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Cknao:

Oifoua pexosuna; NanoOKCEeTHH,

1 TabeTKa, BKpHTA IUIIBKOBOIO 000IOHKOIO, MICTHTD AANOKCETUHY TLAPOXJIOPUIY 33,6 abo 67,2 mr,

o Bigmoinae nanokceTnny 30 a6o 60 Mr BiIMOBIIHO;

00NOMINCHI pedosuHuU. SAPO: JAKTO3H MOHOTLIpAT, LEN0I03a MIKpOKpHCTaiuHa, KpOCKapMeno3H

HaTpi€Ba Cilb, KPEMHIIO JHOKCH KONOInHINA Oe3BOIHHM, MAarHiro cTeapar;

obononxa:

_ rabneTkd, BKPUTI IUBKOBOK 006070HKOM, 1m0 30 Mr: Powder Grey 4 (naKTo3H MOHOTiJpaT,
rinmpomenosa, Tutany giokcna (E 171), TpuaueTHH, 3a1i3a OKCHA gopuwmit (E 172), 3aii3a OkcHI
xostuil (E 172));

—  TabJeTKH, BKPUTI ILIBKOBOK OOOJOHKONO, IO 60 mr: Powder Grey 3 (/1akTo3u MOHOTLIpaT,
rinpomenosa, Tutany miokcun (E 171), TpHaleTHH, 3aii3a OKCH/l JOPHUH (E 172), 3ami3a OKCHJ
xosruit (E 172).

Jlikapeska dpopma. Tabnerku, BKPUTI TU1iBKOBOIO 0D0IOHKOIO.
OcrosHi QisuKo-XiMiuni 61aCMUBOCL
- TabneTku, BKPUTi TUIIBKOBOIO 0600HKOI0, 1o 30 Mr: cipi, Kpyrii, OMyKIi TaOJIeTKH, BKPUTI
[UTIBKOBOKO OBGOIOHKOW0, 3 THCHEHHsM «30» BCepeJWHI TPUKYTHHKA HA onuili cTopoHi i
YUCTOK 3BOPOTHOK CTOPOHOIO;
- TabieTku, BKPUTI ILTIBKOBOIO 00ONOHKOIO, 10 60 MI cipi, Kpyruii, OmyKyi TabIeTKH, BKPHTI
[TIBKOBOIO OBONIOHKOI0, 3 THCHEHHAM «6()» BCcepeanHi TPHKYTHHKA HA oHiil cTOpOHI 1
YUCTOIO 3BOPOTHOIO CTOPOHOIO.

dapmMakoTepaneBTUYHA Ipyna. Iu1mi yposnoriuHi 3aco0u.
Kom ATX G04B X14.

DapmaKono2ivni enaAcMUEOCHL.
DapmaxkoOUHamiKa.
JJalOKCeTHH € CHJIBHOJIIOUUM CENIEKTHBHUM iHri6iTOpoM 3BOPOTHOIO 3aXOTLICHHSA CEPOTOHIHY.
EsKynsalis y JIOMMHA PEryIOEThCA, B INEpHry HEpry, CHMIATHYHOI HEPBOBOKI CHCTEMOIO.
EsKynamiio 3amyckae CIiHaTBHHI peeKTOpHHH MEHTP 33 Y4acTIo croBOypa MO3Ky, Ha SIKHH
BHSBNIAE NEPBUHHUI BIUIMB DA SJIEP MO3KY (MenianbHi OpPEONTHYHI i NapaBeHTPUKYISPHI SIpa).
MexaHisM Aii JamOKCeTHHY NpH MepeauacHilt esKyIsuil, iMOBIpHO, TIOB'S3aHHH 3 IHTIOYBaHHIM
3BODOTHOrO  3aXOIUIEHHs ~CEPOTOHiHY —HEHPOHAMH i mojanbIMM  TOCHJIEHHAM  BILTHBY
HeifpomeziaTopiB Ha I1pe-i [TOCTCHHAIITHYHI PELENTOPH.

Kninigra eheKTHBHICTE 1 Oe3meKa.

EdexTuBHICTh Ipinixn® npu  JiKyBaHHi nepeadacHoi esKynauii Oyna BCTaHOBJICHA IPH
[POBENICHHI II'ITY TOABIHHUX CIHITHX CTiHIYHAX JOCHiKEeHb 3 KOHTpojeM IJiaiebo, B paMKax SKHX
OyB paHIOMi30BaHMN 3arajoMm 6081 mauient. Bix nauientiB OyB Bill 18 pokie. 3a 6 MICHLIB 0
BKIIOYEHHS JAHMX OCi6 ¥ NOCTIMKEHHs y HMX B OUIBINOCTI CTATCBIX akTip Oyna mepemdacHa



esKynamis. IlepemdacHa esKyJAlis BA3HAYAIacs BIANOBIAHO JIo MiarHOCTHYHMX KpuTepiiB DSM-IV
(KepiBHHITBO 3 AIATHOCTHKM i CTATHCTHKU NCHXIYHHUX PO3/aiiB): KOPOTKMH YaC HACTAHHSA CAKYIANIT
(rarenTHMii wac iHTpaBariramsHoi esaxynanii [[ELT; wac Bix BariHanbHOI meHeTpauii 0 MOMEHTY
iHTpaBarinanbHOl eAKYNAMiT] CTAHOBMTH MeHIiE HDK MBI XBHIMHM, IO BHMIpIOBayoCs 3
BUKOPHCTAHHAM CEKYHIOMIpa B HOTHPBOX AOCHIDKEHHSX), CIA0KMI KOHTPONb HAl €SKYIALIE, a
TaK0X 06YMOBIEH] JaHUM CTAHOM 3HAYHMH cTpec ab0 CKIagHOCTI B MXKOCOGUCTICHUX CTOCYHKaX.
Ocobu 3 iHIWMMH BUJAMH cTaTeBol AUCOYHKIUII, BKIIOYAIOYH EPeKTIUIBHY MUChYHKIIIO, 8 TaKoX
ocou, sKi 3aCTOCOBYIOTh iHI JIiKapchki 3acobu s nikyBaHHA IIE, Oynm BHKmOYEHi 3 ycix
TOCHiIKEHb.

Pe3ynpTaTi BCiX paHIOMi30BaHMX HOcHimkeHb 3icraHi. EdexrusHicTh croctepiramacss micis
12 TrkuiB nikyBanHs. OIHe JOCTIKEHHS BKIIOYAIO NAaUieHTIB Ak 3 kpaid €C, Tak i 3 iHIIMX KpaiH,
TpUBANICTH IXHBOTO JIiKyBaHHs nopiBHIOBana 24 TwkHaM. Y jocmimxensi 1162 mauientd Oy
panmoMmizoBani: 385 mpuitManmn miaue6o, 388 mamienTis 'npuiAMany [pimimxu® 30 mMr y pasi
notpebu, 389 mamienTin npuiimamu [pinimku® 60 Mr y pasi notpebu. Cepese 3HAYEHHS 1 CePEIHIH
IELT (Intravaginal Ejaculatory Latency Time — iHTpaBariHalbHWil 1amenmHuil 4ac esxyiayii) B
KiHIi JOCTimKeHHs mpejcTaBileHi B Tabnuui 1, a 3aranbHHM pO3MOALN ManicHTIB, AKi JOCATIH
NpuHAAMHI neBHOTO piBHs cepennboro nokasuuka IELT (Intravaginal Ejaculatory Latency Time —
iHTpaBariHAMEHYA 1amenmuull Yac eaxkyndyii) B KIHUI JOCTIKEHHs npecTaBieni B Tabmam 2. [Hmi
HOCIiPKEHHS Ta CYKYTHUM aHAI3 JaHUX Ha 12-My THOKHI Jaiii CXOXi pe3yJIbTaTH.

Ta6mmus 1: Cepenne 3HaueHHs Ta Mmeniana moxasuuka IELT B XiHOi nocnifokeHHs, 004MCIeHi
METOJIOM HafiMEHIIUX KBaapaTis*

Cepepnuiii IELT Ilaane6o Mpinimxu® 30 mr Npinigxu® 60 mr
Meniana 1,05 xB 1,72 xB 1,91 xB
Pisuuus B TOpPiBHAHHI 3 0,6 xB ** 0,9 xB**
mnane6o [95 % CI] [0,37; 0,72] [0,66; 1,06]
Cepenne 3HAYEHHS,
ofbuncneHe METOIOM 1,7 xB 2,9 xB 33 xs8
HaliMEHIIMX KBaJpaTiB
PisHpns B DOPIBHAHHI 3 1,2 xB ** 1,6 xp**
mnane6o [95 % CI] [0,59; 1,72] [1,02;2,16]

* QoHoBe (BUXi/IHE) 3HAUCHHS, NEPEHECCHE Ha NAlli€HTIB, CTOCOBHO AKUX HEMAE NOYaTKOBHX JaHuX.

** Pisuuug Oysia cTaTHCTHYHO 3HATymoRO (3HaueHHs p <= 0,001).

Tabauus 2: ITaiienTH, sSKi AOCAIIM NpuHaiiMHi XapaktepHoro pisusa cepemmsoro IELT B kinmi

IOCIIKEeHHS *

IELT [Laane6o Mpinimsxn® 30 mr | Ipixigxn® 60 mr

(xBUIINHNA) Y% % %

>1,0 51,6 68,8 77,6

>2,0 23,2 44 4 47,9

>3.0 14,3 26,0 37.4

>4.0 10,4 18,4 7.6

>5,0 7,6 14,3 19,6

>6,0 5,0 11,7 14,4

>7,0 3,9 9,1 9,8

>8,0 2.5 6.5 - 8,3

* BuXijHe 3HAUCHHS, IepEHeceHe Ha TallieHTIB 3 BiICYTHICTIO BUXIIHUX JNaHAX.




Benmunna nogosxerns IELT Gyna mop'sa3ana 3 puximaaM IELT i Gyna HenmocTiHHOIO B OKPEMHX
ManieHTiB: KIiHi4HA 3HAYMMICTB eeKTHBHOCTI JIIKYBAHHA Ipinimxu® Oyna OpoJEMOHCTPOBAHA Y
HaBeIEHAX TOKA3HUKaxX eQEeKTHBHOCTI Ta AHATI3I NAHWMX MALIEHTIB 3 TEPAIEBTHIHEM SPEKTOM.
[lamiedT 3 TepaneBTHUHMM €QEKTOM BU3HAYABCA K TOH, WO MaB NpUHAAMHI 2 KaTeropiko
36iIpIIeHAS B KOHTPOJI esKysilii WIoc nprHaAMHI 1 KaTEropil 3MeHIICHHA poO3NaliB esSKYJALIL.
CrarMcTHuHo GilbIIICT Malie€HTiB MAIA TepaneBTUYHIH (et y KOXHil 3 TpyH 3 BUKOPUCTAHHIM
Ipinimxu® B mopiBHAHHI 3 1anebo-rpyno0 B KiHII AOCTIUKCHHS: THHAACHD 12 abo 24.
Cnocrepirasest Ginbll BUCOKHH BIJICOTOK NAllieHTIB 3 TepaleBTHYHHM edekToM y rpyni InpHioMy
pinimxu® 30 mr (11,1% - 95% CI [7,24; 14,87]) i Tpinimxu® 60 mr (16,4 % - 95 % CI [13,01;
19,75]), mOpiBHSAHO 3 TPYIIOK mane6o na 12 TxHi (y3aranbHeHnH aHai3).

