IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

KOH®YHAOYC® TPIO
(CONFUNDUSP TRIO)
Cknag:
AIt0YI pevoBUHU: N1eBOAOMNA, Kapbifgona, eHTaKaroH;
1 TabneTka, BKpuTa 060/10HKO0, MICTUTL 50 MI ieBogonu, 12,5 mr kapbigonu, 200 Mr eHTakanoHy
a6o 100 mr nesogonu, 25 Mr Kap6igonu, 200 Mr eHTaKarnoHy,
abo 150 mr nesogonu, 37,5 Mr kap6igonu, 200 Mr eHTakaroHy,
a6o 200 mr nesogonu, 50 Mr Kap6igonu, 200 Mr eHTaKanoHy;
[OMOMIDKHI PeUYOBUHMN: KPOXMa/lb KYKYPYA3SHUI, MaHIT (E 421), HaTpito KpockapMesnosa, NoBif0OH, MarHito cteapat, rinpomenosa, Lykposa, TutaHy giokens (E 171),
3anisa okcug xoBTuii (E 172), 3anisa okcng YepBoHuii (E 172), nonicop6at 80, raiuepuH 85 %.

Jlikapcbka hopma. Tabnetku, BKpUTI 060/10HKOHO.

OCHOBHI (pi3MKO-XiMiYHi BNacTUBOCTI:

TabneTKu, BKPUTI 060M10HKOH0, N0 50/12,5/200 Mr: KOPUYHEBO-YEPBOHOT 0, CipyBaTO-4ePBOHOI0 KONLOPY, KPYTAi, ABOONYK, 3 No3Ha4ko LCE 50 3 oHOro 60ky;
TabneTku, BKPUTI 060/10HKOH0, M0 100/25/200 Mr: KOpUYHEBO-4EPBOHOI O, CipyBaTO-4epBOHOI 0 KONbOPY, OBa/IbHI, 3 No3Ha4Kow LCE 100 3 ogHoro 60kKy;

TabneTKu, BKpUTI 06010HKO, N0 150/37,5/200 Mr: KOPMYHEBO-YEPBOHOT 0, CipyBaTO-4epBOHOI 0 KO/IbOPY, (POPMM NPOLOBryBaTOro esnincy, 3 no3Haykoto LCE 150 3
0JHOr 0 6OKY;

TabneTku, BKPUTI 060/10HKO, Mo 200/50/200 Mr: TEMHOro KOPUYHEBO-YePBOHOTO KO/bOPY, 0BasIbHI, 3 Mo3Ha4koto LCE 200 3 o4HOro 60Ky.

dapmakoTepaneBTUYHa rpyna. JlikapcbKi 3acobu AN NikyBaHHS 3axXBOPKOBaHb HEPBOBOT cucTeMW. MpoTUNapKIHCOHIYHI Npenapatu. JonamiHeprivyHi 3acobu.
OO®A Ta inoro noxigHi. Jleeogona, iHri6iTop gekap6okcmnasm Ta iHrieitop KOMT. Kog ATX N04B A03.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamika.

3rigHO 3 Cy4aCHMMMW YSBEHHAMU, CUMATOMU XBOPO6U MapKiHCOHA MOB’A3aHi 3i 3HMXXEHHAM KiNbKOCTI AonamiHy B cMyractomMy Tifi. lonamiH He NpoxoAuTb Kpisb
remMaToeHueaniyHmin 6ap’ep. JleBogona, nonepegHMK aonamiHy, NPOXoAUTb Yepe3 remaTtoeHuedaniyHmini 6ap’ep Ta nocnabnioe CUMATOMM XBOPOOM. HAKLLO
ne.Bogony npuimarty 6e3 iHri6iTopis MeTaboNiuyHNX PepMeHTIB, BOHA GiNbLLIOKD Mipo0 MeTabosi3yeTbCA Ha nepudepil i nnLle HeBeMKa YacTUHa NPUAHATOT [03K
Jlocsrae LeHTpasibHOI HEPBOBOI CUCTEMM.

Kapb6igona Ta 6eHcepasug, iHri6iTopn OAK, 3MeHWYOTb nepudepuyHnii Metaboniam 1eBogonn A0 AonamiHy, TOMy Gifblia KinbKiCTb N1€BOAOMN AOCATaE MO3KY.
Konv npurHivyeHHs aekapbokcunyBaHHS 1€BOLOMM 3HMXKYETLCA NPW OAHOYACHOMY 3aCTOCYBaHHI iHri6iTopis K, MOXHa 3aCTOCOBYBaTU MEHLLY A03Y NIEBOAOMNMU, L0
3HWXKYE PO3BUTOK TakMX NOGIYHUX peakLii, AK HyoTa.

Y BunNagKy NpurHiveHHa gekapbokcunasu iHriditopom OAOK katexon-O-metuntpaHcgepasa (KOMT) ctae OCHOBHUM MepudepuyHMM MeTaboniyHUM LISXOM, L0
MPUCKOPIOE NepeTBOpeHHs nieBogonn y 3-O-metungony (3-OM/), sika € NOTEHUIAHO WKIAIMBUM MeTaboNiTOM N1eBOAONW. EHTaKamnoH € 3B0POTHUM CneLugivHnm
iHri6iTtopom KOMT, KA TOMIOBHUM YMHOM fi€ NeputepuyHo Ta SKuiA 6yB po3po6/ieHnin ANd NPUInoMYy pa3oM 3 /IeBOZLOMOK. EHTaKamnoH ynoBifibHIOE KipeHC
NeBOAONM 3 KPOBOOGIry, WO NPM3BOAUTL A0 36inblUEHHS NOLWi Nif KPMBOK «KOHUeHTpauis-yac» (AUC) y hapmakokiHeTUYHOMY npodini nesogonu. OTxe,



KNiHIYHa BigNOBiAb Ha KOXHY 03y /IEBOAOMNM NMOCUTOETHCA Ta CTae TPMBANILLIOKO.

[is npenapaty NigTBEPMKYETHCA pe3ynbTaTaMy KiHIYHUX AOCNIAXKeHb, SKi FPYHTYIOTbCA Ha NOABIMHO CNiNOMY METOA,.

dapmakoKiHe TVKa.

3arasibHi Xapak TepUCTUKN aKTUBHUX KOMMOHEHTIB.

A6copbuis/posnogin. ICHYHTb ICTOTHI MDKIPYMNOBi Ta BHYTPILUHbOrPYMoBi BiAMIHHOCTI BCMOKTYBaHHSI N1€BOAONK, Kapbigonu Ta eHTakanoHy. JleBogona Ta
eHTaKaroH LUBMAKO BCMOKTYHOTHCA Ta BUBOAATLCA. MMOPIBHAHO 3 /1€BOAONOKO Kapbifona BCMOKTYETLCA Ta BUBOAMTLCA [eLL0 NoBibHiLe. biogocTynHICTb eBogonu
ctaHoBuna 15- 33 %y pasi NpuinomMy OKpPeMo Bif ABOX iHLUNX aKTUBHUX KOMMOHEHTIB, 6i0A40CTYNHICTb Kapbigonu ctaHoBmna 40- 70 %, a eHTakanoHy - 35 % nicns
npuiiomy Ao03u 200 Mr nepopanbHo. Ika, 6arata Ha UMCNeHi HelTpanbHi aMiHOKMCNOTY, MOXE NPU3BOAUTY [0 3aTPUMKU Ta 3HUXeHHs abcop6uii nesogonu. Ha
BCMOKTYBaHHS eHTaKarnoHy ka 3Ha4HO He BnamBae. O6’em posnoginy nesogonu (0,36- 1,6 n/kr) Ta eHTakanoHy (0,27 n/Kr) He3HauyHWI, faHi Npo 06°eM po3noginy
Kap6ifonu BiACYTHI.

JleBogona 3B’A3yeTbCA 3 BiKamy NiasMy fiMLle He3HayHOK Mipoto, npubnmsHo Ha 10- 30 %, a kapbigona — nNpnbnansHo Ha 36 %, TOAI AK eHTakanoH 3Ha4yHO
3B’A3YETbCA 3 6iikaMm nnasmm (nprbamsHo 98 %), roNOBHMM YMHOM 3 a/lbOYMIHOM CMPOBATKM KPOBI. Y TepaneBTUYHUX KOHLEHTPaLisX eHTaKarnoH He 3aMiLlye iHLWi
NiKK, AKi 3B’A3YHTbCA eKCTEHCMBHO (Hanpuknad, BapdapuH, caniyniosa KucnoTa, 6yTafioH abo fiasenam), i He 3amilLlyeTbCst 3HAYHOK MIpPOO XXOAHUM i3 LMX
npenapartis y TepaneBTUYHUX ab0 BiflbL BUCOKMX KOHLEHTpaLisiX.

MeTabonism Ta BMBEAEHHS: N1eBOAOMNAa EKCTEHCUBHO METaboNi3yeTbCs 3 YTBOPEHHAM PI3HMX MeTaboniTiB, HaMBXKAMBILLI LWINAXU — Le AeKapObOKCUNOBaHHS
LODA-pnekapbokeunasoto (A4K) Ta O-meTuntoBaHHsA kaTexosn-O-meTunTpaHcdepasoto (KOMT).

Kapbigona meTabonisyeTbCq A0 ABOX OCHOBHMX MeTaboniTiB, SKi BUBOAATLCA i3 CEYE0 Yy BUINALI MNOKYPOHIAIB Ta He3B’s3aHMX cnofyk. HesmiHeHa Kapbigona
cTaHoBUTb 30 % 3arajibHOro BUBEAEHHS 3 CEYetO.

EHTakanoH maiiXke MOBHICTIO MeTaboni3yeTbCA nepef BuBefAeHHAM i3 ceueto (10- 20 %) Ta >xoButo/dekanismu (80- 90 %). OCHOBHMIA METABOMIYHWIA LINAX -
[MIOKYPOHi3aLis eHTaKarnoHy, a oro akTUBHWUIA MeTaboniT - UMC-i30Mep - CTaHOBUTL NPM6M3HO 5 % Big 3araibHOT KiflbKOCTI eHTaKarnoHa Yy naasmi Kposi.
3aranbHuI KnipeHc nesogonu nepebysae y mexkax 0,55- 1,38 n/kr/rog, a eHTakanoHy — y Mexxax 0,70 n/kr/roa. Mepiog HaniBB1BeAeHHS (t1/2¢) 1€BOAONM CTAHOBUTb

0,6- 1,3 roamHu, kap6igonun — Bif 2 Ao 3 roauH Ta eHTakanoHy — Bif 0,4 ao 0,7 roaguHu Ans KOXHOro iHrpeaieHTa OKpemo.

3aB/AKM KOPOTKOMY Mepioay HarniBBMBEAEHHS NPU NMOBTOPHOMY MPUInOMI CTabilbHOro HaKOMUYeHHS N1eBOAONM abo eHTaKarnoHy He Bif0yBaeTbCH.

JaHi focnigpkeHb in vitro 3 BUKOPUCTaHHSAM MIKPOCOMHUX MpenapaTiB NediHK/ NI0AMHNU NOKa3ykoTb, WO eHTakKanoH iHrioye yutoxpom P450 2C9 (IC50~4uM).
EHTakanoH He3HayHO abo B3arai He iHribye iHwWi Tinu i3ogepmeHTis LmuToxpomy P450 (CY PLA2, CY P2A6, CY P2D6, CYP2EL, CYP3A 1a CYP2C19).
dapmakoKiHe TKa B 0CO6/MBMX rpyn nauieHTiB.

MauieHTW NiITHLOrO BiKY: AKLLO NeBOAONY NpuiimaTh 6e3 Kap6ifgonu Ta eHTakamnoHy, i BCMOKTYBaHHS Yy NalieHTIB NiTHbOrO BiKYy IHTEHCUBHILLE, a BUBEAEHHS -
NoBifbHiLLe, HDXX Y Monoamx cy6’ekTiB. OfHaK npy KoM6iHauii Kap6igonu 3 N1eBOA0ONOK BCMOKTYBaHHS N1EBOAONN Y MOMOAMX CYy6’eKTIB Ta 0OCi6 NMiTHLOrO BiKY €
nofioHum, xoua AUC y cy6’eKTiB NiTHLOr0 BiKy y 1,5 pasa BuLLa 3aBAAKM 3HWKEHIV akTUBHOCTI iHri6iTopa K Ta 6inbll H3bKOMY KipeHcy, Ha L0 BM/IMBAE BiK.
dapmakoKiHETUKA eHTaKanoHY He 3a/1eXNTb Bij BiKY.

He icHye 3HayHOI pisHmui Mk AUC nesogonu, Kap6igonv abo eHTakamnoHy y MonoaLwmx nauieHTis (45- 60 pokiB) Ta cy6’eKTiB MITHLOr0 BiKy (60- 75 poKiB).
CTaTb: 6i040CTYyNHICTb NEBOAONN 3HAYHO BULLA Y XKIHOK, HDK Y YOMOBIKIB, Yepe3 pi3HMLO Yy Maci Tina. Ha 6i0g0CcTynHIiCTb Kapbifony Ta eHTakarnoHy cTaTb He
BMN/INBAE.

MopyLueHHA YHKLiA NeviHKK: MeTaboni3mM eHTakanoHy MOBIMbHIWWI Y NauieHTIiB 3 NOPYLUEHHAM (PYHKLIA NeYiHKN Ierkoro ta cepefjHboro CTYMeHIB TSXKKOCTI
(Yaiing - Mo, knac A Ta B), Wo Npu3BoAMTb A0 MiABULLEHNX KOHLEHTPALil eHTakanoHy y nna3mi KpoBi y (ha3ax BCMOKTYBaHHS Ta BBefAeHHSA. He nosigomnsnocs
NMpo 0CO6/MBI AOCNIIKEHHS (DapMaKOKIHETUKM Kapbifgonu Ta NeBOAONN Yy MaLieHTIB 3 MeYiHKOBOK HEeAOCTaTHICTIO, asle MonepemkaeTbCs, WO nayieHTam 3
HENPOXiAHICTIO XXOBYHMX LLNSXIB a60 TSHKKO NeUiHKOBO NaTosorieto cnig npuiimat KoHgyHayc® Tpio 3 06epeXHIcTo.



MopyLleHHs (OYHKLIA HUPOK: MNOPYLUEHHS (YHKLIT HUPOK He BM/MBaE Ha (hapMaKOKIHETMKY eHTakamnoHy. He noBigomnsnocs npo creuianbHi AoCNigKeHHS
(hapMaKOKiHETUKI 1eBOAONM Ta Kapbigonu y nawieHTiB 3 NopyLeHHAM (yHKLUIT HUPOK. OAHaK Ansd nauieHTiB, AKi 3HaxoaaTbea Ha dianisi, MOXyTb 6yTU NOTPI6HI
[0BLUI iHTepBaM f03yBaHHA npenapaTy KoHgyHayc® Tpio.

KniHIYHI XapaKTepUCTUKMN.
lNoka3aHHA.
XBopo6a MapKiHcoHa. PyxoBi nopyLueHHs (HECTINKICTb), CNPUYMHEHI HEe(heKTUBHICTIO [03YBaHHS, NPV NiKyBaHHI n1eBoAonoto/iHribiTtopamu gona-gekapbokcunasmn.

IMpoTnnoKasaHHA.

MigBvLLeHa vy TaMBICTb A0 NeBOAONK, Kapbifonu, eHTakanoHy abo A0 Oy/b-AKOroiHLWOro KOMMOHeHTa npenapary.
TsKKa NeviHKOBa HeOCTaTHICTb.

By3bKoKyTOBa rniaykoma.

deoxpomMoLMToma.

CynyTHiin npuitom npenapaty KoHpyHAyc® Tpio pa3om 3 HeceneKTUBHUMM iHTri6iTopamMn MoHoamiHokcuaasn (MAO-A Ta MAO-B) (Hanpuknag 3 (eHensuHom,
TPaHIILMNPOMIHOM).

CynyTHi npuiiom cenekTUBHYX iHriGiTopis MAO-A Ta MAO-B 3 npenapatom KoHgyHayc® Tpio.

3nosKicHWI HerponenTUyHuin cuHapom (3HC) Ta/abo HeTpaBMaTUYHMIA PabAoMioNi3 B aHaMHE3I.

