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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

BIH®IH
(BINFIN)

Cknap:

Ait0ya peyoBuHa: (piHacTepua;

1 TabneTka MicTUTb thiHacTepuay 5 wr;

[OMOMIXKHI PEYOBUHU: N1aKT03a, MOHOTiApaT; KpOXMasb NPeXenaTnHI30BaHWi; Lienton03a MikpoKpUcTanivyHa; HaTpito KPOXMabITiKONAT; HATPItO AOKY3aT; MarHito
cteapaT; Opadry Blue 03A80928 (rinpomenosa, TuTaHy aiokcug (E 171), TanbK, iHAMrokapmiH antomiHieBnii nak (E 132), 3anisa okeung »ostuii (E 172)).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/IOHKOHO.
OCHOBHI (pi3MKO-XiMiYHi BNacTMBOCTI: TabneTkun Kpyrnoi popmu, 61akMTHOro Konbopy, BKPUTI NTIBKOBOKO 060/I0HKOLO, 3 HAaNMCOM «H>» 3 04HOro 60Ky i «37»
3 IHLWOro 60Ky.

dapmakoTepaneBTUYHa rpyna. 3acobu, sKi 3aCTOCOBYOTb NPpU J06POsKICHIN rinepTpodiT nepegMixypooi 3ai103u. Kog ATX G04C BO1.

dapmMakosoriyHi BnacTmeoCTI.

PapmakonHamika.

®iHacTepus — Le cneundivHui iHrieiTop 5-anba-pesyktasv Tvny |, BHYTPILUHLOKNITUHHOIO (hepMEHTY, AKUIA NepeTBOPIOE TECTOCTEPOH Y 6iNbll aKTUBHWI
aHzporeH gurigpotectoctepoH (AIT). Mpu go6poskicHOT rinepnnasii nepeamixyposoi 3a103u (LI T13) 17 36i/bLUEHHS 3a1eXUTb Bif, NEPEeTBOPEHHS TECTOCTEPOHY
y OIT y TKaHuHax npoctaTu. @iHacTepup BUCOKOE(EKTUBHO 3HWKYE AK LIMPKY/IOKOUUIA, Tak i BHYTpiWwHbonpocTaTuyHuie  AFT.  ®iHacTepus He Mae
CMOpiAHEeHOCTI 3 peuenTopammn aHAPOreHiB.

Y KMIHIYHMX JOCNIAXKEHHAX 3 YYacTHO NauieHTIB, AKi Manu NomipHi Ta TSXKKi npossu A3, 36inbweHy nepeaMiXypoBy 3a103y Npu NasibLEBOMY PEKTa/IbHOMY
06CTEXEHHI Ta HU3bKUM 3a/IMLLKOBUM 06’€M ceudi, BiH(iH 3MEHLLMB YacTOTy rocTpoi 3aTpumku cedi 3 7/100 fo 3/100 3a 4 poku Ta HeoOXIAHICTb XipypriyHoro
BTPYYaHHs (TpaHCypeTpope3eKLii nepeaMixypoBoi 3a/1031 i npoctaTekToMii) 3 10/100 go 5/100. Lle 3MeHLLIEHHS CYNPOBOMAKYBaOCS NOKPaLLaHHAM Ha 2 MYyHKTU
3a WKanoto ouiHkm cumntomis QUASI-AUA (giana3oH 0-34), 3Ha4HOK perpecieto 06’emMy npoctatv — NpubansHo Ha 20 % Ta 3HaYHMUM 36i/1bLUEHHSIM LLIBUAKOCTI
MOTOKY Ceui.

LocnipkeHHs MTOPS (MeguyuHe nikyBaHHS NPOCTaTUYHMX CUMMATOMIB) 6Yy0 4-6-piYHUM AoCnigpKeHHsAM 3 yyacTio 3047 YONOBIKIB i3 cuMmnToMaTtuyHow A3,


mailto:

SKi 6ynv paHAOMi30BaHI 0 nNpuiiomy iHacTepugy, 5 mr/goby, gokcasocuHy, 4 abo 8 mMr/goby, KombiHauii iHacTepugy, 5 mr/gody, Ta fokcasocuHy, 4 abo 8 mr
/po6y, abo nnaue60. MepBMHHOKO KiHLEBOK TOUKOH CMOCTEPEXEHHS 6YB Yac A0 KNiHiYHOro nporpecysaHHsA A3 (sike BU3Havanocs SK 36i/bLeHHs Big noyaTky
Ha 4 Ta Oifblue NYHKTIB 3a LUKaIO0K OLiHKM CMMMTOMIB, €ni3of rocTpoi 3aTpyMKK cedi, nos’s3aHa i3 A3 HWpKoBa HefOCTaTHICTb, PeuuamB iH(eKLil
CeYyoBMBIAHUX LLNAXIB ab0 YPOCENCUC UM HETPUMAHHA cedi). MopiBHAHO 3 nauebo, NikyBaHHA (iHacTepuaoM, LOKCa30CMHOM abo KOMOiHaL e npu3Beno 4o
3HAYHOr 0 3HWKEHHA PU3NKY KNiHIYHOro nporpecysaHHa AIT13 BignosigHo Ha 34 % (p=0,002), 39 % (p<0,001) Ta 67 % (p<0,001). binbwictb BUNagKie (274 3
351), wWwo ctaHoBuan nporpecysaHHa A3, 6ynu nigTeepmkeHi 36iNblLEHHAM Ha = 4 NMYHKTIB 3a LUKAJOK OLIHKM CUMNTOMIB; Mif BM/IMBOM /IKYBaHHSA PU3NK
nporpecyBaHHsi CUMNTOMIB 6yB 3HMKeHNIA Ha 30 % (95 % iHTepBan AoBipy 6-48 %), 46% (95 % iHTepBan aoBipn 25-60 %) Ta 64 % (95 % iHTepBan aoBipn 48-75
%) BiANOBIAHO Y rpynax npuinomy giHactepuiy, 4OKCa30CUHY Ta KOMOiHaLiT NOpiBHAHO 3 Nnauebo. FocTpa 3aTprMMKa Ce4oBUMYCKaHHSA cnocTepiranach y 41 3 351
BMNagKiB nporpecysaHHs AM3; nig BNAMBOM MiKyBaHHSA PU3MK PO3BUTKY FrOCTPOI 3aTPUMKM CEYOBUNYCKaHHA 6yB 3HMWKeHWiA Ha 67 % (p=0,011), 31 % (p=0,296)
Ta 79 % (p=0,001) BignoBigHO Yy rpynax npuinomy iHacTepuiy, AOKCa30CMHY Ta KOMOGiHaUii NOpiBHAHO 3 nnaue6o. TifbKK rpynu npuitomy QiHactepuay Ta
KOMMJIEKCHOT Tepanii Masn iCTOTHY Pi3HULO 3 rpynoto npuiiomy nnaweobo.

dapmakoKiHe TVKa.

Y 4onoBiKiB nicas 04HOPA30BOro NepopasibHOro NpuitoMy Ao3u iHacTepuay, MideHoro isotonamu Byrneuo 14C, 39 % nNpuitHATOI 403V BUAINANOCS 3 CEUetD Y
(hopmi meTaboniTie (iMOBIpHO, 3 Ceyeld BUAINANACsS TaKOX HEe3HauyHa KifbKiCTb He3MiHeHOro qiHactepuay). 57 % npuinHATOI [03X BUMBOAWMMOCH i3 KasloM.
JocnipKeHHAMU TakKOoX BCTaHOB/IEHO, WO [ABOM MeTaboniTam (iHacTepuay BfacTMBa MeHLU BMpaXeHa MPUrHidyBasbHa [ig N0 BIAHOLWEHHIO [0 5-
abha-peayKrasn. biofocTynHIiCTb (hiHacTepuay nNpu nNepopasibHOMY MpPUInOMI CTaHOBUTL Npuoan3Ho 80 %. Mpuilom DKi He BnavBae Ha 6i0A0CTYMHICTb
npenapaTy. MakcrManbHa KOHLUEHTpauis (iHacTepugy y nnasmi KpoBi AOCAraeTbCs NPUOAM3HO Yepe3 2 FOAMHWU Nicns nepopasibHOro npuinomy. A6copbuis
npenapaty 3i LWIYHKOBO-KMLLKOBOIO TPaKTYy 3aKiHUYETbCA Yepe3 6-8 roAuH nicna ioro npuidomy. Mepiog HaniBBMBEAEHHS (hiHacTepuiy y niasMi Kposi B
cepejHbOMY CTaHOBUTL 6 roAuH. 3B’ A3yBaHHS 3 BifIkaMn naasMu KpoBi — 93 %. CUCTEMHUIA KNTIPEHC CTaHOBUTL NpM6An3HO 165 mMn/xB, 06’em posnoginy — 76,1
niTpa.

