MIHICTEPCTBO OXOPOHM 3/IOPOB’SI YKPATHU
(MO3 Ykpainu)
ByJl. M. I'pywmescskoro, 7, M. Kuie, 01601, Ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kog €/IPTIOY 00012925

Ne 24-04/50/2-22 pin 09.08.2022 Ha Ne BiA

dapmaneBTHYHHH 3aBOJ
“IMOJIb®APMA” C.A., Iloabma

HMep:xaBHa  cayx6a Ykpainm 3
JikapcbKHX 3ac00iB Ta KOHTPOJIIO 32
HAPKOTHKAMH

Jupexrtopat papmanesTrdHoro 3abesneuerns MO3 YkpaiHu IOBIIOMIISIE, L0
Haka3oM MinicrepcTBa oxoponu 310poB's Ykpaiau Big 05.08.2022 Ne 1421 «IIpo
IepKaBHy —peecTparfiio  (mepepeecTpallifo) JHKapCchKuMX 3aco0iB  (MeAMYIHHX
iMyHOOiONOTIYHMX TIperapaTiB) Ta BHECEHHS 3MiH JI0 DPeecTpalliiHuX 3aco0iB»
3aTBEpKeHO 3Mibu: Texniuna nomunka (3eiono Haxazy MO3 eio 23.07.2015 Ne 460)
Bunpaenenns mexuiunoi noMuaku y nogHomy mexcmi IHCMPYKYii Ona MeouyHo2o
3aCMOCYBAHHA NIKAPCLKO20 3ac00y U000 HA36U NIKApCbKo20 3acoby. 3asHauene
BUNPABNIEHHS 8I0N0BI0AE MAMEPIANIAM PeECMpayiiitnoz0 00CvE. IO PEECTpaliiHuX
MaTepianiB Ha nikapcskuii 3aci6 MAKCITPA IPAMB, popma BAITyCKY:

— TabJeTKH, BKPUTI IUTIBKOBOO 0000HKOI0 1o 20 Mr 1o 1 abo 1o 2 TabneTku y
Oxaicrepi, mo 1 Giicrepy B KapToHHIN Kopobui, 1o 4 TabneTku y 6iicTepi, mo 1
abo 1o 2, abo o 3 GicTepu B KapTOHHIN KOpooO1i

BuUpoOHUITBa PapmaneBTHuHHUIi 3aBoj «Iloabdapmar» C.A., Iloabma.

B.o. I'enepanbHoro nupekropa Aupexropar
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3ATBEP/I’DKEHO
Haxa3 MinicrepcTBa oxoponn
300pOB’s1 YKpaiHu
30.10.2020 Ne 2467
PeecTpaniline nocBiguenus
Ne UA/18415/01/01
UA/18415/01/02
UA/18415/01/03
UA/18415/01/04

3MIHN BHECEHO
Haxa3z MinicTepcTrBa oxoponn

~ /7 3A0POB Y YaiuM ,, , 4
O PPy Ee" 2/

IHCTPYKIIA
AJISI MEIMYHOT 0 3aCTOCYBAHHA JIIKAPChKOro 3a¢o0y

MAKCITPA IPAIB
(MAXIGRA DRIVE)

Crnao:

Oitoua peyosuna: Taganapin;

1 Tabnerka MicTHTE 2,5 Mr a6o 5 mr, a6o 10 mr, a6o 20 Mr Tafanadiny;

OONOMIDICHT peYOBUHU. ,

AP0 TablIeTKW: TAKTO3M MOHOTIAPAT, IEII0I03a MiKpOKpHcTativHa, moBigoH K 30, NIOJIOKCaMep, HaTpiro
aypuiICyIbhat, HATPiIo KPOCKApMENo3a, KPeMHi0 JIOKCH KOOI nHuH Ge3BOAHNH, MarHito cTeapar;
obonorka juist Tabuerku o 2,5 mMr: coupt moniBininoBrH, THTany nioxeun (E 171), MaKkporomn, Tansk;
obononka tabuetok 1mo 5 mr, 10 mr ta 20 mMr: compt nomiBiHioBHH, TuTany miokeun (E 171), Maxporoui,
TaJIbK, 3alti3a okcun xoptuit (E 172), 3amiza oxeun uepsorwuit (E 172).

Jixapceka ¢popma. Tabnerkn, BKpUTi IIIIBKOBOIO 060TIOHKOIO.

Ocho6ni Qisuko-ximiyni enacmugocmi: :

2,5 Mr: TabNIeTKH, BKPUTI ILTiIBKOBOIO 060JIOHKOR0, GL10T0 a60 Maitxke 6iToro Komsopy, KPYTJl}, ABOOMYKII,
4,9-5,3 MM y nmiamerpi;

5 Mr: TabJIeTKY, BKPUTI IUTiIBKOBOIO 0GOJIOHKOIO, CBITJIO-KOPHYHEBOTO KOJILOPY, IPOXOBIYBATI, JBOONYKII,
JOBXKHHOIO 7,9-8,3 MM, mmpuHoIo 3,9—4,3 MM;

10 mr: TabeTKH, BKPHTI IIIBKOBOIO 0GOIOHKO0, CBITIO-0PAHKEBOTO KOJIBOPY, IPOJOBIYBATI, JBOOIYKJI,
3 JIHIEI0 PO3JIOMY 3 OZHOTO GOKY, H0BXHHOI010,9-11,4 MM, LIIAPUHOKO 5,4-5,9 MM;

20 Mr: TableTKH, BKPHTI ILTIBKOBOIO 0GOIOHKOIO, CBITIIO-POKEBOTO KOJIBOPY, IPOIOBIYBAT], IBOOITYK, 3
PHCKOIO 3 0iHOTO OOKy, HOBXHHOIO 14,9-15,4 MM, mmpurOoo 7,1-7,6 MM. [Ticns PO3JIaAMYBaHHS IO
Tabietkn 6inoro abo Maibke 6iJ1oro KoIBLOpYy.

¢

®apmakoTepaneBTHIHA rpyna. 3acobu s JiKyBaHHS mopyinens epekuii. Koxg ATX G04B E08.

Dapmaxkonoziuni enacmugocmi,
Dapmarxodunamixa.

Mexanism ail.

Y3rogxeHo 3 Matepianamm

PEECTPALYiAHOTO AOCHE % —
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Tapanadin € cemekTuBHMM  0GOpOTHMM  IHTIGITOPOM  IMKIIYHOrO  TYaHO3UHMOHO(OChATY
(uI'M®) — crienndiunoi docdouiecrepasn tumy 5 (OJE 5). Konm crareBa CTHMYJALIS CIpUYHHSAE
JIOK&IbHE BMBLIBHEHHS OKCUAY a30Ty, inribysanns OJIE 5 tapanadinom mpoiyxye mipBumieni piBHi
ul'M® y neuepucromy Tini. Lle mpu3BoauTE 10 penakcallii rIagKuxX M’ A31B 1 MPUILIABY KPOR1 10 TKAHHH
CTATEeBOTO 4YIIEHA, BHACIIJIOK 4YOro BinOyBaeTbcs epekuis. Tanamadin mpu JIiKyBaHHI €peKTHUIBHOI
TMCQYHBKIT He IPOSIBIISIE CBOET il IpH BiZICYTHOCTI CEKCYaIbHOI CTUMYJIALI.

Edexr inribysanns xounentpauii nl M® y nedepuctoMy Tijli TAKOXK CIIOCTEPIra€ThCS Y TIAIKUX M’ S3ax
IIPOCTATH, CEYOBOMY MiXypi Ta IX cyauHaXx, IO NEepeHOCATh KPOB A0 BHIlleBKa3aHUX opradie., CyauHHa
penakcanlis, gka IpH OMY BHHUKAE, CIPUYUHSE MiIBHIIEHHS epdy3ii KpoBi Ta MOxke OYyTH IPHYMHOIO
3MEHIIEHHS. CHMIITOMIB J06posKicHOT rimepruiasii nepeamixyponoi 3anosu. i cynunHi ebexTn MOXyTh
OyTH monoOBHEHI IHIIOyBaHHSAM aKTHBHOCTI adepeHTHHUX HEPBIiB CEYOBOI0 MiXypa Ta pesiaKcalli €xo Iiagkux
M’sI31B IIPOCTATH i CEYOBOT0O MiXypa.,

Dapmarkouuamival eherT.

Hocmkenns in vitro okasany, o Tafanadin € cenekTuBHUM iHriGiTopom OJIE 5. ®JIE 5 — pepmenr,
Akp¥ OyB 3HaHAEHUH y INIaIKUX M’s3aX MEUEPUCTOrO Tijia, Cy[THHHHX 1 BICHEpaTbHUX TaIKAX M’ g3aXx,
CKEJIETHHMX M 538X, TPOMOOIUTAX, HUpKaX, JereHsX i Mo3ouxy. Brus tananadiny vHa ®IE 5 cunsnimmii,
Hix Ha inmi pocdoniecrepasu. His tagaradiny va ®JE 5y 10 000 pasis nepesuiye #oro BIUIUB Ha
depmentn OJIE1, ®JE 2, ®E4 i ®JJE 7, mo € HASIBHUMHU y CEpLU, MO3KY, CyQMHAX, IEYiHIi,
JeHKONUTaX, CKEIECTHIM MycKynaTypi Ta iHmmx opranax. Tamanmadin y 10 000 pasiB noTyxHimmi moxno
OJIE 5 nopisasro 3 ®JIE 3, mo € ¢depMEeHTOM, HasBHEM Yy cepili Ta KPOBOHOCHHX CyiuHax. lls
cenekTuBHICTh mono ®JIE 5 nopisusauo 3 OJIE 3 € Baxiusoo ToMy, mo GJIE 3 € depmenTom, skuit
Biflirpac IEBHy PONIb Y CKOpOYeHHi cepueBoro M’s3a. KpiM Toro, Tamanadin mpubmusuo y 700 pasis
noTyxHimu# mono GJIE 5 nopisusHo 3 ®JIE 6, mo € pepMEHTOM, HAIBHEM Y CITKIBII i BiXIOBifamsaum
3a QoroTpancaykuiro. Tagamadin raxox y 10 000 pasis norysxuimmit moxo ®IE 5 nopisusuo 3 GJIE 7,
OJIE 8, ®/IE 91 OJIE 10,

Kniniuna edextusnicrs ta 6esnexa.

Tananadin, yBenennit 310poBUM JOOGPOBOJIBLAM, HE POABIISB ICTOTHOT Pi3HULI ITOPIBHAHO 3 mIaue6o 3a
TIOKa3HUKaMH CHCTOJIIYHOTO Ta AiacTONIYHOrO apTepialbHOTO THCKY Y IMOJIOKEHHI MallicHTa JIexauu
(cepemHe MaxkcuManbHe 3HMXKeHHS 1,6/0,8 MM pT. ¢T. BiAMOBIAHO), CHCTONIYHOTO Ta JiACTONYHOrO
apTepialbHOTO THCKY Y MOJIOKEHH] NallieHTa CTOSTUH (CepeHe MaKcuManbHe 3HwkeHHs 0,2/4,6 MM PT. CT.
BiIIOB1THO) Ta ICTOTHOI 3MiHH YaCTOTH CEPIEBHX CKOPOUEHb.

