHOCTI. 3aJieXHO BiJi €()EeKTHBHOCTI Ta MEPEHOCUMOCTI
npenapary 103y MoxHa 30utbmuTd 10 100 Mr abo 3meHmmTH a0 25 Mr. MakcuMalibHa peKOMEHI0BaHA
no3a craHoButh 100 mMr. YacrtoTa 3acTOCyBaHHS MAaKCHUMalbHOI PEKOMEHJOBAHOI 103U Ipenapary
cranoBuTh | pa3 Ha 106y. IIpu 3acrocysammi mpemapaty IHTATPA® IC mig wac mpuitomy ixki mis
npenapaTy MOXKe HacTaBaTH Mi3Hille, HiXK MPU HOro 3aCTOCYBaHHI HaTILE.

llayienmu nimnb020 8iKY.

HeoOxigHiCTh y KOpeKii 031 NalieHTam JITHBOTO BiKY (= 65 pokiB) BiCYTHS.

Tlayienmu i3 HUPKOBOIO HEOOCMAMHICMIO.



[TarieHTaM 13 HUPKOBOIO HEIOCTATHICTIO JIETKOTO Ta MOMIPHOTO CTYIEHS TSIKKOCTI (KIIPEHC KpeaTHHIHY
30-80 mu/xB) pekoMeH0BaHa J03a MpemnapaTy € TaKOIo K, SIK HaBEeJIEHO BUIIE Y pO3IiTi «/Jopocuiy.
OCKUTbKH y TIAIIEHTIB 3 HUPKOBOIO HEIOCTATHICTIO TSDKKOTO cTymeHs (kiaipeHc kpeatuHiny < 30 mi/xB)
KIIipeHe cuiieHadiry 3HWKESHUM, CITiT PO3TISHYTH MOXKIIUBICTh 3aCTOCYBAaHHS 03U 25 MT. 3aleKHO Bif
e(EeKTUBHOCTI Ta IMEPEHOCUMOCTI TMperapary Mpu HEOOXITHOCTI 103y MOKHA 30UIBIIUTH TMOCTYIIOBO
10 50 mr ta 100 mr.

Tayienmu i3 neuinkosoio Hedocmammuicmio.

OCKUTbKHM y TAIEHTIB 13 TMEYIHKOBOK HEAOCTATHICTIO (HANPUKIIAJ, ITUPO30M) KIIpPEHC CuiaeHapiTy
3HWKCHUH, CIiJ PO3TISHYTH MOXKIIUBICTH 3aCTOCYBaHHSI 103M 25 Mr. 3alie)kHO BiJ e(pEeKTHBHOCTI Ta
MePEHOCUMOCTI IpernapaTy Mpu HeoOX1JHOCTI 103y MOKHA 30UIBIIATH MTOCTYIOBO A0 50 mr ta 100 mr.
Tayicumu, sxi 3acmoco8yoms iHWi 1iKapcobKi 3acoou.

Slkmo mamieHTH ofHO4YacHO 3acTocoBYIOTH iHTIOITOpH CYP3A4 (muB. po3min «B3aemomis 3 1HIIUMHU
JTIKapChKUMHU 3aco0aMHM Ta IHOI BUAM B3a€EMOJINY), CHiA PO3IISHYTH MOXIIMBICTH 3aCTOCYBAaHHS
MOYaTKOBOT 703U 25 MI' (32 BUHATKOM PHUTOHABIpYy, 3aCTOCYBaHHS SKOTO OJHOYACHO i3 cuiieHadiiom
HE PEKOMEHAYETHCS, TUB. PO3/ia «OCOOIHBOCTI 3aCTOCYBAHHS).