HepiarHocToBaHi LWKipHI 3aXBOPIOBaHHS ab0 MeslaHOMa B aHaMHes3i.

TsKKa cepLeBa HeAOCTaTHICTb. TSHXKKa cepueBa apuTMmis.

TAXKKI NCUX03N.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

IHWI NPOTMNapKIHCOHIYHI NpenapaTu

IH(hopmaLLiT NPo B3aEMO/i0 iHLLVX NPOTUNAPKIHCOHIYHUX NpenaparTie Ta NikapcbKoro 3aco6y KoHdyHayc® Tpio Hemae. BUCOKi 4031 eHTaKarnoHy MOXYTb BIUIMHYTK
Ha BCMOKTYBaHHA kap6igonu. OfgHak npy peKoMeHA0BaHOMY [03yBaHHI B3aeMOgil 3 Kapbigonoto He cnocTepiranocs (200 mr eHTakanoHy fo 10 pasis Ha fo6y).
B3aemopii MiXX eHTaKarnoHOM Ta CeflerifiiHoM y nawieHTiB i3 XxBopoboto MapkiHcoHa, AKi npuitmanu nesogony/iHribitop 44K, He cnocTepiranocs. Mpw 3aCTOCyBaHHI
npenapaty KoHgyHayc® Tpio go6oBa fo3a ceneriniHy He Mae nepesulilysaTty 10 Mr.

Heo6xiaHo 0TPUMYBATHCL 06EPEXHOCTI NPY OfIHOUYACHOMY 3aCTOCYBaHHiI npenapaTy KoHdyHayc® Tpio Ta HuKUe3a3HaueHMX NikapcbKiX 3acobib.
AHTUriNnepTEH3MBHI NpenapaTw: MpW CYMICHOMY 3acTOCyBaHHI /1€BOAONW 3 aHTUMINEPTEH3VBHUMU npenapaTamy MOX/MBUIA PO3BUTOK CUMMTOMATUYHOI
OPTOCTATUYHOT FiNOTEH3IT Ta MOXeE 6YTIN NOTPIOHE KOPUTyBaHHA 403M aHTUTINEPTEH3UBHOIO 3aC06y.

AHTUNIENpecaHTU: PigKO NpW CYMNyTHbOMY MPUAOMI TPULMKIIYHUX aHTUAENpecaHTIiB Ta /ieBofonu/Kapbifony BUHMKANN Taki NO6iYHI peakuii, AK apTepiasbHa
rinepTeHsis Ta AWCKiHEe3is. He crnocTepiranocs B3aeMOfiin MiXK eHTakanoHOM Ta iMinpaMiHOM Ta MiXK eHTakarnoHoM Ta MOKN06emigom. Mpu nikyBaHHI criofykamm
NeBoAoNKM, Kapbigonu Ta eHTakamnoHy 3 TPULMKNIYHUMK aHTUAenpecaHTamu, iHri6iTopamu 3BOPOTHOrO 3axOr/ieHH HOpadpeHaniHy, TakuMu SK Ae3urnpamiH,
ManpoTWiH Ta BeHMagakCuH, Ta NiKapCbK1MKM 3acobamu, Lo MeTabosi3ytoTbes 3a gornomoroto KOMT (Hanpukiag, KaTexon-CTpyKTypoBaHi CrosyKu, NapoKCeTUH),
(hapmakouMHaMiuHMX B3aeMOili He cnocTepiranocs, ane cnif 6yTi 06epexxHMM Npu iX 0HOUYACHOMY 3acTOCyBaHHI 3 npenapaTtom KoHdyHayc® Tpio.

IHWI npenapaTwW: aHTaroHICTV AOMaMiHOBUX PeLenTopiB (AesKi aHTUNCUXOTUYHI Ta NPOTUONOBOTHI MpenapaTy), (PeHITOTH Ta narnaBepyH MOXYTb M0C1ab/1oBaTH
TepaneBTUUYHWUIA edeKT NeBOAONK, TOMY HEOBXiAHO CMigKyBaTW, L6 Y NalieHTiB, AKi NpuiiMatoTb Li npenapaTtyt pa3om 3 npenapatom KoHdyHayc® Tpio, He
3HWKYBABCH TepaneBTUYHWI eqeKT.



KoHyHAyc® Tpio NOTeHLiHO MOXKe BNMBATU Ha NpenapaTtii, MeTaboi3M IKUX 3aN1eXUTb Bifl i30(hepMeHTy LuToxpomMy P450 2C9, Hanpuknag, S-sapdapuH. Tomy
Mpu 0|HOYACHOMY 3acTocyBaHHI npenapaty KoHdyHayc® Tpio 3 BapdaprHOM peKOMEHYETLCS KOHTPO/Ib Yacy 3CiflaHHs KPOB.

CynyTHE 3aCTOCYBaHHA aHECTETUKIB MOXE BUK/INKATU apUTMItO.

Mo)k/IMBe 04HOYaCHE 3aCTOCYBaHHS Npenapary Ta 3acobiB, WO MICTATb MNiPUAOKCUHY TiLPOXI0PUL.

CymMicHa Tepanis i3 cefieriiiHoM MOXe NPU3BeCTN 40 TAXKKOT OPTOCTATUYHOI FNOTeH3IT.

AHTUXOJTIHEPTiYHI 3aCO6M MOXYTb AiATU CUHEPriYHO pa3oM 3 /IEBOLOMOKD ANS 3HMXKEHHS TPEMOPY, i LA 0CO6/MBICTL YacTO BUKOPUCTOBYETLCA ANA NiABULLEHHSA
TepaneBTUYHOr0 eqpekTy; OfHaK BOHWU MOXYTb 3aroCTPUTU HEKOHTPO/IbOBaHI PyXu. Y BENMKUX [03aX BOHW TaKOX MOXYTb 3HU3NUTU NO3UTUBHUIA e(heKT NeBoaonu
BHAC/NILOK YNOBi/IbHeHHA i1 abcopbL,iT, TaKMM YMHOM 36i/bLLYHOUM LLNYHKOBUIA MeTaboni3M npenapary.

CuMnNaTomMiMeTMKM MOXYTb NOTEHLiK0BaTK CePLEBO-CYAMHHI NOGIYHI epeKTH NeBOAONN.

IHWI chopmK B3aEMOAIT: OCKiNlbKM NeBoAona Mae 34aTHICTb KOHKYPYBaTh 3 AeSKMMW aMiHOKUCNOTaMK, Y nauieHTiB, SAKi nepebyBat0Tb Ha BMCOKOOINKOBIN Ai€Ti,
MOXYTb BUHWUKHYTW NMOPYLLIEHHS BCMOKTYBaHHS NikapcbKoro 3acoby KoHgyHayc® Tpio.

Y LWIYHKOBO-KULLKOBOMY TPaKTi /1eBOJOMA Ta E€HTaKarnoH MOXYTb YTBOPKHOBATU XenaTHi CMoMyKu 3 3ai3oM. IHTepBasl MiXX NPUAOMOM JiKapCbKOro 3acoby
KoHdyHayc® Tpio Ta npenapartis 3a1i3a Mae CTAaHOBUTY LLiOHaiMeHLLE 2- 3 roAnHM.

In vitro: eHTakanoH 3B'A3YeTbCSA 3 MOACLKMM anbbyMiHOM Yy |1 no3uuii, B AKiA TakoX 3B'A3YHOTHCA KiflbKa IHLLIMX NiKapCbKMX 3ac06iB, BK/KOYakoumM fiasenam Ta
i6ynpodeH. BignosigHo O AOCAIMKeHb in Vitro, Npu TepaneBTUYHMX KOHLEHTpaLifX rnpenapaTiB iCTOTHOro 3aMilLeHHA He OYiKyeTbCs. XKOAHMX 03HaK TaKuX
B3aEMOZii He BUABNEHO.

Oco6MBOCTI 3aCTOCYBAHHSA.

KoHthyHayc® Tpio He peKOMeHYETbCS 151 liKYBaHHS MeIMKAMEHTO3HMX eKCTpanipamifIHAX peakLii, a TaKoX 19 NiKyBaHHs XOpeT MeHTIHIToHa.

Tepanito npenapatoMm MOTPIGHO Npu3HayaT 3 00EPEeXHICTI0 nauieHTam 3 iLWEeMIYHOK XBOPOOOH Cepus, THKKUMWU 3aXBOPHOBAHHAMW CepLEeBO-CYLMHHOT abo
AMXanbHOT CUCTEM, 6POHXIaIbHOK acTMOH0, XBOpo6amu HUPOK abo 3a/103 BHYTPILLHBOI CEKpeLliT, BUPa3KOBOK XBOPOOOO LLYHKA UM CyJ0OMaMu B aHaMHE3I.
MauieHTaM 3 iH(DapKTOM MioKapa 3 YLKOMXKEHUM aTpia/lbHAM BY3/10M ab0 nauieHTam 3 LUYHOYKOBOK apUTMIEKD B aHaMHe3i HeOOXiAHWUIA MOHITOPUHI CepLeBOT
BIANbHOCTI, 0CO6/IMBO Ha NOYaTKY Tepanii Y Npu 36iNbLUEeHH] O3.

Y BCixX NaLlieHTiB, sKi 3acTocoByt0Tb KOHYHAYc® Tpio, HE06XiAHO KOHTPO/MIOBATY PO3BUTOK MCUXIYHUX 3MiH, AENPECii i3 CYILMAANbHUMM TEHAEHLISMA Ta iHLIMMY
(hopMamm aHTMCOLia/IbHOT NoBeAIHKM. HeobXifHO 3 06epeXKHICTIO NiKyBaTu XBOPUX, Y AKX OYB MC1X03 860 HafBHWUI HUHI.

HeobxifHO BXX1BaTV 3aX0/iB 6€3MeKn Npu CynyTHbLOMY 3aCTOCYBaHHI aHTUMNCUXOTUYHKX 3aC06iB 3 BNAaCTMBOCTAMM 6/10KyBaHHS [JONaMiHOBMX PeLLenTopiB, 30Kpema,
ocobnuBy yBary cnif NpuAainsaT aHTaroHictam D2-peuenTopiB Ta cnocTepirati 3a nauieHTOM Ha BMNaAoK BTPaTW NPOTUMNAPKIHCOHIYHOMO ePEKTY UM MOTipLUEHHS
MapKiHCOHIYHMX CUMMTOMIB.

Mpw NOCUNeHHI NCUXOTUYHOT CUMNTOMATUKM Npenapat HeoOXiAHO BiAMIHUTK.

MoTpi6HO 06epexxHo 3acTocoByBaTh KoHgyHAyc® Tpio 415 NiKyBaHHS XBOPUX i3 XPOHIUHO LLIMPOKOKYTOBOO FN1ayKOMO, BHYTPILLIHBOOUHWIA TUCK Mae GyTu fo6pe
KOHTPO/IbOBAaHVM, a 338 CTaHOM MaLieHTa HeoOXIiAHO crnocTepiraT 418 BUABNEHHS 3MiH BHYTPILLHbO0YHOIO TUCKY.

KoHyHayc® Tpio MoXe CNpuUMHUTI OPTOCTaTMUHY FiNoTeH3ito. ToMy HeobXifHO 3 06epexxHicTio npuaHadaT KoHgpyHayc® Tpio nalieHTam, siki npuitMaioTh iHLLi
NiKapCbKi Npenapartu, Lo MOXYTb CPUYMHUTI OPTOCTATUYHY TiMOTEHSIHO.

Mpenapart cnig npu3HavaTi 3 06epeXXHICTIO NaLieHTaM i3 cuHapomoM KyLumHra, naljieHTam, aki Manym B aHamMmHe3i BUMagKn OpTocTaTUYHOI rinoTeHs3il.

EHTakanoH pasom 3 /IeBOLOMNOK MOXe CNPUUYNHUTIA COH/IMBICTL Ta eni30Ay panToBOro 3aCMHaHHA y NauieHTiB 3 XBOPO60Ko MNapKiHCOHa, TOMY CAif 6yTH 06epeXKHUM
npwn KepyBaHHiI aBTOTPaHCMOPTOM abo poboTi, L0 BMMAarae LWBUAKOCTI peakLil.

Y KNiHIYHMX AOCNIMKEHHSX 6YN0 BiA3HAYEHO, WO HebaxaHi AonaMiHepriuHi edieKTn, HanpuUKag AUCKiHe3is, 3yCTpivanmca yacTile Y nauieHTiB, Ki OTpUMyBaIu
EHTaKaroH i aroHiCcTv fonamiHy (Taki AK 6pOMOKPUNTYH), CenerifiiH abo amaHTaguH, MOPIBHAHO 3 MalieHTaMu, AKi OTPUMYBa/IN OLHOYACHO 3 EHTaKarnoHoM naweobo.



MoXKe BUHWUKHYTU HeOOXiZHICTb KOPeryBaHHs f03 iHWIMX NPOTMMAPKiHCOHIYHMX NpenapaTiB Npy Npu3HadeHHi nikapcbkoro 3acoby KoHdyHayc® Tpio natieHTam,
AKi B JaHUA MOMEHT He NPUAMaK0Tb eHTaKaroH.

Y nauieHTiB, AKUX NonepeaHbO NiKyBa/v LLIE EBOAOMNOKD, MOX/NBA AMCKIHESIA, OCKiNIbKM Kapbigona Aae 3mory 6inbLUiil KifbKOCTi NeBOAONM JOCATTU MO3KY i,
TaK1M YMHOM, C(hOpPMYBATMCA GiNbLUINA KiNbKOCTI gonamiHy. MosBa AMCKIHE3IT BUMarae 3MeHLLEHHS JO3W.

PiIKO MOXNBE BUHUKHEHHS BTOPMHHOIO pabaoMionizy Npu THXKKUX ANCKIHESISX UM 3N108KICHOMY HelponenTuyHoMy cuHapoMi (3HC). Tomy Heo6XiaHO NPoBOANTH
peTeNlbHAN MOHITOPUHI NpU panToBiii BigMiHI ab0 3HVXKEHHI [03W N1eBOAONMM, O0CO6AMBO Y NauieHTIB, AKI 3aCTOCOBYHOTb Heiponentuku. 3HC, BKIOYaHOumn
pabomioni3 Ta rinepTepmito, XapakTepusyeTbCd MOTOPHUMI CUMITOMaMK (PUTiAHICTb, MIOK/IOHYC, TPEMOP), 3MiHAMK NCUXIYHOrO CTaHy (Hanpuknag, 36ya/mBICTb,
CNAYTaHICTb  CBIJOMOCTI, KOMa), TrinepTepmieto, aBTOHOMHOK AMCHYHKUie0 (TaxiKapgis, HeCTINKuiA apTepiaibHWin  TUCK) Ta NigBULEHMM  PiBHEM
KpeaTMH(OCHOKiHa3M B cupoBaTLi KpoBi. B OKpeMux BMMagkax 3yCTPivatoTbCA NMLE AesKi 3 HaBeAeHUX CUMMTOMIB. PaHHIi AiarH03 BaXXNMBWUIA AN HANEXHOI
Tepanii 3HC. TMicna pi3Koro NPUNUHEHHS NPUIAOMY NPOTUMAPKIHCOHIYHMX 3ac06iB MOBIAOMAANOCA NPO CUHAPOM, MOAIGHWA A0 HEMPONENTUYHOIO 3/105KICHOrO
CUHAPOMY, BK/TOUAKOUM M’A30BY PUTIAHICTb, NiABMLLEHY TeMnepaTypy Tina, NcuxXivHi 3MiHWN Ta MiABULLEHHSA PIBHA KpeaTUH(OCHOKIHA3W B CUPOBATLL KPOBI.

Y nauieHTiB 3 XBOpo60to MapKiHCOHa iHKONM cnocTepirascst pabAomioni3, BTOPUHHWIA LLLOA0 TSHXKKOIT AMCKiHe3iT ab6o 3HC. TakMM YMHOM, HEO6XiAHO cnocTepiratu 3a
Oy ib-AKNM Pi3KUM 3MEHLLUEHHAM 031 a60 NPUMMHEHHAM NPUIAOMY 1IeBOA0NK, 0OCO6/MBO Y TUX NALIEHTIB, AKI TAKOX NPUAMAIOTb HEPONENTUKN.