Y xopi IoCIiKEHHS BINIMBY Tafanadiny Ha 3ip 3 BAKOPUCTAHHSIM TECTY OIIHKA KOJbOPOBOTO CHPUIHSTTS
Farnsworth-Munsell 100 Hue 6yno BcTanosieHo, mo Taganadin He moripiurye po3misHaBaHHS KOJILOPIB
(cunili-senenutt). OTpuMaHi AaHi KIHIYHOTO NOCHIUKCHHs MiATBEPIDKYIOTH HHM3BKY CIODPiZHEHICTH
Taganadiny mono PJIE 6 mopisasro 3 ®JIE 5. V xonl BeiX KIHIYHHX AOCHIIKeHB piako (< 0,1 %)
TIOBiJOMJISUTM TIPO 3MIHY B PO3Mi3HABAHHI KOJILOPIB.

ByJ10 npoBeneHo Tpu KIIiHIYHHX JOCTIKEHHS 3 Y4acTIO YOJIOBIKIB JUIA OLIHKH HOTEHIIHOTO BIUIUBY Ha
criepmarorenes taganadiny B 103i 10 mr (oaHe foctimkeHHS TPUBAICTIO 6 MicIiB) Ta B 1031 20 Mr (oxHe
JOCIIDKEHHS TPUBATICTIO 6 MicawiB i omHe — TpuBaicTio 9 Micsanis) mpu yacToTi npuifomy 1 pas/moby.
Y Xomi JBOX i3 TPHOX MOCTI/DKEHB CIIOCTEPIranocs KIIHIYHO HE3Hadylle 3HMKEHHS KiLTbKOCTI Ta
KOHILEHTpalli criepmiu, acomifioBane 3 mpuiioMoM taganadiny. L edextu He 6ynm nos’a3ani 3i 3Minamu
IHNIAX ~ XapakTEpHCTHK, TaKHUX fAK pPyXJUBiCTH  crepmarosoimiB, Mopdosoris Ta  piBeHb
(OJIIKY IOCTHMY TIOXOYOTO TOPMOHY B KPOBI.

Epexmunvna oucghynryis.

Tpu wiriHiunl nocmimkenns Oymu mposefeHi 3a ydactio 1054 maiieHTiB 3 METOIO BUSBIEHHS Iepiomy
novarky eQeKTy Taganadiny, SKHil IPONEMOHCTPYBaB CTATHCTHYHO 3HAUYINE ITOKPAIIEHHS €PeKTHIbHOT
yHKIIii, 8 TAKOXK i€BICT MPOTATOM 36 rOJUH Ta BUABICHHS e(heKTy Bke depe3 16 XBUIMH ICIs puifoMy
JI03H TIOPIBHAHO 3 IuIane6o (puitom Taaanadiny 3a motpetu).

Y xomi mocmimkeHHs TpuBanicTO 12 TkHIB 3 yuacTio 186 mamientis (142 maumieHTH OTpUMYyBaIH
Tafganadin, 44 nanieHTH — 1u1ane6o) i3 BTOPHHHOIO epEKTUIILHOI0 TUCHYHKINIEIO BIIHOCHO MOIMIKOKEHHS
CIIMHHOTO MO3KY Tananadin HposBIAB 3HaYHE MOKpaUIaHHA epeKTHIIBHOI QYHKUII, a y cepemHbOMy
Koe(ilieHT yenimuux cnpo6 mpu npuitoMi Taganadiny B 103i 10 Mr a6o 20 mr (minGip 1034, 3acTocyBaHHS
3a motpebu) cTaHoBuB 48 % mopiBHsAHO 3 17 % y rpymi miane6o.

Y3roaxeHo 3 mateplanamu
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Tananadin y mozax 2,5 mr, 5mr ta 10 mr 1 pas na no6y omimioBamy y XoAi 3 KIHIYHEX JOCTiIKEHb 3

yuactio 853 mamienTiB pisHoro Biky (Bim 21 no 82 pokiB) Ta pi3HHX €THIYHHX IPYI 3 €PEKTUIILHOIO
IUCHYHKIUEIO Pi3sHHX CTYNEHIB THKKOCTI (NerKa, cepelHs, TsiKka) Ta pisHoi eTiomorii. ¥ xomi asox
TNEpPBUHHUX JOCIiIKeHb e)EKTHBHOCTI y 3aTalbHil MOyl y cepeHbOMY KOEe(illieHT YCIIHUX crIpo6
6yB 57 % Ta 67 % npu npuiiomi rananadiny 5 mr ta 50 % mpu nputiomi Tananadiny 2,5 MT TIOpiBHAHO 3
31% 1a 37 % y rpymi mmane6o. Y JIOCHIUKEHHAX 3 ydacTIO MAI€HTIB i3 BTOPHHHOIO €PEKTHIILHOIO
nuchyHKIEIo BiqnocHo niabeTy y cepenrboMy KoedinieHT yenimuux cupo6 cranous 41 % Ta 46 % nipu
npuiioMi Tamanadinxy B 1031 5 Mr Ta 2,5 Mr BinOBiAHO NOPiBHAHO 3 28 % y rpyni mranebo. binpuricts
NaLi€eHTIB y BHUIEHaBEJEHHX NOCHiIKEHHAX panime mpuitmany inriGiropm ®JE S y pasi morpebu. ¥
HACTYIIHOMY JocCIimkenHi 217 nanienTis, ski panime He 3acTocoByBany inribiropu ®E 5, otpumysasu
Tamanadin y o3l 5SMr oguH pas Ha neHb Ta Iwranebo. Y cepenHpoMy KoedillieHT yCHIIIHMX CIIpod
cTaHoOBHB 68 % y rpymi nmpuiiomy Taganadisy nopisusHo 3 52 % y rpymi miauebo.

Lobposxicua 2inepnnazis nepeomixypoeoi 3a103u.

3acTocyBaEHs Tamanaioy MOCHIIDKYBAIOCS y XOAI YOTHPBOX KIIHIMHHX [OCHIJKEHb, 10 TPHBAIM
12 TikHiB, 3a yuacTio 1500 mamienTiB i3 cumnTomamu 106posKicHOT rinepruiasii mepeamMiXypoBol 3a103u.
V Xopi IuX KIiHIYHEX JOCTIIKEHD Tananadin y 1031 5 M IpoAeMOHCTPYBaB [IOKPAIEHHs CTAaHY TallieHTa
3a 3araJIbHOIO Mi>KHAPOAHOIO IIKaTofo npoctaruunnx cumnromis (MIITIC) nopiBaAKO 3 mane6o (OUiHKH
noxpauenus 3a MIUIIIC npu mpuitomi Taganadiny y mosi 5 wr craHosnats —4,8, —5,6, —6,1 ta —6,3,
TOpiBHSAHO 3 2,2, ~3,6 —3,8, —4,2 y pasi npuitomy miane6o). IIokpalieHHs cTaHy NaIli€HTa 3a 3aTaJIbHOIO
MiDXHApOJHOIO TIKaI0i0 mpocTtatuynux cumnToMis (MILIIC) cmocrepirajocss Bxe Imicist 1 THXKHSA
TiKyBaHHA. B ofHOMY 3 KIHIYHHX JOCHIIDKEHb, Ze K aKTMBHHH KOMIapaTop Takox OyB BKIIOUEHU
TaMCcylo3uH y nosi 0,4 mr, ouinkn moxpamernss 3a MIITIC npu npuifomi Tagamadiny y mosi 5w,
TAMCYJIO3MHY Ta IIane6o cTaHoBUIH —6,3, —5,7 —4,2 BiANOBiAHO.

V X0zi OJHOTO 3 IUX JOCTIKEHb OI[HIOBAIH K TOKPAICHHS epeKTHIbHOT YHKIIT, Tak i mocaabneHHs
CHMIITOMIB HOGPOsIKiCHOI rimepruiasii mepeaMixypoBol 3aJi03M Y IALi€HTIB, SKI Manu o0MIBa CTaHH.
TToxpalleHHs. epeKTHIBHOT (QYHKUIT 38 MDKHAPOJHUM IHAEKCOM OITHKH epeKTHIBHOI (QyHKHii Ta 3a
MIKHAPOIHOIO IIKAJIOK0 MPOCTATHYHUX CHMIITOMIB CTaHOBHIIO 6,5 Ta —6,1 y pasi npuiioMmy Tajnanadiny B
n03i 5 Mr nopisusso 3 1,8 Ta —3,8 y rpyni miane6o BigIOBiAHO. Y cepeaHbOMY BIICOTOK yCHIIIHUX CIIPos
CTAaTEBOrO aKTy Ha OAHY 0co0y B IOCIIUKEHH] craHoBUB 71,9 % y rpymi npuiiomMy Taganadiny B 103yBaHH]
5 mr, a B rpymi miane6o — 48,3 %.

[TiaTpuMka gocaruytoro ebexty Taganadisy oiHOBaNACS Y XOAi JOAATKOBOTO BIIKPUTOTO JOC/TIIKEHHS,
3a pesysbTaTaMy SIKOTO OyJI0 BCTAHOBJICHO, II0 ITOKPAINEHHS 3a 3arajJbHOI0 MDKHAPOMHOIO MIKAJIOKO
HPOCTATHYHHX CUMITOMIB, [0 CIIOCTEpiraocs npoTsIroM 12 THXHIB, 30epiracThes JOAATKOBO 10 1 poky
micys JikyBaHHs TaganadiaoM B 1031 5 MT.

Himu.

ByJ10 mpoBeieHo OJiHe MOCITI/KEHHS 3 y49acTio Aitel 3 M’ s30B010 qucrpodiecro Jromena (M), y ssxomy
HiATBEPIKEHHUX HOKa3iB epexTuBHOCTI He Oy0 mponeMoHCTpoBaHO. Lle mocmifkeHHsS eheKTHBHOCTI
tananadinty Oyio paHaOoMi30BaHUM IOIBIHHIM CIIITUM IUTae60-KOHTPOIBOBAHUM, ¥ TPhOX IapajleIbHUX
rpymnax 3 yuacTio 331 1uTuHH 4o10Bidoi crati BikoM Bix 7 mo 14 poxis 3 MI/], fiki 0JHOYACHO OTPHMYBaJIH
Tepaniio KOPTHKOCTepoinamu. JIOCiKEeH S BKII0Yano 48-TrkHeBHH MOABIMHIN Cilinui nepiof, mix gac
AKOro mamieHTdH Gynw posnijeHi Ha rpymu npuitomy tamanadiny 0,3 mr/kr, Taganadiny 0,6 Mr/kr ab6o
mnanebo moaenno, Tamanadin He mpoaeMoHCTpyBaB e)EKTUBHOCTI y MEpBUHHIN KiHIEBIH Toumi mozao
CITOBIILHEHHS 3HM)KEHHS IIBMIKOCTI XOABLOM, BUMIPSHOI 3a 3MIHOIO JUCTaHIII ¥ TeCTi 3 6-XBUIMHHOIO
xompboro (THIX). 3wmima cepennporo 3HadeHHs aucraniii y TIIX, po3spaxoBaHoro 3a MeTromom
HalMEeHIINX KBaapariB, Ha 48-my Trokui cTaHoBwiIa 51,0 M y rpymi mane60 NOpiBHAHO 3 64,7 M y rpymi
taganapiny 0,3 mr/kr (p=0,307) ta 59,1 M y rpymni Tamanadiny 0,6 mr/kr (p=0,538). IligTBepmxeny
e(beKTUBHICTH TaKOX He 0YJIO BHSBJICHO 1 Ii/1 Yac MOBTOPHMX aHaJIi3iB pe3yNpTaTiB JAHOTO JOCHTIDKEHHS.
3aranpHi pe3ynbraTd 3 Ge3leKd, OTpMMaHi B IIbOMY HOCHIIUKCHHI, B LiJOMY BiANOBLIATH Bimomomy
npodio 6e3nexu Taganadiay Ta HeGaKaHUM SBHUILAM, OUiKyBaHUM y TleAiaTpuuHiit momysuii M/ npu
JIIKYyBaHHI KOPTUKOCTEPOilaMH.