Kiiniute 3HaueHHs edexTy Bil JiKyBaHHS Ipimimku® mpencTaBleHo HA MpUKNafl Ipymd it
BUMIpPIOBaHHS pe3y/bTary 3a2anbHozo KNIHIYNO020 6PAJICEHHA naAyicHma (CGIC), B aKi# NalieHTiB
TIOIIPOCHJIA TIOPIBHATH IX TepeAdacHy eAKyJIALI0 3 ¢aMoro no4arKy JOCI/DKEeHH S, 3 Tpajalli€n
BinmoBinel: Bim «Habararo kpauie» X0 «Habararo ripme». Y KiHII DOCIIOKEHHS (TwxneHp 24)
28,4 % (rpyna 30 mr) i 35,5 % (rpyna 60 Mr) MaLicHTiB NOBIIOMIIIH, U0 iX cTaH cTaB KpalluM 494
HabaraTo KpamuM y nopisusHHi 3 14 % B rpyni mane6o. Taxox 53,4 % i 65,6 Y% TALIEHTIB, AKi
npuiMany pinimxu® 30 mr i 60 mMr BiAMOBiHO, MOBiTOMENY, WO X cTaH OyB NpUHaiMHI Jeo
KpamuM B nopisHsHHi 3 28,8 % B rpymi mranebo.

DapmaroKkinemuxa.

BcMoKTyBaHHs. JIEMOKCETHH IMIBUAKO BCMOKTYETBCA i mocsrac MakCHMAaIbHOL KOHLEHTpaLii B
mnasMi (Cmax) NpEOIM3HO Yepe3 1-2 rozuHu micyist mpuitomy TaGneTkd. AGComoTHA 6i0MOCTYTHICTD
cranosuTs 42 % (nianason 15-76 %), a B mianasoni Big 30 Mr mo 60 Mr Cmax i AUC (tutoma mij
KPUBOIO) TIJBHIIYBAIIHCS nponopuiitHo xo3i. Ilicns GaraTopasoBOro NpUioMy 3HaYCHHA AUC mns
NATTOKCETUHY 1 aKTHBHOIO MeTabosiTy AeCMETUIIIAIIOKCETHRY GinpanEcs mpubnusso Ha 50 %
TOpIBHAHO 31 3HAYCHHAMH AUC micis npuiioMy npenapary B omHOpa3oBi# fo3i. Ilpuiom JKUPHOI
i HesHauHo 3HMKYBaB Cmax (Ha 10 %) i HE3HATHO nigsunrysaB AUC AanoKCeTuHy (a 12 %), a
TAKOX 3JIeTKa TONOBXYBaB 4ac JOCATHEHHA MikoBOI KOHIEHTpalil JalOKCETHHY. 11i 3minu He OyaH
KITHIYHO 3HaYyLIIUMH. Hpinimm@ MOKHA TIPHIAMATH HE3AIEXKHO BIJ npuitomy XK.

Posmozii. Binsme 99 % HanoKceTHHy in vitro 3B's3yeTbcs 3 Oinkamy CHPOBaTKE y JIONMHH.
AxTUBHEE MeTabomiT AeCMETHIIIANOKCETHH 3p's3yeThesa 3 Olnkamu Ha 98,5 %. Cepenuiii 06'eM
pO3IOIiNy JAOKCETHHY B piBHOBaXKHOMY CTaHI CTAHOBHTD 162 n.

Biorpanchopmauis. 3a AaHUMH NOCIIKERE in Vifro HalOKCETHH MeTaboi3yeTees YMCICHHAMM
hepMeHTHHMH CHCTEMaMH B TKaHHHH NeYiHKy i HUpOK (HacaMnepea CYP2D6, CYP3A4) i duasin,
110 MiCTHTE MOHOOKCHI'€HA3H (FMO1). [icyis nepopansHOro npuiomy 4C _ janoKceTHHY OCTaHHiH
aKTUBHO MeTaboi3yeThes 3 YTBOPSHHAM HACICHHUX MeTabOoITIB 3 3Ty4CHHAM, HacaMIIepell, TaKuX
puisixis  GioTpancopmanii:  N-OKMCIEHHS, N-ZeMeTHTIOBaHs, TIIPOKCHIIOBAHH HadTUIy,
roKypoHizauii i cynbharyBaHHs. € cBifueHHS NpPO HA’IBHICTH MPECHCTCMHOTO edexTy nepuoro
TIPOXOJKEHHS MiCys TPUHOMY BCEPEIHHY. .
BiipmicTs PEYOBUH, UHPKYMOKOYUX B m1asMi, TOpPeACTaBIsAiId Co0O0 iHTaKTHMI JANOKCETHH i
N-OKCHJ JIanOKCeTHHY. JlaHi A0CTiKeHb 3B's3yBaHHA Ta TPaclopry, NpoBe/IeH] in Vvifro, OKa3aiy,
mo  N-OKCHI  JalOKCeTHHY € HeakTUBHHM.  J10JaTKOBI meTaboiTH,  BKIXOYaK4H
IECMETHIIAANOKCETHH i IUaecMETHIAANOKCETHH, CTaHOBUIH smerme 3 % BiJ 3araiabHOL KLUTBKOCTI
pPEYOBHH B 111a3Mi, 3B’A3aHAX 3 JIKapChKUM sacoOom. Jadi nocmiKeHb 3B'A3yBaHH, npoBeNieHl in
vitro, ToKasalH, IO JIECMETHIIJANIOKCETHH 1 JanoKCETHH MaloTh OlHAKOBY €(EeKTHBHICTD, a
AKTUBHICTH HU/IECMETUIIAIIOKCETUHY CTaHOBHTD npubmasao 50 % AKTHBHOCTI JIAIIOKCETHHY.
KouueHTpalis BUTBHOTO JECMETHIIANOKCCTHHY (AUC i Cmax) CTAHOBHUTE Bigmosigro 50 % i 23 %
KOHIIGHTpallii BUIBHOTO JallOKCETHHY.

Bupejennst. MeTabomniTH JamOKCETHHY BUBOMITERCA, NP 3a BCe, 3 CEHEI0 K KOH'IOraTH. AKTUBHY
pEuOBHMHY B HE3MIHEHOMY crani B ceui He puspsu. [licyis mepopaabHOIo rnpuiioMy NOYaTKOBHI
nepio HamiBpoO3Many NAANOKCETHHY (dapmaxoKiHeTHKa) CKIaxaB npubiusgo 1,5 ronuHy, piBEHB Y
[UIa3Mi CTRHOBMB MeHIue 5 % MIKOBOI KOHIEHTpail depe3 24 roguHy IMcid npuitoMy, a KiHIeBHH
nepiofi HamiBpO3Wamy'  CKIaB mpubausno. 19 rouH, K i kigueBuit mnepioj HamiBpo3namy
JIECMETHIAANIOKCETUHY.




MdapMaKOKiHETHKA B 0COOIHMBUX rpymax NAN€HTIB.

MeTabomiT AeCMETHIIANOKCETAHY CIPUAE dapmakonoriusoMy epexTy Ipinimxu®, 30Kpema, KOJIH
BIUIMB JIECMETHJIANOKCETHHY 30imburyerscs. Himkde MPeACTaBICHO 30iNbIIEHHS TTOKA3HUKIB
akTUBHOI ¢pakiii B HEAKHX rpymax nanienTtis. Ile MiZiCyMOK BUIBHOTO BIUIMBY NANOKCETHHY i
JeCMETHILIANIOKCETHHY. JleCMETHIIAIOKCETUHY MA€E TaKy X CHILY i, six i namoxcetud. Ilonepennii
po3paxyHoK nepenbadae PiBHOMIPHHIA PO3MOJIiN JACCMETHIIANOKCETHHY B [THC, ane HEBLIOMO, 9H
Oyne ue Tak.

Paca, Amnami3 KIHIYHOI dapmakonorii OJHOKPAaTHOI J03H 60 Mr pamoKceTHHy He IIOKa3aB
CTATHCTHYHO 3HAYYIMX BiIMIHHOCTEH y TIAl€HTIB pi3HHX pac.

AHani3 [OCTipKeH s KTiHIYHOT dapMakoorii Hic/s OIHOKpATHOrO npuioMy JanoKCETHHY B no3i
60 Mr CTATMCTHYHO 3HAYYINOI DI3HMII MDK MpPEACTABHHKAMH JIATHHOAaMEPUMKAaHIIB, & TaKoX
eBpONEoifHoi, HErpoiAHOI Ta MOHTOJIOIHOI pac HE BHSBHB. Kniniugi pocnimxenHs, ki Oynu
IIPOBE/ICHH] Jis TIOPiBHSHHS (apMaKOKIHETHKH JAIIOKCETHHY Y SMOHIIB TA €BPOINEHIIB BUABHIIH,
w0 y SNOHLIB Mae Micue OLIbII BHCOKHM piBEHL NAnOKCETHHY Y masmi (ma 10-20 %) (wioma min
KPHBOIO Ta IIIKOBa KOHIIEHTpAllist) 3aB/AKu OLTBUI HH3bKiH Maci Tina. 3HAYymOro KIiHIYHOTro
edexTy, SKIIO KOHUEHTpAIlis TPOXH BHILE, HE OYiKy€TBCS.

[lamienTy MiTHBOTO Biky (BIKOM BiJt 65 POKIB).

AHani3 (apMaxoJorii I0CIiKeHb OJIHOKPAaTHOI AO3H 60 Mr HAalOKCEeTHHY HE IOKa3aB ICTOTHHX
BiqMiHHOCTelH y (apMaKOKIHETHYHUX Napamerpax (Cmax, AUCinf, Tmax) 310POBHX JHTHIX YOJOBIKIB 1
30POBHX MOJIOJMX HONOBIKIB. EdexrusHicTs Ta Gesneka He Oym BCTAHOBJICH] JUIS MAMIEHTIB JaHOI

IpyIH.
TMauienTy 3 nopyumeHHaM GyHKIIT HHPOK.

Kniniyne q)apmalconoriqnc NOCHIKECHHS 3aCTOCYBaHHA OJHOKpPaTHOI 1031 60 Mr manokcerusy 0yio
IIPOBEJIEHO 32 YYacTIO MAILUEHTIB 3 JITKHM (xnipeHc kpeatuHiHy Bix 50 10 80 Mi/XB), cepelHIM
(kniperc kpearuniny Biz 30 mo o <30 MJI/XB) i TSOKKMM TOpYIUCHHAM (yHKUil HUPOK (xnipeHc
xpearusiny <30 MUI/XB) Ta MAUi€HTIB 3 HOPMAIBHOIO dynKuUier0 HUPOK (KIipeHe kpearuningy > 80
m/xs). He crioctepiranocs TeHaeHmii 10 2Ginmpmenas AUC fanokceTHHY 31 3SMEHIICHHAM HHAPKOBOI
dynknii. AUC y mauieHTiB 3 TSKKOIO HUPKOBOKO meocTaTHicTIO Gyna npuGnusHo B 2 pasu Ginbima,
HIX y Dali€HTiB 3 HOPMaJIbHOKO (QyHKIIEI0 HUPOK, X0Ha € oOMesKeni IaHi MO0 NalieHTiB 3 TAKKOK
HHPKOBOIO HepocTaTHicTio. PapMaKoKiHETUKa JAnoOKCETHHY HE Oyna ouiHeHa Y MAi€eHTIB, AKi
noTpeGyroTh TeMoIianisy.

TlanienTy 3 nopymmeHAsM QYHKIIT neYiHKH.