3 MeTor MiHIMI3aIli MOMJIMBOTO PO3BUTKY MOCTYPAJIbHOI TIMOTEH31i Yy MAIll€HTIB, SKI 3aCTOCOBYIOTH
OJIOKaTOpW O-aJIPECHOPEIENTOPiB, iX CTaH MOTPiOHO CTabiUmi3yBaTH 3a JIOMOMOTOK OJOKAaTOpiB -
aJIPCHOPELICNITOPIB 70 IMOYATKy 3acTOCOBYBaHHs cuieHadiny. Takox ciiJl po3risHYyTH MOJKIJIHMBICTh
3aCTOCYBaHHS TOYaTKOBOI 103M 25 Mr (aumB. po3ail «OcoOnmBOCTI 3acTocyBaHHS» Ta «B3aemomis
3 IHIIMMH JIIKAPCHKUMHM 3aC00aMH Ta 1HII BUJIA B3aEMOIIINY).

Iimu.

[Ipenapar He moKa3aHMiA AJIst 3ACTOCYBAaHHS 0co0aM BiKOM /10 18 pokiB.

Ilepedo3ysanns.

VY X071 KIHIYHUX AOCHTIKEHb 32 YYacTIO J0OPOBOJIBLIB ITiJ1 Yac 3aCTOCYBaHHS pa3oBoOi 103U cuiaeHadiny
10 800 mr mobivyHi peakmii Oyiu MoAIOHUMHE 0 THX, IO CIIOCTEPIrancs MPH 3aCTOCYBaHHI cuiieHadiTy
y HIKUUX 033X, ajleé BUHUKAJIM YacTiiie Ta Oynu OUIbII TSHKKMMHU. 3aCTOCOBYBaHHS cuilieHadiny y 1031
200 Mr HEe MPU3BOAWIO O IMiIBUIICHHS €()EeKTUBHOCTI, ajie CIPHUYUHSIIO 3POCTAHHS KUIBKOCTI BUIAJIKIB
PO3BUTKY MOOIYHUX peakIliil (TOJIOBHOTO OO0, MPUIUIMBIB, 3allaMOPOYEHHsI, JAMCIEICIi, 3aKIaJeHOCTi
HOCA, IOPYIIIEHb 3 OOKY OPTaHiB 30Dy ).

Jlikyeanus. Y pa3i nepeno3yBaHHs Py HEOOX1THOCTI CIil BAATUCS J0 3BUYAHHUX MiATPUMYIOUYHX 3aXOIiB.
[Ipuckopenns kiipeHcy cuineHadily OpU TeMofiani3i MajJoMMOBIpHE BHACHIZOK BHMCOKOIO CTYIEHS
3B’A3yBaHHs Npenapary 3 OUIKaMM IUIa3MU KPOBi Ta BIJICYTHOCTI eNliMiHamii cuiieHadiny i3 cedero.

Il06iuni peaxuii.

VYV MNOABIMHHUX CIHINMUX IJIAIEe00-KOHTPOIHOBAHUX KITHIYHUX JOCTIHKEHHSIX HaAYacTilie MOBIIOMIISIOCS
npo Taki MoOiYHI peakiii K roJOBHUM Oiflb, MPUIUIMBH, JUCIHEICIs, 3aKIaAeHICTh HOca, Oilb Yy CHHHI,
3araMoOpOYeHHs, HyI0Ta, TOPYIICHHS 30pY, I[IaHOIICIs Ta 3aTbMapeHHS 30Dy .

VYci kIiHIYHO 3HAUYI MOOIYHI peakIlii, 0 CrocTepiranucs miJ 4ac KIHIYHUX TOCIIHKeHb YacTille, Hixk
IpHU 3aCTOCYBaHHI Iare0o, HaBeJAEHO HUX4Ye BIAMOBIIHO 10 Kiacudikamii «Cucrema-opran-kiac» Ta
qacToTH: ayxe dvacto (>1/10), gacrto (>1/100-<1/10), mewacro (>1/1000-< 1/100) Tta piako
(>1/10000 - < 1/1000). Kpim Toro, dacrora KIIHIYHO 3HAYYIIMX MOOIYHMX peEaKIlii, Mpo sKi
HOBIJIOMJISIIOCST Y paMKax JIOCBIJly 3aCTOCYBaHHS Mpernapary cuijieHadily micis BHUXOJY Ha PHHOK,
BHU3HAUEHa fAK HeBiZoMa. Y MexaxX KOXKHOI 4YacTOTHOI IpynH MoOIYHI peakiii HaBeAeHI y MOPSAKY
3MEHIICHHS X CepHO3HOCTI.