Dapmaroxinemuxa.

Bemoxmysanns, Tananagin nobpe BCMOKTYEThCS Micis NpuifoMy BHYyTpilHBO. CepeiHs MakCHMalbHa
KOHIeHTpauis v 1wiasMi KpoBi (Cmax) OCATAETBCA B CEPEIHBOMY uepe3 2 TOAMHH ICHI NIpHiiomy.
AGcomoTHa 610H0CTYIIHICTE TaaanadiIy micis IpuitoMy epopajbHO HE BCTAHOBIIIOBAJIACE,

YarompkeHo 3 Mateplanamu 3
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I1IBHAKICTE i CTyIiHE BCMOKTYBaHHs Taganadiny He 3anexarh Bl npuioMy Dii, TAKMM YHHOM, Taganapin
MOHA NpHiMaTH 3 ixero abo 6e3 el Yac yseneHns 1031 (paHok abo Bedip) He MaB KJIIHIYHO 3HAYYyNIOro
e(eKTy Ha NIBUJIKICTh i CTYIiHbB BCMOKTYBaHHSL.
Posnooin. Cepenniii 06’eM po3MOAiNY CTAHOBUTH NMPHOJNM3HO 63 11, BKAa3ylOud Ha Te, MO Tajganadin
PO3NMOMUIAETECH Y TKaHWHAX. IIpM TepameBTHYHHX KOHUEHTpanisx 94 % Tamanadiny y nimasmi Kposi
3B’43aHO 3 mpoTtcinamu. Ha 3B’A3yBanHs 3 mpoTeiHaMu He BIUMBAE NIOPYIISHHS HUPKOBOT QyHKmii,
Menme 0,0005 % ysenenoi 1034 Gyjio BHSBIEHO B CIEPMi 30POBHX JOOPOBOJIBIIIB,
Memabonism. Tamanadin nepesaxno Mertabomizyerscst i3odopmoro 3A4 muroxpomy P450 (CYP).
OCHOBHHMM IHPKYJIIOKOUMM METa00JIITOM ¢ METHIIKATEXONTTIOKYpoHin. 1le#t meraboniT Mae akTWBHICTH
BimpocHo ®JIE 5y 13 000 pasis meniue, Hix Taganadis. TakuM YMHOM, OUiKy€ThCH, 110 META0OIT HE Oy e
BUSBJISTH KIIHIYHOT aKTHBHOCTI ¥ KOHI[EHTPAIIisIX, 10 CIIOCTePIratoThesl.
Buseoenns. Cepenniil xnipeHc mepopaiapHOro Tamamadilly CTaHOBUTH 2,5 I/TOXR, a CEPEmHiH mepion
HaniBBUBEIEHHS — 17,5 TOAMHH Yy 310poBHX 100poBobLiB. Taganadin BABOAUTELCA IEPEBAXKHO Y BUITIAAI
HEaKTHBHUX MeTaGOIITIB, GLIBINOI0 Miporo 3 (ekamismu (mpubnu3Ho 61 % 103M) 1 MEHIIOIO — 3 CEYCIo
(maibxe 36 % nosn).
Jinitinicmv/neninitinicmo papmaxoxinemuxuy. OapmMakokiHeTnKa Taganadiny y 3M0poBHX JOOPOBOIBIIB
JMHIKHO Tpomopmiiina mo uyacy i jgo3u. B giamaszoni mo3 Bim 2,5 mr mo 20 mr excnosuuis (AUC)
MABHIIY€ETHCS TIPOMOPIHHHO A0 703U, [locTifHa KOHIEHTpalis y Ia3Mi KPOBI JOCATA€TbCS MPOTATOM
S mHIB IIpH IIOACHHOMY IpUfoMi OJIMH pa3 Ha J00y.
dapMaKOKiHETHKA ITperapaTy OJ{HaKOBa y MAIli€HTIB 3 epeKTHIBHOIO TUChYHKINEIO Ta y NallieHTiB 6e3 Hel.
Oxpemi 2pynu HaceneHHs.
Ocobu 1imuvo2zo gixy. 310poBi JOOPOBOJBII JITHROTO BiKy (Bi 65 pOKiB) MaJIi HIDKYI 3HAUEHHS KIIIpeHCY
taganahizy mpu mpHioMmi BHYTPIINHBO, 1O MPU3BOAMIO A0 minBUIIeHHS Ha 25 % ekcnosumii (AUC)
HOPIBHSHO 31 310poBUME HO6pOBOJBLIAME BikoM 19-45 pokiB. Lle# BikoBHH epeKT HE € KIHIYHO
3HAYYINUM 1 He 110Tpedy€e peryItoBaHHS JO3H.
Huprosa nedocmamnicme. Y XoJi HOCTIXEHD 3 KIiHIYHOI (hapMakosIorii i3 3aCTOCYBaHHAM OJUHUYHOL
J034 Taganadiny (5-20 mr) excroszunis taganadisy AUC npakTHIHO TTOABoOINAcs y MAII€HTIB 3i cI1abKok0
(xmipenc kpeatmHiny Bim 51 mo 80 mur/xB) aGo momipHOIO (KimipeHc kpeaTuHiHy Bix 31 mo 50 mi/xs)
HUPKOBOIO HEIOCTATHICTIO, @ TAKOXK y MAIIE€HTIB 3 OCTAHHBOIO CTaJIi€l0 HUPKOBOI XBOpobH Ha giamizi. Y
IALIEHTIB, SKi 3HAXOMINCS Ha TeMOAiami3i, MaKcuMalibHa KOHICHTpaIlis y mia3mMi KpoBi (Cmax) Oyna Ha
41 % Bua, HiX y 3I0pOBHX J0OpOBOJILIIB. BrumMBoM remopnianizy Ha BUBEACHHS Tajaiadimty MOKHa
3HEXTYBATH.
Ievinkosa neoocmammuicmes, Excrnosurnis tananadiny (AUC) y namieHTiB 31 cnabkoro Ta HOMIpHOIO
NeYiHKOBOIO HemocTaTHICTIO (kimack A ta B 3a mkanoro Yaitnga—I1"10) € NOPIBHAHHOIO 3 €KCHO3UIIEIO Y
3JJOpOBHX HOGPOBOIBIIB Ipu 3acTocyBanHi no3u 10 Mr. [lani mono 6e3nedHocTi Npu3HaYeHHa Tafanadisy
HamieHTaM i3 TSOKKOIO MEYiHKOBOIO HemoctaTHicTio (kiac C 3a mkanoro Yaitnga—I1'10) obmexxeni. Hemae
JIAHVX 010 3aCTOCy BaHHs Tananadiny B 1031 OIUH pa3 Ha 100y narieHTaM i3 Ie4iHKOBOIO HENOCTATHICTIO.
Jlikap MOBHMHEH YBa)KHO OIiHMTH iHIMBIAYyaNbHI TepeBaru/pu3nky IpU3HadeHHs Tajanadiry B 103yBaHHI
OJIMH pa3 Ha J100y.
Iayienmu, xeopi Ha yykposuii Oiabem. Excmosunis tamanadimy (AUC) y xBopux Ha niaber Oyina
npuOu3no Ha 19 % Hibkua, HiX 3HaueHHs AUC y 310poBux no6poBoineis. Lis pisHunsg B ekcrnosuuii He
notpebye peryIroBaHHs JO3H.

KuiinivHi xapakTepucTHKH.
Iokazanna.

s 0o3ysanns 2,5 me. JlikyBanus epekTunsHOI tucdyHKUil y mopociaux 4oioBikiB. [Ipenapat ebextuBrmii
IIPY HAsIBHOCTI CEKCYaJIbHOT CTHMY/JIAILI.

JIns 0o3yeanns 5 me. JlikyBaHHS CUMITTOMIB JOOPOSIKICHOI rimepiiiasii mepeaMixypoBoi 31031 y JOPOCIHX
yonoBikiB. JlikyBaHHs epeKTHIBHOI MucOYHKNIT y mopocivx 4ojoBikiB. Ilpemapar edextuBHumit mist
JIKyBaHHS €pPEeKTHIILHOT IUCYHKIIT IIPH HAassBHOCTI CEKCYaTbHOI CTUMYJIAMII.

Jlns 0osyeanns 10 me. JlikyBanus epekTHIbHOT AUCOYHKIIT y JOpOCInX 4ooBiKiB. [IpenapaT edexTnpHuMiM
VTSt JTIKYBAHHS €pPeKTIIIBbHOT JUCHYHKINT TPy HasBHOCTI CeKCYanbHOT CTUMY JIAMLII.

Jns 0ozysanns 20 me. JlikyBaHHS epeKTUIBHOT AuchyHKIIT y fopocnux 4onoBikiB. [IpenapaT ebexTuBHmMiM
JUISL JIIKYBAHHS €pEeKTHIBHOT AUCHYHKILT ITPYU HASIBHOCTI CEKCYaIbHOT CTUMY JISIIT
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Tapganadin He noka3aHU# A 3aCTOCYBAHHS KIHKaM.

Ilpomunoxazannus.

[lizBueHa uyTIUBICTH 10 Taganadiny abo 10 Oyab-sKOro iHIIOro KOMIIOHEHTa IIpelapary.

VY Xonl KIHIYHHX ROCILKEHb Tazanadil BUSABHB BIACTHBICTh MOCHIIIOBATH TINOTEH3UBHHUM edeKT
HiTpaTtiB. BBaXkaeThCs, 1O 1€ € HACTiIKOM KOMOIHOBaHOIO BIUIMBY edeKTiB HITpaTiB Ta Tananadiay Ha
muax oxcun asory/ul’ M®. Takum umHOM, Tamanadisl MpoTHNIOKa3aHUH MAli€eHTaM, SKi 3aCTOCOBYIOTh
opraHiuHi HiTpatn y Oyab-sikiif Jikapcekiit dopmi (quB. po3zin «B3aemozis 3 IHIIUMH JIIKAPCHKUMHU
3aco0aMu Ta 1HIII BUIU B3a€MOJIiH»),

Tamanadin He ¢l 3acTOCOBYBATH HOJOBIKAM i3 CEPIEBUMH 3aXBOPIOBAHHAMHU, I SIKHX CEKCyallbHa
aKTUBHICTH € Hebakanoro. Jlikapi mOBMHHI 3Ba)caT¥ Ha NOTCHLIAHWN CEpLEBUI PHU3UK CeKCyaJIbHOI
aKTWBHOCTI AJIst TAILIEHTIB i3 CepIeBO-CYIMHHUMH 3aXBOPIOBAHHIMHY B aHAMHE31.