VY namieHTiB 3 MOMIpPHHAM MOPYIICHHAM @yHKii meuyiHKW BUIPHE 3HAYCHHA Cmax IanoOKCETHHY
smeHmyeTscs Ha 28 %, a BiIbHE 3HAYCHHA AUC ¢ mesminguM. Binbae 3Ha9eHHS Cmax i AUC
aKTMBHOI (pakiii (CymMa BUIBLHOIO BILIMBY JANOKCETHHY T4 JleCMETHIIIANOKCETHHY) OYJI0 3HIKCHO
1a 30 % i 5 % pinmosiano. Y MAIi€HTIB 3 IOMIPHMMH MOPYUICHHAMU nevinkyu BinbHE 3HaYeHHA Cmax
JANOKCETHHY PAKTUYHO HE 3MIHIOETBCA (3umxenns Ha 3 %) 1 BUIbHE AUC 36insmyerses Ha 66 %.
Binounii Cmax i AUC axTnBHOI Qpaxiii JanoKCeTUHY Ta JECMETHIIANIOKCETHHY Oy/IH INPaKTAYHO
HeaMiHHMMY i B 1Ba pa3u 30inb1eH], BiAMOBIAHO.

Y mamicHTiB 3 TSOKKOKO TNEYIHKOBOIO genocTarhicTio BuUbHe 3HAYCHHA Cmax HANOKCETHHY 6yno
spiokeno Ha 42 %, ane BinbHe 3Hadenns AUC Oyimo 3Ginpmeno npubnusao Ha 223 %. Cmax i AUC
axTUBHOT hpaxuii Manu HONIOHI 3MIHH.

[onimopdizm CYP2D6.

Kotiniuse (apMaKoIOTiuHe AOCHIDKEHHA 3aCTOCYBAaHHI onHokpatHoi Aoz 60 Mr [JanoKceTHHy
0Ka3aJ10, 10 KOHUEHTpALlis B IIa3Mi B MOBLIBHAX mertabonizaTopis CYP2D6 Oyia BULIOKO, HIK Y
JIBHAKHX MeTaboji3aTopiB CYP2D6 (npubnusHo Ha 31 % pume mit Cmax, Ha 36 % BHILE LA
AUCi namoxcetuny, Ha 98 % Bume it Cmax Ta HA 161 % sBume mas  AUCinf
JIeCMETHINANOKCUTHHY). AKTHBHA bpakuis Ipinimxu® moxe GyTa 36inpuena mpubnu3Ho Ha 46 %
1010 Cmax i mpubmusHo Ha 90 % mono AUC. 1le 3GibIICHHES MOKe TIPH3BECTH 0 OiNbIl BHCOKOT
3aXBOPIOBAHOCT] Ta CEPHO3HMX /10303ANICKHHUX noGiunux eeKTiB, TAKAX 5K, JANEKHICTD BiJ] 103H.
Besneka 3acTOCYBAaHHA Ipinimxu® y moBinbHEX merabomnizaropis CYP2D6 BHKIHKAE ocobuBY
3aHEeNOKOEHICTh TIPH OJXHOYACHOMY npu3HAYeHH] 3 iHIMMA JIKAPCHKHMH 3acobamu, fKI MOXYTb
npUrHidyBaTH MeTabo1i3M HarOKCETHHY, TAKMMH 5K noMipsi Ta cHiIBHI HTiGiTOPH CYP3A4,




KniHiyHi XapaKTepHCTUKH.

Ioka3axHKA.

JlikyBaHHS EPEAYacHOL esxymsii (ITE) y nopociux wonoBikis BixoM Bin 18 10 64 poKiB.
Hpininxm® PEKOMEH/IOBAHO TPU3HAYATH TiNLKM TIANICHTaM, fKi BiAMOBIAAIOTH TaKNM KPUTEPIAM:
. naTeHTHWI YaC iHTpaBariHAIBHOI esKymIsuii (IELT) cTaHOBHTH MEHLIC HDK 1Bl XBHJIHHH,
* mepcucTyro4a abo MOBTOPHA esIKyJIATLIsL TicIs MiHIMaIbHOL CeKCYanbHOT CTHMYJIALT Nepe, mij 4ac
abo HezabapoM Micisl CTAaTEBOrO TPOHAKHCHHA, SKa mactae padime OaxaHoro i MalicHTa
MOMEHTY; :

- BupaxeHuil crpec abo TpyIHOLIl, W0 BHHHKAIA ¥ Mi’KOCOOHCTICHMX B3a€EMOBITHOCHHAX SK
gacnigok I1E;

 HeIOCTaTHI!l KOHTPOJIb 32 HACTAHHAM esKyJIAuii;

* [OYATOK HEpEIdacHOi esKyJIauii B GinpmocTi crpob 3AifiCHEHHs CTaTeBOro aKTy 3a octaHHl 6
MICSIIIB.

Tpinimxu® cnin npuiimary y pasi noTpedu TiILKH AK niKyBaHHs — Iepe] nepeabadyBaHuM CTaTeBIM
akrToM. llpimimku® He MOXHA NpHU3HAYATH Iy 3aTpUMKH ESKyISil JONOBiKaM, SKUM He oyB
nocrapneHuii aiaraos I1E.

ITpomunoKa3aHHA. _

. [ligBuuieHa YyTIMBICTb N0 AiKOYOi PEIOBHHHU aGo 10 Oyab-AKOi JOMOMDKHOI PEYOBHHH
Ipenapary.

- Cepuesa nenocraraicts (II-IV knaciB 3a NYHA).

- TlopymeHHs IPOBITHOCTI, taki sk AV-6nokajga abo CHHIPOM cnabkocTi CUHYCOBOTO BY3J1a.

- Bupaxena imemiuna xsopoba ceprs.

- BupaxeHa Baja Kianasis cepis.

- HasBHicTb B aHAMHE3i HETIPUTOMHOCTI.

. HassuicTs B aHaMHe31 MaHil 200 BaXKOT Jenpecii.

- OpjuouacHuii Tpuiiom iHTIGiTOPIB Monoamisokcuaasu (iuribiropy MAQ) abo AKIIO micis
IPUIAHEHHA 1X HPUAOMY npoiinuio MeHme 14 AHIB. 3acTocyBaHHA I'Ipinimlm@ CIIi
NPUNHHATY MOHaiMeHme 32 7 JHIB 10 NOYATKy Tepamii irriGiropamu MAO.

- OpnuouacHuil mpuitoM TiOpHAa3uHy abo MPOTArOM 14 gmiB micis 3aKiHYEHHS HOTO MPUKHOMY.
3acToCyBaHHA Tpinimxku® cix NpUnHHATH [oHaiiMeHme 32 7 JHIB 0 TOYaTKy Tepanii
TIOPHAA3UHOM.

. OnHovacHWii TpHifoM iHriGiTOpiB 3BOPOTHOrO  3aXOILICHHA cepoTOHiHY (CeneKTHBHI
inribiTopy 3BOPOTHOTO  3aXOIUICHHA ceporoniny  (CI33C), igribitopu 3BOPOTHOIO
3aXOIUICHHS. CEPOTOHIHY-HOPAJPCHANIHY (CI33CH), TPHIHMKIIYHI aHTHACTIPECAHTH (TLUA))
ab0 iHIIHX JTIKapChKUX 3acoiB/mpenapatisB POCIMHHOIO MOXOKEHHA 3 CEPOTOHIHEPTi4HOI0
jiero [raxux six L-rpuntodan, TpHITAHH, Tpamanol, iHe3omia, JiTill, 3BipoOiil 3BUYAKHUH
(Hypericum perforatum)] a0 mnpoTAroM 14 pgumip micis BiAMIHK JaHHX HiKapChKHAX
3acobis/mpenapatiB  POCIMHHOTO  MOXOJLKCHHA. Jlani  miKapchKi 3acoOu/mpenapary
POCTMHHOIO TOXO/UKEHHS HE e mpuifMaTy mpoTAroM 7 JHIB micns 3aKiH4EeHHS PUHOMY
Tpinimxu®.

- OpuouacHHil NpPUHOM CHIBHOMIIOUMX iHriGiTOpiB CYP3A4, takux SK KETOKOHA30I,
iTpaKoHa3oN, PHTOHABID, caxBinaBip, TemiTpOMiUMH, Hea3oaoH, nendinasip, arazaHasip
Tomo (B, po3in «B3aemozis 3 IHIAMU niKapchKUMH 3acobaMu Ta iHIIi BUOH B3aEMOJIi»).

- TlopymenHts dynxuii [IediHKHU CepeHbOoro abo BaXKoro CTyneH.

Biaemodia 3 inmumu nikapcekumu 3acobamu ma inwi eudu 83aEMO0IN.

DapMaKoOUHaMIYHI 830CMOOIL.

Mosk/TuBa B3aEMOJiis 3 iHrifiTopaMy MOHOAMiHOKCUJIA3H.

Mpu npuitomi CI33C y combinamii 3 iHTIOiTOpaME MOHOAMiHOKCH/@3: [OBiIOMIIANIOCS TIPO
BUHMKHEHHS CepHO3HHX peakuii, iHOZI 3 JIETATGHHM HACHIIJIKOM, AKi BKIIOYANHM Tineprepmiio,
DHTiHICTB; MIOKJIOHI0; PO3JIaly- BereTaTHBHOL, HEPBOBOI CHCTEMH 3 MOMNIHMBUM BUHHKHEHHIM
LIBHAKHX 3MIH SKATTEBO BaXKJIMBUX QyHKIH, a TaKOX 3MiH TICHXIYHOTO CTaTyCy, BKIIOYAIOHH
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nauienTis, Aki HenasHo 3aximauny npuitom CI33C i nouanu npuiiom inridiropis MAO. Bymu okpemi
BUNIAIKM i3 CMMITOMATHKOIO, 1O Haragye 3NOSKicHuA Helipormentuusuit cumapom. Jlani wwono
xombinosaroro 3acrocysanns CI33C Tta inriGitopis MAO, oTpumaHi B JOCIIPKEHHSX Ha TBApUHAX,
NAIOTH 3MOTY NPUIYCTHTH, WO Ui JiKapceki 3aco0M MOXYTH IiTM CHHEPriYHO, MiABUUIYIOUM
aprepiaipHMil THCK 1 BuUKIMKaoux 30ymxenns. Tomy Ipimizxu® He ciig 3acTOCOBYBaTH B
nocananti 3 inriGitopamu MAQ abo npoTsrom 14 muis micns ix BimMinm. lariGiropa MAO He crin
npuiMaTH NpOTAroM 7 JHIB Micis 3aKiHYEHHS IPUHOMY Ipinimxn®.

MoxiBa B3aeMOJIs 3 TIOPUIAZHHOM.

IIpuitoM TiOpMAasHHY CHPHYHHIOE MOAOBXKEHHS imTepBany QTk, 010 MOB'A3aHO 3 BUHHUKHCHHIM
BHP&XEHMX IUTyHOukoBux aputmii, Taki nikapceki 3acobu, sK Mpinimxu®, axi  isriGyiots
izodepment CYP2D6, imosipHo, iHriGyiors MeTabomism Tiopuaasuny. OUiKyeTsCs, IO NIBULIEHHHA
piBeHb TiOpMAAsuHy, SKMIi BUHMK B pesyibTari LBOro, NPU3BOJMTH A0 OUTBII BHPKCHOIO
noyoBxkenHs inrepsany QTk. Ipinimku® He cnim 3acToCOBYBaTH B IOENHAHH] 3 TiopHaa3uHOM abo
nporsroM 14 amis micis ¥oro Binminm. Tiopupasue He CNiX NPHHMATH TPOTATOM 7 AHIB micis
3akinuenHs npuitomy pinmimxu®.

