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Cknao:
Oitoua peyosuna: Tananapi;
1 TabieTka mictuts 20 MT Taganadiny;
OONOMINCHI pevoeuHu: JTAKTO3M MOHOTIZpAT, TiIPOKCHTIPOITIIIIENION03a, HATPII0 KpocKapMenosa,
HATPIO JaypHICYIbdar, HeTonosa MIKPOKPHCTATiYHA, MATHII0 CTEApaT; 06OJIOHKA TabIeTKH: cymimr
bapBHuKiB sxoBTa 32K12884 (nakrtosm MOHOTi/par, rimpomenosa HPMC 2910, TUTAHY
niokeun (E 171), tpuanerun, 3anisza okcu xoBTHit (E 172)); Tansk.

Jikapceka ¢popma. TabneTku, BKPHTI IIIBKOBOO 060IOHKOIO.
Ocnosni @isuxo-ximiuni enacmueocmi: Tabnerxu, BKDHTi IUIIBKOBOKO OGOIIOHKOIO, %OBTOTO KOJIbOpy

Ta MUTAANEnonionoi popmu, 3 TucHeHHIM «C20).

®apmakoTepaneBTHYHA rpyna. 3aco6u 1s JNiKyBaHHA HOPYIIEHb €PEKIIii. Tananagin.
Kon ATX G04B E08.

®apmaxosoriyni BJacTHBOCTI.
Dapmaroounamika.

Mexani3m aif,

Taganadin e cenextiBEMM 060pOTHHM iHribiTopomM muKIigHOrO ryaHosuaMoHodochary (ul M®) —
crenudivnoi pocdoniecrepasu tumy 5 (GJIE 5). Komm CEeKCyallbHa CTUMYJIALIS CIPHYHHSE JTOKAIbHE
BUBIIBHEHHS OKCHIy a30Ty, inriGysanns OJIE 5 Tafanadinom npoaykye mixsumeni pisai ql Md y
negepucroMy Timi. Lle mpu3BoaMTs O penakcamii raagkux M’s3is i IPHILUIUBY KPOBi O TKaHHH
CTaTeBOTO 4ICHA, BHACTIIOK 9YOro BiAOyBAacThCA epexiis. Tapanagin me nie 6Ges cexcyambHOT
CTHMY JISITTii.

Edexr inribypanus xonnentpamii nl' M® Y HEYCPHCTOMY Tilli TAKOXK CIIOCTEPIra€Thcs B TIIANKHX
M’sI3aX TIPOCTATH, CEYOBOMY MiXypi Ta iX cymuHax, mo NIEPEHOCATE KPOB JI0 BHINEBKa3aHUX OPTaHiB.
Cynunna penakcanis, ska Ipy I5OMY BHHWKAE, NIpU3BO/UTB O MiJABMINEHHS Hepdy3ii KpoBi Ta Moxe
OyTH IPUYNHOK 3MEHMEHHS CHMIITOMIB HoOposiKicHOI rimepriasii mepeaMixypoBoi 3amo3u. Li
CYyIMHHI e(peKTH MOXyTh OYTH JONOBHEHI IHriGyBaHHAM aKTUBHOCTI abepeHTHHX B acey 0
MiXypa Ta pejiakCalicro IMagKuxX M’ I3iB IIPOCTATH i CEYOBOro Mixypa. o N,
®apMmakoIuHaMiuHI eQeKTH. L
JOoCHKeHHs. in vitro NOKa3aiu, mo Taganadil € celeKTUBHHM iHribiTopOoM
dbepment, axmit OyB 3HalimeHmii y ruaakux m’ssax NEYEPUCTOTO Tijla, CyAHH
TIaJKUX M 38X, CKENIETHUX MsI3aX, TPOMGOIIMTAX, HUPKAX, JTereHsx i MO304Ky. B




®JIE 5 cuwisHimmi, Hix Ha iHmi docdomiectepasu. Jis Tamanadity ma O®JE 5 y 10 000 pasiB
nepeBumiye #oro BB Ha depmentn PJIE 1, ®JE 2 OJIE 4 i ®JIE 7, mo € HadBHAMHA y cepiii,
MO3KY, CyIMHAX, IeYiHIli, JeHKOIUTaX, CKEIeTHill MyCKynaTypi Ta iHIINX OpraHax. Tamanmadin y
10 000 pasis moTyxHimmii moxo ®JE 5 mopisaano 3 ®JIE 3, mo € pepMeHTOM, HAABHUM Y cepui Ta
KPOBOHOCHKX cyauHax. L{st cenextuBHicTs mogo ®JIE 5 nopisusaro 3 @JIE 3 € BaXJIMBOIO TOMY, IO
®JIE 3 e depMeHTOM, SKMil Bimirpae IeBHy polb y CKOPOYEHHI CEpLEBOrO M’s3a. Kpim Toro,
Tananadin mpubmusHo y 700 pasie noryxHimui mogo ®JIE 5 nopisasHo 3 JIE 6, mo € (bepMeHTOM,
HAsABHMM y CITKiBII i BimmoBimamsnmm 3a doroTpacaykmito. Tamamadin takox y 10 000 pazis
noTyxHimuit moxo ®JE 5 nopisusso 3 ®JE 7, ®JIE 8, ®JIE 91 ®JIE 10.

Kniniuna edekTuBHicTh Ta Oe3nexa.

Tpu kniHigHi KOCTIIKEHHS OyIH IPOBEIEH] 32 YIaCTIO 1504 manieHTIiB 3 METOIO BHUABJICHHS IEPiody
nmoyaTky eQekry Ttanamadity, SKuii IIPOJEMOHCTPYBaB CTaTHCTHYHO 3HAYyNIC MOKpAmCHH
epeKTIIBHOT (PYHKI{i, a TaKOX Ji€BiCTh MpOTAroM 36 TOAMH Ta BUABJIEHHI edexty Bxe uepes 16
XBIUIHH TicJIs IpUAOMY JI03H OPIBHSAHO 3 IIane6o.

YV 310poBUX H0OPOBONBIIB Tajanadinl He BUABIAE iCTOTHOI Pi3HMII IOPIBHSHO 3 miarebo 3a
IOKA3HMKAMH CHCTOJIYHOTO Ta MIaCTOJITHOTO apTepialIbHOTO THCKY Yy IOJNOKEHH NALli€HTa JIeXadHn
(cepenHe MakcuMaibHe 3HIKEHHS 1,6/0,8 MM pT. CT. BiJIOBiZHO), CHCTOJIYHOTrO Ta AiacTONI9HOIO
apTepialbHOTO TUCKY Y MOJIOKEHH] IAIli€HTa CTOSAYH (CepefHe MAKCUMAIbHE SHIKCHHS 0,2/4,6 MM pT.
CT. BiANOBigHO) Ta icTOTHOI 3MiHH 9aCTOTH CEPIEBUX CKOPOICHB.

V xomi mOCTiIKeHHS BIUIABY Tafanadily Ha 3ip 3 BUKOPHCTaHHSM TECTy OLHHKA KOJILOPOBOTO
cnpuitasaTrs Farnsworth-Munsell 100 Hue 6yno BcTaHOBIEHO, MIO taganadini He IOTipoIye
po3Mmi3HAaBaHHA KONbOpiB (CuHili/3emennit). OTpuMaHi JaHi KIIHITHOTO TOCTiIKEHH IiATBEPIKYIOTh
HH3BKY criopimsenicts tamanadiny mogo ®JIE 6 nopieasHo 3 ®JIE 5. V xoai KIIHITHEX JTOCITI/KEHD
piaxo (< 0,1 %) OB TOMIIIIOCS PO 3MiHK B PO3Mi3HABAHH] KOJIBOPIB.

ByJI0 IpOBe/IeHO TPH KIiHIYHMX JOCIIDKEHHS 33 YJACTIO JONOBIKiB /UL OLiHKH MOTCHIIHHOrO BILTHBY
Ha criepmaTtorenes Cianicy® B 1031 10 Mr (ofiHe JOCHIPKEHHS TPHBATICTIO 6 MICAIiB) Ta B no3i 20 mr
(0IHE MOCII/UKEHHS TPHBAICTIO 6 MiCAILiB Ta OJJHE — TPHBATICTIO 9 MiCSAIiB) NpK 9acToTi mpuifomy 1
pas/mo6y. Y xoai IBOX i3 TPBOX IOCHIKEHb CIOCTEpirayocs KIHIIHO HE3HAdyINe 3HIKEHHS
KiBKOCTi Ta KOHIEHTpamii CIepMH, acoliiioBane 3 mpuitoMoM Tajdamadiny. Lli edextu He Oyin
IIOB’SI3aHi 3i 3MiHAME IHIIMX XapaKTEPHCTHK, TAKMX SK PYXJHMBICTh CIIepMAaTO30iliB, MOpdororis Ta
piBeHb (PONIKYIOCTUMYIFOI0FOr0 TOPMOHY B KPOBI.