Hmx4veBkaszani rpyny NalieHTIB i3 ceplieBO-CyIMHHIUMH 3aXBOPIOBAHHSAME HE OyJIM BKIIOYEH1 y KIiHiuHI
JOCHIKEHHS, TOMY 3aCTOCYBaHHS Tananadisry JUisl HUX IIPOTHIIOKA3aHE:

- maieHTH 3 iHhapKTOM MioKapaa IpOoTAroM octaHHix 90 qHiB;

- TIAL[iEHTH 3 HeCTab1NbHOIO CTEHOKAPIiero ab0 CTEHOKAPIET0, II0 BUHUKAE I/l 9ac CTATEBUX AKTIB;

- HAIi€HTH I3 CepIeBOI0 HEAOCTATHICTIO, 1O BiAmoBigac kiacy 2 a6o puie 3a kiacudikaniero Horo-
Hopkcbkol acoriiartii cepiist, IpoTSIroM oCTaHHIX 6 MicsLiB;

- NallieHTH 3 HEKOHTPONbOBAHHMH apHTMisMH, apTepiadbHOI0 TimoreHsiero (< 90/50 mum pr. ct.) abo
HEKOHTPOJILOBAHOIO TIIIEPTEH3IEI0;

- TTALiEHTH MiCJIsl IHCYNBTY, IO CTABCS IIPOTSITOM OCTaHHIX 6 MicsIiB.

Tapanadin npoTunokasaHu# namieHTaMm i3 BTPAaTOIO 30py OJHOrO OKa B DPE3yNhTaTi HeapTepiaabHO!
nepeHpoi imeMiyHol onTuyHO! Hedpomarii (HAITIOH) HesanexHo Bix Toro, uu 6yjo 1€ MOB’SI3aHO 3
nonepeHiM BIIMBOM iHTiGiTopiB ®JIE 5 (mu. posmin « OcobIMBOCTI 3aCTOCY BAHHSD) ).

Cynyrae 3actocyBaHHs imriOitopiB ®JIES, B ToMmMy wumcni Tamanadimy, 3i cTuMynsTopamu
T'yaHIJTATHUKIA3H, TAKAMH K PiOOUIyaT, IPOTHIIOKA3aHO, OCKIIBKY MOTEHIIMHO 116 MOKE IIPU3BECTH [0
CUMIITOMATHYHOI TinoTeH3il (muB. po3nin «Bsaemomist 3 iHIIMME JliKapchkuMy 3aco0aMu Ta iHIII BHOH
B3AEMOJIIIY).

B3aemooia 3 inmumu Jikapcokumu 3acooamu ma iHUWi 6uou 63aEmooii.

JlocnipkeHHs 010 B3aeMOoil Oy 10 poBeaeHo uist 103yBaHb 10 Mr ta 20 Mr, pe3yIbTaTH BKa3aHi HIKYE.
Iloxo mocnmimKeHb B3a€MOil, B IKUX 3aCTOCOBYBAM TLIBKH Tamanadin y go3i 10 mMr, KiriHiuHO 3Ha4Yyma
B32€MOJIisI P 3aCTOCYBaHHI BUIMX 103 He MOKe OYTH BUKITIOUEHA.,

Bnnue inwux aikapcoxux 3acobie Ha maoanagin.

Ineibimopu yumoxpomy CYP450.

Tananadin merabomnizyerscst nepesaxxno CYP3A4. CenextuBuuit inribitop CYP3A4 — keraxoHa3oun
(200 mr mozenn0) — 361NbNIy€ MOy IMiJ KPUBOIO «KoHIeHTpalis — gacy (AUC) Taganadiny (10 mr) y
2 pasu ta Cmax Ha 15 % mono 3uavenb AUC i Cmax onsOro Tamanadisy. Keroxonason (400 mr na noGy)
301IBIIy € IJIONTY TiJl KpUBOIO «KoHUeHTpanis — gacy (AUC) tananabiny (20 mr) y 4 pasu, a Cpax — Ha
22 %. PuroHasip, iariGiTop mpoteas (200 mr asiui Ha 106Y), mo iuri6ye CYP3A4, CYP2C9, CYP2C19 ta
CYP2D6, 36inbirye miomy mix KpuBoio «xkounertpanis — vacy (AUC) tananadiny (20 mr) y 2 pasu, He
3MiHIOIOYH Cmax. Xowa crierubivuni B3aemonil He Oynd Hocihimkeni, immi iHriGiTopy ImpoTeasyu, Taki K
cakBiHaBlp Ta iHmi iHri6itopu CYP3A4, Taki sK epUTPOMILMH, KIAPUTPOMIIMH, ITPaKOHA301 Ta
rpeidndpyToBui CiK, CIiJ HpH3HA4YaTH 3 OOEPE)KHICTIO, OCKINBKM OUiKy€ThCS, IO IPH CyMiCHOMY
3aCTOCYBaHHI BOHHM IiJBHINYBATHMYyTh KOHLEHTpauilo Ttamamadiny y Iwrasmi kpoBi (auB. po3min
«Oco0aMBOCTI 3acTOCYBaHHS»). SIK HACIiZOK MOXE TIABHINYBATHCS 4YacTOTa BUHHMKHEHHS ITOOIYHMX
peaxniit (quB. po3ain «Ilobivni peakiin).

TIpancnopmepu.

BruiuB TpaHCIOPTEPiB, HATPHUKIIAL, P-TIIIKOMPOTEIHIB, HA po3noAin Tafatadiry HeBigomuit. Takum arHOM,
icHye IMOBIpHiCTE JIiIKapCchKOI B3a€MO/IiT, OITOCEpEIKOBAHOT IHTOYBaHHAM TPAHCIIOPTEPIB.

Inoykmopu yumoxpomy CYP450.

Innykrop CYP3A4 pudamninun 3amxye enmuuuny AUC taganadiny Ha 88 % nmopiBHAHO 31 3HAUYEHHAM
AUC npn npuifomi e Tapanadiny (10 mr). MoxkHa DpUITYCTHTH, IO Take 3HWKEHHS KOHIIEHTPALil
NpU3BEAE [0 3HIKEHHS e(QeKTHUBHOCTI Tamanadiny; CTYMiHb 3HMKEHHs eGEKTHBHOCTI HEBIIOMHUIL.
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CynyTHe 3acTocyBanus inmmx innykropis CYP3A4, Takux sx denobapobirtai, GheniToiH Ta kapbamaseniy,
TAKOX MOXE 3HIDKyBaTH KOHIIEHTpamilo Taganadiny y miazMi KpoBi.

Bnnue maoanaginy na inuii nikapcoki npenapamu.

Himpamu. Y xoxi kmiHIYHMX nociijpkenb Ttamamadin (5 mr, 10wmr, 20 Mr) nposBIISIB BIacTHUBICTH
IIOCHJTIOBATH MIIOTEH3MBHI eekTd HitpaTiB. TakuM urHOM, 3acTOoCyBaHHs Tajnanadizy mamieHTam, ski
OTPUMYIOTh JHKYBaHHS OpraHiYHMMH HiTpaTaMu y Oynb-akii ¢opmi, IpoOTUNOKa3aHo (OuB. PO3JiN
«[Tporumokazanusy). 3a pesyjabTaraMd KIHIYHOrO JOCHIDKEHHs 3 yuacTio 150 naitientis, ski
3acTocoByBad Tamanadin y mosi 20 mr ma Jjio6y mpoTsroM 7 QHIB Ta HITpOrmiUepHH y nosi 0,4 mr
CyOIIHTBANBHO (3 PI3HHUM YacoM MpHUIMOMY), I B3aeMojis TpuBana Ounbil HDK 24 TOXMHH Ta He
TIPOSIBJIIACE Ticyst 48 TOWH MICIIA 3aCTOCYBaHHSI OCTAaHHBO1 103U Tafanadimy. ToMy SKIIO JUIs nalieHTa,
AKOMY TIpu3HadeHo Tazanadin y Oyae-skift mosi (2,5-20 Mr), 3acTOoCyBaHHS HITPaTiB € MEXMYHOO
HeOOXITHICTIO TPU 3aTPO3JIHBOMY JJIsL KUTTS CTaHi, TO Mepel] 3acCTOCYBaHHAM IIPENapaTiB HiTpaTiB Mae
MHHYTH He MeHie HiX 48 TOJWH miciHs OCTaHHBOTO NpuioMy Tamanadiry., Y TakOMy BHIIAIKy
3aCTOCYBaHHS HITpaTiB NOBHHHO BiAOyBaTHCH WiJl NUWIBHUM MEIWYHAM HATJIAA0OM 13 HaJleXXHHUM
MOHITOPHHIOM TEMOAMHAMIUYHUX TTOKA3HUKIB.

Anmuzinepmensueni npenapamu (6 momy wucii 610Kkamopu Kanrbyicaux KaHanis).

[Tix vac cymicHoOro npu3HaueHHs Tananadiny (y A03yBaHHI 5 Mr OJiH pa3 Ha 00y abo y BUIVILA] pa3oBol
no3u mo 20 Mr) i3 6JI0KAaTOpPOM ci-apeHopenenTopiB gokcaso3nnoMm (4—8 Mr Ha no6y) crocrepiranocs
3HAyHe ITOCHJICHHS TiMOTeH3HWBHOIO edexty ocraHHboro. Lledt edexr TpumBae no 12 rommu i Moxe
IPOSIBJIATHCS OKPEMHMH CHMIITOMaMH, B TOMY YHCIi y BHUIIsAl 3anaMopoueHHs. Taka kxomGiHanis
pEeNnapaTiB He PEKOMEHAYEThCS 0 3aCTOCyBaHHs (AuB. po3in «OcoOIUBOCTI 3aCTOCY BAHHS ).

V xoai KoCHimKeHb B3aEMOIIT 3 y4acTIO 0OMEKEHOT KITBKOCTI 3M0POBUX BOJIOHTEPIB HE TOBIIOMIISAIN TIPO
BUINEBKa3aHi edekTw mpu cyMmiCHOMY 3acTocyBaHHI 3 andy3o3uHoM abo Tamcyno3uHoM. Crim 3
00epeXXHICTIO MpU3HAYaTH Tagaiadiy marieHTaMm, siki OTPUMYIOTH JiKyBaHHS OyIb-AKUMH GJIOKaTOpamu
0-aJIPEHOPELETITOPIB, 0co0UBO 0cobam JIiTHROrO Biky. JlikyBaHHS CiJl PO3NOYHHATH i3 MiHIMaIbHOTO
JIO3YBaHHsI Ta IOCTYTIOBO 30iBIITYBATH 103y .