MoBigomnsnocs, Wo npu HasBHOCTI XBOPO6K MapKiHCOHa NalieHT MaroTb NiABULLEHUIA PU3MK PO3BUTKY MefaHOMW. HeBigoMO, NOB'A3aHWiA el pu3nK 3 XBOPOOOHD
MapKiHCOHa YM 3 IHWMMK (haKTopamm, TaKUMK SIK 3aCTOCYBaHHS npenapaTis 4ns NiKyBaHHA XBOpPo6y MapKiHCOHa. TOMY peKOMeHAYETLCA NOCTINHO CnocTepiraty 3a
CTaHOM LUKIpW AN BUSIBNIEHHA MOX/MBOT MeflaHOMM | NePioAMYHO NPOXOANUTIN OOCTEXEHHS LUKIpW Yy KBasli(hikoBaHOrO creyjianicra.

Y pasi HeobxigHocTi 3amiHa npenapaty KoHgyHayc® Tpio Ha nesogony Ta iHriGiTop AJK Mae Big6yBaTuCs NOBiNbHO, MOXe GYTU NOTPiGHE 36iNbLIEHHS 103U
NeBOAOMNMN.

Y pasi HeobXigHOCTI 3arasbHOI aHecTesil NikyBaHHsA npenapaTtom KoHgpyHayc® Tpio MoXe TpuBaTK OTH, JOKM XBOPOMY [03BO/IEHO MEPOPaIbHO MPUIAMATK PignHY
Ta NikK. AKLIO HEO0bXiAHO Ha fIesKMIA Yyac NPU3YNMHUTY NiKyBaHHs, NpuiioMm npenapaty KoHgyHayc® Tpio MoXHa NOHOBUTY Y Till camiii 1060Bii A03i oapasy nic/s
TOro, IK XBOPWIA 3MOXKe MPUINMATH NTIKN BCEPeSUHY.

MpoTAroM 3acTOCyBaHHs /iKapcbKoro 3acoby KoHgyHayc® Tpio peKoMeHAyeTbCs MepiognyHO OLLiHIOBATW CTaHWM (OYHKLIT NeYiHKU, remaTornoeTUUHOT,
CepLIeBO-CYAMHHOI Ta CEYOBULINIbHOI CUCTEM.

MauieHTam 3 Agiapeeto B aHaMHe3i He0b6XigHMIA MOHITOPUHI Macy Tina Ans YHUKHeHHS HagMipHOI BTpaTy Macu Tina. TpuBana abo NocTiiHa Aiapes, Wo BUHWUKAE nNpu
3aCTOCYBaHHI eHTaKaroHy, MOXe 6yTI 03HAKOK KOMITY. Y LbOMY pa3i BXXVMBaHHA npenapaTty HeoO6XiAHO NPUMUHUTI Ta NPU3HAYUTU BifgNOBIAHY MeLNKAMEHTO3HY
Tepanito.

MaTonoriyHnin NoTAr A0 asapTHUX irop, nigsuLleHe Nibigo Ta rinepcekcyasbHICTb MOXYTb CNOCTepiraTucs MPOTArom Tepanii aroHictaMy gonamiHy Yu iHWUMK
AonaMiHepriyHMMK npenapaTami, Hanpuknag, KoHdyHayc® Tpio.

MayieHTiB Ta TX OTOYEHHSA Cnif nonepeauTu MpPO MOXIMBI 3MiHM B MOBefiHUi, SKi CBigYaTb NPO MOPYLUEHHS iMMY/NIbCHOrO YNpaBiHHA, BK/OYatOuM TaKoX
IMNYNbCMBHE BaXkaHHS 34INCHUTU NOKYMKY, NepeigaHHs, iMNybCUBHE BXMBaHHA DKi. Y LbOMY BUNaAKY Cif 3MEHWWUTU A03Yy npenapaTty abo NpunuHUTA Npuiiom
npenapary.

CuHgpom aucperynsauii goamiHy - Le aguKTUBHWIA po3naf, WO CNPUYMHSE HagMipHe 3acTOCyBaHHS 3aco0y Yy AesKMX NauieHTiB, sKi OTpuMyBann Kapb6igony
/nesogony. Mepes NOYATKOM NiKyBaHHSA NaLuieHTV Ta 0co6u, AKi 3a HAMW AOrNsaakoTb, NOBUHHI OYTU nonepeiykeHi NPo NOTEHUIHUIA PUSUK PO3BUTKY CUHAPOMY
ancperynauii gogamiHy (ame. posgin «MobivHi peakuii»).

MaujieHTaM 3 aHOPEKCI€ErD, aCTEHIEI Ta 3HVKEHHSIM Macy Tifla 3a KOPOTKMIA MPOMIDKOK Yacy HeobXigHe MeanyHe 06CTEXEHHS Ta MOHITOPUHT (YHKLIT NeYiHKN.
JleBogona/kap6igona MoXyTb O6YTU NPUUMHOK XMOHOMO3UTUBHOIO Pe3ynbTaTy eKCrpec-TecTy KETOHIB Yy Cedi, Nif vac KUM’ATIHHA 3pa3ka cedi Us peakuis He
3MIHIOETHLCA. BUKOPUCTaHHSA METOAMKM OKCUAA3M TNHOKO3M MOXKE AaTh XMOHOHeraTuBHI pe3y/ibTaTu WO MIHKO3Ypil.

KoHyHAyc® Tpio MiCTUTbL LyKpo3y, TOMY NaliieHTam 3 PiKiCHOK CMajKoBOK HenepeHOCUMICTIO (PYKTO3W, F/I0K030-FafaKTO3HOK MasibaGeopobLicto abo



LlyKpa30-i3oManbTa3HOK HeAOCTATHICTIO HE PeKOMEH0BaHO 3aCTOCOBYBATH LIEi NiKapCbKuiA 3acio.

CnocTepiraeTbCst 3HMXKEHHS reMornobiHy, reMaToKpuTy, NiABULWEHHSA PIBHS FNHOKO3M B CUpOBATLi KPOBI Ta 30i/bLUEHHSI 6IIMX KPOB'AHWUX Tineub, 36iNbLUeHHS
KiNbKOCTi 6aKTepil Ta KPoBi B ceyi. BigMivatoTbCA NO3UTUBHI TECTU Ha aHTUTINA epUTPOLUTIB, a/le remMosliTUYHA aHeMIs NPAKTUYHO He CNOCTepPiraETbes.
JlabopaTopHi  AOCNIMKEHHS:  TPaH3WTOPHI  3MIHW  BK/OYatOTb  36i/IbLUEHHA  BMICTY  CEYOBWHW, KpeaTUHIHY B  KPOBi, anaHiHamiHOTpaHcdepasy,
acnapTatamiHoTpaHcgepasn, nakrTaTaerigporeHasu, 6inipy6iHy, ankanaiHgochaTasun, NPOTEIHO3B'A3aHOr0 o4y .

[o cknagy npenapaty KoHdyHAyc® Tpio siK JONOMiXHa pevoBrHa BXOANTb MaHIT, IKMIA MOXe YMHUTU MPOHOCHY Aito.

Mpenapat MICTUTb FNILEPUH, AKUIA MOXKE CIIPUYUHUTIA FTONOBHWIA 6iNlb, NOAPA3HEHHS CIM30BOT 060/TOHKM LLNYHKA i fiapeto.

Llein nikapcbKumii 3aci6 MiCTUTbL AK AOMOMIKHY PEYOBMHY HaTpito Kpockapmenosy. Cnif 6yTn 06epeXXHUM npuy 3aCTOCYBaHHI NauieHTam, aKi JOTPUMYHOTLCS AieTU 3
KOHTPO/1IbOBaHNM BMiCTOM HaTpito.

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHsA rpyaato.

JNleBogona i Ti KOM6iHaLiT 3 Kap6iLoMno CIPUYMHANM BaAy PO3BUTKY BHYTPILLHIX OpraHiB Ta CKeflieTa B eKCrepMMEHTI Ha TBapuHax.

MpenapaT NPOTWUNOKa3aHWA Mif Yac BariTHOCTI Ta rofyBaHHA FPYALH0. YCi XIHKM PenpoLyKTMBHOIO BiKy, SIKi OTPMMYHOTb MpenapaT, NOBWMHHI 3aCTOCOBYBATM
e(heKTUBHI METOAMN KOHTpaLenwii.

IH(hopmaLii o0 edheKTUBHOCTI Ta 6e3neKun 3aCTOCyBaHHA npenapary BariTHUM XXiHKaM HeoCTaTHbO, TOMY Npenapart He C/if, 3acTocyBaBaTW y nepiof BariTHOCTI.
MpenapaT MOXKe 6YyTW NPU3HaYeHWn y Mepiof BariTHOCTI, TiflbKM AKWO O4YiKyBaHa KOPWUCTb ANS MaTepi BuLia, HDK MOTEHUiNHI pu3nknu ans nnoga. Jlesogona
EKCKPETYETbCS B TPyfAHEe MOMOKO. IMOBIpHO, WO NPOTAroM Tepanii /1eBOAOMOK BUHMKAE MPUIHIYEHHS 34aTHOCTI A0 rofdyBaHHA rpyAaaro. JaHi Woao ekckpeuii
Kapbifonu Ta eHTakanoHy B rpyfHe MOIOKO BIACYTHI. IH(opmauii npo 6e3neky neBogonu, kap6ifonu Ta eHTakanoHy A9 OUTUHW He iCHYe, TOMY nif 4ac
3aCTOCyBaHHs npenapaty KoHgyHAyc® Tpio XiHKM He NOBWHHI roflyBaTyi rpyaato.

Mpn JOKNIHIYHMX OOCMIMKEHHAX eHTaKamnoHy, Kapb6ifonu abo NeBoAONU He CMOCTePIranocs »XOAHMX HeraTMBHUX peakuid woao epTunbHOCTI. [ocnigpKeHHs
BMN/IMBY KOMOIHALIT JaHUX NpenapaTiB Ha PenpoAYKTUBHY PYHKL KO TBapUH HE NMPOBOAWINCA.

34aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKW MeXaHi3MaMu.
MpuiioM eHTaKanoHy pasoMm 3 IeBOAOMNOHO i Kapbifonoto MoxXKe NPU3BECTM [0 3anaMOPOYeHHS Ta CUMNTOMaTUYHOr0 opToCcTaTn3My. MpritoM Npenapaty NoB’A3yoThb
i3 COH/IMBICTIO Ta BMNaAKaMu HeCnogiBaHOro 3aCHaHHs, TOMY NOTPIGHO 6yTK 06epPeXXHNMU NPK KepyBaHHI aBTOTPAHCMOPTOM Ta PO6O0TI 3 IHLLIMMK MexaHi3MaMMu.

Cniocib 3acTocyBaHHA Ta A03Mu.

TabneTku cnifg npuiAMaT NepopasibHO, He3a1eXHOo Bif MPUIAOMY TXi.

B ofHii TabneTui MiCTUTLCS OAHA NiKyBa/bHa 403a, TOMY He0OXiJHO NpuiimaTK Liny TabneTky.

OnTumanbHa Ao6oBa fo3a npenapaty KoHdpyHAyc® Tpio ans KoXXHOro naieHTa Mae 6yTu peTenbHO nifibpaHa. [Jo60By 03y LbOro NiKapcbKoro 3aco6y Heo6XiaHO
ONTUMI3yBaTK LUMSIXOM 3aCTOCYBaHHSi OAHOr0 3 Takmx [A03yBaHb: 50/12,5/200 mr, 100/25/200 mr, 150/37,5/200 mr a6o 200/50/200 mr nesogonw/kap6igonu
/eHTaKanoHy.

MaLlieHTiB cnif nonepeanTy NPO NPUIAOM TiNbKU 0AHiET TabneTku npenapaty KoHgyHayc® Tpio nigibpaHoro fo3yBaHHS. Y MaujieHTiB, SKi OTPUMYOTb MeHLle 70-
100 Mr Kap6igonu Ha fo6y, MOXYTb BUHMKATK HyAO0Ta Ta 6/1t0BaHHSA. OCKiNbKM AOCBI[, 3aCTOCYBaHHS 3arasibHOI 4060BOI 4031 Kapbigonu noHas 200 Mr 06MeXeHWiA,
a MaKcMMasibHa PeKOMeH/J0BaHa f060Ba [103a eHTaKarnoHy CTaHoBUTL 2000 Mr, MakcuManbHa o60Ba fo3a npenapaty KoHdyHAyc® Tpio cTaHOBUTH

10 Tabnetok gna go3ysaHb 50/12,5/200 mr, 100/25/200 mr, 150/37,5/200 mr Ta 7 TabneTok ans fgosysaHHa 200/50/200 mr.

3a3Buuaii KoHdyHAyc® Tpio 3aCTOCOBYHOThL MallieHTam, fKi Y JaHUiA MOMEHT MpuiiMatoTb BiANOBIAHI [03M NeBoAoNM abo iHriGiTopis Jona-aekapbokcunasm 3i
CTaHAaPTHUM BUBIIbHEHHSIM Ta eHTaKaroHy.



Pe>kuM nepeBefieHHa nauieHTiB, AKi npuiiMatoTb npenapaTu 3 nesogonot/AAK iHribiTopom (kapbigona abo GeHcepasua) Ta TabneTKy 3 eHTakarnoHOM, Ha
KoHdpyHayc® Tpio.

a. MauieHTn, AKi y faHWn MOMEHT NPUIMalOTb eHTaKanoH Ta fieBofony/kap6ifony 3i cTaHLAPTHUM BUBISIbBHEHHAM Y [03aX, €KBIBA/IEHTHUX TakuM Y TabreTkax
npenapaty KoHdyHayc® Tpio, MOXyTb 6yTK NpsMO MepeBefieHi Ha BignoBigHI TabneTKM LbOro NiKapcbKoro 3acoby. Hanpuknag, NawieHT, skuii npuiiMae ofHy
Tabnetky 50/12,5 mr nesogonu/kap6igonu ta ogHy Tabnetky eHtakanoHy 200 mr 4 pa3u Ha fo6y, MOXe npuimatn ogHy TabneTky 50/12,5/200 mr npenapary
KoHyHayc® Tpio 4 pasu Ha 106y 3aMiCTb CBOIX 3BMYaHUX [,03 N1EBOAONU/Kap6ifony Ta eHTaKaroHy.

6. Po3noymHatoun NikyBaHHS NauieHTIB, AKi Ha JaHWIA MOMEHT MpuUiAMaloTb [03M eHTakanoHy Ta N1eBOofoNnw/kap6ifonu, He eKBIBa/IEHTHI Takum Yy TabneTkax
npenapaty KoHdyHayc® Tpio 50/12,5/200 mr (a6o 100/25/200 mr, a6o 150/37,5/200 mr, a6o 200/50/200 Mr), 403y NiKapcbKOro 3aco6y NoTpiGHO peTesibHO
nigiépaTy ans oTpUMaHHS ONTUMaLHOI KNiHIYHOT BignoBidi. CnodyaTky Heo6XiAHO BigkopurysaTy o3y npenapaty KoHdyHayc® Tpio Tak, 106 BOHaA AKHa6i/bLLe
BiANoBigana 3aranbHili 4O60BIV 403i NeBOAONN, AKY NPUAMAIOTD.

B. Po3nounHaroum nikyBaHHs nauieHTiB, AKi HAHI NPUAMalOTb eHTaKanoH Ta fieBogony/6eHcepasng y Nikapcbkmx opmax 3i CTaHAAPTHUM BUBISIbHEHHSAM, MPUIAOM
nesogonu/6eHcepasnay HeobXigHO NPUNUHUTI HanepeofHi yBedepi Ta po3noyati npuiiom npenapaty KoHhyHayc® Tpio HacTynHoro paHky. Cnif posnoyatu 3
[o3n npenapaty KoHdyHayc® Tpio, ska MiCTUTb Taky camy KinbKiCTb 1eBoA0NM abo TPoxu GinbLuy (5- 10 %).

Pe>KiM nepeBeaeHHs Ha npenapaT KoHgyHayc® Tpio nalieHTiB, SKi 3apa3 He MKy ThCS eHTaKanoHOM.