Inghexyitini ma inea3ueHi 3axX60pro6anHs. HEIaCTO — PUHIT.

3 60Ky iMyHHOI cucmemu. HEYacTO — TNepUyTIUBICTb.

3 b6oky Hepso6oi cucmemu: Ay*e 4acTo — FOJOBHHUM O1Ib; YacTO — 3allaMOPOYECHHSI; HEYaCTO — COHJIUBICTb,
rimecresist; piIko — IHCYJIbT, TPAH3UTOPHA 1IIEMIUHA aTaka, CyA0MHU ™, pEeIIUIMBU CYI0M™*, CHHKOIIE.

3 00Ky opeawie 30py: 4acTO — MOPYIIEHHS CIPUHHATTS KOJBbOPY (XJIOPOIICis, XPOMATOIICIs, 11aHOIMCI,
EpUTPOIICisl, KCAHTOICIs), PO3NaAM 30pYy, 3aTbMapeHHs 30py; HEYacTo — pO3Jaad CIbO30BHIIICHHS
(cyxicTb B oO4Yax, MOPYUIEHHS CIbO30BUAUICHHS Ta MIJBUIIEHHS CIIbO30BUAUIECHHS), OlIb B oOYax,
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doTodo0is, doTormcis, rimepeMist 04eH, SICKPaBICTh 30py, KOH IOHKTUBIT; PIIKO — HeapTepiajabHa TEepeIHs
ilIeMi4yHa HEBpOIATis 30pOBOrO0 HepBa*, OKIIO3isS CYIUH CITKIBKM®, pPETHHAJIBHUA KPOBOBHIIUB,
apTepiOCKIEPOTHYHA PETUHONATISA, TMOPYIIEHHS 3 OOKYy CITKiBKH, TJIaykoMa, Je(eKTH MOl 30Dy,
JUTUIONISI, 3HW)KCHHS TOCTPOTH 30pYy, MIOMIsS, acTEHOIs], TUIaBaf04i MMOMYTHIHHS CKJIOBHJIHOIO Tija,
MOPYIIEHHS 3 OOKY paiIy>KHOI 000JIOHKH, Mijpia3, MOsBa CAIOYUX KPYTiB HABKOJIO JKEpelia CBiTIa (Tajo)
y TOJi 30py, HAOpsAK OueHd, MPHUITYXJIICTh O4YeH, MOpYyImIeHHS 3 OOKy OdeH, TimepeMis KOH IOHKTHBH,
MOApa3HEHHs OYel, aHOMaJIbHI BITYYTTS B 04aX, HAOPSIK MOBIK, 3HEOAPBICHHS CKIICPH.

3 60Ky opeanis ciyxy ma eecmubyiapHo20 anapamy: HEYacTO — 3alaMOPOYEHHS, JI3BIH y ByXax; PiAKO —
[IIyXoTa.

3 60Ky cepys: HEYACTO — TaxiKapmis, MajbIliTamis (MOCHUJICHE CEepIEOUTTs); PIIKO — CEPIEBO-CYyJAMHHA
HOJisl 3 JICTANIbHUM HachiakoM™®, iH(apKT Miokapna, IITyHOYKOBa apuTMis™®, (iOpuismis mepeacepis,
HecTablIbHA CTEHOKAPIisl.

3 6oky cyOun: 9acTo — MPUIUIMBY; HEYACTO — TIIIEPTEH31s, TIMOTEeH31s.

3 060Ky pechnipamopHoi cucmemu, 2pyVOHOI KIIMKU ma cepedocminHa. YacTo — 3aKJIaJeHICTh HOCA;
HEYacTo — HOCOBAa KPOBOTEYA, 3aKJIAJEHICTh NMPUAATKOBUX Ia3yX HOCA; PIAKO — BITUYTTS CTUCHEHHS
y TOpJIi, HAOPSIK CIIM30BOI 000JIOHKHU HOCA, CYXICTh Y HOCI.