Y NiTHbOMY BiLi WBNAKICTb BUBEAEHHA piHacTepuay AeLLo 3HWKYETLCA. Y 40NOBIKIB BiKOM NoHag 70 pokiB nepiof HaniBBMBEAEHHS (hiHacTepuAay CTaHOBUTH
NpUGAN3HO 8 ronH, ToAi K B 0Ci6 BikoM Bif 18 0 60 pokiB — 6 roguH. Ane Lie He € NMoKasaHHAM [/19 3MEHLLIEHHS 03U npenapaTty B 0Ci6 CTapLuoro BiKy.

Y nauieHTiB i3 XPOHIYHOK HMPKOBOK HEAOCTaTHICTIO (KMIpPeHC KpeaTUHiHY Bif 9 A0 55 M/XB) He BUSBNEHO PI3HMLI LUBMAKOCTI BUBEAEHHS OHOPA30BOI 403U
thiHacTepuay, miueHoro isotonamu Byrnewo 14C, nopiBHAHO 3i 30pPOBUMU JOGPOBO/bLIAMM. 3B’ A3yBaHHS 3 6iIKamu NiasMi KPoBi Y LMX rpyn NaLieHTiB TaKoX He
BiApI3HANOCA. Lle MOACHIOETLCS TUM, LLO Y MaLieHTIB i3 HAPKOBOK HEAOCTaTHICTIO YacTka MeTaboniTiB (hiHacTepuay, SKa B HOPMaslbHUX YMOBaX BULINAETHLCA i3
Ceyero, BUBOAUTLCA 3 KafloM. Lie niaTBepMKyeTbCA 30iNbLLIEHHAM Y LMX NaUiEHTIB KifIbKOCTI MeTaboniTiB (iHacTepuay B Kani Npy 0AHOYACHOMY 3HUXKEHHI X
KOHLLeHTpauii B cedi. ToMy /1 NaLieHTIB 3 HUPKOBOK HeLOCTATHICTIO, AKMM He MoKa3aHWi reMojiani3, KopekLis fo3un npenapary He NoTpibHa.

[aHi npo dhapMakoKiHeTMKY nNpenapaTy y NawieHTiB i3 NeYiHKOBOK HeJOCTaTHICTHO BiACYTHI.

®iHacTepuz NPOHUKaE Yepe3 rematoeHLedaniuHmin 6ap’ep. HeBenuky KinbKicTb hiHacTepuay BUSBNANM B CIM’ AHIN PILUHI.

KniHIYHI XapaKTepuCTUKN.
lNoka3aHHA.
JlikyBaHHS Ta KOHTPO/b A0OPOSAKICHOT rinepnniasii nepeamixypooi 3a103u (AMM3) y nayieHTiB 3i 36iN1bLLIEHOO NepeaMiXypoBOH 3a/103010 3 METOHO:
—  3MeHLUEeHHs po3mipiB (perpecit) 36ibLUEeHOT 3a51031, NONIMLWEHHS BIATOKY Ceyi Ta 3MEHLLEHHSI CUMNTOMIB, NOB’ A3aHuX i3 A T3;
= 3HWKEHHSA PU3NKY BUHWKHEHHSA TOCTPOT 3aTPUMKK Cedi Ta HeobXigHOCTI XipypriYHOro BTpyYaHHs, y TOMY YACNI TpaHCYpeTpopeseKLii nepeamixypoBol
3a1031 | NpoCTaTeKTOMIT.

MpoTnnNoKasaHHA.



MigBULLEHHA YYTAMBOCTI 40 (hiHacTepuay abo Ao OyAb-9KOroKOMMNOHEHTa LibOro npenapary.
BiH(iH He NoKa3aHWin ANa 3aCTOCYBaHHSA XXIHKaM Ta 4iTaM.
Mepiog BariTHOCTI ab0 AKLLO NaLieHTKa MOXe MOTEHLiHO By TW BariTHO (AMB. PO34in «3acToCyBaHHA Y Mepiog BariTHOCTI abo rofyBaHHs rpyaato»).