MoxnmBicTb Tepanii npenapatom KoHdyHayc® Tpio y BiANOBiAHMX [A03aX MOXe OYTy PO3rNsAHYTa Y AesKMX NaLlieHTiB 3 XBOpo6oto MapKiHCOHa Ta MOpYLUEHHAMY
PyXiB, NOB'A3aHNMM 3 3aKIHYEHHAM eqeKTy 03K, CTaH AKMX He CTabiNi3yeTbCs MOTOUYHUM JIIKYBaHHAM i3 3aCTOCYBaHHAM iHri6iTopis nesogonu/AAK 3i ctaHAapTHUM
BMBINIbHEHHAM. [MpoTe 6e3nocepeHiii nepexif 3 iHri6iTopa nesogonu/AAK Ha KoHthyHayc® Tpio He peKoMeHAYETbCS MalieHTaM, 3 AMCKiHe3iet abo TUM, XTO
oTpumye fo3n nesogonu suule 800 mr Ha fo6y. TakMm nauieHTam PeKOMeHJOBaHO 3anpoBapKyBaTu NiKyBaHHS eHTaKaroHOM OKPeMO Ta Mpu Heo6XigHOCTI
KOpWryBaTu 403y NeBofionu nepes nepesefieHHsM Ha KoHdyHayc® Tpio.

EHTakanoH nigeunntoe gito nesogonu. MauieHTam i3 AUCKiIHe3ie0 MoXXe By Ty NOTPIGHUM 3HMXKEHHS 03K neBogonm Ha 10- 30 % Ha no4vaTKy 3aCTOCyBaHHS npenaparty
KoHthyHayc® Tpio. [Jo6oBa [103a NEBOAONM MOXE 6YTU 3HUXKEHA LLIISIXOM MOJOBXEHHS iHTEpBasiB MiX 3aCTOCYBaHHAM NpenapaTy Ta/abo 3HWKEHHS 1031 N1EeBOAONY
3a/1eXKHO Bif, KNIHIYHOr0 CTaHy nauieHTa.

KopurysaHHs 4031 NPOTSArOM Kypcy NiKyBaHHS.

AKLLO0 NoTpibHa Ginblia f03a NeBOLONMMU, MNOTPIGHO PO3rNAHYTM 30i/IbLUEHHS YacTOTW NPUnOMY 03 Ta/abo 3acTOCYBaHHS anbTEPHATUBHOIO 403YBaHHS MpenapaTy
KoHyHAyc® Tpio y Mexax peKoMeH/AaLLil 3 103yBaHHS.

Ak noTpibHa MeHWa fA03a NeBofonu, 3aranbHy Ao6osy o3y npenapaTy KoH(yHAYc® Tpio HEOO6XifHO 3HM3NTW LUMAXOM 3MEHLLUEHHS 4YacTOTV Npuitomy,
36iMbLUYIOUM YaC MidK NpUiiomamm 03, abo LLSXOM 3acTocyBaHHs npenapaty KoHdyHayc® Tpio B MEHLLOMY [03yBaHHi.

AKLI0 pa3om 3 TabneTkamn KoHgyHayc® Tpio npuiimaTy iHLWi npenapaTy NeBogonu, Ciif 4oTPUMYBaTUCh PeKOMeH/ALLi CTOCOBHO MaKCUMAasbHOTO [103yBaHHS.
MpunuHeHHs Tepanii npenapaTom KoHdyHayc® Tpio.

AKwo nikyBaHHs npenapaTtoM KoHgyHayc® Tpio (neBogona/kap6ifona/eHTakanoH) NOTPIGHO MPUMMHUTYK i MNallieHTa NepeBecTV Ha Tepanito nesogonowo/AAK
IHribiTopamn 6e3 eHTakaroHy, ONA afeKBaTHOro KOHTPO/IKO 3a NAapKIHCOHIYHMMK CUMNTOMaMu HEeOo6XiAHO 36iMblMTU [03Y IHLIUX MNPOTUMNAPKIHCOHIYHMX
npenaparis, 0C06MBO 1EBOLOMNMN.

3acTocyBaHHs 415 NiKyBaHHSA AiTeNn.

Besneka Ta epeKTMBHICTb 3acTocyBaHHA npenapaty KoHdpyHayc® Tpio Ang nikyBaHHA NaLieHTiB, sKi He JocArnv 18 poki, He BCTaHOB/EHI. TakuM YHOM, He
PEKOMEH/YETLCA 3aCTOCYBaHHS LIbOro MeAUYHOro npenapary AiTam.

3acTocyBaHHA And NiKyBaHHA NayieHTIB NiTHLOIO BIKY.

MayieHTV NiTHBLOrO BiKY He NOTPeBYIOTh CheliabHOro niaéopy aosu npenapaty KoHdyHayc® Tpio.



3acTocyBaHHA 415 NiKyBaHHA NALEHTIB 3 NOPYLUEHHAM (DYHKLINA NeYiHK.

XBOPUM 3 MOPYLUEHHSM (DYHKLIA MeYiHKM Nerkoro Ta MOMIPHOrO CTYMeHs TSHXKKOCTI npenapaT MOTPIGHO Mnpu3Havath 3 06epeXHIiCTo. MoXe BUHUKHYTU
He0OXiAHICTb 3HUXKEHHS [03M.

3acTocyBaHHA And NikyBaHHS NayieHTiB 3 MOPYLUEHHAM (PYHKLiA HUPOK.

MopyLleHHs (hYHKUIA HUPOK He BM/IMBAE Ha (PapMakKOKIHETUKY eHTakKarnoHy. XBOpPUM 3 NOPYLUEHHAM PYHKLIT HUPOK TSXKKOro CTyMNeHs Ta TUM, XTO nepebyBae Ha
Aianisi, Tepanito nikapcbkuM 3aco6om KoHdyHAyc® Tpio NOTPiGHO NpusHaYaTh 3 06EPEXKHICTIO.

aiTn.
3acTocyBaHHs Npenaparty fAaHili KaTeropii nawieHTiB He NoKa3aHe.

NepenosyBaHHS.

CUMMTOMU: paHHI 03HaKW - CinaHHA M'a3iB, 6edhapocnasm, apTepiasibHa rinepTeHsis, 36iNbLUEeHHS YaCcTOTK CEPLIEBUX CKOPOYUEHb, MOTIPLIEHHS aneTuTy, CrIyTaHICTb
CBIZOMOCTI, TPUBOXHE 30YPKEHHSA, 6E3COHHS, 3aHEMOKOEHHS.

ICHYIOTb MOBIAOM/IEHHSI MPO 3aCcTOCYBaHHA [060BOI [03M NeBoAoNN Ta eHTakanoHy 10000 mr Ta 40000 mr BignoBigHO. OCTPI CUMNTOMW B TakMX BUMagKax
BK/IOHAOThb @)XKMTALit0, NMCMX03, KOMY, bpafuKapAito, BEHTPUKYNAPHY TaxiapuTMito, AnxaHHs 3a TUNom YeinHa-CTokca, 3MiHY KO/IbOpY LLUKIpW, S31Ka, KOH KOHKTUBY,
Xpomarypito.

Tepanisa npu rocTpoMy nepeao3ysaHHi npenapatom KoHpyHAyc® Tpio nogibHa oo Tepanii Npy rocTpoMy nepeao3yBaHHi /1eBoAonor. OfHaK MipuaoKCUH
Hee(heKTVBHUIA 418 NpUNHeHHS Aii npenapaTy KoHgyHayc® Tpio. PeKoMeHAyeTbCs FocniTanisallis; MOTPIGHO BXWTW 3arabHUX MiATPUMYIOUMX 3aX0fiB 3
HeravH1M NPOMMBAHHAM LU/TYHKa Ta 3aCTOCYBaHHSAM aKTMBOBAHOIO BYTiNs. Lie MoXe NMpUCKOPUTY BUBEAEHHS eHTaKaroHy, 30Kpema, BHACNIiLOK 3HVKEHHS 1Moro
BCMOKTYBaHHS/ MOBTOPHOI0 BCMOKTYBaHHS 3i LUTYHKOBO-KULLKOBOIO TPAKTY.

HeobXigHWI1 peTenbHUIA KOHTPO/Ib CTaHy AMXanbHOT, CepLEBO-CYAMHHOT Ta CEHOBUAINIbHOT CUCTEM, MaE OYTW BXXUTO BigMOBIAHMX NIATPMMYOUMX 3ax0AiB. MoTpi6HO
po3noyaTy EKI-MOHITOPWHT, YBaXHO CMOCTepirati Woa0 MOX/IMBOIO PO3BUTKY apuUTMIiA. Y pa3i Heob6XiAHOCTI 3aCTOCYBaTW Ha/IeXXHY MPOTUapUTMIYHY Tepanito.
Cnip B39TW [0 yBaru, WO, KpiM fikapcbkoro 3acoby KoHgyHayc® Tpio, XBOpwWiA, MOXIMBO, NPUIiMaB iHWI npenapat. 3Ha4YeHHS Aianisy npu NikyBaHHi
nepeao3yBaHHA HeBiJOMeE.

Mo6iuHI peakuii.

BucHOBKY w040 npodinto 6e3nekn npenapaTy.

HaiiuacTille BUHMKaOTb Taki HebaXkaHi peakLuii, Ak guckiHesia (19 % navieHTiB); po3naim LUMYHKOBO-KMLLIKOBOIO TPakTy, BKIOYaoun HyfoTy Ta giapeto (15 % Tta
12 % BigNOBIAHO); CKeNeTHO-M'A30Bi 6oni i 60ni y M'A3ax i cNOAyYHi TKaHWHI (12 %); 3MiHa KOMbOpy Ceyi [0 YepBOHO-KOPWMYHEBOrO Konbopy (10 %). Mpu
KNiHiYHMX BMMPOGYBaHHAX npenapaTy KoHdyHayc® Tpio abo eHTakamoHy Yy MOeAHaHHi 3 nesogonoto/iHriGitopom AAK 6ynn BWsSIBNeHI  BUNAfKy
LLTYHKOBO-KMLLKOBOI KpOBOTeYi Ta HabpsKy KBiHKe. enaTuT 3 03HaKaMu Xxonectasy, pabaomionis i 3N0SKiCHWA HEAPONeNTUYHWUIA CUHAPOM MOXYTb BUHUKATU Mpu
npuitomi npenapaty KoHgyHayc® Tpio, Xoua >K0AHOT0 TaKoro BUNAAKY Mif Yac KNiHiuHMX BUNPOBYBaHb BUSBNEHO He 6YO.

3BefieHi faHi Npo NobiyHI peakuii.

3 60KY KpOBi Ta NiMGBaTUYHOT CUCTEMM.

YacTo: aHemis.

HevacTo: TpomMGOUUTOMNEHIS.

JeiikoneHis, reMoniTUYHa Ta HEreMoNiTUYHa aHeMist, arpaHynoLmMTOo3.

3 6oKy MeTabonismy.




YacTo: BTpata macu Tina*, BTpaTta aneturty*.

3 6OKY NCUXIKN.

YacTo: genpecis, rantounHaii, cCnayTaHicTb CBIZOMOCTI*, HIYHI KOLLIMapU* , TPUBOXHICTb, 6E3COHHS.

HeuacTo: ncuxos, 36ypKeHHS* .

YacToTa HeBigomMa: cyiunaanbHa nosegiHka, CMHAPOM Aucperynsauii gogaminy.

MaHii, BUCHaXeHHS, eldopis, AeMeHLis, 3MiHa NCUXIYHOro CTaTycy (BK/KOYaruM napaHoifanbHi AYMKW i TPaH3UTOPHUIA NCKUX03), MapeHHs, 3aHEernOKOEHHS,
aXuTaLif, cTpax, NopyLUeHHA MUC/IEHHS, Ae30pieHTaL i, 3auineHiHHA, panToBi Hanagn COHNBOCTI.

3 60KY HEPBOBO| CUCTEMM.

[y>Ke 4acTo: AnCKiHesiq*

YacTo: 3aroCTpeHHsi NapKiHCOHI3My (Hanpuknag 6pafgukiHesis)*, TpemMop, (DeHOMEH «BK/THOUYEHHS-BUK/OYEHHS» (0On-0ff), 3anamMopoyeHHs, AUCTOHISA, NCUXIYHI
NOPYLUEHHS, BKNOYa0UM IeMeHLt0 Ta NOripLUeHHs NamM'aTi, COHIMBICTb, 3aNaMOPOYeHHS* , rO/IOBHWIA Biflb.

YacToTa HeBifoMa: 3M105KICHWIA HeMPONEeNTUYHWIA CUHAPOM® .

ATakcis, bpagnkiHesis, xopes, NigBULLEHNA TPEMOP PYK, NOCMUKYBaHHS M'A3iB, M'A30Bi criasMu, TPU3M, NapecTesil, CyaoMKU, CXUbHICTb 0 HEMPUTOMHOCTI, BTpaTa
CBIZLOMOCTI, aKTMBaLis NprxoBaHoOro cuHapomy bepHapa - MopHepa.

Bredgapocnasm, akTvBaLis NaTeHTHOro cCUHAPOMY "opHepa.

3 60Ky OpraHis 30py.

YacTo: po3namByacTuii sip.

Avinnonisa, migpias, OKy/IOMOTOPHUI KpW3, Cyl0Ma Nornsgy.

3 60Ky CepLeBO-CYyAMHHOT CUCTEMM.

YacTo: ilemMiyHa XxBopoba cepus, KpiM iH(hapKTy Miokapaa (Hanpuknag cTeHoKapis)**, nopyLleHHs CepLEeBOro puTMy, opTocTaTUyHa rinoTeHsis, rinepTeH3sis.
HeuyacTo: iH(hapKT MioKapAa**, L1yHKOBO-KMLLKOBI KpOBOTEUI.

ManbniTayis.

3 60Ky OpraHis UxaHHS.

YacTo: gucnHoe.

MopyLUeHHA AMXaHHSA, 3aXPUnicTb ronocy.

3 60KY KMLLIKOBO-LLUYHKOBOIO TPAKTY.

[y>Ke yacTo: fiapes*, HygoTa*.

YacTo: 3anop*, 6ntoBaHHS™ , gucnencis, 6ib y XXMBOTI*, CyXiCTb Y poTi*.

HeuacTo: Konitu*, amucdaris.

FipkuiA npucmak y poTi, rinepcanisayis, OpPYKCU3M, TMKaBKa, MeTeOpu3M, FNocairis, TeMHe 3abapBNeHHS CAMHW, BigYYTTA MediHHS Ha A3uLi, Bupaska
[BaHaAUATUNANOT KMLWKK, 36iNbLUEHHS MacK Tina, Habpsaku. JncKoMhopT y XUBOTI.

3 6OKY MeYiHKMN.

HeyacTo: 3mMiHa NOKa3HWKIB NeYiHKOBOT PYHKLIT* .

YacToTa HeBifjoMa: renatuT 3 03HaKamu X0necTasy*.

3 60Ky LIKIpW Ta MiALWKIPHOT K/TITKOBUHMW.

YacTo: BuCUNaHHa*, nifBuLLEHe NOTOBUAINEHHS.

HeyacTo: 3miHa KONbOpY LUKIpW, HITTiB, BOSIOCCA Ta NOTY*.

PigKo: aHrioHeBPOTUYHUIA HABPSIK.




YacToTa HeBifoMa: KPOnuB'AHKa* .

BunagiHHa Bonoccs.

3 60KY CKENETHO-M'I30BOI CUCTEMM | CMIOAYYHOT TKAHWUHW.

[ly>Ke 4acTO: CKeneTHO-M'A30Bi 60/i i 60Ni y M'i3aX i CNONYYHIA TKaHUHI* .

YacTo: M'30BUiA cnasm, 6inb y cyrnobax.

YacToTa Hesifoma: pabaomionis*.

3 60KY HMPOK Ta CEYOBUBIAHUX LUNSXIB.

[y>Ke yacTo: Xpomarypis*.

YacTo: iH(eKuiT CeHOBMBIAHNX LLNAXIB.

HeuacTo: 3aTpMMKa Ce4YOBUAINEHHS.