3 60Ky WnYHKOB0O-KUUWIKOB020 MpAKmy: YacTo — HYJO0Ta, TUCIEICis; HEeYacTo — ractpoesodareaibHa
pedurokcHa xBopoOa, OmoBaHHA, OUTb Yy BEPXHiM YacCTHHI >KMBOTA, CYXICTh Y POTI; PiAKO — rimectesis
pOTOBOI IIOPOKHUHU.

3 60Ky wKipu ma nidwKipHoi mkaruny. HEYACTO — BUCUIIAHHSA, PiiKo — cuHapoM CriBeHca-J/[pKoHCOHA™,
TOKCHYHHH eMiiepMabHII HEKPOITi3*.

3 b6oky onopHo-pyx06020 anapamy ma cnoiy4Hoi mKanuKy: HEYacTo — Mianris, 01Tk y KiHI[IBKaX.

3 boky ceuosudinbhoi cucmemu: HE4aCTO — reMaTypis.

3 boky penpodykmueroi cucmemu ma MOJIOYHUX 3a103: PIIKO — KPOBOTEYA 31 CTATEBOTO WiEHA, MpiamizmM™,
reMaToCIIepMisi, TIOJJOBKEHA EPEKIIis.

3acanvhi poznadu ma peaxuyii y micyi 66edenHs: HEUACTO — OUNb y TPYIAX, MiJBUIIEHA BTOMIIIOBAHICTb,
BIUYTTS JKapy; PiIKO — MOAPA3HEHHS.

Obcmedrcenns: HEYACTO — MIJBUIICHA YACTOTa CEPLEBUX CKOPOUYECHb.

* TToBiMOMIISIIIOCS JIMIIIE T/ Yac TOCIIHKCHHS IMiCTs BUXOy IIperapary criaeHadiTy Ha pUHOK.
Hwuxuesaznaueni sBumia crnocrtepiranucs y <2 % TaIi€eHTIB y XOA1 KOHTPOJIbOBAHUX KIIHIYHUX
JOCIIJKeHb cuiieHadiTy; TPUYMHHAN B3a€MO3B’SI30K HE BU3HAaYeHUH. [10BIIOMIICHHS BKIIIOYAIH SBUILA,
10 MaJld BIPOTIAHMHA 3B’SI30K 13 3aCTOCYBaHHSAM cuiijeHadinmy. SBuima, ski He Oynau 3a3HayeHi, Oynu
JIETKMMU Ta TTOBITOMJICHHSI OyJIH JTy>K€ HETOYHUMHU, 1100 MaTH 3HAYEHHS.

3acanvui: HAOpAK 00MMYYs, peakuii (HOTOUYTIUBOCTI, ILIOK, acTeHis, Oijb, panToBe MHaJiHHSA, OUTb Y
KHUBOTI, PalITOBE MOIIKO/KEHHS.

3 6oky cepyego-cyounnoi cucmemu: creHokapais, AV-6i10kana, MirpeHb, ocTypajibHa TioTeH31s, ieMis
MioKapza, TpoM003 CyJIMH TOJOBHOTO MO3KY, palnToBa 3yNUHKa ceplis, nopymeHHs pe3ynbrariB Ha EKT,
KapaioMionaris.

3 00Ky wWIYHKOBO-KUWKOB020 mMpaKmy: TIOCHUT, KOJIT, nucdarisi, TacTpUT, raCTPOEHTEPHUT, €30(arir,
CTOMATHUT, MOPYILIEHHs pe3yabTaTiB IEYIHKOBUX P00, peKTaIbHa KPOBOTEYA, I'HTIBIT.

3 b6oky cucmemu kposi ma aimgamuynoi cucmemu.: aHeMis, TCHKOTIEHIS.