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

He BMABNEHO KNIHIYHO 3HAaYyLL0i B3aEMOZIT 3 iHWMMM npenapatamun. BiHPIH He YNHUTL MOMITHOTO BM/IMBY Ha PEPMEHTHY CUCTEMY, ika MeTaboni3ye npenaparu,
NoB’ A3aHi 3 UMTOXpomom P 450. Xoua pusuk Toro, Lo ¢iHacTepug BNAMBaE Ha (hapMakKOKIHETUKY IHLLIMX NiKapCbKMX 3ac06iB, OLIHIOETLCS SIK HEBENMNKNIA, ICHYE
BIPOrigHICTb TOro, WO iHri6iTopy Ta iHAYKTOpU uutToxpomy P 450 3A4 BnaMBaTMMYTb Ha KOHLEHTpauito (iHacTepuay y nnasmi Kposi. OflHaK, BpaxoByHUK
BCTAHOB/IEHI MOKa3HWKMN 6e3neku, byab-aKe NiABULLEHHA KOHLEHTpaL T (hiHacTepuay Yy 3B’A3KYy 3 OAHOYACHUM 3aCTOCYBaHHAM iHribiTopis uutoxpomy P450 3A4
HaBpsif Yn Bye MaTu KNiHiuHe 3HadYeHHS. [epeBipeHi Ha NASX CNOMYKW BKIKOYaKTh NPONPaHoIoN, AUroKCUH, ridbypua, BapgapuH, TeoMiniH Ta aHTUMIPUH; Npu
LIbOMY He 6YN0 3HaNAEHO KNiHIYHO BaroMMX B3aEMOSIM.

Oco6MBOCTI 3aCTOCYBaHHS.

3ara/bHi 3axoam

Heob6XigHO 34iACHIOBATY PeTeIbHNIA KOHTPO/Ib 33 MOX/IMBMM PO3BUTKOM OGCTPYKTMBHOI YpOnaTii y NauieHTiB 3 BE/IMKMM 3a/IMLLIKOBUM 06’ EMOM cedi Ta/abo pi3kKo
3HUXKEHWM MIMHOM Ceui.

Bname Ha npocTaTocneundivHnin aHTured (MCA) i giarHoCcTUKY paky nepeaMixypoBoi 3a103u

[0 UbOro yacy He NokasaHo CNPUSATIMBOIO KNiHIYHOIO BNMBY NiKyBaHHS BiH(IHOM Y nauieHTIB, XBOPUX Ha paK rnepeamixypoBoi 3a5103u. MalieHTn 3 aqeHoOMOKo
nepeLMixXypoBoi 3a/103u1 1 nigsuuieHuM pisHeM MNCA cnocTtepiraincs y KOHTPO/IbOBaHUX KNIHIYHUX LOCMIIKEHHAX 3 KiflbKOMa BU3HaueHHAMY MCA |1 B3ATTAMU
6ioncii nepefMixXypoBoT 3a/1031. Y UUX AOCNIIKEHHAX NiKyBaHHA BiH(iHOM He BN/MBA/IO HA YaCTOTY BUSB/EHHS paky nepeiMiXypoBoi 3a/1031. 3arajibHa 4yactoTa
BUHWKHEHHS paKy nepeamixXypoBoi 3a/1031 iICTOTHO He Bifpi3Hanack y rpynax nauieHTis, ki oTpumysanu biHhiH abo nnaue6o0.

Mepen NOYaTKOM NiKyBaHHA Ta NepioguyHO Mif vac NiKyBaHHA BiH(IHOM peKOMeHAYETLCA MEPEBIPATU MALIEHTIB LUMAXOM PEKTAIbHOr0 LOC/IIKEHHS, a TaKoX
IHWMMKX MeTofaMun Ha NpeaMeT HasBHOCTI paky nepeaMixypoBoi 3a103u. BusHauyeHHsi cmpoBaTKoBOro MCA TakoX BUKOPWUCTOBYETLCA A/ BUABMIEHHS paKy
npoctaTu. 3aranom, npu 6asmcHomy pisHi MCA noHag 10 Hr/mn (Hybritech) cnig npoBoanTy peTenbHe 06CTEXEHHS NaLlieHTa, BKIYarun,y pasi Heob6XigHOCTI,
npoBefeHHs 6ioncii. Mpw piBHi MCA 'y mexax 4-10 Hr/Mn peKOMeHAYETbCA Nofasiblue 06CTEXEHHS NawlieHTa. ICHYe 3Ha4yHWiA 36ir y piBHAX MCA y 4onoBiKiB, AKi
XBOPItOTb Ha paK nepeiMiXypoBOT 3a/103M i AKI He MatoTb LibOro 3axXBoproBaHHA. OTXe, Y YO/OBIKIB, XBOPUX Ha afleHOMY MNepeiMiXypoBOl 3a/1031 HOPMaUIbHI
3HayeHHA MCA He [03BONAIOTb BUKIKUUATU pak NepeiMiXypoBOl 3a71031, He3a/IeXXHO Bif NlikyBaHHA BiH(iHOM. BasucHuii  piBeHb MNCA HmK4Ye 4 Hr/mn He
BMKJ/THOYAE HAABHOCTI paKy NnpocTaTw.