YV xomi mocmimpkeHh KIiHIYHOT (apMakoJMHaMiKM BHBYaIH MMOTeHNian Taganadiny ITOCHIIOBATH
TiOTEeH3WBHI €(eKTH aHTHUTINIepTEeH3WBHUX IpernapaTiB. Jlocii/KyBand OCHOBHI KJIACH IIpenapaTis:
6JI0KaTOPH KaNBI[iEBUX KaHATIB (AMJIOJHUIIH), IHTIOITOpH aHTIOTEH3WHIEPETBOPIOBAIBHOIO (PEepMEHTY
(enananpun), 6yoxaTopu P-aJpeHOPENEeNnTOpiB (METOMPOJION), TiasuaHl AlypeTukn (6enapoduryasun) ta
6nmoxaTopy perentopiB aHrioreHsuHy Il (pi3Hi TMnm Ta m03M, OKpemo Ta B KoMOiHaLii 3 TiasUAHUMH
JiypeTukaMu, 0JI0KaTopaMu KalbIiEBUX KaHaiB, 610kaTopamu B-aapeHopelienTopis Ta/abo 6irokaTopamu
a-anpeHopenentopiB). Tamamadin (y no3i 10 Mr, KpiM IH0CIIiJKEHb B3aeMogil 3 GJI0KaTOpaMHy PEeIEITOPIB
arriorersuny Il ta ammomuniny, ne BUBYamH edekT Ao3u 20 MT) He BUSB/LIB 3HAUYIOI B3aeMOil 3
BHINE3a3HAYCHUMH KjlacaMy JTiKapChKUX 3aco6iB. Y XOJi iHIIOTO ROCTipKeHHS KIiHIYHOI (hapmakororii
JOCTI[DKYBaJIM CYILyTHE 3acTocyBaHHS Tamanadimy (B fo3i 20 Mr) 3 HeKinbkoMa TilOT€H3UBHHMHU
nperapataMy (10 YOTHPHOX). Y IAalli€HTiB, SKi MpUHMann [eKiJIbKa aHTHTIIEPTEH3UBHUX 3ac00iB, 3MiHK
apTepiaIbHOTO THCKY 3aJIeXaid BiJl piBHSA KOHTPOJIIO apTePialIbHOTO TUCKY. TakuM UWHOM, Y NAalli€HTiB 3
noGpe KOHTPOJBOBAHOKO TilEpPTEH3I€I0 3HIKEHHSA THUCKY Oyno HEe3HAYHHM Ta BIATIOBINAIO TakoMy Y
3JI0pOBHUX NOOPOBONBIIB. Y MAali€HTIB 3 HEKOHTPOJLOBAHOK TiNEPTEH3IEI0 3HIKEHHS apTepiallbHOTO
THCKy Oyno OinmpmimM, Xoda y OUIBINOCTI XBOPHX Take 3HM)KCHHS THUCKY HE CYNPOBOIKYBaIOCH
TiTOTEH3UBHAMH CHMITOMaMHu. Y MAI[i€HTIB, AKI OTPUMYIOTH CYIIyTHIO TEPAIil0 aHTUTINEPTCH3IUBHUMHU
JKApcbKUMHU 3aco0aMu, 3acTOCyBaHHA Tafaladiny B o3l 20 MI MOXE NPU3BOIUTH O 3HIDKCHHS
apTepialbHOTO  THCKY, sKe (KpiM BHIAgKy CyIOyTHBOTO 3acTOCyBaHHA 3  OiokxaTopamu
0~afpEeHOPELENTOPIB) 3arajioM € HE3HAYHWM Ta KIIHIYHO HEe3HadyIIUM. AHali3 JaHuX TpeThol (asu
KTiHIYHOTO JOCIi/)KEHHS He BUJBHB PI3HHUIN Yy MOGIYHMX peaxififx, 110 BUHMKAJIW y MAIli€HTIB, fAKi
OTpUMYBAJIM JIKyBaHHS TamanadilioM i3 CymyTHIM 3acTOCYBaHHSM AHTHUTINIEPTEH3WBHUX 3aco0iB Ta
JiKyBaHHS TiNbKH Tananadinom. Hespaxaroun Ha 1ie, HeoOXiTHO HaJjaBaTH BiJIIOBiIHI peKOMEHAAI] 1[0 10
MO>UIMBOTO 3HMIKEHHS apTepiallbHOTO THUCKY NalieHTaM, fKi JIKyIOThCS MIIOTEH3UBHUMH JIKapCHKUMHU
3acobamu Ta Taganadisom.

Pioyueyam.

Y3rogxeHo 3 marepianamu
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Y Xoii HOKTIHIYHHX NOCTiIKCHL OyB BHSBJCHUH aJUTHBHUN TiIOTEH3UBHUHM e(EKT NMPU CyITyTHBOMY
npuiiomi inriGiropis ®JIE 5 3 piomuryarom. Y xoi IHITHUX ZOCHKEHD Oy 10 BUABIICHO, 110 PiOLUTYaT
TIOCHJTIOE TIMOTEH3UBHY [ilo iHri6itopis ®JIE 5. He Gymno nokasiB cCIpUATIIMBOIO KIIHIYHOTO edeKTy el
xkoMbiHauii y mocnimkysanil nomymnsuii. CynyTHe 3acTocyBaHHs piomuryary 3 inribitopamu ®JIE S, B
TOMY YHCII TaaanadiioMm, MPOTUIIOKA3aHO (JIUB. po3Ain «IIpoTunoxasannsy ).

Inzi6imopu 5-o-pedyxma3su.

V xoi KIIHIYHOrO JOCIiZKEeHH S, B IKOMY IIOPIiBHIOBAIM CyMiCHe 3aCTOCYyBaHHS Taganadiny y mo3i 5 mr
Ta (pimacTepuay y m03i 5 Mr i3 mpuiioMoM IUTarne6o Ta piHacTepumy y 1031 5 MI Ul yCYHEHHS CHMITOMIB
n06posKicHOT Tinepmasii mepeaAMixypoBoi 3a5103u, He 0yJI0 BUSBIEHO XKOJHUX HOBHX MOGIYHMX peaKIlii.
[TpoTe, OCKINBKH JOCIKEHHS B3aeMOZii JIIKApCHKUX 3aco0iB 3 METOIO OLIHKH edexTiB Tamanadiny ta
iHTi6ITOPIB 5-0-pelyKTa3y He MPOBOAMIM, CIIiA 3 00EPEeXHICTIO MPH3HAYATH Tajanadin marieHTam, sKi
OTPHMYIOTH JIIKYBaHHS IHT161TOpaMH 5-0-peayKTasH.

CYPIA2 cybempamu (nanpuxnad meoginin).

V xoni JOCHipkeHHs KITiHIYHOT (apmaxosiorii npu npuifoMi tagatadimy (B no3i 10 Mr) 3 Teodininom
(HeceneKTUBHMM iHTiGiTOpoM (ocdomiecTepasy) He crocrepiranocs Higkol ¢apMakokineTuuHol
B3aemMomii. CauuuM (apMmakoauHaMiynuM edexToM OyJ0 HE3HAUHE NIJBUINEHHS CEPLEBOrO DPUTMY
(3,5 ya/xB). HeoOximHo BpaxoByBaTH MOXJIMBICTH BHHHMKHEHHS LBOTO €(EKTy IIpH CyMiCHOMY
3acTocyBaHHi Tananadiny Ta Teodininy, He3BaXXAIOUN Ha Te, IO BiH € HE3HAYHHMM T4 HE Ma€ KIIHIYHO]
3HAYYIIOCTI.

Emuninecmpadion ma mepbymari.

Taganadin migsunryBas Gi0JOCTYIHICTE MepOpalbHUX JHKapchKUx GopM 3 eTHHinecTpagionom. Taxe
36inbIIEHHA G1OMOCTYIIHOCTI MOXKHA OYIKyBaTH UIpH CyMIiCHOMY 3acTOCYyBaHHI 3 TepOyTaniHOM
(mepopaiibHO), Xoua KiiHiuHi Hacaiaku mniel koMOiHanii HeBizoMi.

Anxozons.

Ankorosis (cepenus MmakcuMaigpHa KoHneHTpauis 0,08 %) He BHIMBAaB Ha CYMYyTHE 3ACTOCYBaHHS
taganadiny (B mo3i 10 a6o 20 mr). Takox He crocrepiranocs 3MiH KOHIEHTpalii Taganadiay OpoTsroM
HACTYIHHX 3 TOJMH IICJIA OJHOYACHOTO MPUHOMY aIKOTOJIO 3 TajauadisioM. AJIKOTOJb 3aCTOCOBYBANH
TaKAM YMHOM, 00 JOCSTHYTH MaKCUMAJILHOIO piBHS aGcopOii ankoroumo (IIpruiHoM HATIIE MicyIs HiYHOTO
roJIoyBanHs Ta 6€3 IpuitoMy 1K1 IPOTAroM 2 TOIMH Micist 3aCTOCY BaHHS aJikoroio). IIpuitom rtananadiny
(B 1031 20 MI) He TPU3BOAMB JIO CTATHCTHYHO 3HAYYINOTO 3HIDKEHHS CEPEIHIX 3HAYEHb apTepiabHOTO
THCKY Ha TJH mpuiiomy ankoroito (0,7 r/kr a6o npubnusso 180 mi 40 % ankoromo (ropiiku) 4oy10BiKoM
3 macoro tina 80 kr), mpoTe y JAesSKUX IAli€HTIB CIOCTepiranocs IOCTYypajibHe 3alaMOpPOYEHHS i
opTocTaTH4Ha TimoTensis. [Ipuitom Tamanadizy Ha T HwKURX K03 ankoromo (0,6 I/KT) He CHpPUYMHAIB
apTepialbHOI MMOTeH31l, a 3amaMOpOYeHHsI CIOCTEPIiraaocs 3 Ti€k X YaCTOTORO, WO ¥ Ipu MpUHoMi TUTBKH
AJIKOTO/II0. BIUIMB ankoroso Ha misHaBaabHI (YHKIIT HE MOCHIIOBABCS IIPH CYNyTHHLOMY 3aCTOCYBaHHI
taganadiny (B 1o3i 10 mr).

Jixapewki 3acobu, wyo memabonizyiomscs 3 ysacmio yumoxpomy P-450.

He ouikyeThes, mo Tananadin coppyrHsITAME KIHIYHO 3HaYy1e iHri0yBanHs a0o iHIyKyBaHHS KILpEHCY
NiKapchKHX 3aco6iB, o MeTabonizyioTees izodopmamu CYP450. YV xoxi KIiHIYHMX HOCTiIKEHL OyiI0
JoBeNeHo, mo Taganadin He inridye i e inaykye isopopmu CYP450, B 1. 4. CYP3A4, CYP1A2, CYP2D6,
CYP2E1, CYP2C9 ta CYP2CI19.

CYP2C9 cy6cmpamu (nanpuxnao R-eapgapun).

Tamanapin (y mo3i 10mMr ta 20 Mr) He MaB KiIiHIYHO 3Hauymoro edexry Ha excnosunito (AUC)
S-Bapdapuny ab6o R-sapdapuny (CYP2C9 cyberparn), a TakoXK HE MaB BIUIMBY Ha IIPOTPOMOIHOBHH Yac,
inmyxoBanuit BapdapuHOM.

Acnipun.

Tananadin (y moszi 10 mr Ta 20 Mr) He HOTEHUiIOBaB 30IIBIIEHHS Yacy KpOBOTEYl, CIIPHYHHEHOI
ALEeTIIICATTIIMIIOBOIO KHUCIIOTOIO.

IIpomudiabemuyuni nikapcoki 3acobu.

Cnenudiuanx mociimkens B3aemoxil Tapamadiny i3 npoTHIiaGeTWYHHMH JIKApCHKUMH 3acobamMu He
IIPOBOMIIN.