3 6oxy memabonizmy ma xapuyeauHsa: cupara, HaOpsK, mojarpa, HecTaOUIbHUI 1iabeT, TinepriikeMis,
nepudepudHi HaOPSIKY, TIEPypPUKEMIs, TIIOTIIIKEMIs, TIepHATPieEMIsL.

3 60Ky ckenemno-m’s13060i cucmemu: apTPUT, apTPO3, PO3PUB CYXOKHUILIsSI, TCHOCUHOBIT, O1b Yy KICTKaX,
MiacTeHisl, CHHOBIT.

3 60Ky Hepeogoi cucmemu: aTakcis, HEBpAITis, HEBpONATis, MapecTesis, TPeMop, BEPTHIrO, AEIpecis,
0e3COHHSI, aHOMaJIbH1 CHOBHJIIHHS, 3HUKEHHS pe(IeKCiB.

3 6oky ouxanvHOi cucmemu: acTMa, TUCIIHOE, JIAPHHTIT, (APUHTIT, CHUHYCUT, OpPOHXIT, IMOCHUJIECHE
CIIMHOBH/IIICHHS, TIOCHJICHHS KaIILTIO.

3 60Ky wKipu: KpONUB’sHKa, Tepriec, CBEepODK, MITIMBICTh, BUPA3KU IIKIpHU, KOHTAKTHUU JEpMaTHT,
excdomiaTUBHUM 1epMATHUT.

Cneyughiuni 6iouymms: panToBe 3HIDKEHHS abo BTpaTa cCiyxy, OUTb Yy ByXax, KPOBOBWJIMB Yy OKO,
KaTapakTa, CyXiCTh B OUax.




3 60ky ypoeenimanvhoi cucmemu: HCTHT, HIKTYpisl, MABUIIECHA YacTOTa CEUYOBUITYCKaHb, 301TBIICHHS
MOJIOYHHX 3aJ103, HETPUMaHHS Ce4i, HOPYIICHHS esKYJIALil, HAOPSK CTaTeBUX OpraHiB, aHOPra3Misi.

JlocBij 3acTOCYBaHHSI MICHsl BUXOJY HA PUHOK.

[Micna Buxony npenapary cuiigeHadiny Ha pUHOK OyiH i1eHTH(IKOBaHI HHKYe3a3HaYeHi MOOIuH1 peakiii.
OCKUIbKH TIPO TakKi peakilii MOBIIOMIISIIOTH JOOPOBIIBHO Ta IMOBIIOMJICHHS HAIXOJATh BiJ IMOMYJISIIii
HEBIZIOMOTO PO3Mipy, HE 3aBXKIM MOXHA JIOCTOBIPHO OLIHUTH IX YacTOTY Ta BCTAHOBUTH NPUYUHHUIM
3B’SI30K 3 €KCIIO3MITIEIO JIIKapchKoro 3aco0y. L1 sBura Oynu 3a3HaveHi K yepe3 X Cepio3HICTh, YaCTOTY
MIOB1JIOMJICHHS, BIZICYTHICTh YiTKOTO aJIbTEPHATUBHOTO 3B’S3KY, TaK 1 4yepe3 KOMOiHaIiio ux (HhakTopis.
Cepyeso-cyounni ma yepebposackyiaphi seuwa. TloBIIOMIISIOCS TIPO CEPHO3HI CEpIEeBO-CYIMHHI,
1epeOpOBaCKyYJISIPHI Ta CYAMHHI SIBUIA, BKIIOYAIOUU 1IepeOPOBACKYIPHY KpPOBOTEUY, CyOapaxHOinaIbHy
Ta BHYTpIIIHbOIEpeOpalbHy KpOBOTEUY Ta JIETEHEBY KpOBOTeuy, IO OyiaM TOB’s3aHI Yy dHaci
13 3aCTOCYBaHHAM cuiaeHadiny. BiabIIicTh Talli€HTIB, ajieé HE BCi, Majau ICHYIOUl (PaKTOpH CepIeBO-
cynuHHOTO pu3uKy. [loBimomiisiocs, mo 6araTo 3 NUX SBUI BUHUKIM MiJ 9ac abo o/pa3y Micist CTaTeBO1
aKTHBHOCTI, Ta JEKUIbKa SIBUI BUHUKIW OJpa3zy IijJ 4Yac 3acTOCyBaHHsS cuijeHadiry Oe3 crareBoi
aKTUBHOCTI. [HIII SBUINA BUHHUKIM TPOTATOM HACTYNHUX TOAMH ab0 [HIB Michs 3acTOCYBaHHS
cunjeHadIy Ta CTaTeBoi aKTHUBHOCTI. HeMOXXIMBO BCTaHOBUTH, UYMW MAlOTh 1Ii SBHILA MPSIMUN 3B’SI30K
13 3aCTOCYBaHHSM cuiicHaily, 3 CTaTeBOI0 AaKTUBHICTIO, 3 HasBHUMHU (pakTOpamMu pU3HKY abo
3 KOMOiHaIli€0 UX (HAKTOPiB, UM 3 IHIIUMHU (HaKTOpaMHU.