BiH(IH cnpuynHse 3meHLWweHHs BMICTY crpoBaTkoBoro NCA npnbnunsHo Ha 50 % y nauieHTiB, XBOPUX Ha afieHOMY nepeiMixXypoBoi 3a/1031, HaBiTb MPWX HAasBHOCTI
paky npoctatu. Lle 3HMXeHHs piBHA cupoBaTkoBoro MNCA y nauieHTiB 3 aAeHOMOK MepeaMixypoBoi 3a103u, fKI OTPUMYIOTh NiKyBaHHA BiH(iHOM, HeobXifHO
B3ATW [0 yBaru npw ouiHui piBHA MCA, OCKIfIbKN Le 3HWKEHHS He BMK/HOYA€E CyNnyTHbOro paky npoctartu. Lle 3HmkeHHs nepefbayyBaHe y BCbOMY Aiana3oHi
3HayeHb piBHA MCA, X0oua Lie MOXe KONMBATMCS B OKPEMUX NaUieHTIB. Y BIiNbLIOCTI NauieHTIB, SKi OTPUMYHOTb BiH(DiH NpoTaroMm 6 micauiB i 6inblue, 3Ha4EHHS
MCA noBWHHI 6yTW NOABOEHI NOPIBHAHO 3 HOPMOK B OCI6, AKi HE MPUIAMaKOTb NliKyBaHHSA. Taka KOpeKLis [03BONsE 36epertv YyTAmMBICTb i CneLugivHicTb
BU3HayeHHA MNCA i niATpUMYe MOro 34aTHICTb BUABNATU pakK MepeamiXypoBoi 3a/1031.

Mpwy 6yab-aKoMy TpMBasioMy NiABWLLEHHI piBHA MCA y nayieHTa, KMl OTpUMYye NiKyBaHHS (DiHacTepuaoM 5 Mr, HeobXigHe peTesibHe 0OCTEXeHHS 414 3’ ACyBaHHS
MPUYMH, BKIOYAKOUN HeAOTPUMaHHA PEXUMY NPUInoMy BiHDiHY.

Bnave npenapaTy Ha 1abopaTopHi JaHi

Bnaus Ha piseHb MNCA




PiBeHb MCA y cuposatui KpoBi KOpe/toe 3 BIKOM MauieHTa i 06’emMOM MnpocTatu, Mpy LbOMYy 00'€M MpOCTaTU KOPeste 3 BIKOM nauieHTa. IMpu ouiHui
nabopaTopHMx nokasHuKiB MCA HeobXigHO 3BaXKaTW Ha TOW (hakT, Wo piBeHb MCA 3HWKYETbCA Y Mpoueci NikyBaHHA BiH(IHOM. Y 6inbWOCTI nauieHTiB
CrocTepiracTbCs LWBMAKe 3HWKeHHs MCA NpoTArom nepumx micsuiB nikyBaHHa, nicng voro piseHb MCA cTabinisyeTbcsa Ha HOBOMY PiBHi, KW CTaHOBUTb
NPUGAN3HO MOJSIOBUHY Bif 6a3UCHOT BENMYMHK. 3 LbOro Ornsay y TMNOBUX MauieHTIB, AKi OTPMMYOTb BiH(IH npoTarom 6 micauis i 6inblue, 3HayeHHs NICA
MOBWHHI 6YTM NOABOEHI MOPIBHAHO 3 HOPMOHO 3HAUYEHHSAMM B 0Ci6, SIKi He NPUIAMAKOTb NiKYBaHHS.

BiH(iH iCTOTHO He 3meHLUYe BiACOTOK BifbHOro MNCA (BigHoLwWweHHs BifibHOro NCA [0 3aranbHOro). BigHolweHHs BinbHOro i 3araibHoro NCA 3aimwwaetsbes
NOCTIHMM HaBiTb NifA BNAMBOM npenapaty biHdiH. Mpu BU3HaYeHHiI BiACOTKa BinibHOro MCA, iKuiA 3aCTOCOBYIOTb AN AiarHOCTMKIN paKy NpocTaTul, KOPUryBaHHS
I0ro 3Ha4eHb He € 060B’ I3KOBUM.

Pak MO/I0YHOT 3a/1031 Y YO/OBIKIB

IMig Yac KNiHIYHUX JOCMIMKEHb Ta Y NMOCTMapPKETUHIOBMIA Nepiof MOBIAOMAANN NPO pakK MOSIOYHOT 3a/1031 Y YOMOBIKIB, AKI NpuiAMany giHactepug, 5 mr. Jlikapi
MOBUHHI MPOIHCTPYKTYBaTU CBOIX MaLieHTIiB LW040 HeOoOXifHOCTI HeramHoOro noBifOMEHHA MPO OyAb-AKi 3MiHW B TKaHWHaX MOJIOYHOI 3a/1031, a came Mnpo
NPUNYXNicTb, 6i/b, FIHEKOMACTit0 abo BUJINEHHS 3 COCKIB.