Jlikapceki  3aco0m/mpenapaTd  POCAMHHOIO IOXOJUKEHHS 3 CEDOTOHIHEPriYHUM  BIUIMBOM.
Sx i y BUmamKy 3 CeleKTMBHMMM IHTiGiTOpaMi 3BOPOTHOTO 3aXOIUICHHS CEPOTOHIHY, cyMicHe
3acTOCyBaHHS 3  JIKapCBbKAMHM  3acofaMu/mpenaparamMu — POCHMHHOrO  IIOXO/DKCHHA 3
CepoTOHiHepriyHMM MexaHismoM Aii (Bkmowatoun imriGiropy MAO, L-tpuntodaH, TpunTanu,
tpamagon, minesonin, CI33C, CI33CH (cenekTuBHMMM iHTIGITOpDaM¥M 3BOPOTHOTO 3aXOIUICHHS
cepoToHiHy-HOpeninedpury), niTill Ta npemapatd Ha ocHoBi 3Bipoforo (Hypericum perforatum))
MOXE [PU3BECTH IO TiABHINEHHA 4YacTOTH CEepPOTOHIHOBMX edeKTiB. Mpimimxke® He cmix
3acTOCOBYBaTH B noenHanHi 3 inummmu CI33C, 3 inriGiropamu MAO, abo 3 iHmEMY JKapCbKHMH
3acoGaMu/nperiapaTaMi POCIHHHOTO NOXOUKEHHs 3 CEPOTOHIHEPTiYHHM MEXaHi3MOM nii aGo
npotsroM 14 i nicns ix Bigminu. IToai6HMM YMHOM, NaHi JiKapCchki 3ac061/3aC06H POCTHHHOIO
ITOXOKEHHS HE CJIiJl MpHHMAaTH IPOTAroM 7 JHIB IMic/Is 3aKiHYEHHs NPUHOMY Tpimimxu®.

Jlikapcoki 3aco0n. mio mirots Ha [THC.

CucremarTHyHa OL[IHKa MpUAOMY Hpinimm® CIIITBHO 3 JIIKApCLKUMHU 3ac0o0aMH, II0 JMiI0Th Ha HHC
(TakuMy K T[POTHENINENTMuHI NpEenapaTH, AaHTHACIPECAHTH, AHTHIICHXOTHYHI Mperapat,
AHKCIONITHKH, CHOAINHI [IpenapaTy 3 CeJaTHBHOIO J€l0), Y MALICHTIB 3 NEPeIIacHO0 eSKyIUIeio
He nposoaunacs. ToMy mpyu HeoOXiJHOCTI CHINBHOTO NPU3HAYEHH Ipimimxu® i maEux gikapehKux
3ac06iB pEKOMEHIYEThCS AOTPHMaHH 00ePEKHOCTL.

DapmarkoxinemuyHi 63a€MOO0IL.

Brompe Ha  (bapMakOKIHETHKY IANOKCETHHY iHIIMX JHKAapChKUX 3acobiB, sKi OpPH3HAYAIOTH
OJTHOYACHO.

JlocHifpKeHHs. in vilro TKaHMH IEYiHKH | HHPOK JIIOJMHH, a TaKoxX MIKPOCOM KHIIEYHHKY
BCTAHOBW/IH, WO JaloKceTwH Merabomisyetsess, B mepmy uepry, CYP2D6, CYP3A4 i
drrapinmonooxcurenasoo 1 (FMO1). Orxe, inriGiTopu mannx GepMeHTIB MOXKYTb 3HU3UTH KIIIPEHC
IATOKCETHHY.

Iariditopu CYP3A4.

CumbHoi04i iurifitopu CYP3A4. Ilpuiiom ketoxouasony (200 mr gsa pasu Ha n00y NpoOTArOM
7 muie) miasuutye Cmax i AUCinrmanoxceTury (oaHopasosa o3a 60 mr) sa 35 % i 99 % simnosinHo.
[0 CTOCYETBCS PO3MOALTY AKX BiIBHOTO JANOKCETHHY, TaK i JIECMETHIUIANOKCETHHY, Cmax aKTHUBHOL
dpaxuii Moxe 36inpmmuTHCS OpHOMA3HO Ha 25 %, a AUC akTuBHOI bpaxuii Moxe 30UTBLIATHCS
BBiYi Ipy mpmitomi crpHOAIIOUNX iHTiGiTOpiB CYP3A4.

Tlizermenns Cmax i AUC axtuBHOi dpaxiii Moxe 3Ha4HO 30LIbLIYBaTHCS y TNaUICHTIB 3
HemocratHicTio (yHkuionansHoro Gepmenty CYP2D6, 3okpema y crabkux MmeTaboizaTopiB
CYP2D6, aGo y mpy 0JJHOYaCHOMY 3aCTOCYBaHHI 3 cunbHOAi0uMMY iHTiGiTopamu CYP2D6.

Tomy omsouacumii npmiiom Ilpimimxe® 1 cmisHogirounx imribitopis CYP3A4, Takux sK
KETOKOHa30JI, iTpaKOHA30/, PHTOHaBIp, CaKBiHaBip, TeNITPOMINKMH, He}A30IOH, Hendinasip 1
aTa3aHasip, MPOTUIIOKA3AHHH.

Inri6itopu CYP3A4 cepeiHbOI Ail.

Oproyacuuit mpuitom Ipimimxu® Tta iariGiropis CYP3A4 cepennboi Iii (Takux sK €pUTPOMIIHH,
KIApUTPOMILH, (IIyKOHA3071, aMIpeHasip, (ocaMmITpeHasip, ampenitasr, BEpanamil, Auiriazem)




TaKOX MOXe IPH3BECTH [0 BHPakKeHOro 30IMbIUCHHS  EKCHO3MI]  JAmOKCeTHHy i
JECMETHIIANIOKCETHHY, 0c06IHBO y cnabkux merabonizaropis CYP2D6. [1pu cymicHoMy npHioMi 3
Oyab-SKAM 3 IMX MIPEnapaTiB MaKCHMAIIbHA 1032 JanOKCeTHHY NOBHHHA CTAHOBUTH 30 mMr.

Lle crocyeThes BCiX MAIli€HTIB, KpiM THX, SIKi 32 pe3yibTaTamu reHo- abo (eHOTHIyBaHHS Oymu
BimHeceni Jo Tpymm akTHBHEHX MerabonisatopoB CYP2D6. Tlamienrtam, siki HajieXaTh JO TPYIH
akTuBHEX Merabonizatopis CYP2D6, peKkOMEHIYEThCS MaKCUMAaIbHA 1032 anokceThy 30 Mr mpH
cymicromy mpuiioMi 3 cunbHogiounM inribiropom CYP3A4. Im cnin noTpumysatucs oGepexXHOCTI
TIpM CyMiCHOMY Tpuitomi nanokcetuny B go3i 60 mr i inriGitopy CYP3A4 cepeanboi ail.
Cumpnomiroui inribitopy CYP2D6.

Cmax i AUCinf nanokcetny (ommopasosa no3a 60 mr) 3pocraioTh Bimmosigao ma 50 % i 88 % y
npucyTHOCTi piyokceruny (60 Mr/moby mporaroM 7 auis). 1o crocyerscs pO3INOJLTY SIK BUIBHOTO
JATOKCETARY, TaK i JecMeTHIaanokceTuny, Cmax AKTUBHOT (pakuil MOXKe MiIBUIIMTHCS NPHOIH3HO
Ha 50 %, a AUC aktuBHOI ¢pakuii Moxe INiIBMIMTACS BABi4l NPH CyMICHOMY mpHHOMI
cunsHOiI0umX iHriGitopisB CYP2D6. Jlane migpumenss Cmax i AUC axTuBHOi ¢paxuii aHanoridHe
ouikyBaHoMy y cnabkux MeraGonizatopis CYP2D6 i Moxe CNpHUYHHHMTH MiABHIICHHA 9acTOTH i
TSOKKOCT] OBIYHHUX peakxitii, Mo 3aIeXaTh Bl J03H.

Inribitopu PDES.

INanienTam, sixi npuiiMaroTs inribitopu PDES, He ciix npuiiMati Ipinimku® y 38'13KY 3 MOXIIHBAM
SHHXKCHHSM OpPTOCTATHYHOI TOJEPAHTHOCTI. byjia mposeieHa OLiHKa ¢dapMaKOKiHETHKH
namokcetary (60 mr) B xomGimamii 3 Ttamanadimom (20 mr) i cumpenadimom (100 MI) ¥
NepeXPecHOMY IOCiKEHH] 3 MPUIIOMOM TIpenapary B OJHOpa3oBii f031. Tanamadin He BIUIMBAB Ha
dapMakokiHeTHKY Jamokcerudy. CuimeHadin CHpUYMHAB JErKi 3MIHH (hapMaKOKIHETHKH
nanokceruny (migsumenns AUCins na 22 % i nigBumerHs Cma Ha 4 %), 5Ki, iMOBipHO, HE €
KJIIHIYHO 3HAYYUIMMH.

Cuinsanit npusiom Ipinimxu® ta inriGitopis PDES Moe BHKIMKATH OPTOCTATHIHY rinoTeHs3iio.
Edextusnicts Ta be3neka Mpinimxu® 418 NamieHTiB 3 MepeNYacHOl0 eAKyJAIIE0 1 epeKTHIBEHOIO
JucyHKIIE0, AKi OHOYACHO IPHAMAIOTh Hpinim«n® Ta inribitopu PDES, He BcTaHOBMEHI.

BIIMB JaNOKCETHHY Ha hapMaKOKiHETUKY OJHOYACHO MPU3HAYEHHX IHIIUX JIIKaPCHKHX 3aCO0IB.
Tamcyno3uH.

OnHoyacHuit IpUIOM MpenapaTy B OJHOPA30Bii no3i abo B Garatopazosnx nosax 30 Mr abo 60 mr
nauieHTAMH, AKi TpuilMand Tamcylo3dWH y xoOosifi mosi (0,4 Mr), He BHKIHMKAe 3MiH
dapmakoKiHeTHKH OcTaHHBOro. OJHOYaCHUH IPHHOM [AlIOKCCTUHY i TaMCyJIO3UHY HE BUKIIHKAE
3MiH oprocTaTHyHOro mpodimo Ta 3MiH OpTOCTATHYHUX eQeKTIB MpH NOPIiBHAHHI TIpHHOMY
TaMCyT034HY B Kombinauii 3 nanokceTnsoM B 103i 30 a6o 60 mr i mpuitoMy TiBbKH TaMCYJIO3UHY.
OxHak Tpu mnpusHadeHHi Ilpimimxku® naumieHtaMm, sKI IpHEMAalOTh AHTArOHICTH aibda-
QJPEHOPELENTOPiB, CIij AOTPHMYBAaTUCS OOEPENKHOCTI y 3B'S3KY 3 MOXIMBAM 3HIDKCHHAM
OpTOCTATHYHOI TONEPAHTHOCTI.

JlixapchbKki 3acobu. mo Merabouizyrotees CYP2D6.