Y3rogxeHo 3 maTteplasnamu
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Ocoéaueocmi 3acmocy8anHA, -
Ilepeo nouamkom nikyeanna npenapamom Maxciepa /lpaiie.

[lepen 3acTOCYBaHHAM NpEenapary JIKapro Ciij 3i0paT MeAMYHHH aHAMHE3 i IIPOBECTH OOCTEKEHHS
¢izuuHOre CcTaHy Tali€HTa, BH3HAYWUTH [OTCHIIMHI NEPIIONPHYMHM EPCKTUNIBHOI MUCOYHKUIT i
J0OpOoAKiCHOI rinepnasii nepeaMixypoBoi 3a103¢ Ta IPU3HAUUTH BilIOBIAHMHI Ky PC HiKyBaHHS.

ITepen mouatkoM Oy/b-SKOrO JIKyBaHHS epeKTHIIBHOI JucdyHKIUT Jiikapi MOBHHHI 3BaXaTW Ha CTaH
CepleBO-CyJMHHOT CHCTEMH CBOIX MAIli€HTiB, OCKINBKH iCHye MNEBHMH CTYNiHb CEPLEBOTO PHUBMKY,
acoIlifloBaHMi 13 cekcyanpHOIO akTHBHICTIO. Tazanadin Mae Cy JMHOPO3UIMPIOBANBHUH edeKT, mo Moxe
NPU3BOJMTH [0 HE3HAYHOrO Ta TPAH3UTOPHOIO B3HKKGHHS AapTEpialibHOrO THCKY (IMB. pO3Ain
«®apMaKoJIOriuHi BIACTHBOCTI») T4 IOTEHI{IOBAHHA TIilIOTEH3UBHOTO €(EeKTy HITPaTiB (JMB. PO3AiN
«IIpoTHIIOKA3aHHSIY ).

Ilepen moyaTKoM Tepamii TajganadinoM cuMIITOMIB H0OposKicHOT rinmeprmiasii nmepeaMixypoBoi 3ajio3m
HeOOXIIHO OBCTEXMTH INALiCHTa Uil BHKJIIOYEHHS MOMJIMBOI KaplUHOMH IIEPEAMIXYypPOBOI 3aJ03u Ta
PETENLHO OLIHUTH CTaH CEPIEBO-CYAMHHOT CUCTEMH (IuB. po3ain «IIpoTunokaszanHsmy).

OrniHKa €peKTHIBHOI AUCYHKII] MOBAHHA BKIIOYATH BHU3HAYCHHS ITOTEHIIMHOI NEPIIONPHYMHY Ta il
HaJleKHe JIIKyBaHHS TIiCJIs BiANOBiIHOro MequyHOTo 06cTexKeHHs . HeBinoMo, un € edexTuBHIM Tafanadin
JUIsl TIAII€HTIB, SKi IepEeHeCHH OMepalilo Ha Ta30BHX KicTKax abo paJuKalbHy NPOCTaTEKTOMIilO Oe3
30epeKeHHS HEPBIB.

Cepyego-cyounna cucmema.

V nocTMapKEeTHHIOBMEH TIepiof Ta/abo y X0/ KIIHIYHUX JOCTIPKEHb ITOBLIOMIISIIN IIPO CEPHO3HI SIBUIIA 3
GOKy CepueBO-CYyIUHHOI CHCTEMH, B ToMy 4dcii mpo iHMapKT Miokapja, panTOBY CEPLEBY CMEPTH,
HecTablIbHY CTEHOKAP/iIo, NIJIYHOYKOBY apHUTMIi0, MOPYIIEHHS MO3KOBOIO KPOBOOOGIrY, TPaH3HUTOPHY
imemiuny araxy, OUIb y Tpyasx, IPHCKOpPEHe CepueOUTTS Ta TaxikapAilo. BinbmicTh NalieHTiB, y AKUX
criocTepiranucs Taki moGivHi peakiii, Mamu (axTopu pU3HKYy 3 OOKy CEpLEBO-CYIOMHHOI CHCTEMH B
aHamHe3i. Y Tol ke yac Hapas3i HEMOXJIMBO TOYHO BCTAHOBUTH, YH BHINEBKA3aHI ABMINA IIOB’SI3aHI i3
(axTopaMu pU3UKY, 3aCTOCYBAaHHAM Taganadiny, cekCcyanbHOI0 aKTHBHICTIO NaIieHTiB 260 3 kombiHamiero
IIUX Y4 IHIINX (PAKTOPIB.

V naumieHTiB, AKi OTPUMYIOTH CYIIyTHE JIKyBaHHsS aHTHTIIEpPTCH3UBHUMHM 3acobamu, Taganadia Moxe
IIOCHJIMTH 3HIDKEHHS apTepialbHOrO THCKy. SIKIO po3modaro IIOJAEHHY Tepamilo TajanadiioM, ciin
PO3TIIAHYTH KIHIYHY HeOOXiqHICT miaGopy JO3U aHTHUTINEePTEH3UBHOT Tepartii.

Heo6ximHo 3 00epexHiCTIO NpU3HaYaTy Taaanadin namienram, ski IpUHAMaroTh 0,1-0JI0KaTOPH, TOMY IO y
JIESKUX XBOPUX OIHOYACHHUHN MPHUHOM IHX [PENapaTiB MOXeE IIPHU3BECTH JO CHMITOMATHYHOI rinoreHsii
(muB. posmin «BsaeMoxis 3 IHmMAME JliKapchKuMM 3acobaMM Ta iHIN BHAM B3aeMoniit»). He
peKkoMeHTyeThcst KOMOiHOBaHe 3aCcTOCYBaHHS Taaanadily Ta JOKCa303UHY.

Opezanu 30py.

IToBigomusiiu po Bumaaku noripimends 3opy i HATIIOH min wac 3acrocyBaHHs Taganadiay Ta iHIIHX
inri6iropis ®JIE 5. Ananis panux o6cepBallifHUX AOCHIIPKEHb ITOKA3aB IIiJBUINEHHS PU3UKY PO3BHUTKY
roctpoi HATTIOH y 4050BIKiB 3 epeKTHIFHOI AUChYHKIII€rO Micis 3acTocyBaHHA Taganadiny abo iHmmx
inri6itopis ®JE 5. OcKinbKH IiABHUIEHHS TAKOTO PH3UKY MOYKIMBE Y BCIX ITALIEHTIB, AKi 3aCTOCOBYIOTH
Taganadina, Jikap NOBHHEH TIONEPEIUTH IallieHTa PO HEOOXiJHICTh HerakHoro IpHIHMHEHHS
3acToCyBaHHs Tazanadiiy Ta 3BEpHEHHS 3a MEAUYHOIO JOIOMOTOI0 Y Pasl panToBOI BTPAaTH 30Dy (IUB.
po3ain «IIpoTunokazanHsm ).

THozipuwenus abo panmoea 6mpama ciyxy.

TToBigOMIISIIM ITPO BUIIAAKHM PAIITOBOI BTPATH CITyXy Hicis 3acTocyBaHHs Tajanadiny. Hesanexuo Bix Toro,
yu GyJid HasBHI IHII GakTOpy pU3UKY (Taki SK Bik, HasBHICTH AiabeTy, rinepTeH3ii Ta BUNAgKu BTpATH
CIyXy B aHaMHe3i), MalieHTiB MOTPiGHO MOMEpenuTH NpOo HEOOXiAHICTL NPHIIMHEHHS 3aCTOCYBaHHS
Tajanadiay Ta 3BepHEHHS 32 MEIHYHOIO JOTIOMOTOI0 Y pasi palrToBOTo NOripIIeHHs ab0 BTPATH CIyXY.
Hupkoea ma neuinxosa neoocmamuicme.

IlonenHe 3acTocyBaHHs mpenapary Makcirpa JpaiiB He PEeKOMEHIYETHCS INalli€HTaM i3 cepHo3HHMH
HUPKOBUMHM IIOPYIIEHHAMM Yy 3B’s3Ky 3 migBumeHoo excrnosuliero (AUC) tamanmadiny, oOMexeHHM
KJIHIYHUM TOCBiZIOM Ta ¢1abKO0 34aTHICTIO BIUTMBATH Ha HOTO KIIPEHC 3a JOMOMOTOO [iaisy.

Knigiuni mgani mpo npusHadeHHs Tamanadily s MOASHHOTO 3aCTOCYBaHHA MHAIi€HTaM i3 TSHKKHMH
nopymenasMu Gyrxuii nedinku (kiac C 3a mxanoro Yaitnga—I1'10) obmesxeHi.

Y3rofkeHo 3 Matepianamu
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3acTOCYBaHHS IIpenapaTy IIOJAEHHO SK JUlA JHKYBAHHS €PEKTHIBHOI AUCOYHKUII, TaK 1 VISt JiKyBaHHs
nobposikicHol rimepmiasii mepeaMiXypoBoi 3alo3d HE OUIHIOBAIM Y TIAIli€HTIB 13 I1€UiHKOBOKO
HeocTaTHicTIo, [lepl Hi’ NpPU3HAYMTH Tazanadii, jikap MOBHHEH pPEeTeNbHO OLIHMTH IHIIMBiMyabHi
nepeBaru/pusrK Tepartii.

[pianizm ma anamomiuna oegpopmayis cmame6oz0 4iena.

SIxmo y mamieHTa BHHMKAc epekilis, mo TpuBac 4 roamHu abo OGinbiue, Homy HEOOXifAHO HeraiHo
3BepPTATUCS 32 MEJIMYHOIO IOTIOMOT010. SIKIIO He Gy /e IpoBeIeHO HeTalfHe JiKyBaHHs [PIali3My, [1e MOJKe
TIPH3BECTH JIO YIIKOJDKEHHS TKAHUH CTATEBOrO WIEHa Ta JOBIOTPHBAIO! BTPATH MOTEHIIII.

Heo6ximHo 3 06epesknicTio mpu3Hauary Taganadii namienram 3 aHaToMiYHAMHE 1eQOPMAIisIMH CTaTEBOI0
yiieHa (TAKMMH K KyTOBE BUKPHUBJICHHS, KaBepHO3HMH (Gibpo3 aGo xsopoba Ilefiponi) un nartienTam, sxi
MAIOTh CTaHH, 1[0 MOKYTh CIIPHATH IIpiani3my (Taki sk ceprnonofAiGHOKIITHHHA aHEMis, Mi€JIOMHa XBopoba
uy JIeHKeMis).

Cynymmue 3acmocysanns 3 inzibimopamu CYP3A4.

Heobxinno 3 ofepexHicTio mpusHauaTy Tajganadin marmiedtam, sxi BxuBaioTh iHTriGiTopu CYP3A4
(pUTOHABIp, CaKBiHABIpP, KETOKOHA30J, ITPAKOHA30JI, EPUTPOMIIMH), OCKUIBKH IIPH CyMiCHOMY
3aCTOCYBaHHI 3 TaganadinoM crioctepiracthes 36inpiuenHs excro3uuil Taganadiny (AUC) (auB. po3ain
«B3aeMoIisl 3 IHIINMM JTIKapCHKMMU 3aco0amM¥t Ta iHII BHI(M B3aEMOMINN ).