NakTo3a

MpenapaT MICTUTL f1IaKTO3Yy, TOMY MauieHTaM 3 PIAKICHUMU CMagKoBUMU (DOPMamMK HermepeHOCUMMOCTI ranakTo3n, HefOoCTaTHICTIO nakTasu abo CUHAPOMOM
INIF0OK030-ranakTo3Hoi MasibabCcopbLiT He /i 3acTocoBYBaTyH npenapat BiHQiH.

MeyiHKoOBa HeJOCTATHICTb

Bnave neviHKOBOT HEOCTATHOCTI Ha hapMaKOKIHETUKY (hiHAaCTepUAY He LOCILKYBaIN.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyasto.

3acTocyBaHHA Y nepioz BaritTHOCTI.

BiH®iH NpoTUNOKa3aHWn BariTHUM XXiHKaMm.

YKiHKW, AKi NOTEHLiINHO MOXYTb 3aBariTHiTK abo BariTHi MOBUHHI YHUKATN KOHTaKTY 3 NoApPi6HeHMMN TabneTkamu BiHiHy abo TakumMu, Lo BTPaTUAN
LiNICHICTb.

HasBHi faHi Npo BUAINEHHS HEBENMKOT KifIbKOCTI (hiHacTepuay 3i cnepmuy nawieHTa, akuid npuiiMas GiHactepug 5 mr/goby. HeBigomo, 4n Moxke Ha niijg 4onoBivor
CTaTi HeraTMBHO BM/IMHYTY Te, WO Ha /AOro MaTip BNAMBana crnepma nauieHTa, Sk nikyBascs (hiHacTepuaoM. FAKLWO cTaTeBa NapTHepKa nauieHTa € abo Moxe
MOTEHLiHO 6YTW BariTHO, NaLieHTy PEKOMEHAYETLCA 3arobiraTv BNANBY CrepMu Ha NapTHEPKY .

Uepes 3aaTHICTb iHriGiTOpiB 5-anbha-peaykrasn Tuny |l raibMyBaTyi NepeTBOPeHHS TECTOCTEPOHY Y AWTiAPOTECTOCTEPOH Ui NpenapaTu, BKIKOYakoun iHacTepua,
MOXYTb CIPUUYUHUTY NOPYLLEHHS Y PO3BUTKY 30BHILLHIX CTAaTEBMX OpraHiB y naofa 4osoBivoi cTaTi.

TabneTkun BiH(iHY BKpUTI 060/10HKOLO i Lie 3anobirae KOHTaKTy 3 aKTUBHUM iHTPeAIEHTOM 3a YMOBMU, LLLO TabneTKM He NoApiGHEHI | He BTPaTUAN LifiCHOCTI.

3acTocyBaHHA Y Mepiof rofyBaHHA rpyaato.
BiH(IH He Noka3aHwWin XiHkam. HeBiLOMO, Y/ NPOHMKAE (hiHACTEPU Y MOJIOKO MaTepi.

34aTHICTb BNAMBATY Ha WUBMAKICTb peakLii Npy KepyBaHHIi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
He BnnuBae Ha 34aTHICTb KepyBaTn aBTOMOOGIIEM Ta PO60TY 3 MexaHi3mMamu.

Cnoci6 3acTocyBaHHs Ta [03W.
PekomeHoBaHa fjo3a — 1 TabneTka no 5 mr 1 pa3 Ha J06y He3aneXxHo Bif NpuiioMy K.



BiH(iH MO)XKHa 3aCTOCOBYBATU IK MOHOTEPAMit0 Y KOMGiHaUiT 3 a/ib(ha-6/10KaTopoM AOKCA303MHOM (AMB. Po3ain «PapMakoioriyHi BNacTUBOCTI»).

TepMiH NiKyBaHHS BU3Ha4ae nikap iHAMBIAyanbHO. He3Baxkaroum Ha Te, L0 NOKpaLlaHHA CMMNTOMATUKM MOXe CNOoCTepiratuca paHille, Ans OuiHKK eqeKTUBHOCTI
AiT HeoOXiAHO NPUHAMHI LLIECTUMICAYHMIA NPUIAOM Mpenapary, Nicas Yoro Heo6XiAHO NPOAOBXMUTY NiKYBaHHS.