Taganadin y no3ax six 2 mr go 100 Mr oninroBascs y Xo/i 16 XIiHiTHEX JIOCHiKeHb 3a yd9acTio 3250
NAIEHTIB, AKi BKIIOYATH MAII€HTIB i3 E€PEKTHILHOW AUCGYHKINEIO Pi3HOI TDKKOCTI (LOMIpHa,
CepeIHBOI TSKKOCTI, 3HaUHa), Pi3HOI eTioNorii, MAllieHTiB Pi3HOro BiKy (Bix 21 mo 86 pokiB) Ta pi3HHX
eTHigHUX TPyIL. Y GiTBIOCTI HAlieHTIB epeKTHIbHA TUCHYHKIIiS CIIOCTepirajacs IPOTArOM HE MEHIIE
HiK OZHOTO POKy. V XOJi TEPBHHHHMX HOCITIIKEHb e(PeKTMBHOCTI KOoe(ilicHT MOKPAIICHHS CTaHy
cranoBuB 81 % y rpyni Ciamicy® mopisasHO 3 35 % y rpymi miane6o. KpiM Toro, y MAIli€HTIB i3
epEeKTHILHOIO AUCOYHKIIEIO PisHUX CTYIEHIB TSDKKOCTI IIOBIZOMILANIOCS HPO MOKPAIIEHHS CTaHy min
qac npuiiomy Cianicy® (koedinienT ycmimumx cnpo6 cranosus 86 %, 83 % Ta 72 % y Mami€eHTiB i3
epPeKTIIHHOK AUCchYyHKIIEI0 HOMipHOi, cepefHboi Ta 3HAYHOI TSDKKOCTI BiJITOBiIHO HOPiBHSHO 3
45 %, 42 % Ta 19 % y rpymi muane6o). Y Xoi NepBHHHHX JOCTI/DKEHL €(heKTUBHOCTI KoedirieHT
ycmimaux cnpob craHoBuB 75 Y% y rpymi Cianicy® nopisusHo 3 32 % y rpymni miane6o.

V Xomi MOCTipKeHHs TpuBalicTio 12 TkHIB 32 ygactio 186 namientis (142 mamieHTH OTpPHMYBaId
taganadin, 44 nanmieHTH — IUIane6o) i3 BTOPHHHOIO EPEKTHIIBHOKO JuchHYHKLIEI BiTHOCHO
IIOMIKOKeHHs CIIMHHOTO MO3KY Tafanadil BUSBISB 3HayHe MOKPAIICHHS epeKTHIBHOI QyHKIL, a y
cepeHBOMy KoedilieHT ycmimHuX crpo6 mpu npuiiomi Cianicy® B mo3i 10 Mr a6o 20 mr (migbip
JI03H, 3aCTOCYBaHHs 3a IOTpeOu) craHoBuB 48 % y rpymi Ciamicy® nopisasso 3 17 % y rpym
mwranebo.

Himu.

ByJIo IPOBEJEHO OJIHE JOCIi/PKEHHS 32 Y4acTiO JAiTeil 3 M’s30BoI0 AuCTpodieio
AKOMy TIiATBEP/UKEHMX [0Ka3iB e(eKTHBHOCTI He OyJo MPONEMOHCTPOBAHO.
edexTuBHOCTI Tananadiny 6yn0 paHZOMi30BaHMM, MOABIHHUM CIIIMM, mianebo-
TpBOX MapaleNbHAX TPyIax 3a yJacTio 331 ZuTHHU 900BiI0 cTaTi BikoM Bif 7




AKi OJHOYACHO OTPHMYBAIM TEpamir0 KOPTUKOCTEpOimaMH. JIOCIKCHHS BKIIOYAo 48-THXHEBUH
TOABiHHMH CITiIHit mepiof, I Jac AKOTO MalieHTH Oy po3iiieHi Ha rpynu mpuifoMy Tagaradity
0,3 wmr/kr, Tamamadimy 0,6 wmr/kr aGo mrane6o moaenHo. Tanamagin He NPOAEMOHCTPYBaB
e(eKTUBHOCTI y TEPBHHHIN KiHIEBill TOWI IMORO CHOBUIBHCHHS 3HIDKCHHS IIBHAKOCTI XOAb0H,
BUMIpsHOi 3a 3MiHOK aucranHuii y Tecti 3 6-xpwmmHHOK Xonpboro (TIIIX). 3MiHa cepeAHBOrO
3gagenHs aucraHiii y TIIIX, po3paxoBaHOTO 3a METOOM HallMEHIIMX KBaJpaTiB, Ha 48 TKHI
cranoBiia 51,0 M y rpymi miarne6o mopisHsHO 3 64,7 M y rpyni Taganadimy 0,3 mr/kr (p=0,307) Ta
59,1 M y rpymi Tamamadimy 0,6 mr/kr (p=0,538). ITixTBepmkeHy e(EKTHBHICTH TaKOX HE 6yno
BUSBJIEHO 1 WiZ 9aC MOBTOPHHX aHAJI3iB pe3yJbTATiB JAQHOTO JOCITiMKEHHs. 3arajibHi pe3yiIbTaTd 3
Ge3nexy, OTpUMaHi B IBOMY MOCTI/DKEHHi, B LUIOMy BiAmoBimamu BifoMoMmy mnpodimto Oesmeku
Tajanadity Ta HeOaKaHHM SBHIIAM, OYiKyBaHUM y NemiaTpwudiil momymuii MJUL npu JiKyBaHHi
KOPTHUKOCTEPOiTaMH.

Dapmaxoxinemuxa.

Bemoxmyeannsa. Tapanadin 1o6pe BCMOKTY€ThCS iy IpuiioMy BHYTpimHb0. CepelHs MaKCUMAIbHa
KOHI[EHTpaIls B m1a3Mi (Cmax) HOCATAETHCS B CEPENHBOMY U€PE3 2 TOJMHH MiCIIs NPUAOMY.
A6comoTHa 6ioA0CcTynHICTh Taanadily micid IpuioMy IEpOpabHO HE BCTAHOBIIOBANIACH.
IlIBuakicTh i CTYNiHP BCMOKTyBaHHs Tajnanadimy He 3ajexars Bill IpuioMy iXKi, TaKUM 9HHOM,
Cianic® mMoxHa npuitmMaTy 3 bkero um Ge3 Hel. Yac yBeneHHs 1031 (PaHOK 9¥ Bedip) He MaB KJIiHI9HO
3HAYyIIOT0 BIUIABY Ha MIBHIKICTH i CTYNiHb BCMOKTYBaHHS.

Po3nooin. Cepenniii 06’eM pO3NOAILY CTAHOBATh MpUOMH3HO 63 1, BKasylodd Ha Te, IO Cianic®
PO3MOMIIAETECS B TKAHWHH. [Py TepaeBTHIHEX KOHIEHTpanisx 94 % Taganadixy B IIa3Mi 3B’ A3aHO
3 mpoteinamu. Ha 3B’ 13yBaHHs 3 IpoTeIHaMH He BILIMBAE MOPYIIEHHS HUPKOBOT ¢$yHKaii.

Menrme 0,0005 % yBeneHOi 034 GyJI0 BUSBICHO B CIIEPMi Y 3/0POBMX JOOPOBOIBIIIB.

Mema6onism. Taganadin mepeBaxHo Mertabomisyerses isodopmoro 3A4 muroxpomy P450 (CYP).
OCHOBHHM I[UPKYTOIOUAM METaGOiTOM € METHIKATEXONIIOKYPOHi/l, aKTHBHICTb SIKOTO BIJHOCHO
®JIE 5 y 13 000 pasip MeHIIa, HiXK aKTUBHICTH Taganadiny. Takum 9MHOM, O9iKy€TBCS, MO MeTabomiT
He 6y/ie BUABIATH KJIiHI9HOT aKTHBHOCT] Y KOHIEHTPAIIiSIX, MO CIIOCTEPIraloThCsl.