HeTpumaHHs ceui.

3 60KY IMYHHOT CUCTEMM.

Peakuii rinepyytameocTi, nypnypa LLieHnsiiHa - eHoxa.

J1abopaTopHi MOKA3HWKW.

MigsuweHHs AnAT, AcAT, naktatgerigporeHasu, 6inipy6iHy, a30Ty CEYOBMHMW KPOBIi, KpeaTWHi Hy, CEeYOBOIT KWUCNOTWU, MO3UTUBHWUIA TecT Kymb6ca. SHUKEHHS
reMorsiobiHy Ta reMOKpUTY, NiABULLEHHA PIBHSA [TOKO3W Y CUPOBATL, 1eMKOLUTO3, 6akTepiypis, remarypis.
IHWIi No6iYHI peakuii.

3aranbHa cnabkicTb, panToBe 3aroCTPEHHS CYNYTHIX 3aXBOPHOBaHb, MPUMAMBY KPOBI A0 06/1M44s, 3105KiCHA MeflaHOMa. IMNybCMBHe 6aXKaHHSA 34IACHUTIN MOKYIKY,
MOTAr 40 BUTPAT, NepeifaHHs, iMMybCUBHE BXMBaHHA K. [piani3m.

3ara/ibHi NOpyLUEHHS.

YacTo: 6inb y rpyasx, nepudepunyHi Habpsaku, NagiHHS, NOPYLUEHHS XOA4M, acTeHis, NigBuLLeHa CTOM/IOBAHICTb.
HevacTo: 3arasibHe He3oy>KaHHS.

*[Mo6iYHI peakLiil, YacTille acouiinoBaHi 3 eHTaKanoHOM, HiX 3 nesogonoto/iHriditopom 44K

(Y KNiHIYHMX BUMNPOBYBaHHAX Pi3HMLA B 4acTOTi He MeHLe 1 %).

**OKa3HWKN IHPapKTy MioKapaa Ta iHWMxX iwemMivyHnx xsopob cepus (0,43 % i 1,54 % BignoBigHO) 6ynn oTpumaHi Ha niactasi aHanisie 13 NoABiiHO cninux
pocnigpkeHb 3 yyacTtio 2082 navieHTis 3 end-of-dose pyxoBuMy (yKTyaLisMu, SKi OTPUMYBA/IN EHTaKarnoH.

Onunc oKpeMmux NoBiYHNX peakLiil.

HaiuacTiwi HebaxxaHi peakLii, CIpUYMHEHI eHTaKarnoHOM, MOB’A3aHi 3 NigBULLEHHSAM JonamiHepriYHOT akTMBHOCTI Ta Y 6iflbLLIOCTI BUNaAKiB BUHMKAKOTb Ha MNOYaTKy
NiKyBaHHA. 3MEHLLEHHSA J031 NEBOAONN NPU3BOAUTL A0 3HMXKEHHS TSHXKKOCTI Ta 4aCTOTU peakLiiid.

[Jekinbka nobiyHMX peakLuil, 30KpeMa fiapes Ta 3MiHa KO/IbOpY Cedi 40 Y4epBOHO-KOPUYHEBOro KO/bopy 6e3rnocepefHbO MOB'A3aHi 3 aKTMBHOK PEYOBUHOKD
eHTaKanoHoM. EHTaKanoH TakoX MOXe 3MIHK0BATK KOAIP LUKIpW, HIrTiB, BO/IOCCS, NOTY.

Mig yac nikyBaHHA N1eBOAOMNOK/Kap6ifonoto pigKo TpanasTLCA CyLOMU, ane KasyanbHUM 3B'A30K X He BCTAHOB/EHWIA.

Y nauieHTiB, AIKi 3aCTOCOBYIOTb aroHicTV fonamiHy Ym iHWi AonamiHepriuHi 3acobu, Hanpuknag KoHdyHayc® Tpio, 0co6MMBO Yy BENMKUX [03aX, Big3Hadanmcs
NaToMorivYHMI NOTAr [0 a3apTHUX irop, NiABuLLeHe Nibifo Ta rinepceKcyabHICTb, AKI 3a3BMYail 060POTHI NICNA 3HWKEHHA 403K UM BigMiHM Npenapary.

CuHapom aucperynauii gogamiHy - Le aguKTUBHWIA po3nag, Lo CrOCTepiraeTbCs y AesKMX NauieHTiB, AKi OTpUMyBann Kapbigony/nesogony. Y nauieHTIiB 3 UM
CYHAPOMOM CMOCTEPiraeTbCs KOMMYNbCUBHUIA NaTepH 3/10BXUBaHHA [LonaMiHepriyHMMK 3acobamMu y [o03ax, BULMX Bif TUX, WO NOTPIOHI A1 afekBaTHOro
KOHTPO/H0 MOTOPHUX CUMMTOMIB, LLIO MOXE Y AesK1X BUNaKax NpuU3BecTy A0 PO3BUTKY TAXKKOT AUCKIHESIT (AMB. po3ain «OcobnnBOCTI 3aCTOCYBaHHA»).



EHTakKanoH, acouinoBaHuii i3 N1eBOAOMNOK, MOXE MPU3BECTY A0 NiABULLEHOT eHHOT COHNMBOCTI Ta A0 BUNaAKiB panTOBOr0 3aCUHaHHS.

IMoBiAOMNEHHSA NPO NifO03PKOBaHI NOBIYHI peakLil.

MoBifOMMEHHA NPO Migo3ptoBaHi NOGIYHI peakuii fae 3MOry NoOCTiMHO KOHTPO/HOBATM CNiBBIAHOLLEHHS KOPUCTL/PU3KK 3aCTOCYBaHHS NiKapCbKOro 3acoby. daxisLi
rasly3i OXOPOHW 340POB'A MatoTb NOBIAOMAATY NPO 6y Ab-AKi Mif03ptoBaHi NO6IYHI peakuii Yepes HawioHa/lbHY CUCTEMY 3BITHOCTI.

TepMiH NpUAATHOCTI. 3 pOKMK.

YMoBW 36epiraHHs. 36epirati npu Temnepatypi He BuLle 25 °C. 36epiraT B HeAOCTYMHOMY ANs AiTeN MicLi.
YnakoBKa. o 30 a6o rno 100 TabneToK y (hnakoHi; no 1 (onakoHy y KapTOHHIN KopooL,i.

KaTteropis Bignycky. 3a peLentom.

BrpobHuK. OpioH KopnopeiiwH/Orion Corporation.

Micue3HaxomLkeHHA BUPOOHMKaA Ta 0ro agpeca Micua NPoBagKeHHS LiSNIbHOCTI.
OpioHiHTie 1, 02200 Ecnoo, ®iHnaHAis/Orionintie 1, 02200 Espoo, Finland.

[na nakysaHHs Ne100:
BupobHMK. ToBapuCTBO 3 06MeXeHOH0 BiAnoBifabHICTIO «kKYCYM ®APMx/ Limited liability company «<KUSUM PHARM».

Micue3HaxomkeHHS BUPOOHMKaA Ta Aoro agpeca Micua NPoBagKeHHS LisiNIbHOCTI.
40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Bysn. CkpabiHa, 54/ 40020, Ukraine, Sumy region, Sumy, Skryabina str., 54.

NHCTPYKLUWA
no MeANLIMHCKOMY NPUMEHEHMIO NNEKapCTBEHHOIO CpefCcTBa

KOH®YHAYC® TPNO
(CONFUNDUSP TRIO)
CocTas:
[eNCTBYyOLLMe BeLleCcTBa: 1eBoLoNa, Kapbuaona, 3HTaKarnoH;
1 TabneTka, NoKpbITasd 060/104KOM, cogepXXnT 50 Mr nesogonsbl, 12,5 Mr kapbugonsl, 200 Mr 3HTaKarnoHa
nnn 100 mr nesogonsl, 25 Mr kapbugonsl, 200 Mr 3HTakanoHa,
nnun 150 mr nesogonsl, 37,5 Mr kapbugonsl, 200 Mr aHTakarnoHa,
nnun 200 mr nesogonsl, 50 Mr Kap6ugonsl, 200 Mr 3HTaKaroHa;



BCMOMOraTe/bHble BELLECTBA: Kpaxman KyKypysHbld, MaHHUT (E 421), HaTpus KpOCKapmensnosa, NOBMAOH, MarHWa cTeapaT, rMNpoMesnnosa, caxaposa, TUTaHa
anokenp (E 171), xkenesa okeng xentbid (E 172), xxenesa okeng KpacHolin (E 172), nonncop6at 80, ravuepuH 85 %.

NekapcTBeHHasA hopma. TabneTku, NOKPbITbie 060/104KOIA.

OCHOBHbIe (hM3NKO-XMMUYECKINE CBONCTBA:

TabneTku, NOKpbITble 060104KON, Mo 50/12,5/200 Mr: KOPUYHEBO-KPACHOI0, CepoBaTO-KPacHOro LBEeTa, KpYr/ble, ABOSAKOBbIMYK/bIe, ¢ nomeTKon LCE 50 ¢ ogHoi
CTOPOHbI,

TabneTKu, NOKpbITble 060104KON, N0 100/25/200 Mr: KOPUUHEBO-KPACcHOr0, CEPOBaTO-KPAaCHOrO LIBeTa, OBaslbHble, ¢ MomeTKoi LCE 100 ¢ 0gHOI CTOPOHbI;
TabneTKu, NOKpbITble 060104KON, N0 150/37,5/200 Mr: KOPUYHEBO-KpPaCcHOM0, CepoBaTo-KpPacHOro LgeTa, (hopMbl MPOA0AroBaTOro aamnca, ¢ nometkoin LCE 150 ¢
OZHOVi CTOPOHBI;

TabneTKu, NOKpbITble 060104KOI, N0 200/50/200 Mr: TEMHOI0 KOPMYHEBO-KPACHOr 0 LBeTa, oBa/lbHble, ¢ noMeTKol LCE 200 ¢ 0HOV CTOPOHBI.

dapmakoTepaneBTMyeckasd rpynna. JlekapCTBeHHble CpeAcTBa ANA JIeYeHWUs 3abofieBaHWiA HEpBHOM cuCTeMbl. [MPOTMBONAPKUHCOHWYECKUE npenapaTtbl.
JonamuHeprudeckue cpeactsa. JOPA 1 ero nponssoaHble. JleBogona, MHrmomTop Aekapbokcunasbl U HIM6utop KOMT.
Kog ATX NO4B AOS.

dapmakonornyeckme CBOMNCTBa.

dPapmakofHaMMKa.

B COOTBETCTBMM C COBPEMEHHbLIMW NPEeACTaBNEHUAMU, CUMNTOMbI 60/1e3HN apKMHCOHA CBA3aHbl CO CHUDKEHWEM KO/MM4YeCTBa [onamuHa B MosocaTtoM Tese.
[lonamvH He NPOXOAMUT 4epe3 remartosHuedanmueckuii bapbep. JleBogona, NPefecTBEHHUK [OonaMUHa, MPOXOAUT Yepe3 reMaTosHLeannyeckmini 6apbep 1
ocnabnset cuMnToMbl 601e3HW. ECnmn neBogony NpMHUMaTh 6e3 MHFMOUTOPOB METabo/IMYECKMX PEPMEHTOB, OHa B 60/IbLLEN Mepe MeTaboM3npyeTca Ha nepugepun
W N1LLb HeboMbLIas YaCTb NPUHATON [03bl JOCTUIAET LeHTPasIbHOW HEPBHOW CUCTEMBI.

Kapbugona n 6eHcepasng, uHrnoutopsl AAK, ymeHblIatOT nepudepuyecknii metabonmsm neBoAonbl A0 AonamMnHa, NO3TOMY 60/blUee KOMMYECTBO NEBOAOMbI
[OCTUraeT mosra.

Korga yrHeteHne [ekap6OKCUNMPOBaHNA NEBOAOMbI CHUKAETCA MpY OAHOBPEMEHHOM MNPUMEHEHUU WHrMouTopoB AAK, MOXHO NPUMEHATb MEHbLUYHO A03Y
NEBOOMbI, YTO CHUXXAET pPa3BUTME TaKMX NOOOYHbLIX peakLuid, Kak TOLLHOTA.

B cnyyae yrHeteHus gekapbokcunasbl MHrmomutopom AAK katexon-o-metuntpaHchepasa (KOMT) CTaHOBUTCS OCHOBHbIM MepudiepuyecknM MeTabonmyecKum
nyTeMm, YTO YCKOpsieT npeobpasosaHue fesogonsl B 3-O-metungony (3-OM/L), KoTopas ABSETCA NOTEHLMA/IbHO BPeAHbIM MeTaboIMTOM IEBOLOMbI.

DHTaKarnoH ABnseTca obpaTHbIM cneumpmyeckum nHrnéutopom KOMT, KOTOpPbIA FNaBHbIM 06pa3om AeiCTBYeT Nepudepuyeckn U KOTopbI 6bin paspaboTaH Ans
npvema BMeCTe C J/IeBOJOMNON. DHTaKamoH 3aMef/IfeT K/IUPEeHC /1eBOAOMNbI M3 KPOBOOOpALLEHWs, YTO MPUBOAWUT K YBENMYEHWUIO M/OWaan MoL KPUBOM
«KOHLeHTpauma-spems» (AUC) B hapMaKOKUHETUYECKOM Npoduie N1eBoAonbl. Takum 06pa3om, KIMHUYECKUA OTBET Ha KaKAYH [03Y /1eBOLOMbI YCUIMBAETCA U
CTaHOBUTCA 60/1ee MPOAOIKUTESTbHBIM.

[JeicTeue npenapata NOLTBEPXKAAETCA pe3y/ibTaTamMu KIIMHUYECKUX UCCNeL0BaHMI, KOTOPbIe OCHOBaHbI Ha JBOMHOM C/eroM MeToze.

PapMakoKNHE T VKA.

OO6LyMe XxapaK TePUCTUKN aKTUBHbIX KOMIMOHEH T OB.

Abcopbums/pacnpegeneHne. ECTb CyLLECTBEHHbIE MEXAYTPYMNMoBble U BHYTPUIPYMNOBble OTIMYMS BCacbiBaHMS NE€BOAOMbI, KapOMAOMbI U 3HTaKanoHa. Slesogona u
9HTaKarnoH ObICTPO BCaCbIBAKOTCA U BbIBOAATCA. 10 CpaBHEHWUIO C /IEBOAOMNON KapOuaona BCAcblBAETCA U BbIBOAUTCA Mef/ieHHee. BMOAOCTYMHOCTL 1€BOLONMbI

cocTaBnsna 15- 33 % B cnyyae npvema OTAeNbHO OT ABYX APYIMX aKTUBHbIX KOMMOHEHTOB, 6BMO40CTYNHOCTL Kapbugonsl cocTasnsna 40- 70 %, a sHTakanoHa - 35



% nocne npvema fo3bl 200 Mr nepopanbHo. Muwa, 6oratas Ha MHOTOYUC/IEHHbIE HEMTPa/IbHbIE aMUHOKUCIOTbI, MOXET MPUBOAUTL K 3afePXKKE U CHVXKEHWUIO
abcopbuun nesogonbl. Ha BcacbiBaHMe 3HTaKaroHa NuLa 3HaunTeslbHO He BanseT. O6bvem pacnpegeneHms nesogonsl (0,36- 1,6 n/kr) n aHTakanoHa (0,27 n/kr)
He3HauMTeNbHbIN, JaHHbIE 06 06beMe pacnpeaeneHns Kapbuaonbl OTCYTCTBYHOT.

JleBofi0oNa CBA3bIBAETCA C 6e/iKamy M1asmbl MWL He3HauYMTeNbHO, NpubansnTensHo Ha 10- 30 %, a kapbugona — npubAn3nTeNLHO Ha 36 %, Torfa Kak aHTakKaroH
3HAYMTENbHO CBA3bIBAETCA C 6enkamu nnasmbl (NpMban3nTensHo 98 %), rnasHbIM 06pa3om C albOyMUHOM CbIBOPOTKU KPOBU. B TepamneBTUYECKNX KOHLEHTpaLmsaX
9HTaKaroH He 3aMellaeT Apyrue nekapcTsa, KOTOPble CBA3bIBAKOTCA IKCTEHCUBHO (HanpuMep, BaptapuH, CaMumMioBas Kuciota, byTaaMoH uam auasenam), U He
3aMeLLaeTCs B 3HAUMTE/IbHOW Mepe KakMM-M60 13 3TUX NpenapaTos B TepPaneBTUYeCKMX U 60/ee BbICOKUX KOHLEHTpaLUMAX.