[Nna nauieHTIB NiTHLOrO BIKY Ta A/19 XBOPUX Ha HUPKOBY HEAOCTATHICTb PISHOIO CTYMEeHA (3HMXKEHHS KNIpeHCY KpeaTWHIHY [0 9 M//XB) KOpeKuis [03n He
noTpi6Ha.

Hemae gaHux LLof0 3aCTOCyBaHHA NpenapaTy nawieHTaM 3 NopyLUeHHAMY PYHKLINA NeYiHKu.

He 3acTocoByBatu LiTAM.

aiTn.
BiH(iH NpoTUNOKasaHWin AiTam.
besneka Ta eeKTUBHICTb A4N15 3aCTOCYBaHHA Mpenapary AiTAM He BCTaHOB/IEHI.

Mepeno3yBaHHA.

Y nauieHTiB, AKi oTpuMyBanun BiHgIH y Ao3i 4o 400 Mr ofHOKpaTHO i BiH(IH y fo3i 4o 80 Mr Ha goby npotaromM 3 micaAuis, 6yab-Aki HebaxkaHi edekT 6ynun
BIICYTHI.

He icHye cneuianbHUX peKOMeHdaL i LWoa0 NiKyBaHHS Npu nepeao3yBaHHi BiHgiHOM.

Mo6iyHiI peakuil.

HavacTilwumMmn nobivHUMK peakuisMn € iMMOTeHUis Ta 3HWKeHHst Nibigo. Lii no6ivHi peakuii BUHMKAKOTb Ha Mo4YaTKy Kypcy Tepanii Ta NpoxogsTb npwu
noanbLLIOMY NiKyBaHHI Yy GiNbLIOCTI NaLieHTIB.

Mo6iyHI peakuiT, NPo SKi NOBIAOMAANM Nif Yac KNiHIYHUX AOCNiIKEeHb Ta/abo nif Yac NOCTMapPKETUHIOBOr 0 3aCTOCYBaHHS, 3a3HaYeHi HUXKYe Y Tabnuu.

YacToTa No6ivyHNX peakLiii BU3HaYeHa K ay>e vacto (=1/10), yacTo (=1/100 - <1/10), HeuvacTo (=1/1000 - <1/100), piako (=1/10000 - <1/1000), gyxe pigko (<1
/10000), yacToTa HeBigoma (He MOXHa NigpaxyBaTu 3a HassBHUM JaHMMK). YacToTy NosiBu MNOGIYHMX peakLiil, Npo sAKi NOBIAOMASAM Nif Yac NOCTMapPKETUHIOBOr0
3aCTOCYBaHHS, HE MOXXHa BU3HAYMTW, OCKi/IbKM BOHM OTPMMaHi 3a CNOHTaHHUMM NOBIAOM/IEHHAMM.

CucTema opraHis UacToTa npossiB

3 60KY IMYHHOT CMCTEMU Hesifomo:  peakuii  MigBULWEHOT  YYTAMBOCTI,  BK/IHOYAHOUM
CBEPOIX, KPONMB'AHKY i Habpak KBiHKe (B TOMY 4mc/i HabpsK|
ryo, A3uka, ropna i 061m4us)

3 60Ky MCUXIKK HacTo: 3HMKeHHS Nibigo.
HeBifOMO: 3HWXEHHS Nibif0, WO MOXe MNPOAOBXMTUCA Nicns
MPUMWUHEHHS Tepanil, Aenpecis, TPUBOXHICTb.

3 60Ky CepLieBOT CUCTEMM HeBifoMO: NpYCKopeHe cepueouTTs.

3 boKy MeYiHKM TajHeBifOMO: NigBULLEHNIA piBEHb (PEPMEHTIB NeYiHKK.
DKOBYOBWMBIHUX LLUISAXIB




3 60Ky LUKipK Ta nigwKipHUxHeyacTo: BMCUN.
TKaHNH Hesifomo: cBepbiX, KpOnuB' HKa.

3 60Ky  penpoayKTUBHOIHacTO: iMNOTEHLs.

CUCTEMM Ta MOIOYHUX 3103 [HeyacTo: po3nag  eskynauii, 60M4dicTb Ta  306iNbLUEHHS
MOJIOUHUX 3a/103.

Hesigomo: 6inb y feukax, remarocrepmisi, epekTu/bHa
NUCHYHKLIA, AKa MOXKEe TPMBATWU MICNSA MPUMNUHEHHSA NIKYBaHHS;
4o/oBive 6e3nnigas Ta/abo 060pOTHI MOPYLLEHHSA AKOCTI CrepMu
(Mpo  Hopmani3auito abo  MNOKpaleHHs  SKOCTi  cnepmu
[MOBIJOMIANN NIiCNA NPUMUHEHHS NPUIAOMY iHacTepuLy).