IIpuifoMm jpanokceTHHy B Oaratopa3oBux nozax (60 mr/no0y mpoTarom 6 nHiB) 3 NOJANBIIHM
OIHOPa30BHM NpuiioMoM S50 Mr Ae3WnpaMiHy IpPHBIB 10 MiIBHIICHH cepemtbOi Cmax 1 AUCinr
Ae3unpaMidy BigmopimHo Ha 11 % i 19 % nopiBHSHO 3 NPHHOMOM OIHOrO JIHIIC JIe3unpaMiny.
JIanOKCeTHH MOXe BHKIMKATH 10/(i0He MiJBUIICHHS KOHUEHTpPALI B Ia3Mi IHIIKX Npenaparis, Mo
meraGomizylorbcs CYP2D6. MmosipHo, me He Mae BaXIUBOTO KJIHIYHOIO 3HAYECHHA.
Jlikapceki 3acobu, mo metaGomnizyiorees CYP3A4.

BararopasoBuii npuifom nanokcetuny (60 mr/moOy mporsroM 6 JIHIB) NPU3BIB O 3MEHUICHHS
AUCins Mizasonamy (ozaopasoBa nosa 8 Mr) npubmmsso Ha 20 % (mianason Big 60 mo +18 %).
MmoBiprO, mns GinblocTi mamieHTiB JaHui edexT moIo Mifja3onaMy 3HAYMMOTO KIIHIYHOTO
spauenHs He mae. Ilimsumenns axtuBHocti CYP3A MoKe MaTH KiiHiYHE 3HAYCHHS Yy JCAKUX
NAIEHTIB, SKi OJHOYACHO IIPHIMAIOTH JIKapChKHit 3aci, mo MeTabomi3yeTbes NepeBAXHO CYP3A 1
Ma€e By3bKHH Jiana3oH TepaneBTUYHO]I Mii.

JlikapchbKi 3acobu. 1mo mertabomizyrorbes CYP2C19.

TIpuifomM nanokceTuHy B Garatopasosux jgo3ax (60 mr/moy IpoTAroM 6 nHiB) HE NPH3BIB IO
iHriGyBanns MeTabosi3My TIpH OAHOPa30BOMY mpuiomi 40 Mr omenpasony. VIMOBipHO, JanOKCETHH
He BIUIMBac Ha (hapMakokineTHKy inmmx cybcrparis CYP2CI19.
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Jlikapepki 3acobu, mo metabonizyiorbes CYP2C9.

IMpuitom nanokcetwHy B OaratopazoBux posax (60 mr/moGy IpOTArOM 6 nHIB) He BIIMHYB Ha
¢apmaxoxineTuky abo bapMakoIBHaMIKy IpH OQHOPAa30BOMY NpHIOMI 5 M rmiGypuay. I/[MOBlpHo
IIAIIOKCETHH He BIUTMBAc Ha papMakokiHeTuKy iHiux cybcrparis CYP2C9.

Bapdapus i mikapchbki 3aco6y, 110 BIVIMBAIOTL Ha 3ropranHs KpoBi Ta/abo dymkuilio TpoMOonuTiB.
Jauux momo owiHKH edeKTy peryJsipHOro NpHiioMy BapgapuHy Ta JAllOKCETHHY HEMAaE; TOMY
PEKOMEHIYETHLCS JOTPUMYBATHCh OOEPEXHOCTI TpM 3aCTOCYBAHHI JAIIOKCETHHY MallieHTaM, SKi
noctiikHo npuiiMarote Bapdapus. Ilpu mocnimkenHi ¢apmakokiHeTnku jamokceTHH (60 mr/moOy
npoTsaroM 6 AHIB) He BILIMHYB Ha (apMakokiHeTHKY abo ¢apmakoxmHamiky Bapapuny (IIT abo
MHO) npu oxHOpa30oBOMY IpHIHOMI 25 MI' OCTAHHBOI'O.

[MoBimoMIIsLIOCS ITPO KPOBOTedl y 3B'A3KY 3 mpuitomom CI33C.

Eranon.

OnHoYacHUH IPUHAOM €TaHONY B OJHOPa30Bil 1031 0,5 r/Kr He YMHHUB BIUIMBY Ha (PapMaKOKIHETHKY
nanokceTHHy (Mpu OAHOpPazoBoMy npuiiomi 60 Mr mpenapary); OHaK NANOKCETHH B KoMOiHauii 3
ETaHOJIOM IiJICUITIOE COHJIMBICTD i 3HAYHO Moc1abimoe nuisHicTs. @apMakogUHaMiyHl BUMIpIOBaHHS
nopyuieHb KorHiTuBHOI (GyHKLIi (TecT Ha wWBHAKICTL U(POBOI yBar#, TECT 3aMiHH IH(POBHX
CHMBOJIIB) BUSBMJIM TAKOX HASBHICTL aJUTHBHOTO e(peKTy NpH CyMiCHOMY NPHHAOMI JAmOKCETHHY i
eranony. OgHOYacHM IpUIOM aIKOrom0 i JanoxceTHHY 30UIbIIye MMOBIPHICTE DO3BHTKY abo
TAKKICTh MOOIYHMX peakuiil, Takux sK 3allaMOPOYEHHS, COHJIMBICTb, YIIOBIIPHEHHS IUBHIKOCTI
pednekcis a6o MOpylweHHs 3JaTHOCTI MPaBAIBHO OUiHIOBaTH cHUTyaliro. Iloemmanus aikoromo i
JANOKCETHHY MOX€ NOCHIMTH jaaHi edextu, mop's3aHi 3 NPUAOMOM AIKOTONIO, @ TAKOXK MOXKE
30INMBIIMTH WMOBIDHICTH pPO3BUTKY Takoro HeHpoKapAioreHHOro HeOaxaHoro sBHING, 5K
He]’IpHTOMHiCTb HiJBUHINYIOUM TAKHM YHHOM pH3UK OTpPMMAaHHS BHIGAKOBOI TPaBMH; TOMY
namemam NOTPiOHO PEKOMEHIYBATH HE BXHBATH AIKOTONb IPOTAroM JIKyBaHHS NPENapaToM
lenm)KH

Ocobnugocmi 3acmMocyGaniA.

3aranbHi pekoMeH1alii.

Ipinimxu® HeoOXiAHO NMpH3HAYATH JMLIE YOJOBIKAM 3 NepeqdyacHOl0 eAKYIALI€l0 (AuB. PO3MiN
«ITokazauasa»). Ilpinmimxun® He cnin npusnadatH donoikaM, y skux He Oyma jJiarHocToBaHa
nepequacHa esxkymsiis. He Gyna BcraHoBleHa Oe3neKka 3aCTOCYBaHHS 1 HEMA€E JAHUX PO BIUIMB Ha
3aTPUMKY eSKYIsiilii Y YOJIOBIKiB, SKi He MalOThb NEepeAYacHol eAKy ALl

Innn hopmu cekcyallbHHX PO3J1aIiB.

Jlo moyaTKy niKyBaHHs HAUi€HTH 3 iHMMH (GOPMAaMH CEKCyalnbHUX PpO3JIaiB, BKIHOYAKOYH
epeKTIIBbHY AMCHYHKIIO, MoBHHHI OyTH peTensHO obctexeni mikapamu. Ilpitimkn® He cmix
3aCTOCOBYBATH 4OJIOBiKaM 3 epekTuiabHO0 auchyuxkuiero (EI), sxi npuiiMarots inribiropu PDES -
¢ocdoaiecrepazu-5.

OprocTaTHYHA rinoTeHsis (rinoToHis).

I[lepen moYaTKOM NiKyBaHHs HEOOXiJIHWN peTeNbHMH MEIMYHHH Orisaj JiKapeM, y TOMy YUCITi
aHAMHE3 OpPTOCTATHYHHX BHNAAKIB. BUKOHATH OPTOCTATWYHMI TeCT N0 IOYAaTKy Tepamii
(apTepiaNbHHI THCK i 4acTOTa IYJILCY, y TOJOKEHHI JeXaud, Ha CIHMHI i crTosum). Y pasi
3aJI0KyMEHTOBAHOr0 anamHesy abo IiZo3proBaHOl OPTOCTATHYHOI peakuii 3acToCyBaHHS pinimxn®
CITiJl YHHKATH.

V knigiuEEX BUMpPOOYBAHHAX ITIOBIAOMIISETHCA [PO OPTOCTATHYHY rimoTeHsiio. Jlikap moBHHEH
IPOKOHCY/IBTYBATH MAli€HTA 3a3aJI€ri/lb, 100 PH HasBHOCTI IPOAPOMATEHUX CAMIITOMIB, TAKUX K
3aIIaMOpOYeHHs, HEBIOB3i MiC/1s TOro, K MNALIEHT MiJAHABCS, TO C/IiJ HEraliHo JIATTH Tak, o6 rojosa
3HAXOJMIACS HHIKYC, HIX IHIII YacTHHM Tija, a0o cicTu Tak, mob rojosa Oysa MiX KoJiHaMu, ITOKH
CHMIITOMM He NpoiayTs. IlanicaTy He CIIiJ WBUAKO MiAiMaTHCA MIC/S TPHBAJIOIO JIeXKaHHS abo
CHIIIHHA.

CamoryOcTBO/CYITIMIaNbHI JIYMKH.

AnTuzenpecanty, Bxmodaroun CI33C, y nopiBHsHHI 3 mnanebo MiABHUIYIOTh PH3KK, BUHHKHEHHS
cyIIMIaNBHAX. TYMOK i CyiLHIAIBHOT MOBEAIHKK .y KOPOTKOCTPOKOBUX JOCTIDKEHHAX y JiTeH Ta
MUNTKIB 3 BEJMKMMH JEIPECHBHHIMM Ta iHIIMMHM NCHXIYHHMH po3nagamy. KopoTKocTpoxosi
JOCHIDKEHHS HE CBifuaTh Tpo 30INBIICHHS PU3MKY CXIVIBHOCTI 70 camoryOcra y pasi




3aCTOCYBAHHS AHTH/ICTIPECAHTIB NIOPIBHAHO 3 ImIanebo y I0pOCIiX BIKOM Bif 24 pokiB. Y KIiHIYHHX
BHIIpOOYBaHHAX 3aCTOCYBaHHS Ipinimxu® s nikysanHs nepegdacHoi esxynsuii He Oyno YITKHX
CBil9eHDb [P0 BUHUKHEHHS CXMIBHOCTI N0 CaMOry0dCTBa Tijl Yac JIKYBaHHSA MPENapaToM B OlIiHII
MOXIMBHX MnoOiummx ili, omimeHmx Bianosimmo g0 KomyMOikcbKol Kknacudikanii OUIHKA
camory6ersa (C-CASA), mxanu MourtroMepi-Acbepra OuiHKA menpecii a60 MIKaTH OMIHKH Aenpecii
Bexka - II.

HenpHTOMHICTB,

[NanieHTiB CIiZ mONEpeINTH, 00 BOHM YHHKAIM CUTyallil, SKi MOXKYTh TPU3BECTH N0 BUHHKHCHHA
TpaBM, B TOMY YMCIi KepyBaHHs aBTOTpaHCIOpTOM a6o ekcITyaTanii HeOe3nedHHX MEXaHi3Mis,
OCKiTBKH MO’K€ BHHUKHYTH HETPHTOMHICTL 260 MPOAPOMAIbHI CHMITOMY, TaKi K 3allaMOPOYCHHS
abo mepeHENPUTOMHMIA CTaH. :

TTOBiZOMISUIOCS PO MOXIHMBE BHHUKHEHHS MPOJAPOMANbHMX CHMITOMIB, TaKHX $K HYJOTa,
3anaMOpOYCHHA/IEPETHENPUTOMHEIH CTaH | NOTOBHIINEHHS, SKi gacTille CHOCTEpIraloThes Y
nauiesTiB, axki npritvmamu Hpinimxu®, nopisusHo 3 mane6o.