Bueedenns. KiipeHc mepopanbHOro Tamanadilzy CTaHOBHTH 2,5 I/TomuHy, a CepejHii mepion
HamiBBUBeneHHT — 17,5 TOAMHM y 3H0poBHX A00poBOibIiB. Tamamadil BUBOIUTHCS MEPEBAXHO Y
BUTIISUI HEAKTHBHUX METaboIiTiB, 6inbImoro Miporo 3 pexamismu (IpubmmsHo 61 % 103H) i MEHIIO0 —
3 cegero (Matixke 36 % 103m).

Jinisinicmv/neninitinicme  papmaxoxinemuxy. ~ OapMakokiHeTHka Tagamadily |y  3A0POBHX
106GPOBOIBIIB JiHiiHO mpomopilina gacy i Jo3i. B miamasoni mo3 Bix 2,5 mMr mo 20 mr €KCITO3HULIis
(AUC) migpummyeThes mpomopuiiiHo no3i. [locrilira KOHIEHTpaIllis B I1a3Mi AOCATa€ThCS IPOTATOM 5
JHIB IIpY IOAEHHOMY IIpUOMi OJUH pa3 Ha JACHb.

dapMaKoKiHETHKa IIpeNiapaTy OJHAKOBA Y MAII€HTIB 3 €PEKTUILHOK AUCHYHKIUEO Ta y MalicHTiB 6€3
Hel.

Oxpemi epynu nayicumis.

Ocobu nimmvozo 6ixy. 3MOpoBi mo6poBONBLI JiTHBOrO BiKy (65 pokiB a0 cTapmii) Majum HIDKY
3HAYeHHs KIipeHcy Tajanadizy Ipu Ipufiomi BHYTPIlIHBO, IO IPU3BOAWIO 10 MiABHILEHHS Ha 25%
excrosunii (AUC) mopiBHAHO 3i 310poBEMH JOOpOBONBIAME BikoM 19 — 45 pokis. Lle#t Bikopui
e(eKT He € KIIHIYHO 3HAYYIUM i He IOTpeOye perymoBaHHs J03H.

Hupxoea nedocmammicmy. Y XOAi HOCIIIKeHb 3 KIiHigHOI papMaxonorii i3 3aCTOCyBaHHAM pa3oBoi
no3u Taganadimy (520 mr) excmosunis Taganadiny (AUC) mpaktudgHO mopsoinacs y TIAIliEHTIB 31
craGKoro (KIipeHe KpeaTnHiny Bi 51 1o 80 MI/XB) a6o mOMipHOO (KIlipeHe KpeaTHHiny Bif 31 10

50 MIJJ/XB) HHPKOBOIO HEJOCTATHICTIO, TaKOX Y MAII€HTIB i3 TEPMiHANBHOIO CTali€l0 HUPKOBOI
XBOpoOM Ha Jiamizi. Y Haii€eHTiB, AKi 3HaXOMWICI Ha reMoianisi, MaKCUMaJIbHa KOHIICHTpAIlisl B
wiasMi (Cmax) 6y7a Ha 41% BHIIA HDK y 300pOBHX RO6pOBONBIIB. BruMBoMm remofialisy Ha
BHBEJICHHA Taganadity MOXKHA 3HEXTYBATH.
Ievinkosa nedocmamuicmo. Excnosumisa taganadiny (AUC) y namienris 3i cnab
HeYiHKOBOIO HeqOocTaTHicTIo (kiacd A Ta B 3a mkamoro Yalinga — IT'o)
EKCIIO3UIUEI0 Y 3J0POBHMX JOOPOBOJBIIB IpH MpH3HadeHHi Jo3u 10 mr. [lani
npusHaueHHs Ciamicy® mamienTam i3 TSKKOIO IIE4iHKOBOW HENOCTATHICTIO (K ac




Yaitnna — II'0) obMexeni. V pasi mpussauenns Ciamicy® Jikap NOBAHEH YBaXHO OLIHHTH
inuBinyansHi Depesarn/pu3uky. Hemae faHuUX OO 3aCTOCYBaHHs B J103i Bume 10 Mr mamieHTam 3
[IC9iHKOBOIO HEZOCTATHICTIO.

Hayienmu, xeéopi na yykposuii diabem. Excnosuuis Taganadiry (AUC) y XBopux Ha IyKpOBHIA niabet
6yna npu6mmsHO Ha 19 % HIKYa, HDK y 340pOBHX T0OPOBONBIIB. 1ls pisHMIM B CKCHO3HMINI HE
noTpedye peryoBaHHs JO3H.

Kuainiuni xapaKTepHCTHKH.

Ilokazanua.

JlikyBaHHS €peKTHIIbHOT AUCHYHKIIT y JOPOCTUX JONOBIKIB.
ITpenapar edexTUBHMI 32 HASBHOCT] CEKCYaIbHOT CTHUMY JIALI1.
Ciaic® He DoKa3aHM A 32aCTOCYBAaHHS XKIHKaM.

IIpomunoka3anua.

IligBHINEHa 9y TIMBICTH 10 Taganadizy a6o 1o 6yab-IKOro iHIIOr0 KOMIOHEHTa IpenapaTy.

V xomi KIHIYHHX NOCITiMKEeHb Tafanadil BUSBHB BJIACTHBICTh INOCHIIOBATH TiOTEH3MBHUI edexT
HiTpaTiB. BBaOXKaeThcs, MO e € HACTIAKOM IIOEIHAHOTO BILIMBY HIiTpaTiB Ta Tajanadily Ha ILIIX
oxcuny asory/mlM®. Takum 4mHOM, Tafanadinl IPOTHNOKA3aHWH TNali€HTaM, sKi 3aCTOCOBYIOTH
opraHidHi HiTpaTH y Oyab-sKiii jikapchKiil Gopmi.

Ciamic® He cIIifi 3aCTOCOBYBAaTH YOJIOBiKaM i3 CeplieBMMH 3aXBOPIOBAHHAMH, AJIA SKHX CEKCyalbHA
aKTUBHICTH € HeGaxaHoo. JIikapi OBUHHI 3BaXaTd Ha MOTEHNiHHMHA cepleBHii PH3UK, acolifioBaHNH
3 CEeKCyaJIbHOIO aKTMBHICTIO, y AIli€HTIB i3 y’Ke HAsBHUMH CEPLIECBO-CY IMHHIMHU 3aXBOPIOBAHHAMH.
Huxaesa3HadeHi TPYIH NAIEHTIB i3 CepLeBO-CyAMHHEMH 3aXBOPIOBAHHAME He OyJM BKIIOYEHI Yy
KITiHITHI JOCIIiHKEHHs, TOMY 3aCTOCYBaHHS Tafganadiry A HUX IPOTUIIOKAa3aHe:

— marieHTH 3 iHdapkTOM MioKap/ia IPOTAroM ocTaHHiX 90 IHiB;

— mari€HTy 3 HecTabiIbHOIO CTEHOKap/Iielo ab0 CTeHOKapAi€lo, IO BUHUKAE ITiJl 9aC CTATeBAX aKTIB;

— HAIi€HTH i3 cepLeBOl0 HEMOCTATHICTIO, MO Bianoeifae xaacy 2 abo Bume 3a Knacudikariero Hero-
HMopxcpkoi acomiamii ceplist, IPOTArOM OCTaHHIX 6 MicAIIiB;

— NAi€HTH 3 HEKOHTPOJBOBAHHMH apHTMisMH, apTepiaibHO0 rimoTensiero (<90/50 MM pr.cT.) UM
HEKOHTPOJILOBAHOIO TilIEPTEH3IEI0;

— HAIi€HTH ICIA iHCYBTY, IO CTaBCSA MPOTATOM OCTaHHIX 6 MiCAIB.

Cianic® mpoTHIOKa3aHMil MAIi€HTAM i3 BIPAaTOIO 30py OJHOTO OKa B pPe3yJbTari HeaprepiaabHOL
nepeaHboi imemignoi ontuaHoi Heiponarii (HAIIIOH) mesajexHo Bix TOro, 6yio e IOB'43aHO i3
nonepeaHiM BIUBOM iHri6iTopis ®JIE 5, 4u Hi.

CymyTHe 3acTocyBanns iHriGitopis ®JIE 5, B Tomy umcii Tazanadiny, 3i CTHMyIITOpaMH ryaHiuiaT
[MKJIa3¥, TAKAMH SK PiOMUIyaT, MPOTHIOKA3aHO, OCKiIBKM IOTEHIIHHO Iie MOXE IPH3BECTH [0
CHMITTOMATHYHOT TiOTEH3I1.