CynymHue 3acmoCcy8aHHs 3 IHUUMY TIKApCoKUMU 3ac00amu 0N NIKYBAHHA ePeKMULbHOT oucyuryir.
Besneunicts Ta epeKTUBHICTE 3acTOCYBanHs Taaanadiny B kombinanii 3 inmumu inridiropamu GJIE S abo
iHmmMM 3acobaMM UM JIKYBAHHS €peKTHIbHOI JuchyHKHil He MOCHIIKyBald, TOMY HEOOXimHO
iHpopMyBaTH MaLieHTIB PO Te, IO He CIIij npuiiMar Tagatadisn y nogiGHux KoMOiHamisx.

Jlaxmosa.

ITpenapar MiCTUTD JTaKTO3U MOHOTriApaT. Makcirpa J{paifs He ciIii mpU3HAYaTH NAIiCHTaM i3 piakicHUMH
CNaAKOBUMH (hOpMaMK HEITEPEHOCHMOCTI TaTakTO31, CHHIPOMOM IIFOK030-TallaKTO3HOT Mababcopbuii Ta
nedinurom naxraszu Jlanma.

3acmocysanna 6 y nepiod eazimmnocmi abo 200y68aHHA 2pyO0I0.

Makcirpa [paiiB He oka3asuii U1 3aCTOCYBaHHS XKIHKaM.

Bazimuicms, Jlani OOCHimKeHbL IMONO 3aCTOCYBaHHs Tamatadimy BariTHUM KiHKaM OOMEXEHi,
JlocnmimKeHHS Ha TBApWHAX HE BHSIBIJIA IpsMOro abo HENpSMOro MIKIAIWBOrO BIUIMBY Ha BariTHICTS,
pO3BUTOK eMOpioHa abo mioja, HONOrM Ta MMOCTHATAIBHHM PO3BUTOK. SIK 3amoObXHHMK 3axin, 6axxaHo
YHUKATH 3aCTOCYBaHHs Tajanadiry y mepiof BariTHOCTI.

Tooyeannsa epyooro. HasaBHi bapMakoquHaMivHI/TOKCHKOJIOTiYHI JaHi CTOCOBHO TBapHH CBIIYaTh IPO
eKCKpEIiIo Taganadisiy y MOIOKO, PH3HK 1/ist HEMOBJISTH Ha IPyAHOMY BHT'OIOBYBaHHI HE CJIi/l BUKIIFOYATH.
Makcirpa [paiiB He ¢1i/1 3aCTOCOBYBATH Y IIEPIOA I'OyBaHHS [Py IO,

Depmunvricmv. EdexTH, 10 MOXKYTh BKa3yBaTH Ha IIOTipIIeRHs HEepTUIILHOCTI, BIA3HAYanucs y cobak. Y
XOZi IBOX KIJIHIYHMX HOCIiIKEHE OyJI0 BCTAHOBIICHO, IO Takuil edeKT He OdiKyeThes y JIOozeH, Xxoua B
OKPEMHUX YOJOBIKIB crocTepiranocs 3HWKEHHS KOHIEeHTpanii crepMu (muB. posain «®Dapmakonorivsi
BJIACTHBOCTI»). Y X0 KIiHIYHHMX AOCIi/KeHb OYJI0 BCTAHOBJICHO, INO MOPYUIEHHA (PEPTHIBHOCTI He
OUIKYETBCS Yy JIFOJIEH, X0Ua B OKPEMUX YOJIOBIKIB CIIOCTEPIraocs 3HWKEHHSI KOHLEHTPALil CIepMy.

30amuicme  enausamu HA WGUOKICMb peakyii npu KepyeawHi aemompancnopmom abo  iHuumu
MEXAHIIMAMU.

BmmB tamanadiny Ha 3maTHICTH KepyBaTH MallMHAaMM Ta MEXaHi3MaMu He3HayHui. Xoua yacToTa
IIOBIIOMJIEHD NIPO SBHUIIA 3aITAMOPOUCHHS ¥ X0l KIIHIYHUX JOCTIUKEHB i3 3aCTOCYBaHHAM IlTae6o ta y
X0 KIIHIYHMX JOCHIJKEeHD i3 3acTocyBanHsM Tamanadiny Oyna nmoniOHa, NalicHTH NMOBHHHI 3HATH, 5K
BIUIMBAaE Ha HUX Makcirpa JlpaiiB, mepil Hi’XkK KepyBaTH aBTOTPAHCIOPTOM ab0 NpalfoBaTH 3 iHIIUMU
MeXaHI3MaMH.

Cnoci6 3acmocysanna ma 0o3u.
JIist mepopalIbHOTO 3aCTOCYBAHHS.
Epexmunvra ouc@ynryis y 0opocaux 4ono0gixie.

YaroaxeHo 3 matepianamu 9
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PexoMen10BaHa 7103a CTAHOBMTH 10 Mr nepe]i nepenbauyBaHO0 CEKCYabHOI aKTHBHICTIO, HEBAIEKHO Bij
npuiiomy ixi. [TamienTtam, y sxkux taganadin y nosi 10 Mr He CIpUUHHSIE aleKBaTHOTO €PEKTY, MOXHA
3acTocoBYBatu 103y 20 MT.

[Mpenapat MoxkHa puiimary 3a 30 XBUJIMH Nepell CEKCYalbHOIO aKTHBHICTIO.

MakcuMalnbHa peKOMEHI0OBaHa 4acToTa IpUuiHoMy — OIUH pa3 Ha 100y.

Tananadin y mo3i 10 Mr ta 20 Mr npusHaueHU 1U1st 3aCTOCYBaHHA 1Iepe] ependadyBaHo0 CEKCyalbHOIO
AKTHBHICTIO Ta HE PEKOMEH/I0BAHUH JJIs IMOACHHOTO 3aCTOCY BAHHI,

SIkmo mepenbayaeThCsl YacTe 3acTOCyBaHHS Tananadiny (MpUHaHMHI B4l Ha TWKIEHb), PEXHUM
I[0/IEHHOrO 3aCTOCYBAHHA OiNBIN HHU3BKMX 03 Tamatadiy mMoxe OyTH OB JOMUIBHUM, BUXOJSYH 3
BUOOpY HaliedTa Ta pilmeHHs Jjikaps. s TakuX Talli€HTiB PEKOMEH0BaHa 1033 CTAaHOBUTH 5 MI/noby
NpubGIN3HO B OAHAKOBHH dac. JI03y MOXHA 3MEHIIYBAaTH 10 2,5 Mr/mo0y, BUXOISYM 3 IHAMBIAyanbHOL
TOJIEPAaHTHOCTI. JIOIIBHICTE TPUBANIOTO IMOAEHHOT0 3aCTOCYBAHHS CIIiJl IEPiOUYHO IIEPEOLIHIOBATH.
Hobposxicua zinepnnazis nepedmixypogoi 3an03u y 00POCAUX HYOR0GIKIE.

JI71st IOJIGHHOTO 3aCTOCY BAHHS PEKOMEH/IOBaHA /{038 CTAHOBHUTE 5 MI/06Yy MpHOIU3HO B OZIMH 1 TOK camuit
9ac, He3aJIeKHO Bif npuiiomy i, J[iis JIiKyBaHHS OPOCTHX YONOBIKIB i3 epeKTHIIBHOIO JUCHYHKIIEIO Ta
CHMITTOMaMHU JOOPOSIKiCHOT rineprinasii mepeaMixypoBoi 3aj103U PeKOMEHI0BaHa J03a Ul IOAEHHOIO
3aCTOCYBAaHHS CTaHOBUTH S Mr/mo6y mpubnu3Ho B oxuH 1 Toi camumi dac. Jlnsg IIamieHTiB 3
HeTlepeHOCUMICTIO Taganadiny y n03i 5 mr/mo6y mpw jikyBanHi foOposKicHO! rinepnasii nepeamixyposol
3aJ103H CIIl PO3TVIAHYTH 3aCTOCYBAHHS albTEPHATHBHOI Tepamii, 3 OMIAMy Ha T¢ IO e(EeKTHBHICTH
tamanadiny y mosi 2,5 Mr/moGy juis nikyBaHHS H0GpOsiKicHOT Timepruiasil mepeaMixypoBol 3alo3u He
OIIIHFOBaJach.

Ocobnusi nonynayii nayicwmis.

Yonosixu nimnvozo 6ixy. Kopexuist 1031 He noTpibHa.

Yonosixu, aKki Maoms Hupkogy Hedocmamuicms, Kopexuist 1031 He moTpiOHAa JUIs IAi€HTIB 13 JIETKOIO Ta
TIOMIPHOIO HEUPKOBOIO HEJIOCTATHICTIO. J[JIs MAIi€HTiB i3 TSHKKOIO HUPKOBOIO HEIOCTATHICTIO MaKcuMaibHa
pexoMeHI0oBaHa J03a cTaHOBHTH 10 Mr (upuitom Tananadimy 3a morpebu). IlomeHHe 3acrocyBaHHS
taganadiny B 103i 2,5 Mr abo 5 M He PEeKOMEHIOBAHO JUISL JIIKYBaHHS HAIli€HTIB i3 THKKOIO HHUPKOBOIO
HEJIOCTATHICTIO Ta JOOPOSKICHOIO TiMlePIIasieto MepemMixypoBoi 3a51031 abo epeKTHIIBHOIO TUC(YHKITIEO
(muB. po3inu «OcobnHUBOCTI 3acTOCYBaHHD) Ta «PapMaKoIOTiuHi BIACTUBOCTIY ).

Yonogixu, siki Marome nevinKogy HeOOCMAMmHICMb.

Jlast nikyBaHHS epeKTHibHOT mucyHKIIl pexomeHpoBaHa Ao3a Tananadiny craHoBHTb 10 Mr mepern
nependavyBaHOIO CEKCYalbHOK AKTHUBHICTIO 1 He 3aleXHUTh Bl npuiiomy Dki (puiom Tamanadiny 3a
notpebn). Kiiniuni gani mogo 6es3meku 3acTocyBaHHs Taaagadily mamieHTaM i3 TSKKOK MEYiHKOBOIO
HenoctatHicTio (kiac C 3a mkanoro Yaitnna — [1°10) oOMexeHi; y pasi npru3HadeHHs JTiKap IOBUHEH YBaXKHO
OLiHUTH IHAMBiAyanbHi HepeBarw/pusuku. Hemae maHuX IMOJ0 3aCTOCYBaHHS Tamadadily B 1031 BuIie
10 Mr martienTam i3 neuinkoBowo HepoctarHicTio. [llogente 3acTocyBanus Taganadury K IS JiKyBaHHS
HAIiEHTIB i3 T0OPOSKICHOIO rilepIuiasicro mepeaMiXypoBol 3a1031, Tak i 3 epEeKTUIBHOI0 AUCHYHKIIEIO HE
OLIHIOBJIM Yy MAIEHTIB i3 IONIKOJ)KEHHSAMH TIEYIHKM, TOMY JiKap IOBHHEH PpETEJIBHO OIliHUTH
IHTUBIyaJIBHI  IlepeBaru/pusvku  Takoi Tepamil (auB. pos3ainu «OcoOIMBOCTI 3aCTOCYBaHHs» Ta
«DapMaKoJIOTi4HI BIACTHBOCTIY).