V kniHiuHMX BUTIPOOYBAHHSIX BUMAIKY HEMPUTOMHOCTI XapaKTEPHU3YIOTHCS BTPATOIO CBIJIOMOCTI IIPH
Gpamukapnii aG0 NPUIHHEHHI aKTHBHOCTI CHHYCOBOTO BY3Ia. Taxi BHNaAK#d CIIOCTEPIraroThCs y
NAuieHTiB, O NpoHmuTH XonTepiBchbkuit MoniTopunr EKI', Ta BBaXalOTh Ba3OBaraibHHMH B
eTionorii, aje GiNpWicTh BANAAKIB Binbymucst IPOTSroM IepwkX 3 FOIMH MiCKsd MPHAOMY nepLoi
11034 TIpenapaTy ab0 NOB'A3aHi 3 MPOIeypaMy AOCIIDKEHHS B yMOBaX KIiHIKE (Hanmpukiam, B3ATTS
KpOBi HAa aHaTi3 Ta OPTOCTATHYHI NMPOUEAYDPH, BUMIpIOBaHHA apTepiapHOro THCKY). MoXUIHBi
MPOAPOMAIILHI CHMIITOMM, TaKi SK HY/IOTa, 3alIaMOPOUCHHA, TepeIHENPUTOMHUI CTaH, CepueduTTs,
¢nabKicTh, CIUIYTAHICTL CBLIOMOCTI Ta IIOTOBHALICHHS, AKi 3a3BHYAH 3’ ABIISUTMCA NMPOTATOM MEPINHX
3 romuH IHCIA BBEJEHHS MO3W TA 9ACTO iM TepelyBaia HeIPHTOMHICTh. [lallieHTiB noTpibHO
npoinopMyBaTH PO HMOBIPHICTH HENPUTOMHOCTI B OyAp-ikul 9ac 3 a6o 6e3 mpoJApOMalBHUX
CHMITOMIB MiA yac JiikyBanes npemaparoM [1pinimpxu®. Jlikapio ciiilf IPOKOHCYTBTYBaTH nanieHTiB
NpO BaXJTMBICTh MiJTPUMKH aleKBaTHOI Tigparauii i mpo Te, AK pO3IIi3HATH NPOAPOMAIbHI O3HAKM Ta
CUMIITOMY, 00 3MEHIUMTH WMOBIPHICTE OTPUMaHHs CEPHO3HUX TpPaBM, MOB'sI3aHUX 3 MAJiHHAM Y
3B'13Ky 3 BTPATOIO CBiZOMOCTI. SIKINO HalieHT BidyBae NPOAPOMAIbHI CUMIITOMH, TO BIH MOBHHEH
HeraliHO JISTTH TakK, W00 rojoBa 3HAXOMMiIacs HIKYE, HIXK iHIOl YacTHHY #Horo Tiza abo CICTH Tak,
06 rojioBa 3HaxXoAMIacs MK KOJiH, IOKM CHMITTOMH HE MHHYTh.

TlamieHTH 3 CEPUEBO-CYNMHHUMY QAKTOPAMH PU3HKY.

[laiieHTH i3 CepUCBO-CYJHHHAMY 3aXBODIOBaHHAMY OyiH pukirodeHi 3 Gasu 3 KIHIYHEX
BHNPoOyBaHb. PU3MK HECTIPUATIHBUX CEPUEBO-CYIMHHMIX HACJIIZKIB BiJl HENMPHTOMHOCTI (cepueBa
HENPUTOMHICT, i HENpUTOMHICTL Bill IHIIMX IIPUYHH) 3GUIBIIYETBCS Y XBOPHMX 3 OCHOBHHMH
CTPYKTYPHHMH CEPLEBO-CYAMHHUMM 3aXBOPIOBAHHAMH (TAKHMH K, JOKYMEHTaIbHO niATBEepIKEHE
YTpY/HEHHS BiATOKY, KJanaHHI BaJld Cepus, KapOTHIHHI CTEHO3 Ta imemiuna xsopoba cepus).
IcHye HenoCTaTHLO JAaHMX JUIS BU3HAYCHHSA, YH MOWIMPIOETECH IIC MiJIBUUICHHA PH3HKY
Ba30BaraTBHOI HEIIPUTOMHOCT] Ha HALIEHTIB 3 CEPLUEBO-CYIMHHUMHU 3aXBOPIOBAHHAMM.
3acToCYBaHH 3 pekpealliiHIMU IIpenapaTaMH.

[lamieHTaM He ciiji peKOMEHIyBaTH BUKOPHCTOBYBATH Ipinipxu® B KomGiHalii 3 pekpeauiiHUMK
Ipernaparamy.

Pexpeauiiini npenapatd (HapKOTHKH) 3 CepOTOHIHEPriYHO AaKTHBHICTIO, TakKi K KeTaMiH,
merunenmiokcumeramperamin  (MJIMA) i pietunamin niseprinosoi kucnotu (JICI), MOXyTH
NpUBECTH 10 TNOTEHWIHHO CcepHO3HMX peakuiit mpu sactocysanni 3 [lpimimxu®. i peaxuil
BKIIOYAIOTH, ANe He OOMEXYIOTbCS APUTMICI0, TiIePTEepMIi€r0 i CEpOTOHIHOBMM CHHIPOMOM.
3acToCyBaHHS Hpini}lmﬁ@ 3 peKkpeauiiHHMM Nperaparamy, o MaloTh CeNaTHUBHI BJIACTHBOCTI,
TAKUMH K HAPKOTHKHM Ta GeH30ia3eniny, MOKe 36UIbIIUTH COHIMBICTD i 3ar1aMOpOYEHHS.
[ToenHaHHsT @IKOTOMIO 1 JANOKCETHHY MOXE MOCHIMTH NoB'A3aHi 3 TPUHOMOM AaNKOTOJIIO
HEHpPOKOTHITHBHI €(eKTH, a TaKOX MOXE MPH3BECTH A0 MOCUICHHA HeHpOKapAiOreHHOro
He6aaHOIro SBHINA, TAKOrO AK HENPUTOMHICTH, MiABHINYIOYH TAKHM 4YWHOM PH3MK OTpHMAaHH:A
BUMAJIKOBOI TPABMH; TOMY TauiedTaM MOTPiOHO PEKOMEHIYBAaTH HE BXHBATH AIKOTOJE IPOTATOM
JIKyBaHHS [PEnapaToM Tpimimxu®.




Hpimimxu® cnix npusHauatd 3 0GEpeXKHICTIO HaiieHTaMm, SKi NpUiiMaloThH JiKapceKi 3acobH 3
Ba30MIATANIMHAMYE BJACTHBOCTSMHM (HAIPHKJIA] AHTATOHICTH anbha-agpeHepriyHux PelenTopis i
‘HITpaTH), y 3B'3KY 3 MOX/IABOK 3HHXCHOIO OPTOCTATHIHOIO TOJEPAHTHICTIO.

ManiakanbHHI CHHIPOM.

Ipinifxkp® He cNiJ NpPU3HAYATH NAUIEHTaM, y SKHX B aHaMHe3l HasgBHUM MaHiaKaILHUA
curapoM/rinoMaris abo OimonspHUM apexTusHHH poznaj. HeoOXigHO NPHIHHHTH npuiioM
npenapary, SKUIO TPOSBIISIOTHCS CHMITOMM LHX po3nafis.

EninenTuynuil HanaL.

V 3p's3ky 3 BnacrtuBocTsamu CI33C 3HMmKyBaTH cynomHuull OPIr y OyAb-AKOrO MAllieHTa, npuiiomMm
Tpinimxu® clil NPUIHHATH, SAKUIO CHOCTEPIraeThes eninenTHYHUN Hanayl. XBOpUM 3
HecTabiIbHOO eMNIENCi€l0 ClTiJl YHUKATH 3aCTOCY BaHHA Tpimimxu®. Ciij peTeNbHo CrocTepiraT 3a
NaLicHTaM# 3 KOHTPOIBOBAHOKO IILIEIICIE0 111l Yac JIiKyBaHHS l'lpini,u}lcn@.

Ienpecis Ta/a60 NCUXiYHI PO3Ja/IH.

UoOBIKIB 3 OCHOBHEMH 03HAKAMH T4 CHMIITOMaMH Jenpecii e OILiHIOBATH JIO MOYATKY JIKYBaHHS
TMpinimxu®, mo6 BHKTIOYATH HemiarocToBani nenpecuBHi posnamm. KombGinopae MKYBaHHS
pinimxu® 3 aHTHAENpecaHTaMu, y TOMY gueni CI33C ta CI33CH, nporumokasano. He
PEKOMEHY€ETCS PUITMHEHHS JIIKYBaHHS nocTiiinoi perpecii abo TPHBOrM 3 METOO iginiroBaHHs
npuitomy [pimimxu® s nixysaums ITE. Ilpiniku® He peKOMEHI0BaHKH JUISl JIIKYBAHHS HCHXIYHHX
posnazis, HOro He CJIiJi 3aCTOCOBYBATH qonoBikaM 3 TakUMH poO3NagaMu, sK musodpeHis, abo THM,
XTO CTpaXJae iMOXOHIPIEKD, OCKLIBKH NOTipIIeHHS CHMITTOMIB, NOB'SI3aHAX 3 JIETIPECICI0, HE MOXKE
6ytn BukmoueHo. Ile mMoxe Oyru pe3ynpbTaTOM OCHOBHOIO ICHXiYHOrO po3nany abo HacHiIKOM
Tepanii ikapcekuM 3acobom. Jlixapi [IOBHHHI 3a0X04YyBaTH IAaUi€HTiB NOBIAOMIATH NPO Oynb-aKi
TPUBOXKHI JIYMKH 94 TIOUYTTA B Oy/Ib-sKHH Hac. SIKIIO 03HAKH i CHMIITOMHE J€Tpecii BUHMKAIOTH ITiJ
yac JKyBaHHS, OpHioM penapary Ipinimxu® HEOOXiNHO IPUIMHATH.

Kpogoreda.

IcHYFOTH IOBLIOMJIEHHS NIPO MOPYIIEHHA reMOocTasy npi sactocysanni CI33C. Cri 3 0bepexHicTio
npuiiMaTi pinigxu®, 0co6IMBO OHOYACHO 3 JIKAPCHKUMHE 3aco6aMu, SKi BIUIMBAIOTE Ha QyHKIIO
TpoMOONMTIB (TAaKMMH SK aTunoBi HeliponenTuku Ta (EHOTIA3HHH, aleTWICANIIIIOBa KHCIIOTA,
HecTepOiani IMpoTH3anaibHi penapaTy, anTaTpoMBOIMTApH] IpenapaTy), ab0 3 aHTUKOArYIIHTAMH
(manpuxnan sapdapuH), a TAKOXK Y pasi HASBHOCTI B aHAMHE31 KpOBOTedi ab0 po3naiB Koarysii.
HupkoBa HENOCTATHICTE.

Tpinimxu® He peKOMEHTYETHCS UL 3aCTOCYBAHHS XBOPHMH 3 THKKOXO HHPKOBOIO HEAOCTATHICTIO
noTpibHo 3 00EPEeKHICTIO NPHAMATH namiesTaM 3 JIETKAM Ta TOMIPHMM MOpPYIICHHAM byuxnii
HHUPOK.

CunipoM BiIMIHY pUIOMY TIPENapary.