B3aemodin 3 inuwumu nikapcoKumu 3acobamu ma inwi 6uou 63aEmooiil.
JTloctiIKeHHAS. MO0 B3aEMOil 6yio poBefeHO 11t No3yBaHb 10 Mr Ta 20 Mr, JaHi HaZ@HO HIDKYC.
KrinigHO 3Hadyma B3aeMojis PH 3aCTOCYBaHHI BHINHX 03 HE MOXe OyTH BHKIIOYCHA, SKINO TaKa
cocTepiranacs npu 3actocysanni Cianicy® B Hmkanx g03ax (10 mr).

Bnnue inwux nikapcvkux 3acobie Ha maoanagin.

Inzioimopu yumoxpomy CYP450.

Tapamadin Mmerabomisyerbes mepeBaxHo CYP3A4. CenextusHmii inriGirop CYP3A4 kerakoHas3on
(200 Mr mozenHo) 36inbmye excnosuuio (AUC) tananadiny (10 Mr) y 2 pasu 1a Cmax H2 15 % mono
spagenh AUC i Cmax oxHOro Tamamadimy. Keroxomazom (400 mr Ha neHs) excnosumiro (AUC)
taganadiny (20 Mr) y 4 pasu ta Cmax Ha 22 % . Putonasip, inribitop mporeas (200 mr 1] €HB),
o iuri6ye CYP3A4, CYP2C9, CYP2C19 ta CYP2D6, 36inbIny€ eKCIO3ULiI0 (AU}@fi@Eﬁgéﬁgy;\\ .
(20 Mr) y 2 pasu, He 3MiHIOKOYH Cmax. Xo0ua crmenudiuni B3aemonii He Oy I 15}
iHri6iTopn mpoTeasu, Taki AK cakBiHaBip Ta immi imriGiropu CYP3A4, Ta 1




m1asMi. STk HacTiOK MOXKe IIiJBUITYBATHCh YACTOTA BUHUKHEHHS MOOITHAX peakiiii.
Tpancnopmepu.

BIuIMB TpaHCIOPTEpiB, HANPHUKIAJ P-TIKONPOTEIHiB, HA PO3MOILI tananadiny HeBimoMuH. Takum
YMHOM, iCHY€ IMOBipHICTB JTiKapChKOI B3a€MOJ1, OOCEpENKOBaHO iHMiOyBaHHAM TPaHCIIOPTEPIB.
Inoyxmopu yumoxpomy CYP450.

Ingykrop CYP3A4 pudamninue 3umkye Bemrauny AUC Tapanadiny Ha 88 % mopiBHAHO 3i
sgauenasmM AUC ogsoro nume tagamadimy (10 mr). MoxHa NPUITYyCTUTH, IMO TAaKe 3HIKCHHA
KOHIIEHTpANii TpH3Befe A0 3HIDKEHHS edeKTHBHOCTI Tananadimy. CymyTHe 3aCTOCYBAHHA iHmHX
ingyxropiB CYP3A4, Takmx sx denoGapbiran, Geniroin Ta kapbamasemiH, TaKOX MOXE 3HIKyBaTH
KOHIIEHTpAIlif0 Taganadiry B IIa3Mi.

Bnnue madanaginy na inwii 1ikapcoKi npenapamu.

Himpamu. V xofi KIiHiYAEX KocmimkeHs Tagamadin (5 mr, 10 mr, 20 mr) BusBiB BJIACTUBICTH
OCHJIIOBATH TilOTEH3MBHI edeKTH HIiTpaTiB. Tak¥M YMHOM, 32aCTOCYBaHHA Ciaricy® mamienramu, sKi
OTPUMYIOTh JIKyBaHHS OpraHi{IHMMH HitpaTamu y Oynb-sikili (opmi, MPOTHIIOKA3AHO. SAxmo s
nanienTa, skomy mnpusHadeno Ciamic® y Oymp-sxiit jposi (2,5-20 wmr), 3acTocyBaHHS HITpaTiB €
MEIMYHOK HEOOXiMHICTIO TpH 3arpOo3IMBOMY IS XKHTTS CTaHi, TO IEpe] 3acTOCyBaHH:A mpernaparis
HITpaTiB Mac MHMHYTH He MEHIIe HDK 48 TOIMH MiCJs OCTaHHBOTO NPUHOMY Cianicy®. V Takomy
BAMAAKY 3aCTOCYBaHHA HIiTpaTiB MOBMHHO BiXOyBaTHCA MiJl MEXMYHEM HArIAIOM i3 HAIEXHUM
MOHITOPHHIOM T€MOJNHAMIYHIX IIOKa3HMKIB.

Anmuzinepmensueni npenapamu (6 momy yucni 610xkamopu Karbyieeux KaHanie).

Ilix 9ac cymicHOro mpusHadeHHs Tajanadimy (y Jo3yBaHHI 5 MI' OJMH pa3 Ha 100y abo y BHITAAL
pasoBoi mosum 20 Mr) i3 GJIOKATOPOM 0-3J[PEHOPELENTOPIB AOKCa303HHOM (4-8 Mr Ha JeHB)
CIOCTepiranocs: 3HA9He TOCHIEHHs TiOTEH3MBHOrO edekTy ocramHboro. Llel epexr Tpusae 10 12
TOMMH i MOYe TPOSBISTHCS OKPEMUMH CHMIITOMAMH, B TOMY YHCI Y BHITLA/ 3allaMopodeHHs. Taka
xoMG6iHallig IpenapartiB He peKOMEH Iy €ThCS [ 3aCTOCYBaHHA.

V xomi MOCTiMKEHb B3aEMOAIl 3a YJacTIO OOMEXEHOI KINBKOCTi 370pOBMX ROOPOBOIBLIB HE
OBiOMIIUTOCS HpO BHIIEBKasaHi edekTH IpH CyMiCHOMY 3acTOCyBaHHI i3 andysozuaoM abo
tamcyno3uHOM. Clizt 3 o6epexHicTio Mpy3HadaTH Tajanadin mauieHTaMm, AKi OTPUMYIOThH JiKyBaHHs
6II0KaTOPaMH 0-3/IPEHOPELENTOPiB, 0COGINBO 0c06aM TITHHOTO BIKY. JIikyBaHHS CJIiJl PO3IIOYMHATH 3
MiHiMaJIFHOTO J03yBaHHS Ta MOCTYIIOBO 301IBNTyBaTH KO3Y.