Kposonocna ma nimgpamuuna cucmemu: Ba30OKITIO3UBHUI KpU3. Y HEBEIMKOMY 3aBYACHO NMPHUITMHEHOMY
JOCTIPKEHHI 3aCTOCYBaHHS TIpenapary cuiaeHadily [Uisi Mali€HTIB 3 JIETEHEBOIO apTepiajbHOI0
rinepTeH3i€r0, BTOPUHHOKO MO0 CEPIIOTOMIOHOKIITHHHOI aHeMii, MPU 3aCTOCYBaHHI CHiIeHadUTy Mpo
PO3BUTOK Ba300KIIO3MBHHUX KPH3iB, 110 MOTpeOyBaiM TrocriTani3alii, MoBIJOMIISIIOCS YacTille, HDK Mpu
3actocoByBaHHi Tuane6o. Kiiniune 3nauenHs 1iei iHdopmarii [uIst Mari€enTiB, SKi 3aCTOCOBYIOTh IpenapaT
cunjieHad 11y 3 METOIO JIIKYBaHHS €PeKTHIIbHOT AUCHYHKIIIT, € HEBIIOMUM.

Hepesosa cucmema: TpUBOXKHICTh, TPAaH3UTOPHA TI100aJIbHA aMHE3isI.

Cneyughiuni giouymmsi.

Cayx. Tlicnsa Buxomy mpemapaTy cuiicHadily Ha PHHOK TOBIIOMIISLIOCS TIPO BHITAJIKHA PANTOBOTO
3HIDKEHHSI a00 BTpaTd CIyXy, MOB’S3aHI y 4aci 13 3aCTOCYBaHHAM cuifeHadiry. Y NesSKUX BUIAIKAX
MOBITIOMJISUIOCST TIPO HASBHICTh MEIWYHMX CTaHIB Ta IiHIUX (AaKTOPiB, IO MOTJIM BiAIrPaTH pOJIb
y PO3BUTKY MOOIYHMX peakiiil 3 00Ky ciyxy. Y Oararbox BHIagkax iH(OpMaIlis II0AO0 MOJAIBIIOTO
MEINYHOTO CIIOCTEPEKEHHs BiICYTHS. BH3HauWTH, YW 1l SBHINA MPSIMO TOB’S3aHI 13 3aCTOCYBaHHSIM
cungieHadiny, 3 HasIsBHUMU (DaKTOpaMu pU3HKY BTPATH CIyXy, 3 KOMOIHaIi€r0 IUX (aKTOpiB a00 3 IHIIUMHU
(dakTopaMu, HEMOMKIIHBO.