MeTabonm3M 1 BbiBefeHVe: NeBO4oNa 3KCTEHCUBHO MeTabonmsnpyetcs ¢ 06pa3oBaHMEM pasHbIX MeTabo/nTOB, BaXKHeWLMe NyTh — 3TO AeKapboKcunmpoBaHue
LO®DA-pnekapbokeunason (A4K) n O-metunmpoBaHue Katexon-O-metuntpaHcgepason (KOMT).

Kapbugona metabonuampyeTcs [0 ABYX OCHOBHbIX MeTabo/MTOB, KOTOPbIE BbIBOAATCA C MOYOM B BUAE IIOKYPOHUI0B U HECBA3aHHbIX COefMHEHUI. Hen3meHeHHas
Kapbugona coctasnseT 30 % 06LLero BbiBeAeHNS C MOYOIA.

DHTaKanoH Mo4Ty NOMHOCTLI0 MeTabonM3npyeTcs nepeq BbiBeaeHnem ¢ Moyoli (10- 20%) n xenubto/dekannamm (80- 90 %). OCHOBHOW MeTaboNMYeCcKUiA NyThb -
[IIOKYPOHM3aLMSA JHTaKanoHa, a ero akT1BHbIN MeTaboNNT - LUC-U30MeEpP - COCTaB/IsAeT NPU6n3nTeNibHO 5 % 0T 06LLLEero KONMYecTBa 3HTaKarnoHa B naasme Kposu.
O6LMiA KNMpeHc neBofomnbl HaxoauTtea B npegenax 0,55- 1,38 n/kr/y, a sHTakanoHa — B npegenax 0,70 n/kr/y. MNepuog nonyBsbiBeeHUs (t1/2¢) NEBOAOMbI COCTABNAET
0,6- 1,3 yaca, Kapbugonsl — 0T

2 10 3 4acoB M 3HTakanoHa — o1 0,4 fo 0,7 yaca Ana Kaxkaoro MHrpeAMeHTa B 0TAeIbHOCTM.

Brarofaps KOpOTKOMY Nepuoay NosysbIBEAEHUA NPU MOBTOPHOM NMpUemMe CTabuibHOr0 HaKoMIeHWs NIEBOLONMbI UM 3HTAKArNoHa He NPOUCXOAMT.

[aHHble nccnefoBaHnii in vitro ¢ NCNONb30BaHNEM MUKPOCOMHBIX NPenapaToB NevyeHy YenioBeka NoKasblBatoT, UTO 3HTaKanoH UHIrnMbupyeT umtoxpom P450 2C9 (IC
50 ~ 4uM). OHTaKanoH He3HauMTeNbHO MK BOOOLLE He MHIMbupyeT Apyrue Tunbl U3ogepmeHToB umMtToxpoma P450 (CYP1A2, CYP2A6, CYP2D6, CYP2EL,
CYP3A n CYP2C19).

PapMakoKMHeTVKay 0COobbIX Fpynn nayneH ToB.

MauyeHTbl NOXKWIOro Bo3pacTa: ecnv feBogony NpuHMMaThL 6e3 Kapbuaornbl Y 3HTaKanoHa, ee BCacblBaHWE Y MauveHTOB MOXWIOro Bo3pacTa MHTEHCKBHee, a
BblBeJEHUe - MefJieHHee, YeM Y MOJOAbIX Cy6bekToB. OAHAKO Mpy KOMOMHaLMK Kapbuaonbl ¢ NeBOLOMNON BCacblBaHUE N1EBOAOMNbLI Y MOMOAbIX CYOBEKTOB U NnLy
MOXM/IOro Bo3pacTa ABnseTcs NofobHbIM, XoTa AUC y cy6beKTOB NOXUIOro Bospacta B 1,5 pasa Bbile 61arofaps CHYKEHHOW aKTUBHOCTU MHruouTtopa A4K v
60/1ee HU3KOMY K/IMPEHCY, Ha YTO B/IMSET BO3pacT. PapMaKOKMHETMKA 3HTaKarnoHa He 3aB1CUT OT BO3pacTa.

He cyuiecTByeT 3HaunTeIbHOro pasnnumsa mexxay AUC neBofonbl, Kapbuaonsl Uan 3HTakanoHa y 6osee Monofbix nauneHToB (45- 60 N1eT) U CyObeKTOB MOXMIOro
Bo3pacra (60- 75 ner).

Mon: 6MofOCTYMHOCTL NEBOAONMbI 3HAUMTENBHO BbILLE Y XKEHLLMH, YeM Y MY)XUMH, 13-3a pa3HuLbl B Macce Tena. Ha 61MofoCTynHOCTbL Kapbuaonb! U 3HTaKarnoHa noJi
He B/IMSET.

HapyLueHne yHKUMA NeveHn: MeTaboin3m sHTakarnoHa Mef/leHHee Y NauyeHToB C HapyLleHneM (DYHKLi NevyeHn Nerkoin u cpegHei cteneHel Tsxectn (Yaing -
Mbto, Knacc A u b), 4TO NPUBOANT K MOBbLILUEHHBLIM KOHLEHTPaUMAM 3HTaKarnoHa B rnsjasMe KpoBu B (ha3ax BCacblBaHWA U BbiBeAeHUS. He coobanocb 06 0cobbIxX
nccnefoBaHusaX (PapmMakOKUHETUKM Kapbuaornbl M 1eBOAONbI Y MNalLMeHTOB C MeYeHOYHOM HeAOoCTaTOMHOCTbKO, HO Mpefynpexnaetcs, 4To nauueHTam C
HENPOXOAMMOCTbHO XKENUHbIX MYTei UMK TSKENol NeYeHoUHO naTonorveli cnegyeT NnpuHUMaTb KoHgyHayc® Tpro ¢ 0CTOPOXHOCTbIO.

HapylweHve (yHKUMIA NOYeK: HapylleHue (PYHKUMIA MOYeK He BAUAET Ha (PapMakOKMHETWMKY 3HTakarnoHa. He coobwjanocb 0 crieuuasibHbIX WUCCef0BaHUAX
(hapMaKOKMHETUKM NEeBOAOMNbI M Kapbuaonsl Y NauueHToB € HapylleHuem (yHKUMiA nodek. OAHaKO AN NauMeHTOB, KOTOpble HaxOoAAaTcs Ha Auanvse, MOryT
noTpe6oBaTbCs 60/ee ANNTENbHbIE MHTEPBANbI A03MPoBaHUs Npenapata KoHdyHayc® Tpuo.



KnuHnyeckune xapakTepuCcTUKN.

lNokasaHus.

BonesHb [MapkuHcoHa. [purartefibHble HapylleHusi (HECTOMKOCTb), Bbl3BaHHble HE3M(EeKTUBHOCTLIO — [A03UPOBaHWA, MpU NeYeHUW 1eBOAOMNOA/MHIMbUTopaMu
fona-gekapbokcunniassl.

lNpoTurBONOKa3aHUs.

"MnepyyBCTBUTENBHOCTb K 1EBOAOMNE, KapOUAOoMNe, 3HTAKaNoHy WA K KaKOMY-1M60 ApyromMy KOMMOHEHTY rnpenapaTa.
Tsaxkenas nevyeHoUHass HeAOCTaTOYHOCTb.

Y3KoyrosnbHasarnaykoma.

deoxpomoLMTOMa.

ConyTcTaytolmii npuem npenapata KoHdyHAyc® Tpuo BMECTE C HECENEKTMBHLIMU WHIMBUTOpamMn MoHoamuHokcuaassl (MAO-A u MAO-B) (Hanpumep ¢
(heHeN3MHOM, TPaAHUILMUMPOMUHOM).

ConyTCTBYHOLLWIA MPUEM CENEKTUBHBIX MHIMGMTOPoB MAO-A 1 MAO-B ¢ npenapatom KoHdyHayc® Tpuo.
3noKayecTBeHHbI HeilponenTuyeckuini cuHapomM (3HC) n/mnu HeTpaBmaTUyecKuii paboMmonn3 B aHaMHE3e.
HepgmarHocTnpoBaHHble KOXHble 3a00/1eBaHNA UM MeNaHOMa B aHaMHe3se.

TsxKenas cepieuHas HelOCTaTOYHOCTb. TAXenas cepaeyHas apuTMus.

Taxenble NCUXo3sbl.

B3anmopgencTBsme ¢ gpyrumm nekapcTBeHHbIMU CpeacTBaMu 1 Apyrie BUAbl B3aMOAEAC T BUIA.

[pyrve npoTMBONaPKNHCOHNYECKNME NpenapaThbl

NHopmMaLmm 0 B3auMoeiicTBUM ApYrX NPOTUBOMNAPKUHCOHMYECKMX NPENnapaToB U /IeKapcTBEHHOro cpeacTBa KoHpyHAyc® Tpuro HeT. BbICOKMe [103bl SHTaKamnoHa
MOryT BNUATb Ha BCacbiBaHWe Kapbuaonbl. OgHaKO Npy peKOMeH/40BaHHOM A03MPOBaHUN B3aMOENCTBUSA C Kapbuaonoin He Habnoganock (200 Mr aHTaKanoHa Ao
10 pa3 B CYTKM). B3anMoAencTBUA MEX/Y SHTaKarnoHOM M CeNeruanHoM y nauneHToB ¢ 601e3HbI0 MNapKMHCOHa, KOTopble NpUHUManu nesogony/uHrnéutop A4K, He
Ha6noaanock. Mpy npuMeHeHnn npenapata KoHdyHayc® Tpro cyTouHas 03a CeUIMHMHA He 0/MKHa NpeBbiwaTh 10 M.

Heo6x0AMMO CO6/1H0AaTh OCTOPOXXHOCTb NPY 0HOBPEMEHHOM NpUMeHeHUM npenapaTa KoHgyHayc® Tpuro 1 cneayoLmx NeKapcTBEHHbIX CPeACTB.
AHTUIMNEPTEH3MBHbIE NpenapaThbl: NPY COBMECTHOM MPUMEHEHWUN NEBOAOMbI C aHTUIMMEPTEH3MBHLIMK MpenapaTaMi BO3MOXHO pas3BMTME CUMMNTOMATUYECKOM
OPTOCTAaTMYECKOIN rMMOTEH3UM N MOXKET NOTPe60BaTLCS KOPPEKLUMSA A03bl AaHTUTMNEPTEH3UBHOIO CPeACTBa.

AHTWUAenpeccaHTbl: PeAKO NPU CONYTCTBYOLWEM MprYeMe TPULMKINYECKUX aHTUAENPECCaHTOB 1 1eBOAONbLI/Kap6bunaorbl BO3HUKaIM Takue No60YHbIe peakumm, Kak
apTepuanbHas runepTeH3nsa U AMCKUHe3ns. He Habntoganocb B3aUMOAENCTBMIA MEXAY 3HTAKarnoHOM M MMUMPAMUHOM U MEXAY 3HTaKaroHOM UM MOK/I06eMUAOM.
Mpn NeveHUn coeaMHEHUAMI NEBOAOMbI, KApObWAOoMbl U 3HTaKanoHa ¢ TPULMKINYECKUMI aHTUAeNpeccaHTaMmn, MHrnbutTopaMm o6paTHOro 3axeara HopaapeHanHa,
TaKUMW Kak Ae3nnpamuH, ManpoTWIMH W BeHMag)akCUH, W /IeKapCTBEHHbIMW CPeAcTBaMu, KOTopble MeTabonmsmpyrotcs ¢ nomowbio KOMT (Hanpumep,
KaTexo/N-CTPYKTYpPMpPOBaHble COEAUHEHWS, MapOKCETMH), (PapMakonormyecKnx B3aUMOMENCTBMIA He Habnwaanocb, HO cneayeT OblTb OCTOPOXHLIMU NPU KX
O[JHOBPEMEHHOM NpUMeHeHUM ¢ npenapaTomM KoHgyHayc® Tpuo.

[pyrvie npenapaTbl: aHTarOHUCTbI LOMNAMUHOBBIX PELLENTOPOB (HEKOTOPbIe aHTUMCUXOTUYECKNE CPeCTBa U NPOTUBOPBOTHLIE Npenapatbl), (DEHUTOUH 1 NanaBepuH
MOryT 0CNabnaTb TepaneBTUYECKMA adeKT NeBOLOMbI, MO3TOMY HEOOXOAUMO CNeanTb 3a TEM, UTOObI Y NaLMEHTOB, KOTOPbIE MPUHUMAIOT 3T NpenapaTbl BMECTe C
npenapatom KoHdyHayc® Tpuo, He CHKacs TepaneBTUHecKnil aidekT.

KoHyHAYc® Tpro noTeHLManbHO MOXET BAMATHL Ha npenapaTbl, MeTabo/IM3M KOTOPbIX 3aBUCUT OT M30(hepMeHTa LiuToxpoma P450 2C9, Hanpumep, S-BapdapuH.
MoaToMy NP1 0AHOBPEMEHHOM NpUMeHeHUn npenapaTta KoHdyHAyc® Tpuo ¢ BapthapiHOM PEKOMEH/AYETCS KOHTPO/b BPEMEHU CBEPThIBAHS KPOBM.



ConyTcTByloLLee NPUMEHEHVE aHECTETUKOB MOXET BbI3BaTb apUTMULO.

B03MOXHO 0JHOBPEMEHHOE MPUMEHEHVE Npenapara 1 CPefCTs, CoAepXKaLlmX NUPUAOKCUHA TMAPOXIOPUA.

CoBMeCTHas Tepanus ¢ CenernimHOM MOXET MPUBECTU K TSXKENO0N OPTOCTATUYECKOW TMMOTEH3NN.

AHTUXONNHEPTNUYeCKNe CPeACTBa MOTYT [eCTBOBaTb CUHEPrUYECKM BMECTE C NIEBOAOMON [J1 CHUXEHWUS TPemopa, U 3Ta 0CO6EHHOCTb YacTo MCMOMb3yeTcs AN
MOBbILLIEHMA TepaneBTUYECKOro 3((eKTa; 0A4HAaKO OHW MOryT 060CTPUTb HEKOHTPOMMpYeMble ABVXEHWS. B 60/MblUMX [03aX OHM Takke MOFYT CHU3UTb
MONOXMTENbHbIN 3(EKT IEBOLOMbI BCNIEACTBYE 3aMef1eHNs ee abcopbuum, TakuM 06pa3oM yBeNnUmnBas XenyLouHbIi MeTabonM3m npenapara.

CvMNaTOMUMETMKIN MOTYT MOTEHLMPOBATb CePLAEeYHO-COCYANCTbIE MOH60YHBIE IPMEKTbI NEBOAOMbI.

[Apyrve hopmbl B3aMMOAEACTBIS: MOCKObKY /1€BOAOMA MMEET CMOCOOHOCTb KOHKYPUPOBATh C HEKOTOPbLIMU aMUHOKMCIOTaM, Y NaLMeHTOB, KOTOPbIE HAXOAATCS Ha
BbICOKOGE/IKOBOM iNeTe, MOTYT BO3HVKHYTb HapYLLEHWS BCACbIBAHWS NeKapcTBeHHOro cpeacTBa KoHpyHayc® Tpuo.

B >kenyfo4HO-K/LLIEYHOM TpaKTe 1eBOZLONa M 3HTaKanoH MOryT 06pa3oBbiBaTb XeNnaTHble COeAMHEHUS C Xene3oM. HTepBan MeXxay npremMoM eKapcTBEHHOMO
cpeacTBa KoHgyHayc® Tpro 1 npenapaTos Xenesa A0/KeH COCTaBNSTb MO MeHblUeli Mepe 2- 3 vaca.