3a 10CNIAKEHHAMM LacTo: 3MEHLLEHHS esKyNsTY.

KpiMm TOro, y KNiHIYHUX OOCAIMKEHHAX Ta MpWY NOCTMAPKETMHIOBOMY 3aCTOCYBaHHI MOBIAOMASAM NP0 pPakK MOSIOYHOT 3a/7103M Yy YO/OBIKIB, AKi npuiiManu
(piHacTepua. Cnif HeraiHO NOBIZOMUTKM NiKaps NPO 6yAb-AKi 3MiHW Y TKaHWHaX MOJIOYHOT 3a/1031, a came: NPUNyXicTb, 6ifb, NIHEKOMACTit0 abo BUAINEHHS 3
COCKIB.

Mpu NopiBHAHHI NpodiniB 6e3nekn MmoHoTepanii hiHacTepugom (5 mr/aoby) Ta JOKCa3031HOM

(4 abo 8 mr/goby) i3 kombiHOBaHO Tepanieto hiHacTepuaom (5 Mr/goby) Ta [OKCa303MHOM

(4 abo 8 mr/poby) i nnauebo BMUABMNOCH, WO MNpodinb 6e3nekn Ta NepeHOCUMOCTI KOMBIHOBaHOT Tepanii BiAMoBifaB Npoginto 6e3nekn OKPeMMUX KOMMOHEHTIB.
YacToTa nposBiB po3nadiB 3 60Ky eakynauii y nayieHTis, AKi npuiMany KomoiHOBaHy Tepanito, 6yna NopiBHAHHOK i3 CYMOK YacTOTM NPOSBIB NOGIYHMX peakLiii
[BOX MOHOTepanii.

IHhopMmaLLis Npo 3B’ A30K MidK AOBroTPMBa/IMM 3aCTOCYBaHHAM (hiHacTepuay Ta nyx/JiMHaMu

3 6anamu MnicoHa 7-10 BIACYTHS.

[aHi nabopaTOopHUX aHanisis

Mpn ouiHui AaHMX nabopaTopHUX AOChimpKeHb npoctatocneyudiyHoro aHtureHy (MCA) cnig BpaxoByBaTy, WO piBeHb MCA 3HMXYETLCA Y NALieHTIB, SKi
npuimaroTb BiHMIH. Y 6inblIocTi NauieHTiB WBMAKe 3HKeHHSA MCA cnocTepiraeTbCs NPOTAroM NepLumnx Micawis Tepanii, nicnis voro piseHb MCA cTabinisyerbea
[0 HOBOTO MOYaTKOBOr O PiBHA. MOYaTKOBWIA piBEHb NICNSA NIKYBaHHA CTAHOBUTL MPUBIN3HO NONOBMHY 3HAYEHHS [0 NiKyBaHHA. TOMY Y GiNnbLUIOCTI NauieHTIB, SKi
npuiiMatoTb BiHQIH nNpoTarom 6 micauis abo Ginbwe, 3HaveHHss MCA cnif NoABotoBaT 419 MOPIBHAHHA 3 HOPMa/lbHUMKM fiana3oHaMn Y YOMOoBIKiB, AKi He
NniKyBanucs.

Mpun NpoBeAeHHI CTaHAAPTHUX NabopaTOPHMX TECTIB iHLWWI Pi3HWLI MiX NauieHTaMu, SKi oTpumyBany BiHDiH, Ta nauieHTamu, sKi oTpumyBany Mnaue6o, 6ynu
BIfICYTHI.

TepmiHNpNaaTHOCTI. 3 POKN.

YMoBW 36epiraHHs.
36epiratv npu TemnepaTypi He BuLe 25 °C y HeAOCTYNMHOMY ANs AiTel micui.



YnakoBkKa.
Mo 15 TabneToK, BKPMTUX NJTIBKOBOKO 060/I0HKOLO, Y 6/1iCTepi.
Mo 2 6nicTepn y KapTOHHI KOPOOL.

KaTeropis Bignycky.
3a peuenTom.

BupobHuK.
"eTepo J1a63 JlimiTea/Hetero Labs Limited.

Micue3HaxomMkeHHA BUPOOHMKaA Ta afpeca Micua NpoBafKeHHS MOro 4isiNIbHOCTI.

FOHIT 111, ®opmyneiwH Maot Ne 22 - 110 1A, Dxuaimetna, Xarigepabaa, 500 055 TenaHrana, IHgis/Unit 111, Formulation Plot No 22 - 110 IDA, Jeedimetla,
Hyderabad, 500 055 Telangana, India.