3ip. TumyacoBa BTpaTa 30py, IOYEPBOHIHHSA OYEH, Iedis B oyax, MiJBUIIEHHS BHYTPIIIHBOOYHOTO THCKY,
HaOpsK CITKIBKU, CyJJUHHI 3aXBOPIOBAHHS CITKIBKM 200 KpOBOTEYA, BIIIAPYBaHHS CKJIONOIOHOTO Tija.
ITicns Buxoxy mpenapaTy cuiifeHadily Ha PUHOK PiAKO MOBIIOMIISUIOCS NMPO BUMAJAKHM HeapTepiaabHOI
nepeJHbOoi 1MIeMIYHOI HeBpomaTii 30pOBOTO HEpBa, IO € TMPUYMHOI0 3HM)KEHHS 30pYy, BKIIOYAIOUU
MOCTIiHY BTpaTy 30py, sKi Oynu MoB’s3aHi y yaci i3 3actocyBaHHAM iHTiOiTopiB DJIES, BKiItOUaroun
cunjeHadin. bararo 3 maiieHTiB, ajge He BCl, MaJd HasBHI aHAaTOMI4HI ab0 CyIuHHI (DaKTOPH PUBHKY
PO3BUTKY HeapTepiajdbHOI MepeIHboi IMeMIYHOI HeBpomaTii 30pOoBOr0 HepBa, BKIOYaOud (ane
HE0OOB A3KOBO OOMEXKYIOUHCH) TaKi: HU3bKE CITIBBIHOIICHHS JiaMeTpa eKCKaBailii Ta JUCKY 30pOBOTO
HepBa (3acTiHUI TUCK 30pOBOro HepBa), Bik Ouiblie 50 pokiB, TiMepTeH3is, 3aXBOPIOBAHHS KOPOHAPHUX
apTepiid, TimepiimigeMis Ta MNadiHHI. HeMOoXJIMBO BHU3HAYMTH, YW 1[I SIBUIIA TPAMO TOB’s3aH1
13 3actocyBaHHsAM iHri6iTopiB ®JIES uM 3 HassBHUMHU aHATOMIYHUMH a00 CYAMHHUMH (PaKTOpaMH PU3HKY,
YH 3 KOMOIHALII€10 KX BCiX (DaKTOPIB, Y 3 IHIIMMHU (HaKTOpPaMH.

3eimyeanus npo nioo3prosami nobiuni peaxyii. 3BITYBaHHS MPO MiAO3PIOBaHI MOOIYHI peakIii Mmicis
peecTpariii Jikapchkoro 3aco0y Mae BaxkiuBe 3HadeHHsA. lle mae 3mMory mpoBomutu OesnepepBHUN
MOHITOPHHT CIHIBBIJHOIICHHS] MK KOPHCTIO 1 pHU3HKaMH, TOB’S3aHUMH 13 3aCTOCYBaHHSM IIHOTO
JikapchKoro 3aco0y. Jlikapsim ciia 3BiTyBaTH Mpo Oyab-sKl IMiJI03pIOBaHI MOOIYHI peakilii BiIMOBIAHO
JI0 BUMOT 3aKOHO/IaBCTBA.

Tepmin npuoamnocmi. 3 poxu.
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YMmoBH 30epiranus.
30epiraty B OpUriHANbHIN yIaKoBLi pu Temreparypi He Buie 25 °C.
306epiraTé y HEOCTYITHOMY IS ITE€H MiCIIi.

Ynakoska.
Tabnerku, Bkputi 060mouK010, 110 0,025 1, 0,05 T T2 0,1 T No 1, Ne 2 (2 x 1) Ta Ne 4 (2 x 2) y Guicrepi
B I1ay1Il.

Kareropis Biamycky. 3a peuentom.

Bupoouuk.
ToBapucTBO 3 101aTKOBOIO BianoBigabHICTIO «IHTEPXIM».

Micue3Haxoa:keHHsI BUPOOHUKA Ta aJipeca Micls MPOBAJIKEeHHS HOro AislJIbHOCTI.
VYkpaina, 65025, m. Oneca, 21-it km. CrapokuiBcbkoi goporu, 40-A.

JlaTa OCTAaHHBOT'O MEPersLy.
07.05.2024 (3atBepmxero Hakazom MO3 Ykpainu Big 07.05.2024 Ne 794).

11