In vitro: aHTaKanoH CBA3bIBAETCA C YeNIOBEYECKUM anbbyMMHOM BO || MO3MLMK, B KOTOPOIA TaKKe CBA3bIBAIOTCA HECKO/IbKO APYTUX NIeKapPCTBEHHbIX CPEACTB, B TOM
uuncne auasenam u néynpodgeH. CornacHoO UCCNefoBaHUAM in Vitro, Npy TepaneBTUYeCKUX KOHLEHTPALMAX NIEKAPCTBEHHbIX CPEeACTB 3HAYMTE/IbHOIO 3aMeLLeHNs He
oXungaeTcs. Hukakux Npr3HaKkoB TakuX B3avIMOLEWCTBUIA He 06HapYXEHO.

Oc06eHHOCT M NMPUMEHEHNS.

KoHthyHayc® Tpuo He pekoMeHAyeTCs 15 IeYeHNs MeAMKaMeHTO3HbIX SKCTPanmpamMmuaHbIX PeakLmii, a Takke 415 iedeHns Xopey FeHTUHITOHa.

Tepanuto NpenapaTom HY>XHO Ha3HayaTb C OCTOPOXXHOCTLIO NalMeHTaM C ULLIEMUYECKON 60Me3HbIO Cepaua, THKEebIMU 3a60/1eBaHUAMM CepLeYHO-COCYAUCTON Unu
AbIXaTeNbHON cucTem, GPOHXMANLHON acTMOM, 3a601eBaHNAMM NOYEK WU XKene3 BHYTPEHHEN CEKpeLum, A3BeHHOV 60Ne3HbI0 XXenyaKa v cyoporamv B aHamHese.
MaupeHTaM C MH(apPKTOM MUOKapAa C MOPaXEHHbIM aTpUaibHbIM Y3/10M WM NauueHTam C >Kely[04YKOBOW apuTMUen B aHaMHe3e Heob6XoAMM MOHWUTOPWHT
CepAeYHOl feaTeNlbHOCTU, 0CO6EHHO B Havasle Tepanuu Uamv npy ysennyeHun fo3bl.

Y Bcex MauUueHTOB, KOTOpble NPUMeHsOT KoHgyHayc® Tpuro, He06X0AMMO KOHTPONMPOBATL Pa3BUTME MCUXMUYECKUX U3MEHEHWIA, AENpPeccuii ¢ CymumuaanbHbIMY
TeHAEHUMAMW U ApYTMY (PopMamy aHTUCOLMaIbHOTO NoBefeHNs. Heo6XoaMMo ¢ OCTOPOXKHOCTBIO NIeUNTL 60/bHbIX, Y KOTOPbIX 6bI1 NCUXO03 U UMEETCH ceiivac.
Heo6xoaMmo npuvHUMaTb Mepbl 6e30MacHOCTU MpW COMYTCTBYHOLEM MPUEME aHTUMNCUXOTUYECKUX CPeACTB CO CBOMCTBaMM OI0KMPOBaHMS [0NaMUHOBLIX
peLenTopoB, B YacCTHOCTW, OCOBEHHOe BHUMaHWe crefyeT MpUAensaTb aHTaroHuctam D2-peuenTopoB W HabnwoAaTh 3a MaUMEHTOM Ha C/yyail noTtepu
NMPOTMBOMAPKNHCOHNYECKOTO 3(h(heKTa UK YXYALEeHNUs NapKUHCOHNYECKMX CUMMTOMOB.

Mpy ycuieHnn NcMxoTMYecKo CUMNTOMATMKM Npenapart Heo6X04UMO OTMEHNTD.

Hy>KHO OCTOPOXXHO MPUMeHATL KoH(YHAYc® Tpro Ans neveHns 60MbHbIX C XPOHWUUYECKON LLIMPOKOYTO/bHOM rNayKOMOA, BHYTPUINa3HOe [aBeHne A0/MKHO ObiTh
XOPOLLIO KOHTPO/IMPYEMBIM, @ 33 COCTOSIHMEM NauueHTa He06X0AMMO HabN4aTb 415 BbISBNEHUS U3MEHEHWIA BHYTPUT1a3HOTO AaB/IeHNS.

KoHthyHAyc® Tpuo MOXeT Bbi3biBaTb OPTOCTATMYECKYID TUMOTEH3W0. [M03TOMY HEO6XOAMMO C OCTOPOXKHOCTHIO HasHauaTb KoHdyHayc® Tpuo nauueHTaMm,
NPUHUMAaKOLWUM ApYyTie NEKapCTBEeHHbIE NpenapaTtbl, KOTOPble MOTYT BbI3biBaTb OPTOCTATUYECKYHO TMMOTEH3MIO.

MpenapaT criefyeT Ha3HavaTb C OCTOPOXKHOCTbIO NauyeHTaM ¢ CUHAPOMOM KyLuvHra, nauueHTam, UMEOLLMM B aHaMHe3e Cllydan OpToCTaTUYeCcKoW MnoTeH3NN.
OHTaKarnoH BMeCTe C /IEBOAOMNOA MOXET BbI3blBaTb COH/IMBOCTb W 3MU30[bl BHE3aNHOro 3acbiNaHWs y MauuMeHToB ¢ 60Me3Hblo MapKMHCOHa, NMOTOMY criefyeT
CO6Nt0aTb OCTOPOXXHOCTL MPW YNpaBIeHUN aBTOTPAHCMOPTOM UK paboTe, KoTopas TpebyeT CKOPOCTY peakuuu.

B KAMHWYECKMX nccnefoBaHUAX OblN0 OTMEYEHO, YTO HeXenaTeslbHble JonamnHepruyeckre ageKkTbl, HaNnpuMep AUCKMHE3NS, BCTPeYa/IUCh Yalle Yy NauneHToB,
Mo/lyYyaBLUMX 3HTAKANoOH WM aroOHUCTbl AonammHa (TakMe Kak OpOMOKPWUMTMH), CeNneruivH WM amaHTaguH, Mo CPaBHEHWKO C nauuMeHTamu, NoayyaBLLIMMK
OAHOBPEMEHHO C 3HTaKarnoHoM nnawe6o.

MOXXET BO3HUKHYTb HEOGXOANMOCTb KOPPEKLMM 103 APYrMX NPOTUBOMAPKUHCOHUYECKUX MPEnapaToB Mpyu HasHaueHUW NeKapcTBEHHOro cpeactea KoHgyHayc®



Tpuno naumeHTam, KOTopble B JaHHbIN MOMEHT HEe NPUHUMAKOT 3HTaKaroH.

Y nauueHToB, KOTOPbIX MPeaBapuTe/ibHO NIeYNIN TOMTbKO IEBOAOMOIN, BO3MOXHA AMCKMHE3US, MOCKO/bKY Kapbuaona no3sonset 60/bweMy KONMYeCcTBY N1€BOAONbI
[OCTUYb MO3ra W1, TaknuM 06pa3oM, CHOPMMPOBATLCS 60/bLLEMY KONNYECTBY fonamuHa. INosBneHne AUCKUHe3NN TpebyeT YMeHbLUEeHWS 403bl.

PeaKo BO3MOXHO BO3HWKHOBEHME BTOPUYHOI0 PabAoMMoNmn3a Npu THXKENbIX AUCKUHE3NSX WK 3/10KaYeCTBEHHOM HeilponenTtuyeckom cuHgpome (3HC). Moatomy
Heo6X0ANUMO MPOBOANTL TWATENbHbLIA MOHUTOPUHI MPW BHE3aNHOM OTMEHE WM CHWKEHWW A03bl N1eBOAOMbI, OCOBEHHO Y MaUMEeHTOB, KOTOPbIE MPUMEHSIOT
Herponentukn. 3HC, BKAOYad pabfoMMONN3 U TUNEPTEPMUIO, XapaKTepusyeTca MOTOPHbIMK CUMNTOMaMu (PUrMAHOCTb, MUOK/IOHYC, TPEMOP), WU3MEHEHUSMU
MCMXMYECKOr0 COCTOSIHWA (HanpumMep, BO30YAMMOCTb, CMYTAaHHOCTb CO3HaHMS, KOMa), rMnepTepMueil, aBTOHOMHON AUCHYHKLUMENR (Taxmkapams, HeycTOon4YMBoe
apTepuasibHOe AaBfieHVWEe) U NOBbIWEHHbIM YPOBHEM KpeaTUH(OCHOKMHA3bl B CbIBOPOTKE KPOBW. B OTAENbHLIX CAy4vasx BCTPeYaroTCA NULIb HEKOTOpble U3
NPUBEAEHHbIX CUMNTOMOB. PaHHMI1 AnMarHo3 BaxkeH Ana Hagnexalein tTepanumn 3HC. Mocne pe3koro npekpaieHns npyvema npoTMBONapPKMHCOHNYECKNX CPeACTB
coobuanocb 0 CMHAPOME, MOAOOGHOM HepONenTUYECKOMY 3/10Ka4eCTBEHHOMY CUMHAPOMY, BKIHOYAA MbILLEYHYHO PUTMAHOCTb, MOBLILIEHHYKO TemnepaTypy Tena,
MCUXNYECKNE N3MEHEHUSA U NOBbILLEHNE YPOBHSA KpeaTUHMOCHOKMHA3bI B CbIBOPOTKE KPOBM.

Y nauyneHToB C 60ne3Hbl0 [MapKuHCOHa MHOrga Habnwogancs pabaomMmonns, BTOPUYHBLIA OTHOCUTENbHO TsXKenoi avckuHesum mnm 3HC. Takum 06pasom,
Heo6X0ANMO HabtAaTb 3a NHOObIM PE3KUM YMEHbLUEHWEM A03bl U NPEKPaLLEHNEM NPUeMa NeBOAOMNbI, 0COBGEHHO Y TeX NaLUMEHTOB, KOTOPbIE TaKXKe MPUHUMAKOT
HENpPoNenTUKMN.

CoobLuanoch, 4to Npy HannumMm 60ne3Hn MapKMHCOHA NaUMeHTbI MMEHOT MOBbILLEHHbI PUCK Pa3BUTUA MenaHOMbl. HensBecTHO, CBSi3aH M 3TOT PUCK C 60ME3HbIO
MapKUHCOHa MAK C ApYruMy (haktopamm, TakKMMU Kak MPUMEHEHWEe MpenapaTtoB Ans feyeHust 60ne3Hn MapkuHcoHa. o3ToMy pekoMeHAYeTcs MOCTOSHHO
Hab/1r0AaTh 3a COCTOSIHMEM KOXM AN151 BbISIBIEHWS BO3MOXXHON MeNaHOMbI U MEPUOANYECKM NPOXOANTL 06CNeA0BaHME KOXIM Y KBaIMMLMPOBAHHOMO CrieLpanmcTa.

B cnyyae Heo6xoAMMoCTM 3ameHa npenapata KoHhyHayc® Tpuo Ha nesogony v uHruomtop AJK [O/MKHA NPOUCXOAUTb MEASIEHHO, MOXET MOHAJ06UThCS
yBe/IMyeHne [03bl NeBOAO0MNbI.

B cnyuae Heo6X0AMMOCTM 0OLLeli aHecTe3un nedveHue npenapaTtoM KoHpyHAYc® Tpro MOXET A/IUTLCA, Noka 60MbHOMY pa3peLleHo MepopasibHO MPUHUMATHL
XXNAKOCTb W NeKapcTBa. ECIM HeOBXOAMMO Ha HEKOTOPOE BPeMsi MPUOCTaHOBUTL euyeHue, npuem npenapata KoHdyHayc® Tpro MOXHO BO30GHOBUTL B TOI Xe
CYTOYHOW A03e cpa3y nocre Toro, Kak 60/1bHO CMOXKET NPUHMMATb NIEKapCcTBa BHYTPb.

B TeueHune NprMeHeHUs NeKapcTBeHHOro cpeacTea KoHhyHayc® Tpro peKoMeH/yeTcs Nepruoanyecku OLEEHUBATL COCTOSHIS (DYHKLIMM NEYeHU, reMaTonoaTUYECKOIA,
CepAeYHO-COCYANCTON N MOYEBBIAENNTENBHOW CUCTEM.

MayneHTaM C Auapeert B aHaMHe3e He06X0AUM MOHUTOPMHI Macchl Tena BO M36exaHue 130bITOYHOW NoTepy Macchbl Tena. AnuTeNbHas uam NocTosHHas Auapes,
BO3HMKaIOLAasA Mpy MPUMEHEHUW 3HTaKaroHa, MOXeT ObITb NpU3HaKoM KoiuTa. B 3TOM ciyyae nmpumeHeHWe npenaparta HeO6XOAMMO NPEKPaTUTb M Ha3HAYUTb
COOTBETCTBYIOLLYIO MeJMKaMEHTO3HYIO Tepanuio.

MaTonornyeckune BneYeHme K asapTHbIM Urpam, NoBbILEHHOe NMOMAO U TUNEepCeKCyanbHOCTb MOMYT HabAaTbCA B TEYEHMEe TepanmMm aroHUCTaMmn aonaMuHa unm
APYTMY JONaMUHEPTUYECKUMM NpenapaTamu, Hanpumep, KoHgyHayc® Tpuo.

MauneHTOB N UX OKPYXXeHWe cnelyeT nNpefynpeanTb 0 BO3MOXHbIX M3MEHEeHUsX B MOBEAEHUM, KOTOPbIE CBUAETENLCTBYHOT O HAPYLUEHWUM UMMY/NIbCHOTO YNpaB/ieHns,
BK/IIOYASA TaKXXe WUMMY/IbCUBHOE XXeflaHWe COBEepPLUUTb MOKYMKY, fnepeefaHvie, UMMY/bCUBHOE YnoTpebsieHne nuwy. B 3ToMm cnyyae criefyeT YMeHbLUMTb A03Y
npenapara uan NpekpaTuTb Np1em npenapara.

CuHgpom aucperynaumm godamuHa - 3TO afAUKTUBHOE PacCTPOMCTBO, Bbi3blBatolLlee Ype3MepHOe MPUMEHEHWe CPefcTBa Yy HEKOTOPbIX MaLMeHTOB, KOTOpble
nonyyanu Kapéugony/nesogony. MNMepes Ha4yanoM fleyeHUs NaUMEHTbI U N1LA, KOTOPbIE 38 HAMMK YXaXMBatOT, AO/MKHbI ObITb NpeaynpexieHbl 0 NOTeHUUaNbHOM
PUCKE pa3BMTUA CMHAPOMA AMcperynaumm gothammuHa (cm. pasaen «MoboYHble peakuuns).

MaumeHTaM C aHOPEKCUER, acCTEHMEN M CHMDKEHMEM MacChl Tena 3a KOPOTKWIA NPOMEXYTOK BPEMEHN HeobXoAanMOo MeAMUMHCKOe 06CnefoBaHMe U MOHUTOPUHT
(OYHKLUMW NeYeHn.

NeBogona/kap6ugona MoryT 6bITb NPUYMHON NOXHOMOMOXUTEIbHOIO pe3y ibTaTa 3KCNpecc-TecTa KETOHOB B MOYe, NPU KUNSYeHUM obpaslia MoYmM 3Ta peakums He



MeHsieTcs. Icnonb3oBaHye MeTOANKIM OKCWAA3bI TTHOKO3bl MOXKET AaThb IOXXHOOTPULATENbHbIE PE3Y/bTaThbl MO [THOKO3YPUN.

KoHyHAYc® Tpro coaepXuT caxaposy, NoaToMy nauueHTam C pefKoil HacneACTBEHHON HenepeHOCUMOCTbIO (DPYKTO3bI, I/IHOKO30raNakTO3HOM MaibabcopoLveli
NN caxap030-130MaibTa3HOl HeAOCTaTOYHOCTbLHO HE PEKOMEHYETCS MPUMEHSTH 3TO SIEKAPCTBEHHOE CPEACTBO.

HabntogaeTcs CHUXKeHWe reMornobuHa, reMaTokpuTa, MOBbILIEHNE YPOBHS T/IHOKO3bl B CbIBOPOTKE KPOBM W YBeNMYeHMe GenbiX KPOBSHbIX Tenel, YBenMyeHue
KONMYecTBa 6aKTepUin 1 KPOBM B MoYe. OTMeYatoTCs MOMOXKNUTENbHbIE TECTbI HA aHTUTENA 3PUTPOLIUTOB, HO FEMONIUTUYECKAs aHEMUS MPAKTUYECKN He HabntoaaeTcs.
JTabopaTopHbIe NCCNeA0BaHUSA: TPAH3UTOPHbIE 3MEHEHUS BK/THOUAKOT YBENMUYEHWNE COLEPXKaHMS MOUYEBMHBI, KpeaTHUHA B KPOBW, allaHMHaMUHOTpaHcdepasbl, ACAT,
NAr, 6unnpybuna, ankananHhocgarasbl, MPOTEMHCBA3AHHOIO MoAa.