Piske NpUIMHEHHS NOCTIHHOrO NpUioMy CI33C mns TiKyBaHHS XPOHIYHMX JIETIPECHBHUX po371aAiB,
4K TIOBIIOMJISETHCS, TPU3BOAMTH O TAKMX CHMITOMIB: AMCOOpUYHUH po3iar, JpaTiBJIUBICTE,
36y oKeHHs, 3a1aMOPOYECHHS, NOPYLICHHS qyTHAMBOCTI (HanmpHKIal, napecTesis, Taka SK UyTIHBICTH
10 yAapy €NEeKTPUYHHM CTPYMOM), TPHBOTa, CTULyTAHICTh CBiIOMOCTi, FONOBHAHA Oifb, MJISIBICTB,
eMomiiHa nabipHicTh, 6e3COHHS i rinoMaHis.

TMonsiiiHe climne KiiHiuHe MOCHIKEHHS 32 Y4acTHO mamicaris 3 [1E, mpu3HadeHe S OUIHKH
CHHZIpPOMY BiIMiHH TpuiioMy mpenapary DIOJHS IPOTATOM 62 nuis abo npu HeOOXiTHOCTI NO3yBaHHA
60 mr Ilpimimxu®, mokasano cnabki cEMITOMH abcTHHEHLII 3 OLIbll BHCOKOK 4acTOTOIO
BHHMKHEHHS Oe3COHHS 1 3aTaMOpOUeHHs y MAIieHTIB, AKi MEPEHIUIH Ha nnanebo mics MOASHHOro

npuiioMy npenapary.




3axBOpIOBAHHS OPraHiB 30DY.

3acrocysanns [Ipinimxu® Gymo nop's3ano 3 moGiuHuMH edektamu 3 GOKy OpraHiB 30py, TAKHMH 5K
mizipias Ta 6i1p B ouax. Ipinimku® cnig 3acTocoByBard 3 00EPENHICTIO NALIEHTAM 3 ITiABHIICHHM
BHYTDIIIHBOOYHUM THCKOM a00 3 pH3MKOM BUHUKHEHHS 3aKPUTOKYTOBOI TJIayKOMH.
HenepeBocHMICTh JTAKTO3H.

TlagieHTH 3 PIAKICHUMH CHAJKOBAMHA NpoOaeMaMu HENepeHOCHMOCTi TranakTos, Aedinmrom
nakTasu abo CHHAPOMOM MaibaGcopOIii rIFOKO3H-TAIAKTO3M He IOBUHHI NPMAMATH LI€i Ipernapar.

3acmocyeannsa y nepiod sazimunocmi abo 200ysanna zpyooio.
Jlikapcwkuii 3aci6 3aCTOCOBYETbCS HYOJIOBIKAMH.

30amuicmy nAUEAMU HA WEUOKICMb peaKyii npu Kepyeanui asmompancnopmom abo iHwumu
MEXAHIZMaMU.

Ipinimxku® Mae vesHaynwit abo MOMIpHHH BIUIMB Ha 3JATHICTH 4O KePyBaHHs TPAHCIIOPTHHMH
sacobamu a60 iHWMMK Mexamismamu. [lpu npoBefeHHI KIHIYHMX BuUIpoOyBane y oci0, sxi
npuiiManM JAOKCETHH, MOBIIOMILIOCS NP0 BHHHKHEHHS 3allaMOPOYEHHs, NMOPYIUCHHS YBaru,
HENIPUTOMHOCT], PO3MUTOCTI 30py i connuBocti. Tomy NamieHTiB NOTPIOHO NOMEPEAMTH IIPO
HeoOXiMHICTh YHUKHEHHS TPaBMOHEOE3NeUHNX CATYAIlil, BKIIOYAIOUH YIIPaB/IiHHS TPaHCIOPTHHMH
3acobamu Ta 00CIyroBYBaHHs MEXaHI3MIB.

Chroci6 3acmocysanHa ma 003u.

PexoMeHIOBaHA TIOYATKOBA 1034 JUIs NAicHTiB BikoM B 18 no 64 pokiB craHoBuTh 30 MT, SKY CImij
npuitMaty 3a 1-3 rouHu 10 nepenGavyBaHOro cTaTeBoro akry. JliKyBaHHs IpenapaToM pinizxu®
He MOXHa mouuHaTi 3 1031 60 mr.

Ipinijpxu® He npuznadeHuit TS MOCTIHHOTO MOEHHOTO 3aCTOCYBaHHA. Hpinimxn® cnig npuiimaty
TiIBKE Y pa3i mepenGadyBaHoro craresoro akrty. Jlikapcekuit 3aci6 He cnin npuiiMaTy qacTille HIXK
yepe3 24 roguHM.

Sxumo iHAMBiAyanbHA peakiis Ha npemapar B 1o3i 30 Mr HexocTaTHs i y nanieaTa He 610 mOOIYHUX
peakiiii cepelHBEOro ab0 THKKOTO CTYNEHs, a TAKOXK MPOJPOMATEHUX CHMIITOMIB, IO JAiOTh 3MOTy
TIPMIYCTHTH MOMIMBUH DPO3BUTOK HENPHTOMHOCTI, [I03y MOXHA MIIBHUIIATH IO MaKCHMAaJIbHOI
peKoMeHzoBaHoi 1034 60 Mr, sKy Ciij mpuiiMaTH y pasi moTpebu npubmmsHO 32 1-3 romguHH IO
cTaTeBoro akTy. Yactora i TSKKicTh NOOIYHHX peakilii mpu NpuiOMi mperapary B no3i 60 mr
HiBUIIYETHCA.

SIKIno y mamieHTa BUHHKIA OPTOCTATHYRI peakuii micis npuifoMy mpenapary B II09aTKOBi 1031, He
PeKOMEHJOBAHO TinBumiysaTd o3y Jno 60 wmr. He cnig nepeBumyBaTé#t MaKCHMAalbHy
PEKOMEHIOBaHY J103Y.

Heobxianuil peTenbHuUii aHaNI3 IepeBard KOPUCTI HA/l MOXJIUBUM PU3UKOM IIpU npuioMi npenapary
Ipinimxu® micns nepmmx 4OTUPHOX THKHIB NiKyBauHs (200 mpuHAlMHI micis 6 mo3 NiKyBaHH:),
1106 BH3HAYMTH, Y4 JOLIIBHO [IPOJOBXKYBATH JIIKyBaHHA IIPETapaToM Hpimimxu®.

Jlani, mo cTocyloThes eeKTHBHOCTI Ta Oe3leKH NpuidoMy mpenapary Ipinimxu® npotsrom moHan
24 Twxuis, obmexeni. KiiHiua HeoOGXimHiCTh NPONOBXEHHS JiKyBAaHHA Ta CIIBBIAHOIICHHS
pU3WKY Ta TNepeBar JHIKyBaHHS [pimimxu® noBuHHI mepernsiaTHcs NPUHAKMHI KOXHI LICTH
MiCALiB.

Hayienmu nimnvo20 6iky (nonao 65 poxis).

EdexTuBHicTs Ta Oe3neka IpHAOMY Ipinimxku® He Gyna BCTaHOBEHA U MAUIEHTIB BIKOM BiX
65 poxiB.

Hopyuwenns GyHxyii HUPOK.

[Ipu npmifomi mperapaTy Nali€HTaMH 3 TOPYLICHHSM dyHKuii HUpoOK JNerkoro abo CepemxHbOTO
CTymeHs ciiil AOTpEMyBaTucs obepexHocTi. [lalieHTam 3 TSKKMM IMOPYWEHHAM GyHKLI] HUPOK
Ipinimxu® npuiimaté He PEKOMEHIYEThCS.

Hopywenna Gynxyii newinku.

[ManierTaM. 3 . mOpyIeHHAM - QyHKUil TediHKu CepefHbOro abo TAKKOrO CTYHNEHA mnpenapart
MPOTHIIOKA3aHUH.



Bemanosnenuti noginonuii memabonizm CYP2D6 abo nayienmu, AKi NIKYIOMbCA CURbHOOIIOYUMU
inzi6imopamu CYP2DG6.

Cnig 3 obepexuicTio 301npnIyBaTi 103y A0 60 Mr mamieHTaM, LU0 MarOTh BCTAHOBIEHHH TeHOTHI
noBinpEux Merabonizaropie CYP2D6, aGo mamieHTaMm, SIKi OJHOYAacHO OTPHMYIOTH CHJIBHOJII0HI
inri6iropu CYP2D6.

Iayienmu, sxi npuiivalomy ineibimopu CYP3A4 cepednvol cumu abo cunbHOOIOYI in2ibimopu
CYP344.

OnmouacHuil mpuiioM cunbHOjiroumx iHribitopis CYP3A4 nporunoxkasanuit. [lanienTam, sKi
onsoyacHo mnpumiiMaroTe imribitopu CYP3A4 cepenupoi cumin, HEOOXiAHO AOTPUMYBATHCS
06epeXHOCTi 1 He nepeBruIyBaTH 103y B 30 Mr.

Cnocib 3acmocysanta.

[lpemapaT NpU3HAYEHUH /IS [EPOPAILHOTO 3aCTOCYBAHHA. [Ilo6 yHMKHYTH TipKOro CMaxy,
TabJeTKy CNij KOBTATH HE po3jaMyloud. TabneTk# cnij npuiiMaTd, 3anuBarOdd JOCTATHROIO
xinpkicTro Boau. [Tpinimxu® MoxHa mpuiMaTH HE3AIEKHO B NPHHOMY K.

Himu.
3acTocyeanus npenapary [Ipinimxu® NpOTHIOKA3AHO AITAM HEpe3 Bi/ICYTHICTH JAOCBiMy KIIHIYHOTO
3aCTOCYBAHHS.

ITepedosysanHA.

[po BumagKy Hepefo3yBaHHs HE OBIAOMILIOCH.

IIpy TpoBeeHHi AoCHipKeH s Kiiniuboi dapmaKonorii npenapary Ipinimku® HenepenbadyBaHux
06iuHKX peaxuilt mpu #oro 3acTocyBaHHi y n0GOBiH n03i o 240 mr He criocrepiraocs (upenapar y
JBOX 103ax 1o 120 Mr, mpuiiHATHIA 3 pi3HUUEIO B 3 rofuey). B 1UIOMY, CHMITOMH NEPCAO3YBAHHA
CI33C BKIHOYAIOTH CEPOTOHIH-ONOCEpeaKoBani MoGiuni peakuii, Taki AK COHJIUBICTB, MOPYIICHHS 3
GoKy LUTYHKOBO-KHIIKOBOTO TPakKTy, HyHoTa i OmioBaHHS, Taxikapzis, Tpemop, 30yKEHHS 1
3ar1aMOpPOYEHHS. '

Jixysanns. Crnequiysoro aHTHIOTy HEMaE. JlixyBanus Moxe OyTH CHMITOMaTHYHHM Ta
NATPUMYIOUMM. Y 3B'A3Ky 3 BHCOKHM CTYyII€HEM 3p's3yBaHHs 3 OUIKamMu i BENTHKMM 00'eMOM
PO3MOALTY  HANOKCETHHY TiIPOXJIOpHIY MaJoiMOBipHO, WO (opcoBaHuil  Alypes, nianis,
remonepdy3is i 06MiHHE NEPENMBAHKS KPOBi IPHHECYTh KOPHCTD.

Mo6iuni peaxyil.

[Ipn npoBeaeHHi KMiHiYHMX BHIPOOYBaHB IOBiIOMJISIOCH [PO BUHHKHEHHS HEIPUTOMHOCTI 1
OpTOCTATHYHO] TiMOTEH3Ii.