V xXomi mocifvkenb KiiHIGHOI (apMakoJuHAMIKY BHBYABCS IIOTEHIian Taganadiny HOCHIIOBATH
rinoTeH3uBHI e(peKTH OCHOBHHX AHTHIIEPTEH3WBHHX NpemapatiB. J[OCIiKYBaIHCh OCHOBHi KJIacH
TpenapaTis: 67I0KaTOpH KalblieBHX KaHANIB (aMyoaumiH), iHribitopun AIID (eHamampui), 6;10KaTOpU
B-ampeHOpeNenTOPiB (METOIPOIION), Tia3UHi JiypeTHKH (6ermpodiryasuz) Ta GIOKaTOPH PENENTOPIB
amriorensuHy II (camocTiiiHO Ta B KOMOiHalli 3 TiasuIHUMH AiypeTHKaMH, OI0KaTOpaMu KaJIbIIIEBUX
KaHaJIB, OI0KaTOpaMK B-aapeHopellenTopiB Ta/abo 6roxaropaMu a-aapenopenenropis). Tagaradin
(y mosi 10 mr, xpiM XOCHKeHh B3a€MOAii 3 OnOKaTOpaMH peuenrropiB  aHriorensuny II Ta
aMJIOIHUITiIHOM, [ BEBYaBcA edeKT J03: 20 Mr) He BHSBILAB 3HAUYIIOl B3a€MOJII i3 BHINE3a3HAICHUMU
KIacaMy JIKapchKHX 3aco6iB. YV Xoni iHINOTo JOCHIKEHHS KJIiHI4HOL ¢apmakonorii BHBIAIOCH
CymyTHe 3acTocyBanHs Tagamadimy (B mos3i 20 mr) 3 nekibKoMa TiNOTEH3UBHUMH TIpenapaTamMu (1o
40THpPHOX). Y TAWi€HTIB, K OpHiiMaIy A€KibKa aHTATINCPTeH3UBHEX 3ac00iB, 3MiHH apTepiaIbHOTO
THCKY 3aJIeXald Bil PiBHS KOHTPOJNIO apTepiaibHOro THCKy. Takum d9uHOM, Y marieHTiB 3 gobpe
KOHTPONIHOBAHOK TillePTeH3i€l0 3HIDKEHHS THCKYy OyJI0o HE3HAYHMM Ta BiAMIOBiZaO TakoMy Y
3JOpOBUX JOOPOBONBIIB. Y TMAllieHTIB 3 BaXKOKOHTPOJIBOBAHOKO apTepiabHOI0 TilepTeH3icIo
cHocTepiraaocs Giibine 3HIKEHHS apTepialbHOIO THCKY, X09a Y GiNIBIIOCTI XBOPUX 3HIDKCHHS THUCKY
HEe CyIPOBOMKYBAIOCH TiMOTEH3MBHHMH CHMITOMAMH. Y TAUi€HTiB, SKi OTPHMYIOTH CYIYTHIO
Tepalliio aHTHTiNePTeH3UBHUMH JIIKApCHKMMHU 3aC00aMH, 3aCTOCY BAaHHA taganadiny B 1o3i 20 M Moxke
IIPU3BOIUTH 0 3HIDKEHHS apTepialbHOTO THCKY, sKe (KpiM BHMIANKY CYMYTHBOTO 3aCTOCYBAHHS i3
II0KATOPaMH 0-aJIpEeHOPENENTOPiB) € HE3HATHAM Ta KIIHIYHO HE3HATyIIMM. AH I3 TIaBEXy, of
dasu KiiHiTHOTO JOCIPKEHHS HE BUAB Pi3HALI y N0GiYHMX peaKiaX, MO BHHHK i i
OTpUMyBalH JKyBaHHS TaganadizoM i3 CYNyTHIM 3aCTOCYBAaHHIM aHTHTINEPT 18 £, 3
NiKyBaHHS TiMBKH TaganadinoM. Hespaxaroun Ha 1€, HeoOXi/IHO HaJaBaTH BiIKOB ;@{p?%psge};ga

IOA0 MOXJIMBOTO 3HIJKEHHS apTEeplajIbHOTO THCKY namleHTaM, AK1 JIKYIO (o] mgﬁ@mﬂ%& i
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nikapcbkuMu 3acobamu Ta Ciamicom®.
Pioyuzyam.

V XoJi MOKTIHIYHUX XOCTiIKeHs 6YB BUSBJICHAN a[MTHBHAN TiNOTEH3UBHUM eEKT IPH CYIyTHHOMY
npuiiomi inribitopis ®JIE 5 3 piomuryaroM. Y Xoai KIHIYHHX NOCTiKeHs OyJIO BHABJIECHO, INO
piolMryar mocuwmoe TimoTeH3uBHY Jito iribitopis ®JIE 5. He Oyjo AOKa3iB CIIPUATIMBOTO
KITiHIgHOTO edekTy miei koMbinauii y gocmimKysaniil momynsiii. CymyTHe 3aCTOCYBaHHS pionuryaty 3
inri6itropamu ®JIE 5, B ToMy 9mciii Tananadiaom, IpOTUIIOKA3aHO.

Inzi6imopu 5-o-peoykmasu.

V Xoxi KIHI9HOTO JOCTIKEHHS, B SKOMY IIOPIiBHIOBAJIOCS CyMiCHE 3aCTOCYBaHHs Tajanadimy y JIo3i
5 Mr Ta iractepumy y mo3i 5 Mr i3 npuitoMoM mnane6o Ta dpiHacTepuay y JI03i 5 Mr il yCyHEHHS
CHMIITOMIB J06GposKicHO rimepruiasii mepeaMixypoBoi 3amosu, He OyJo BHABICHO JXONHHX HOBHX
no6iaHux peakiiit. [IpoTe OCKiLNBKM BIACHE NOCIIDKEHHS B3a€MOAIT JTiKAPCHKHX 3aco0iB 3 METOIO
OIiHKH edeKTiB Tamamadimy Ta iHTIGITOpIE 5-0-peXyKTasw He MPOBORMIOCS, CIIJ 3 06epexHICTIO
npu3HavaTy Taganadin namieHTaM, SKi OTPUMYIOTh JIKYBaHHA inribitopamu 5-0-pegyKTasu.

CYP1A2 cybempamu (nanpuxnad meoQinin,).

V xomi mocnipkeHHs KiIiHigHOT dapMmaxosiorii mpu mpritoMi Tamanainy (8 gosi 10 mr) 3 teodiiHOM
(HeceTeKTHBHMM iHTi6iTopoM (ocdomiecTepasu) He crocTepiranocs Hiskol (apMaKOKiHETHIHOI
B3acMopii. €auHAM bapMakoAMHaMiYHEM ehekToM 6yNno He3HadHEe MIJBUIIEHHS CEPIIEBOTO PHUTMY.
HeoGxiHO BpaxoBYBaTH MOXIIMBICT BMHHMKHEHHS IBOrO €(heKTy IpH CYMICHOMY 3aCTOCYBaHHi
taganadiny Ta TeodiniHy, He3BaXAIOTH Ha Te, IO BiH HE Ma€ KIiHiTHOL 3HATYIIOCTI.
Emuninecmpadion ma mepbymanin.

Tamanadin migmmysas GiofOCTYIHICTS MEPOPANBHEX JKAPCHKUX (OpM 3 eTHHLIECTpamionoM. Take
36LIBIMEH s 6i0IOCTYIHOCTI MOXHA OUiKyBATH IIPH CYMICHOMY 3acTOCYBaHHI 3 TepOyTaniHOM, X04Ya
KJTiHIgHI HACHiaKy miel koMOiHaii HeBigoMi.

Ankozonv.

AnKoroib (cepelHsS MakcHMaubHa KoHIeHTpanis 0,08 %) He BIUIMBaB Ha CYIyTHE 3aCTOCYBaHHI
taganadiny (8 gosi 10 a6o 20 mr). Takox He cHOCTepiranocs 3MiH KOHIeHTpanii Tamanadity
OpOTATOM HACTYIHAX TPHOX FOJMH IIiCIIA OJHOYACHOTO MPHHOMY aITKOroJIo 3 taganadinom. AIKOTroib
3aCTOCOBYBAIM TAKHM YHHOM, OO JOCAITH MaKCHMAIBHOTO PiBHA abcOpOLii amkoroiro (mBUOKUI
nprifoM Ge3 mpuiioMy DKi IPOTAroM 2 TOJHMH INCIA 3acToCyBaHHs). lIpuiom taganadizy (8 nosi 20
Mr) He OPH3BOJAWB IO CTATHUCTHYHO 3HAUYIIOrO 3HMKEHHS apTepialbHOro THCKY Ha T TpuioMy
ankoromo (0,7 I/Xr), OpoTe y HESKHX MAIi€HTIB CIOCTEPIranocs IMOCTYypalbHE 3alaMOpOYCHH il
oprocTaTuyHa rinotTensis. Ilpuiiom Tamamadiny Ha T HIDKIHX JI03 aJIKOTOJIO (0,6 1/xr) HE
CIIPMUHHSB apTepiatbHOl MiNoTeH3il, a 3aNaMOopOYeHHs COCTEPIratocs 3 Ti€w K JaCTOTOM, MO i mpu
mpuifioMi ONHOTO anKoroiw. BIUMB alkoromo Ha mi3HaBadbHI (YHKI] HE IOCHIIOBABCA IIpU
CYIyTHBOMY 3acTocyBanHi Taganadiny (8 mosi 10 Mr).

Jlixapcoki 3acobu, wo memabonizylomuca 3a ywacmio yumoxpomy P45 0.

He ougikyeTbed, mo Taganadin COpHYMHATEME KIIHIYHO 3HadyIe inribyBaHHs 4¥ iHAYKyBaHHS
KIipeHCy JiKapchKux 3aco6iB, MO MeTabomisyloTees i3odopMamu CYP450. V xomi KIiHI9HHX
JOCHiIKeHs Oyno foBeneHo, mo Tananadin e imriGye i me imaykye isopopmu CYP450, y T. 4.
CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 ta CYP2C19.

CYP2C9 cyb6cmpamu (nanpuxnao R-eappaput).