Yonosixu, sxi marome yykposuti Oiabem. Kopexuis 1o3u He 0TpibHA.

OcobiHBi 3acTEPEeIKEHHS IPH YTHIT3AI].

Hesuxopuctanuii mpenapaT abo BiIXOAM CIIifl yTHTI3yBaTH BIOIIOBIHO A0 JiIOYHX HOPMATUBHHUX BAMOT.

Himu.

Hemae aHHX 100 3aCTOCYBaHHs Taganadiny aiTaM JUIs JIIKyBaHHS €peKTUIBHOT TUChYHKILI.

Ilepeoosyeanna.

Cumnmomu. Ilpu 0gHOPa30BOMY 3aCTOCYBaHHI 3MOPOBUMH A0OPOBONBLAME Tafganadimy B 1o3i go 500 mr
i mpu GaraTopazoBoMy 3acTocyBaHHI Tazanadiny nanienramu go 100 mr Ha noOy HebaxaHi ehext Gym
aHAJIOTIUHiI TUM, IO CIIOCTEPIraNCs IPY 3aCTOCYBAHHI MEHIIIKX /103 ITpenapary.

Jlikysanusa. Y pasi nepeno3yBaHHs, sKio Tpeba, CiiJi 3aCTOCOBYBATH CTAaHAApTHY CHMITOMAaTHYHY
Tepamnito, Ha eniminaniio taganadiny remoianis BIUIMBaB HEICTOTHO.

Y3rofpreHo a Matepianamm 10

peECTpalitHor A0Che ﬁ"? " \ W




Ilo6iuni peakuyii.

Pesiome npoginio besnexu nikapcvkozo 3acoby.

HeGaxxaHuMH eexTaMH, IIpo SKi MOBioMJIAIM HalfyacTile Npu JiKyBaHHI epeXTHiIBHOI qucdynkuil abo
n0GposIKicHO! rinepriIasii nepemMixypoBoi 3ano3u, Gy roNoBHU#E 6ib, nucHencis, 611b y CIAH, Mianris,
yacTOTA BUHMKHEHHS SIKHX 3pocTana 3i 30imbmenHsm posu Taganadimy. IloGiumi peaxnii Oynm
KOPOTKOTPUBATMMH, 3araJloM BiJl JIETKUX [0 IIOMIpHUX. BiNbINicTh BUIaAKIB OSIBH TOJOBHOTO OO0 IIpH
IOACHHOMY IIprioMi Tananadiny cnocrepiranacs nporsroM nepimux 10-30 ii6 micis movaTKy JikyBaHHs.
Tabruyni Oani nobivnux peaxyiil.

HmkueHaneneHa Tabauis MIiCTHTH AaHi CTOCOBHO HOOIYHMX peakilifi 31 CHOHTAaHHHX IOBIZIOMJIEHB Ta
N1aneG0-KOHTPONBOBAHMX KIIHITHUX MOCIiUKeHb (BKIIOYaTH B HinoMy 8022 mamieHTiB, IKi OTpUMyBaiy
tananabin, ta 4422 nanieHtis, Aki oTpuMyBanu wianebo) i3 3acTocyBanHs Taganadiay y pasi notpebu Ta
IOJICHHOrO 3aCTOCYBAHHS Ui JIIKYBaHHS EPeKTIBHOI MUCQYHKHII I [IOACHHOrO 3aCTOCYBAHHS IS
JiKyBaHHS N0OposiKicHOT rinepruiasii mepeamMixypoBoi 3a103H.

Jyxe wacto (> 1/10), wacto (> 1/100 Ta < 1/10), Hewacro (> 1/1000 Ta < 1/100), pinko (= 1/10000 Ta
< 1/1000), ayxe pigxo (< 1/10000), yacrora HeBigoMa (JacToTa HE MOXE OYTH BCTAHOBJICHA, BUXOASYH 3
HasgBHUX JIAHUX).

Hyxe gacto YacTto Heuacto Piaxo
(= 1/10) (> 1/100 mo >1/10) (> 1/1000 mo 1/100) (= 1/10000 no 1/1000)

3 60Ky IMyHHOI CHCTEMH

Peaxmii AHTioHeBpOTHYHUH HaGPAK
rinepvy TIUBOCTI
3 60Ky HEpBOBOI CHCTEMH
TonoBHUit 6inb 3anmaMopo4ueHHS ITopymenns MO3KOBOTO

KkpoBooGiry!  (BKirouarounm
reMopariuHi fBHINA), BTpaTa
CB1JIOMOCTI, TPaH3UTOPHA
imremiuna araka', Mirpens?,
CynoMu>, TPaH3HTOPHA

aMHe3sis

| 3 Goky oprasis 30py

HeuiTkicTs 30py, Jedextn nosus 30py, HaOPSAK
BiguyTTs 60O B 04ax | HOBIK, KOH’ IOHKTHBAJIbLHA
rinepemisi,  HeapTepiajbHa
nepeaHsl ONTHYHA iIeMidHa
meitponatis  (HAITIOH)?,
OKITIO3ist BeH CiTKiBKH?

3 GoKy OpraHiB CIIyXy Ta pIBHOBaru

JI3BiH y Byxax PanrtoBa BTpara ciryxy

3 6oxy cepLeBoi cucTemMu!
Taxixapmis, [adapxr Miokap/a,
IIPUCKOPEHE HecTabibHA  CTEHOKapHis?,
cepuebuTTa ITYHOYKOBA apHTMis?

3 60Ky CyOMHHOI CUCTEMHU

[Ipunnusu I'inoTensis’,

rinepTeH3is

YaromKkeHo 3 Matepianamu
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3 6OKy pecripaTopHOi CUCTEMH

3akiaaeHicTs Hoca

Jlucnnoe, HOCOBa

KpOBOTEYa

3 60Ky ILTYHKOBO-KHUIIIKOBOTO TPAKTY

Jlucnencis AGnomiHanbHUR Oinb,
OJIFOBaHHS, HYJ0Ta,
racrpoesoharealbHUN
pedmokc
3 GOKy IIKipH Ta MiAMIKIPHUX TKAHUH
Bucunanus Kponus’suka, CHUHJIIPOM

CriBenca—J[xoHcoHa?,
exchomiaTuBHMI IEpMATUT?,

rinepriapos (mamMmipHe
IIOTOBH/ILJICHHS)
3 60Ky OIIOPHO-PYXOBOTO alapaTy, CIIOIYyIHOI Ta KiCTKOBO-M’A30BO1 TKAaHUHU
bine y cnuHi, Miairis,
6111b y KiHITIBKaX
3 OOKy HUPOK Ta CEHOBHIIIBEHOT CHCTEMHU
[emarypis
3 60Ky pernpoAyKTHBHOI CHCTEMH
[MomoBxeHa epeKLis [Tpiamizm, KpoBoTeua  3i
CTaTEeBOIO IeHa,
reMocrepmis

3arajbHi po3Jafy Ta CTaH y MICIl BBEJCHHS

Bine y  rpymax,
nepudepryuHi HabpsIKH,
MiABHUIICHA
BTOMITIOBAHICTb

Hapsix o6mmuus®, pantopa

cepueBa CMeprl’2

! BinpIicTh MallieHTiB, y SKAX crocTepiramucs Taki mobiduxi peaxuii, mamu (akTopu pUskKy 3 OOKy
CEpIEBO-CYIMHHOT CHCTEMHU B aHaMHe3] (IuB. po3ain « OCoBIHBOCTI 3aCTOCY BAHHSD).
2 Tlo6iuni peakmii 3 MOCTMapKETHMHTOBHX IOCII/UKEHb, SKi He CHOCTepiramucs B Xoal maneo-

KOHTPOJIBOBAHUX KITTHIYHEX I[OCJ'Ii,II)KCHL.

3 Yacrimme moBigoMIIsIH y pasi 3acTocyBaHHs Tafanabisy pa3oM 3 aHTHTINEPTEH3UBHAMHE 3aC00aMH.

Oxpemi nobiuni peaxyii, TIOBIIOMIIAIIM OPO TPOXH BHUINY YacToTy anomainidt Ha EKT', y nepiy uepry npo
CHHYCOBY OpaIuKapiilo, y Malli€HTIB, AKi OTpuMyBaid Tagaradin 1 pas Ha o6y, MOPIBHAHO 3 NAUICHTAMH,
axi mpuitManu mane6o. Bimpuiicts mux anomaniit #Ha EKIT He Gynu mop’sas3aHi 3 IPOSIBOM M0GIYHEHX

peaxitiil.
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Ocobnusi 2pynu nayienmis. Jlani momo 3acTocyBaHHs Tanainadily namieHTaM BikoM ITOHaz 65 pokiB y xoxi
KJHHIYHUX JOCHLIKEHD, K JUIS JIKyBaHHS epeKTUNbHOI qucyHKIT, Tak i Ay JIKyBaHHSI TOOPOSKiCHOT
rinepmiasii nepeaMixypoBoi 3ayo3u, obMexeHi. Y xoAi KIiHIYHHX JOCIIJKEHB I/ Yac 3aCTOCYBAHHS
Tafanadiny 3a norpe6oro (B mo3i 20 Mr) /s JTiKyBaHHS epeKTHIBEHOT AMCchYHKII liapes YacTillie BHHUKaa
y NaiieHTiB BikoM MoHam 65 pokiB. Y xoii KIIHIYHMX KOCIiMKEHb MiJl 4ac 3aCTOCYBaHHS Tazanadimy B
1031 5 Mr ofMH pa3 Ha mo0y mid JHiKyBaHHsS R0OpPOAKiCHOI rimepriasil mepeamixypoBoOl 3aJy03M sBHINA
3amaMOpOYEHHS Ta Jiiapel YacTile CrocTepirasucs y nanieHTiB BikoM IIoHa 75 pOKiB.

Tepmin npuoammuocmi.
3 poxu.

YmoBu 36epiranns.
36epiraTu B OpHMIiHANBHIN YIIAKOBIN IpH Temmeparypi He Buuie 25 °C. 36epiraTu y HEAOCTYITHOMY i
niTel micui.

Ynakoska.

Jlns nosysanus 2,5 Mr ta 5 mr: o 14 tabnetok y Guicrepi, o 2 6iictep y KapToHHINR KopoOi.

Jlns nosysauus 10 mr: o 1 a6o 2 TaGnerok y Giicrepi. [To 1 Giicrepy B kapToHHIN KOpoOi.

Jna posysanns 20 Mr: mo 1 abo 2 aGo 4 tabnerku y 6micrepi. [Io 1 abo 2 abo 3 Gmictepn B KapTOHHIMH
KOpoO1Ii.

Kareropis Bigmycky. 3a penenToM.

Bupo6Huk.

dapmaneptuynmit 3aBo «[Tonsdapman C.A., [Tonsma/

Pharmaceutical Works «Polpharma» S.A., Poland.

MicuesnaxomkeHHs BAPOOGHMKA TA aJpeca Miclsi IPOBAaKEHHA Horo JisJIbHOCTI.
Bupo6ruue pimninenns B Hosiit Jem6i, By, Meranosua 2, 39-460 Hosa-Jlem6a, ITonbima/
Production Department in Nowa Deba, 2 Metalowca Str., 39-460 Nowa Deba, Poland

JaTa ocTaHHBLOTO Mepersay.
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