Hait6ins gacto y ¢asi 3 kriniunux BUnpoOysaHb NOBIIOMIIANOCA IIPO Taki HeCTIpUATIMBI MOOIYHi
peaxuii, 3anexui Bix nosu: Hynora (11,0 % 1 22,2 % y rpymnax, sKi OTPHMYBAJIH JANIOKCETHH Y pasi
notpebu B n03i 30 mMr i 60 Mr BiAMOBiAHO), 3anamopoyeHHs (5,8 % 1 10,9 %), ronosuwuii 6inb (5,6 % 1
8,8 %), miapess (3,5 % i 6,9 %), Gesconns (2,1 % i 3,9 %) i crommosanicts (2,0 % i 4,1 %).
Haiibinpin YacTUMH HeOKaHUMK SBUILAMH, 100 NMPU3BOAKUIIN N0 BigMiHM mpemaparty, Oynu. HyIoTa
(2,2 % mami€eHTiB, AKi OTPUMYBAIIH Ipinimxu®) i sanamopouenns (1,2 % naijiexTiB, AKi OTPUMYBAIH
[pinimxua®).

Besnexa pinimxu® ouinrosanacs y 4224 TamieHTiB 3 ePeYacHOI0 esAKYIANIEN, Kl Opany y4acTs
y m'aTH TOABIHHMX CIINMX KITHIYHAX NOCHIDKEHHAX 3 KOHTPOJIEM mnanebo. 3 4224 mauieHTIB
1616 3acrocosysaym ITpimimxu® 30 mr y pasi morpebu, a 2608 —y 1031 60 Mr y pasi morpedn abo
OJIMH pa3 Ha J100y.

ITeuxiyni poznaou.

Yacro (= 1/100 mo < 1/10) Tpusora, 30ymKeHHs, Hecnoxiit, 6e3coHHs, He3BHUYaNHI CHOBHMIIIHHS,
3HMOKEHHS N1101710.

Heuacro (= 1/1000 go < 1/100) menpecist, NpurHiveHAH HacTpi, efi(opiiHMi HACTpiH, MIHITHBHH
HacTpiil, migBumeHa 36yanuBicTs, Gaiimyxicts, anarisi, CIUIYTaHiCTh CBiIOMOCTI, JI€30pieHTAllis,
NOpYLIEHHS MUCNEHHS, HaJMipHa HacCTOPOKEHICTh, MOPYWEHHS CHY, NOPYWICHHA 3acHHAHHI,
iHTpacoMHiuHi po3Jaiu, HiYHI KomMapu, OPyKCH3M, BTpaTa nibino, anoprazmis.



3 6oky nHepsosgoi cucmemu.

HMyxce wacro (> 1/10) ronosuuii 6is1b, 3aIaMOPOIEHHS.

Yacro (2 1/100 go < 1/10) connuBicTh, NOPYIIEHHA YBard, TPEMOP, nmapecTesis. !
Heuacto (= 1/1000 po < 1/100) HenpHTOMHICTh, Ba3oBarajibHa HENPUTOMHICTD, IOCTYpalbHE
3araMOopOYeHH s, aKaTasisi, IWCTeB3is, TiNepcOMHisl, MIIABICTE, celaTUBHHAM e(eKT, 3HHXKCHHS piBHA
cBigOMOCTI.

Piaxo (2 1/10000 xo < 1/1000) 3amamopodeHHs IPH (hi3uuHOMY HaBaHTAXXEHHI, paNTOBE 3aCHHAHHIL.
3 boky opeattie 30py.

YacTo po3MHTICTE 30DY.

HeuacTo Mizgpia3, 61k B 04ax, MOPYIIEHHS 30DY.

3 6oky opeanie cyxy ma pisHosazu.

Yacro A3BiH y ByXax.

Heuacro BepTHTO.

3 6oky cepyeso-cyOuHHOI cucmemu.

HeuacTo 6J10Ka/[a CHHOATPIaNBHOTO By3ia, CUHycoBa Gpaaukapuis, Taxikapis.

YacTo npUILIHBH.

HeuacTo TiOTOHIsA, CHCTONIYHA TiNepTeH3is.

3 60Ky OUXANLHUX ULLAXIB, OP2aHie 2pYOHOT KNIMKU ma cepedoCminHAL

Yacro HabpAK NPAIATKOBHX Ma3yX HOCA, NIO3IXaHHS.

3 6oxy mpasnoz2o mpakmy.

Jyxe yacTo HyIOTA.

Yacro miapes, GmoBanHs, 3a0p, 6inb y xuBoTi, OL16 B eniracTpii, JMCTIEITHYH] ABUIIA, METECOPHU3M,
BiZuyTTs IHCKOMQOPTY B ULIYHKY, 3AYTTS XUBOTA, CYXiCTh Y POTi.

Pinxo iMmnepaTusHi mo3uBH 10 gedexanii.

3 6oxy wxipu ma niOWKIpHOT KNIMKOBUHU.

YacTo HaAMIpHA M TIMBICTE.

HeuacTo cBepOiX, XOTOJHMI MiT.

3 60Ky penpoOyKmMUGHOI cucmemu ma MONOYHUX 3a03.

Yacro epekTHIIbHA JUCHYHKIISA.

HeuacTo HENOCTATHICTH €sKyJIAlii, MOpYIIEHHS YOJIOBIYOTO Oprasmy, 4oJIOBiYa TEHITAIBHA
napecTesis.

3azaneni nopyuienusi.

YacTo cTOMJIIOBAHICTE, APATIBIMBICTD.

Heuacro caabKicTb, BIX4yTTA Kapy, BiA4yTTs TPHBOTH, HE3BUHHI BIIYTTH, BiIUyTTS CII'SIHIHHA.
Tlodamkosi memoou 00CiONCEHHS.

YacTo NiBHILEHHS apTeplaIbHOrO THCKY.

HeuacTo MifBUIIEHHS YaCTOTH CEPHEBHX CKOPOYEHb, IiIBHIIEHHS MiaCTONIYHOrO apTepianbHOro
THCKY, T IBUIIEHHS OPTOCTATHYHOTO apTepianbHOrO THCKY.

Onxc okpeMyx N0OIYHUX PEeaKIliH.

V KIHIYHEX JOCHDKEHHAX CriocTepiramacs HemputoMHicTh npu Opanuxapail abo BHACI 0K
NPUIHHEHHS aKTHBHOCTI CHHYCOBOTO BY3na, fKI noB’si3adi 3 MPUHOMOM JiKapcekoro 3acody, y
NAUiEHTIB, IO TMPOXOJMIN XONTEPIBCHKHI MOHITOPUHT. BiUTBIIICTS BMIAIKIB BiAOYIHCS NPOTATOM
nepux 3 TOOMH MCIIA NpPUHOMY IIpenapary, nicis mpuifomy nepinoi ao3u abo noB's3aHi 3
TpolEeAyPaMH TIPOBEAEHHS JOCIKEeHb Y KJTHIYHMX yMOBax (TAKAMM sK B3ATTH KpOBi AJIS aHANI3Y
Ta OPTOCTATHYHI MpOUEIYpPH, BUMIpIOBAHHA apTeplanbHOTO THCKY). IlpojipoManbHUM CHMITOMaM
YacTo IepeyBaia HENPHTOMHICTb.

BHHAKHEHHS HENIPUTOMHOCTI 1, MOXIIMBO, IPOAPOMAIBHUX CHMIITOMIB 3aJIEXHTH BiJl JO3H, acTilli
BUIIAIKA CIIOCTEPIraHCs y IMAalieHTiB, SKi OTPHMYBaTH BULI, HDX peKoMeHIOBaHi, no3u y ¢asi 3
KITIHIYHUX JOCHI/OKEHb.

Y KIiHIYHEX JOCTiDKEHHAX COCTepiranacs OpToCcTaTHYHa rinotoHis. Yacrora HENPHTOMHOCTI, K2
XapaKTepH3yeThCs SK BTpaTa CBIIOMOCTI B Iporpaml wriaiurux pociimkers [Tpinimxu®, BapiloeTsesa
3ATEXHO Biz AOCi/DKYBAHOT MOMYJIALIl Ta KOJIHBAETHCS BIIL 0,06 % (30 mr) mo 0,23 % (60. mr) y
NauieHTiB, BKIIOYEHNX V $a3y 3 nnane6o-KOHTPOIBOBAHOTO KIIHIYHOTO sunpobysanss, 1o 0,64 %
(Bei no3n kombinosani) s dazu 1 HoCHiDKEHHS 32 yYacTIO 310POBUX JIOOPOBOJIBILIB.




IH1i 0COOIHB] HOMYJIALLIT

Cnig 3 ofepexHicTio Npu3Hayard 30UMbIIEHYy 7103y Ho 60 Mr nanicHTaM, SKi NPHAMAaOTh
cuTpHOMI0Y inribitopn CYP2D6 ab0 y sKux BCTAHOBNIEHHH TEHOTHII MOBIIBHUX MeTa00mi3aTOPIB
CYP2D6.

CHHApOM BiMiHM IPHHOMY TIpenapary. :

Piske npunuHerHs noctiiinoro npuitomy CI33C mns nikyBaHH: XPOHIYHHX [JENPECHBHHX PO3JAAiB,
K TIOBiIOMJIETHCS, NPH3BOAMTh 10 TaKMX CHMITOMIB: AuCHOpWYHHA po3naj, JIPaTiBIUBICTS,
30y/UKeHHs, 3allaMOPOYEHHS, TOPYIUCHHS qyTAMBOCTI (HANPUKIAL MAPECTe3is, Taka AK YyTHUBICTh
0 yaapy eNeKTPHYHHM CTPYMOM), TPHBOTa, CILTYTaHiCTh ceimomocTi, rojoBHuUH 0iNb, MIABICTS,
eMolliiiHa 1abiNbHiCTh, 6E€3COHHS i rinoMaHis.

Pe3ynbTaTy JOCHikeHHs Ge3Meku NpHiHoMy Mpenapary mnokasali yacTinli CHMITOMH Jerkoro abo
noMipHOro Ge3coHHs Ta 3aaMOpOYCHHs Y TALIEHTIB, IO NEpeHIly Ha wianebo micns 62 AHIB
LIOJEHHOTO TIPHHOMY Npenapary.

Tepmin npudammuocmii. 3 pOKH.
He 3acTOCOBYBaTH IpEIIapaT MiCIs 3aKiHYeHHs TepMiHy IPUAATHOCT, 3a3HAYEHOr0 Ha YIaKOBIIi.

Vmosu 36epirapns. Cremiansui yMoBu 30epiraHHg HE BUMAararoTbC. 30epiraté y HENOCTYITHOMY
IS miTeit Micti.

VYnakoBka.
Bricrep 3 [IBX-TTE-TIB/[X/amominiio y po3iaiHii YIIaKOBIi Uil IIPOJIaBIIOBAHHS 13 3aXHCTOM Bi
BiIKpUBAaHHS JITHMH, WO MICTHTE 3 a60 6 TabeTOK, BKPUTHX IUTiIBKOBOK 000IOHKOIO.

Kareropin Bigmycky. 3a pelenToM.

Bupo6HHK.
Menapini-Qon Xeiinen 'm6X

Micle3HaxoukenHs BUPOOHNKA T4 aApeca MicLsl NPOBa/DKeH s HOro AlMIBHOCTI.
Jleiinuirep mtpace 7-13, 01097 [Ipe3nen, HimeuuuHa.

JanBHUK.
Bepnin-Xemi Al

MicuezHaXoMKelHs 32 BHHKA.
I'ninikep Ber 125, 12489 Bepuin HiMeyuuna.

JlaTa 0cTaHHLOrO MEpPerisiay.