Tamanadin (y nosi 10 vr Ta 20 Mr) He BHSBISB KIiHI9HO 3HAYyHIOTO BILIMBY Ha €KCITO3UIII0
(AUC) S-pappapury uu R-apdpapury (CYP2C9-cyGerpaTu), a TakoX HE BIUIMBaB Ha
npoTpoM6iHOBHIA Fac, iHIyKOBaHHH BaphapHHOM.

Acnipun.

Tamanadin (y mo3i 10 mr Ta 20 Mr) He NOTEHIiOBaB 30UIBIICHHS Jacy KpPOBOTEHi, CIIPUIMHEHOL
Al THJICATIIIHIOBOIO KHCIIOTOIO.

IIpomudiabemuyni nixapcoki 3acobu.

Creuudivni mocnifpkenHs B3aeMofii Taganadiny i3 mpoTHAiabeTHIHUMH Jikapch
IIPOBOJMIIUCE.
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Ocobnueocmi 3acmocy6anHA.

Ilepeo noyamxom niKyeanHA nNpenapamom Cianic®.
TTepes 3acTOCYBaHHAM IpeNapaTy JiKapro CIIiJi BU3HAYMTH NEPIIONPUIMHA ePEKTHIHHOL aucyHKIii
Ta IPU3HAYMTH BiNIOBIIHAN KypC JIKYBaHHSL.

Tlepen moUaTKOM 6Y/Ib-SKOTO JIKYBaHHS €pPEKTHIBHOI JUCYHKINT JiKapi MOBMHHI 3BaXKaTH Ha CTaH
CEpIeBO-CYIMHHOI CHCTEMH TAL€HTIB, OCKINBKM iCHye I€BHHM CTyIiHb CEPLEBOrO DH3HKY,
acomifoBaHmii i3 CeKcyanbHO aKTUBHicTO. Tasanadin BUIBISE CyTMHOPO3MUPIOBATBHII edeKT, Mo
MOXe IPH3BOAMTH [0 HE3HAYHOrO 1 TPAH3UTOPHOTO 3HIDKEHHS apTepiaNbHOro THCKY Ta
MOTEHIIFOBaHHS TiOTEH3UBHOTO €(eKTy HiTpaTiB.

Heginomo, uu € epexrusruM Ciamic® ms nanieHTiB, SKi IepeHecIn ONEpaliio Ha Ta30BHX KicTkax abo
panUKaIbHy IPOCTATEKTOMIIO 6e3 30epeKeHHs HEPBIB.

Cepyeso-cyOounna cucmema.

I3 MOCTMAapKETHHIOBUX JXKepes Ta/abo y X0l KJIiHi9HUX JOCIiMIKEHp IOBiOMIISUIOCS PO CEpHOo3Hi
sBuma 3 GOKY CepIeBO-CYIMHHOI CHCTEMH, B TOMY 9HCIIi Tpo iH(apKT Miokap/ia, palToBy CEpUEBY
CMepTh, HecTabilbHYy CTEHOKapAiio, MLIYHOYKOBY AapHUTMil0, HOPYIEHHA MO3KOBOTO KpOBOOOIry,
TpaH3UTOPHY imeMidHy aTaky, 6iTb y Tpymsx, cepucOUTTS Ta Taxikapiio. BinbmicTs HAIi€HTiB, y
SKWX CIIOCTepiramics Taki moGigni peakuii, Mamm dakTopy pusuKy 3 60Ky CepILeBO-CYJUHHOI CUCTEMHU.
BoaHodac Hapasi HEMOXIMBO TOYHO BCTAHOBHTH, 9U BHINEBKa3aHi SBHINA moB’s13aHi i3 daxTopamMu
pu3nKy, 3actocysanHsM Ciaicy®, ceKCyaibHOR aKTHBHICTIO marienTiB a6o i3 koMbiHariero NUX 9u
inmmx ¢axTopis.

Heo6xizHo 3 06epexHicTio mpusHadatu Cianic® manieHTam, Aki NpuiMaroTs o1 6I0KaTOPH, TOMY IO
y HeSKMX XBOPHX OJHOYAacCHHI NpHiioM IHX IpemnapaTiB MOXe HPH3BECTH [0 CHMITTOMATHYHOI
rimorensii. He pekoMeHIY€ThCs KOMOIHOBaHE 3aCTOCYBaHHA Taanadiay Ta JOKCa303uHy.

Opeanu 30py.

TToBiOMIANIOCS PO BHNAAKH TOTipIIEHHS 30py T4 HeapTepialbHy NepelHIO iMIeMidHy ONTHIHY
geiiponariio (HAITIOH) mix 9ac 3acTocyBaHHA Cianicy® Ta inmmux iari6itopis ®JIE 5. Anani3 faHux
o63epBaliifHuX JOCTiIKeHb 0Ka3aB [iABUIICHHA PU3UKY PO3BHUTKY TOCTPOI HAIIIOH y 4onoBikiB 3
epeKTHIBHOK AUChYHKIiE micIs 3acTocyBaHHs Tamanapimy abo immmx iuri6itopis ®JE 5.
OCKUIBKH TiJBUMIEHHS TAKOTO PH3MKy MOKE BHHMKHYTH y BCiX NAIli€HTiB, IO 3aCTOCOBYIOTh
Taganadin, TiKap MOBMHEH IONEPEJUTH MHAI€ATA IIPO HEOOXIMHICTh NPHIMHEHHS 3aCTOCYBAHHS
Tajanadily Ta 3BEpHEHHS 3a MEAWYHOIO JOIOMOTOIO y pasi pamToBoi BIpaTH 30py (IHB. po3min
«[IpoTHUTIOKA3aHHAY).

Hozipwenns abo panmoea 6mpama Ciyxy.

TTOBiZOMIIUIOCH IIPO BUMAJKH PANTOBOI BTPATH CIYXy HiCIi 3aCTOCYBaHHs Tajamadimy. HesanexHo
BiX Toro, M Gy HasBHi iHmi QaxTopW PH3MKY (Taki fK BiK, HAjBHICTb niabery, rimepreHsii Ta
BUIIQJKA BTPATH CIyXy B aHAMHe3i), NaIlieHTiB MOTPiOHO mONEpeaUTH Ipo HeOOXiHICTh MPUIIUHEHHS
3acToCyBaHHS Tafanadivy Ta 3BEpHEHHS 3a MEJUIHOO JIOTIOMOTOIO Y Pasi panToBOro noripmeHHs abo
BTPATH CIYXY.

Ileuinkoea neoocmamuicme.

Knigiaai gami momo 6esmexd 3acTocyBaHHS pasoBoi josu Ciamicy® mamieHTam 3 TSOKKMMH
nopymenHaMA ¢ynkuii nedinkm (xmac C 3a mxanoro Yainna — IT’10) obmexeni. [Ipy mpu3HaYeHH]
Ciamcy® TakuMm namieHTaM Jikap NOBHHEH DPETENbHO OLUHHUTH iHMBiAyaNbHI IepeBary/pU3UKH
Tepartii.

IIpianizm ma anamomiyna Oegpopmayis cmameeozo Ynena.

TMamienTaM, y SKHX BHHMKAIOTH €peKiii, Mo TpuBaloTh 4 romwHu abo Oimbme, CIIiI BKa3aTH Ha
HeOoOXiJHICTh HETaifHO 3BEPTATHCS 3a MEAMYHOIO OMOMOrol. SIKmo He Oyle HEraiHO IIPOBEACHO
niKyBaHHA TpiamizMy, TO ILie MOX€ HPU3BECTH IO YIIKO/DKCHHA TKAHMH CTaTeBOro WieHa Ta
JIOBTOCTPOKOBOI BTPATH IOTEHILII.

Heo6xigHo 3 o00epexHicTIO IpH3HAYaTH Cianic® namieHTaM 3 aHATOMIYHHM
CTATEBOTO WieHa (TAKMMH SK KyTOBE BHKDHBIICHHS, KaBepHO3HHH (i6po3 abo xB
NaIieHTaM 3i cTaHaMH, O MOXYTh IPU3BECTH /0 IpiamisMy (Taki AK cepromnoii6
Mi€oMHa XBOpo0Oa 9u JeikeMis).

lassmlcaufimnei xog /
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Cynymmne sacmocyeanns 3 inzibimopamu CYP3A44.

Heobxigno 3 obepexuicTio mpusHadata Ciamic® maunientam, sxi mpuiiMarots inribiropu CYP3A4
(pUTOHaBip, CaKBiHaBip, KETOKOHA30J, ITPAKOHA30J, EPHTPOMILMH), OCKUIBKH IpH CyMiCHOMY
3acTOCYBaHHI i3 Tananadinom cnocTepiraeTses 36inbIenHHs excno3uuil Tananadity (AUC).

CynymHe 3aCmocyéanis 3 iHWUMU NIKAPCoKUMU 3aco6amu ON5L NIKY8AHHS epEKMUNbHOL oucynkyii.
Besreka Ta eeKTHBHICTS 3acTocyBanHs Cianicy® B xomGinarii 3 inmumu idriGiropamu ®JIE 5 abo
inmuME 3acobaMu [T JIKYBaHHS €pPeKTHIBHOI AUCQYHKI{i He TOCIiDKyBAIMCh, TOMY HEOOXiMHO
pexoMeH yBaTH nanicnTam He npuiiMari Cianic® y mogibaux xomGiHamisx.

Jlaxmosa.

Cianic® mictute makrosy. Ciamic® He cnig npu3HadyaTH IAIi€eHTaM i3 PiAKICHEUME — CIIaIKOBHMH
GOpMAMM HENEPEHOCHMMOCT] TalaKTO3H, CHHAPOMOM IJIIOKO30-TaJIaKTO3HOL Mansabcopbuii Ta
3araJibHAM JeQiluTOM JaKTa3H.

Hampiu.

1 TabIeTKa LBOro MpenapaTy MiCTUTH MeHIme 1 MMonb Hatpiio (23 Mr), To6T0 GakTHYHO HE MICTHTH
HATPio.

3acmocyeannsa y nepiod eazimnocmi abo 200y8anHA zpyooso.

Cianic® He moxa3aHuii A1 3aCTOCYBaHHS KiHKaM.

®epmunvricmy. Y Xoni ABOX KIIHIYHHMX JOCTHiKeHb Oya0 BCTAHOBIEHO, MO IIOPYIIEHHS
(bepTHIBHOCTI He OWIKYETHCS y JIHOAEH, X0Ya y OKPEMHX YOJNOBIKiB CIOCTEpIranocs 3HMDKEHHA
KOHIICHTpAIlii CIIEpMHU.

30ammuicmp énnusamu Ha WeUOKicmb peaxuyii npu Kepyeéanui agmompancnopmom abo pooomi 3
inmumu mexanismamu. Bwme Cianicy® Ha 3maTHICTH KepyBaTH aBTOTPAHCIOPTOM Ta IHIIMMHU
MexaHi3MaMH He3HauHuii. X0da 9acToTa IMOBiIOMIIEHD PO ABHINA 3aMaMOpPOIeHHS Y XOJi KJIiHI9HHX
JOCTIiDKEHb i3 3aCTOCYBAHHAM wraneb6o Ta y XoAi KIHIYHUX AOCTIIKEHb i3 3aCTOCYBaHHAM
tananadiny 6yia moniOHa, ManieHTH NOBMHHI 3HATH, K BIUIMBAE Ha HAUX Cianic®, mepm HiK KepyBaTu
aBTOTPAHCIIOPTOM a00 MpPAIIOBATH 3 iHIIAME MEXaHi3MaMH.

Cnoci6 3acmocysanHa ma O03u.
Jna mepopansHOro 3actocyBanHs. Cinifi mpuiAMaTd TaOJeTKH Cianicy® 3 peKOMeHZOBaHAM BMiCTOM
Iir0901 pe4OBUHHU.

Jlopocni wonosixu. PexoMeHoBaHa [03a CTaHOBHTH 10 MT mepel mepen0adyBaHOI CEKCYaIbHOI
aKTMBHICTIO, HE3aJIeXHO Bifl npuiiomy xi. IlamientaMm, y akux Taganadin B mosi 10 Mr He BHSABILIE
6axxaHoro epeKTy, MOXKHA 3aCTOCOBYBATH 103y 20 Mr.

IIpemapaT IpHuiiMaroTh He MeHIIe Hix 3a 30 XBUIMH Ilepe]] O4iKyBaHOIO CEKCyaJbHOIO aKTHBHICTIO.
EdexTupnicts Tananadiny 36epiraeTbes 10 36 romuH Mmicis NpHAoMy T03H.

MakcuManbHa peKOMeHJ0BaHa 9acTOTa NPUHOMY — OHH pa3 Ha JICHb.

Tapanmagin y mo3i 10 mr ta 20 Mr mpusHadeHH# AT 3aCTOCYBaHHS IEPEN nependadyBaHOIO
CEKCYaJILHOIO aKTHBHICTIO Ta HE PEKOMEHIOBAHHH JIJIs INOCHHOTO 3aCTOCYBaHHA.

Y pasi nepen6auysanoro uactoro 3acrocysanms Cianmicy® (mpuHaliMui ABidi Ha TIXICHB), PEXHM
IO/IEHHOTO 3aCTOCYBaHHS Gimpm Hu3pkux 03 Ciamicy® moxe GyTd Gilbm NONiNBHUM, Ha OCHOBI
BHOOpY TalicHTa Ta pimmeHHs Jikaps. J[Is TakMX IAI€HTIB PEKOMCHIOBAaHA /1032 CTAHOBHTH

5 Mr/no6y Tpu6IHM3HO B OXHAKOBHMI 4ac. JIo3y MOXXHA 3MCHINYBATH 1O 2,5 MI/H00y, 3 OIVLTy Ha
iHAMBiNyalbHY HEIEPEHOCHMICTH Ipenapary. JIOmiTbHICTh TPUBAIOrO MOACHHOTO 3aCTOCYBAHHA () ihi
HEPIOUIHO IEPETILIATH.

Ocobnusi epynu nayicumie.

Yonosixu nimuvozo gixy. Kopekuis 1031 He NOTpi6HA.

Yonosixu, sxi Maiomy  HUPKOSY HedocmamHicme. KOpeKHiﬂ o3y He l'IOTpi6Ha JULSL
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HCIIOCTaTHlCTIO MaKCHMAJIBHO peKOMCHI[OBaHa J03a CTaHOBHUTH 10 mr IIpH 34CT
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BiAIIOBiTHOTO NO3yBaHHS.




Knimiuai gani mono 6Oe3medHOCTI NpU3HAYCHHS Cianicy® mnamieHTaM i3 TSDKKOIWO HEYiHKOBOKO
HegocraricTio (kac C 3a mxaioro Yaiinga — I1’10) o6MexeHi; y pasi Mpu3HaveHHs JiKap IOBHHEH
YBaXHO OIIHUTH iHAWBITyalbHi nepeBam/pmnKn Hemae nanux mojo 3acrocyBanna Ciamicy® B 1031
sume 10 Mr mamjeHTaM 3 NeYiHKOBOIO HeAOCTaTHICTIO. HeMae ManuX MO0 3aCTOCYBaHHA Cianicy® B
1031 2,5-5 MT" OIMH pa3 Ha JeHb HAIliEHTaM i3 eYiHKOBOIO HEJOCTATHICTIO; TOMY Yy pasi HpmHaquHﬂ
niKap TIOBHHEH YB&XHO OLHWTH iHAWBidyaibHi IlepeBarn/puU3HKy HNPH3HAYCHHA Ciamcy® B mosi
2,5-5 Mr oguH pa3 Ha JCHb.

Yonogiru, ki maroms yykposus diabem. Kopexuis 1031 He IOTpiOHA.

JTimu. TIpenapar He IpU3HAICHUN 171 3aCTOCYBAHHSA JiTAM.

OcobuBi 3acTepeXeHHs TIPH YTUIII3aILi.

HeBukopHCTaHH# TpemapaT abo BiXXOXH CIifl yTHI3YBaTH BifIOBINHO 1O AilOYHX HOPMATHBHHMX
BHMOT.

Adimu.
IIpenapat He NpU3HAYECHMH I 3aCTOCYBaHHA AiTAM (BikoM 10 18 pokiB).

Ilepeodo3ysanusa.

Cumnmomu. Ilpu ogHOpazoBOMY 3aCTOC}’BaHH1 3MOpPOBMMH J0OpOBOTBIAMH Tafanadizy B 1031 10
500 Mr i mpu 6araTopa3oBOMy 3aCTOCYBaHHI Halli€HTaMH Tanana(bmy 10 100 mMr Ha 106y HeOaxaHi
edexTy 6yIIM aHATOTIYHI THM, IO CIIOCTEPIraIMcs IPH 3aCTOCYBaHHI MCHIIKX JI03 IPEMapary.
Jlixyeanus. Y pasi nepemo3yBaHHA, SKIIO NOTPiOHO, CIIiJl 3aCTOCOBYBATH CTAHAAPTHY CHMITOMATHIHY
tepamito. Ha eniminarito Taganadizy reMoiali3 BIUIMBAaB HEICTOTHO.

ITo6iuni peakuyii.

Pesrome npoginto besnexu Jmcapcwcozo 3acoby.

Hebaxaunmu e(dekTaMu, Hpo sKi IOBIIOMIETHCS HAWdaCTime Ipu JiKyBaHHI EPEKTHIBHOL
AucdYHKIIT, € ToNoBHAHN 6ilb, AUCIENCis, 6iTb y CIIMHI, Miaris, 9aCTOTa BUHUKHEHHS AKMX 3pocTana
3i 36inpmennaM no3u Ciamicy®. [To6iuni peakuii Oym KOPOTKOTPHBATIMH, BiJ[ JIETKHX JO OMipHHX.
BiIBIIiCTH BAMANKIB HOSBH FOJOBHOTO GOJIO TpH moaeHHoMy mpuiiomi Cianicy® B mo3ax 2,5 mr, 5 Mr
crocTepiranacs mpotsaroM mepmux 10-30 1i6 micnmd mogaTKy JiKyBaHHS.

Tabnuuni dani nobivHux peaxyiu.

HikdeHaBeneHa TAGNHUII MICTHTH JaHi CTOCOBHO MOGIYHUX peakuill, indopManis mpo SIKi HaIXOaHIa
31 CIIOHTAaHHHMX MOBITOMJIEHb Ta SKi cnocrepiraJmc;I B Xoni muiane6o- -KOHTPOJTbOBAHHX KJIIHIYHUX
Jociimkens (3a yaacTio 8022 mamieHTiB, SKi OTpUMYBaIH Cianic®, ta 4422 naIfieHTiB, IKi OTpAMYBaJIA
nnane60) 3actocysamms Cianicy® 3a moTpe6ol0 Ta IIOJEHHOTO 3aCTOCYBAHHS JUIA JIKYBaHHS
€PEKTHIBHOI JUCGYHKIIII.

Ilyxe gacTo (> 1/10), gacto (> 1/100 ta < 1/10), Hewacto (= 1/1000 Ta < 1/100), piako (= 1/10000 Ta <
1/1000), oyxe pigko (< 1/10000), gacToTa HeBioMa (JacCTOTy HE MOXHA BCTAHOBUTH 33 HasBHUMH
JTAHUMH).

Jyxe qacTo | Yacro | Heuacto | Piako
ITopymeHHs 3 60Ky IMyHHOI CUCTEMU
Peakuii rinepuyTIMBOCTi AHTiOHEBPOTUYHHH
HabpsK’

IMopymenHs 3 60Ky HEPBOBOI CUCTEMU
TonosHuii 6inb 3anaMOpOYEHHs ITopyuieHHsT MO3KOBOTO
KkpoBoobiry! (Bkimoyarouu
reMoparivHi sBHIIa),
BTpaTa CBiZOMOCTI

IopymenHs 3 60Ky OpraHis 30py
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‘ | Heuitxwit 3ip, BigdyTrs l Hedextn ﬂcﬁih % [ f},



Gosmo B o4ax HaOpsK MNOBIK,

KOH KOHKTHUBaJIbHA
rimepeMisi, HeapTepiaibHa
nepeaHs ilemMiyHa
OITTHYHA HefiponaTis
(HAITIOH)?, oxitio3ist BeH

CITKiBKH>
TopyienHs 3 60Ky OpraHie CIIyXy Ta piBHOBarv
i JI3BiH y Byxax | PanrToBa BTpaTa CIIyXy
[Mopymenns 3 60Ky cepiist’
Taxikapnaisi, ceprieOUTTs Indapxr miokapaa,

HecTabilbHa CTEHOKapAis’,
LLTYHOYKOBA apHTMis’

[MopyuieHHs 3 6oKy cyauH
MMpuruineu ApTepianbHa rinoTeHsis’,
aprepiaibHa rinepTeHsis

IopyienHs 3 60Ky pecnipaTopHOi CHCTEMHU

| 3aknanenicTs HOca | JIncnHoe, HOcoBa KpoBOTEYa
[MopyuieHHs 3 6OKY racTpoiHTeCTHHAIBHOI CHCTEMHU
Jlucnencis AGnoMiHaTbHUIH O11b,
HyZJOTa, OJIIOBaHHS,
racrpoe3odareanbHU
pedimoke
Topyiuenns 3 GOKy WIKipH Ta MiIIKIPHUX TKAHUH
Bucunannsa Kponug’siHKa, CHHOPOM
CriBenca — JkoHCOHa?,
excomaTUBHUH

JepMaTHT?, Tifnepriapos
(sazMipHe NOTOBUINEHHS)
TlopyiieHns 3 60Ky OMOPHO-PYXOBOLO anapary, CHoy4HOi T2 KiCTKOBO-M’ A30BOT TKaHWHH
Binp y crimHi, Miairis,
611 v KiHIiBKax
Hopyinenns 3 60Ky HUPOK Ta CEYOBHIIIBHOT CHCTEMH

| | Tematypist [
TIMopyiueHHs 3 60Ky penpoAyKTHBHOI CHCTEMH

ITomorxxeHa epeKwis ITpiamism, kpoBOTEHA 3i
CTaTeBOro WICHa,
reMociepMis

3araneHi po3iaaan

Binb y rpynsx’, Ha6psx obnuyus?, panroBa
nepudepuyHi HAOPAKY, ceplieBa cMepTh'
CNabKiCTh

! BiNbIIiCTh MALGEHTIB, y SKHMX CTIOCTEPIraucs Taki noGiuni peakilii, Man# GaxTopy pUsHKY 3 60Ky cepLeBO-

CYJMHHOI CUCTEMH.
2 TIo6iuni peakuii, Ipo sKi HOBIJOMIIAIOCS Mif Yac MOCTMapPKETHHI OBUX JIOCTiIKEeHb, Ta sKi He CTIoCTepiraimcs

B XOi IUTane60-KOHTPOAbOBAHMX KIIHIYHAX JOCIIiKEHD.
3 Yacrimme mOBiNOMIIIOCS Y pasi 3acTocyBaHHA Tafanadily pa3oM 3 aHTHIilePTeH3UBHUMU 3acobamuL.

Oxpemi no6iuni peaxyii. II0BiIOMISIIOCH PO TPOXH BHUINY TaCTOTY smin Ha EKT', Haifgactime — Ipo
CHHYCOBY OpaJuKap/ito, y Hali€eHTiB, Ski oTpuMyBanu Tananapin 1 pas Ha 1100y, TOPiBHSAHO 3 TaKOIO Y
NaIi€eHTiB, sAKi mpuitMamu miane6o. binpmicTs manux 3min Ha EKI' He Gynu IIOB’sI3aHi i3 IIPOSIBOM
NOOIIHMX peaKilii.

Oco6nuei zpynu nayicnwmis. JlaHi KIHi9HMX IOCHTI/UKCHb CTOCOBHO 3aCTOCYB4
JMKyBaHHSA epeKTHIbHOT auchyHKIil marienTaM BikoM MOHAx 65 POKIB obmesxeHi /Y GHH,
JOCTiKe b i 9ac 3acToCyBaHHs Taqanabiny 3a moTpeboro I JTiKyBaHHS epe HOY gg_q@ﬂg@{f\
miapest gacTille BUHMKAA y NAIi€HTiB BiKoM MOHAK 65 POKiB. L
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VmoBu 36epirammsi. 36epiraTé B OpHUriHaBHIH yIAaxoBLi IpH temmeparypi He Bume 30° C vy
HEJOCTYIIHOMY I JTiTeH MicIIi.

VmakoBka. ITo 1 a60 2 abneTk: mo 20 Mr y 61ictepax, mmo 1, 2 a6o 4 Gmictepy y KapTOHHiH KOpoOIi.
Kareropis Biznycky. 3a pelenToM.

Bupobnnk.

Ilepeunna ma émopunHa ynakoexa, 0036il Ha BUNYCK cepii:

Jlimt C.A. / Lilly S.A.

Micne3znaxoIKeHH.

ABna me na Immycrpis, 30, 28108, Anpkobenmac, Manpun, Icmamiss / Avda de la Industria, 30,
Alcobendas, Madrid, 28108, Spain.

I[aTa OCTAHHLOI'O meperjasaay.
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