B cocTas npenapata KoHgpyHAyc® Tpuro B KauecTBe BCMOMOraTe/lbHOM0 BELLLECTBA BXOAUT MAaHHUT, KOTOPbIA MOXKET OKa3bIBaTb CNabUTeNbHOE AeiCTBYE.

MpenapaT COAEPXKUT FNLEPUH, KOTOPbI MOXKET BbI3BaTb FON0BHYHO 60/1b, pa3apaXkeHne CIM3NCTON XXenyaKa n gnapeto.

3T0 NeKapcTBEHHOE CPeACTBO COAEPXXMT B Ka4yecTBe BCMOMOraTe/lbHOro BeLecTBa HaTpus Kpockapmennosy. CneayeT cob6noaaTb OCTOPOXHOCTb NPV MPUMEHEHMN
nauyeHTam, Haxo4sALLMXCA Ha ANeTe C KOHTPOMMPYEMbIM COAEPXKaHUS HATpUS.

MNprMmeHeHNe B Nepuos 6epeMeHHOCT Y NN KOPMJIEHUSA TPYAbHO.

JleBofona 1 ee KOMOGMHaLMKM C KapOMAOMOiA BbI3blBa/IN MOPOKM Pa3BUTUA BHYTPEHHMX OPraHOB U CKefleTa B 9KCMEPUMEHTE Ha XXMBOTHbIX.

MpenapaT NPOTUBOMOKa3aH Npu 6epeMeHHOCTM U KOPMJIEHWS TPYAbt0. BCe XeHLMHbI penpoyKTUBHOIO BO3pacTta, nosydarolime npenapar, JO/MHKHbI NPUMEHATb
aheKTUBHbIE METOALI KOHTpaLenLmn.

WHopmauuy oTHOCUTENbHO 3(deKTUBHOCTN 1 6e30MacHOCTU NMPUMEHEHUS nperapaTa 6epeMeHHbIM XeHLLUMHaM HeAoCTaToyHO, NO3TOMY npenapar He cnegyet
NPUMEHATbL B nepuog GepeMeHHOCTU. [MpenapaT MOXeT OblTb Ha3HayeH B Mepuof 6epeMeHHOCTM, TOMbKO ecnv OXupgaemas nosb3a AN matepu Bbllle, Yem
NoTeHUMa/bHbIe PUCKW A5t nnoga. JIeBofona aKCKPeTUPYETCS B FpyAHOe MOIOKO. BeposTHO, UTO B TeYeHMe Tepanvmn NeBOAOMNOIA BOSHUKAET YrHETEHME CNOCOBHOCTM
K KOPMNEHWIO rpyabto. JaHHble OTHOCUTENIbHO 3KCKpeumn Kapbuaonsl U 3HTakanoHa B rpygHOe MOJIOKO OTCYTCTBYHOT. VIH(popMaumm o 6e30MmacHOCTM N1eBOLONMb,
Kapbuaons! 1 sHTaKanoHa A1 pebeHKa He CyLLECTBYET, NO3TOMY BO BpeMsi NpumeHeHUs npenapata KoH(YHAY® Tpro KeHLUHbI He A0/MKHbI KOPMUTb TPY/bO.
MpW LOKNMHUYECKMX UCCeA0BaHUAX SHTaKarnoHa, Kapouaonbl UAKM NeBOAOMbI He HabMHOAAI0Ch KaKUX-IMO0 HEraTMBHbLIX peakuuii OTHOCUTENBHO (hepTUbHOCTY.
WccnenoBaHus BINSHUA KOMOUHALMM AaHHbIX NpenapaToB Ha PenpoayKTUBHYHO PYHKLMIO XXMBOTHbLIX HE NMPOBOAU/INC.

Cnoco6HOCTb BANATb Ha CKOPOCTb peakLuun Npuw ynpasneHny aBToTPaHCNopTOM UK ApYTMMU MeXaHU3MaMu.

Mprem 3HTaKanoHa BMeCTe C 1IeBOAOMON U KapOuAomnoli MOXET MPUBECTU K FONOBOKPY>XEHMIO 1 CUMMNTOMATUYECKOMY OpTOCTaTM3MY. [Mprem npenaparta CBA3bIBalOT
C COHNMBOCTBIO M Cly4YasiMU HEOXWUAAHHOIO 3acbiMaHus, MO3ITOMY HY)XXHO OblTb OCTOPOXHbIMW NPWU YMpaBAeHWN aBTOTPAHCMOPTOM U paboTe C APYrMMM
MeXaHu3Mamm.

Cnocob nprmeHeHWA 1 [03bl.

TabneTkun crnefyet NpuUHMMaTb NepopasibHO, He3aBUCUMO OT MnpueMa nuwn. B ofHoN TabneTke COAEPXMTCA OfHa NeKapCTBEHHAas [03a, NO3TOMy Heob6XoAMMO
NPUHUMATD LieNyto TabneTky.

OnTuManbHas cyTouHas Ao3a npenapata KoHgyHayc® Tpuro Ans Kaxaoro nauueHTa fo/mkHa GbiTb TLIATENbHO Nofo6paHa. CyTOUHYHO 03y 3TOFO /IeKapCTBEHHOO
CpefcTBa HeOO6X0AMMO ONTUMM3MPOBATL MYTEM NPUMEHEHUS O4HON M3 creayrowmx Ao3nposok: 50/12,5/200 mr, 100/25/200 wmr, 150/37,5/200 mr nam 200/50/200 mr
NeBoAONbI/Kapbuaonbl/aHTaKanoHa.

MaLmneHTOB CnefyeT npeaynpeauTb 0 MpueMe TobKO OfHOM TabneTku npenapata KoHgyHayc® Tpro nogobpaHHO JO3MPOBKM. Y NaLMeHTOB, KOTOPbIE MPUMEHSIIOT
meHee 70- 100 Mr Kapbwuzonsl B CYTKW, MOTYT BO3HMKATb TOLUHOTa M pPBOTa. MOCKO/bKY OMbIT MPUMEHeHWs 06LLeil CYyTOYHOIN [03bl Kapbugonsl 6onee 200 mr
OrpaHuyeH, a MakCMMaslbHas PEKOMEH/J0BaHHasA CyTOUHas f103a dHTaKanoHa coctasnseT 2000 M, MakCUMabHas CyTOYHas Ao3a npenapata KoHgyHayc® Tpuo



cocTasnsfeT 10 TabneTok ans fo3mposok 50/12,5/200 mr, 100/25/200 mr n 150/37,5/200 mr 1 7 TabneTok ans fo3vposku 200/50/200 mr.

O6bluHO KOHGyHAYc® Tpro NPUMEHSIIOT MauyeHTaM, KOTOpble B [aHHbIA MOMEHT NPWHMMAIOT COOTBETCTBYIOLIME [03bl NIEBOAOMbI WA WMHIMGUTOPOB
fona-aekapbokcmnasbl Co CTaHAAPTHLIM BbICBOOOXKAEHNEM U JHTAKArOoHa.

Pe>knm nepesoga nayneHToB, KOTOpble NPUHMMAaOT npenapaThl ¢ nesogonoin/4AK nHrnéuTopom (kapbugona unm 6eHcepasng) v TabneTku ¢ SHTakanoHoM, Ha
KoHthyHayc® Tpwo.

a. MauueHTbl, KOTOPbIe B HACTOSALLIEE BPEMSA NMPUHMMAIOT 3HTaKarnoH 1 NeBofony/kapbuaony co CTaHAaPTHLIM BbICBOOOXEHMEM B [03aX, 3KBUBA/IEHTHbIX TAKOBbIM B
TabneTkax npenapata KoHdyHayc® Tpuo, MOryT GbiTh NPAMO NepeBefieHbl Ha COOTBETCTBYIOLLVE TaBNETKM 3TOFO IEKAPCTBEHHOIO CPeACTBa. Hanpumep, nauyeHT,
KOTOpbIN NpUHUMAET of4HY TabneTky 50/12,5 Mr neBogonbl/Kapbuaons! U o4HY TabneTKy aHTakanoHa 200 Mr YeTbIpe pasa B CyTKW, MOXET NPUHUMATL OAHY TabneTKy
50/12,5/200 mr npenapata KoHdyHayc® Tpuo 4 pasa B CyTKM BMECTO CBOUX 06bIUHbIX 103 N€BO/A0MbI/KApOUAONbI 1 SHTaKaroHa.

6. HaunHas neyeHvie naumMeHTOB, KOTOPble HA JaHHbIA MOMEHT NPUHMMAIOT [03bl 3HTaKanoHa 1 N1eBoAoNbI/Kapbuaons!, He 3KBMBASIEHTHbIE TaKOBbIM B Tab/ieTKax
npenapata KoHgpyHayc® Tpuo 50/12,5/200 mr (unm 100/25/200 mr, unm 150/37,5/200 mr, unm 200/50/200 mr), [03y NEKapCTBEHHOrO CPeACcTBA HEOBXOAMMO
TIATENbHO NMOA0GpPaTh AN NOMyYeHUs ONTUMabHOTO KIMHMYEeCKOro oteeTa. CHauyana Heo6XoavMo OTKOPPEKTUPOBAThb 403y npenapata KoHdyHayc® Tpuo Tak,
4TOObI OHa KaK MOXHO 60/1bLUe 0TBeYas1a 06LLei CyTOYHO f03€e 1eBOAOMbI, KOTOPYHO MPUHUMALOT.

B. HaunHaa neuyeHve naumeHToB, KOTOpPble ceiyac NPUHMMAKOT 3HTaKaroH W fieBogony/6eHcepasns BO BpadebHbIX (hopmax co CTaHAaPTHbIM BbICBOOOXKAEHUEM,
npuem NeBoAoNbI/6eHcepasnaa Heo6X0AMMO NPEKPaTUThL HakaHyHe BeUYepoM M HauaTb npuem npenapata KoHdyHayc® Tpuo cnegytowum yTpom. CneayeT HaumHaTh
¢ f03bl NpenapaTa KoHgyHayc® Tpro, KoTopasi COAEPXUT TaKOe XKe KONMMYECTBO IEBOAONbI UM HeMHOTO 60nbLue (5- 10 %).

Pe>kuM nepesoga Ha npenapaT KoHgyHayc® Tpuro nauneHTOoB, KOTOpbIE ceiiuac He neyaTcs SHTaKarnoHoM.

B0o3MOXHOCTbL Tepanum npenapatoM KoHgyHayc® Tpro B COOTBETCTBYIOLLMX [403aX MOXET ObiTh PACCMOTPEHA Y HEKOTOPbIX NaLMEHTOB C 60/1€3HbI0 MapKMHCOHA U
HapyLUEHUAMUN OBVKEHWUIA, CBA3AHHLIMU C OKOHYaHUEM 3(hdeKTa [03bl, COCTOSHNE KOTOPbIX HEe CTabUIM3MPYETCS TEKYLLUM NIeYeHNEM C NPUMEHEHVEM UHTMOUTOPOB
nesogonsl/AAK co cTaHAapTHbIM BbICBO6OXAeHMEM. OJHAKO HEMOCPEeACTBEHHbI Nepexos ¢ MHrnéutopa nesogonsl/AAK Ha KoHdyHayc® Tpro He pekomeHayeTcs
nauveHTam C LUCKMHe3Veiln Unm Tem, KTO nosyyvaeT [03bl S1eBOA0MNbI Bbie 800 Mr B CyTKW. TakuM nauueHTaM PeKOMEHAYeTCS BBOAUTbL /IeYeHMe 3HTaKaroHOM
OTZeNbHO M NPU HEOGXOAMMOCTM KOPPEKTMPOBATb 103y NEeBOAONbI Nepes NepeBoAoM Ha KoHgyHayc® Tpuo.

DHTaKanoH ycunvBaeT [eicTBue feBogonsl. MayneHTam ¢ AUCKMHE3WEn MOXKeT NoTpeb0BaTbCs CHUMXeHMe [03bl neBogonbl Ha 10- 30 % B Havane NpUMeHeHus
npenapata KoHpyHayc® Tpro. CyTouHas [03a NIeBOAOTbI MOXET BbITb CHIKEHA MyTEM YA/IMHEHWS UHTEPBA/IOB MEXAY NMPUMEHEHEM Mpenapata W/ CHKEHNS
[,03bl NIEBOLOMbI B 3aBYCUMOCTM OT K/IMHUYECKOr0 COCTOAHMSA MaLueHTa.

KoppeKkTupoBaHue 403bl HA NPOTAXKEHNUN Kypca NeveHus.

Ecnun Heobxoavma 6onbLuas 403a NEBOLAOMNbI, HY>XHO PaCCMOTPETb YBeNMYeHUe YacToTbl Mprema 403 U/WAn UCnosb30BaHNsA ailbTePHATUBHOW 03MPOBKIU Npenaparta
KoHthyHayc® Tpuo B npeaenax pekomeHaaLuii no 4o3vMpoBaHuio.

Ecnu HeobxoayMa MeHbLLAs 4033 /IEBO/OMbI, 06LLYH CyTOUHYH 03y KoHhyHAYc® Tpro He0GXOAMMO CHU3NTL MYTEM YMEHbLLUEHUS YacTOTbl MpKUeMa, YBEMUMBaS
BPEMS MeX/y npueMamii 4o3bl, Unu NyTeM NpumeHeHns npenapata KoHgyHayc® Tpuro B MeHbLLE [031POBKE.

Ecnu BmecTe ¢ Tabnetkamum KoHgyHayc® Tpuo npuHMMAlOTCs Apyrve npenapaTtbl NEBOAOMbI, CReAyeT NPUAEPXKMBATLCS PEKOMEHAALUMUIA OTHOCUTENLHO
MaKCUMa/lbHOr0 O3VPOBaHNS.

MpekpaliieHre Tepanuy npenapaTom KoHgyHayc® Tpuo.

Ecnm nedeHne npenapatom KoHdyHayc® Tpuo (nesogona/kap6uaona/aHTakaroH) He06X0AMMO NPeKpaTUTL 1 MalyeHTa NepeBecTy Ha Tepanuto nesogonoii/A4K
NHrnémuTOopamMm 6e3 aHTakanoHa, A1 afeKBaTHON0 KOHTPO/A 328 NaPKMHCOHUYECKMMU CUMNTOMaMu CNnefyeT YBeNnYnTb 403y APYTUX NPOTUBOMAPKUHCOHUYECKMX
rnpenapaTos, B 0CO6EHHOCTU IEBOAOMbI.

MpumMeHeHne 48 NeYeHns aeTei.



Be3onacHOCTb M 3(heKTUBHOCTb MpUMeHeHMs npenapata KoHhyHAyc® Tpuo 4n1s neyeHUs nauveHToB, KOTOPble He AOCTUINN 18 neT, He ycTaHoB/eHa. Takum
06pa3oM, He PEKOMEHAYETCS MPUMEHeHNe 3TOr0 MeAULIMHCKOrO Npenapata AeTaM.

MpuMeHeHVe ANs NeYeHUst NaLuMeHTOB NOXKUIOro Bo3pacTa.

MaLMeHTbI NOXMIOro Bo3pacTa He TPEBYHT cnelmanbHOro nogéopa 4o3bl npenapata KoHdyHayc® Tpuo.

MprMeHeHNe Ans NeYeHNs NaUMeHTOB C HapyLLIEHWEM (OYHKLWIA NeYeHN.

BOMbHLIM C HapylueHreM (DYHKLWIA MeuyeHy NErkoil 1 YMEpPeHHOI CTeneHW TSHKECTU MNpemapaTr HY)KHO HasHauyaTb C OCTOPOXHOCTbI. MOXET BO3HUKHYTb
He06X0AMMOCTb CHUXXEHUS [03bl.

MprYMeHeHNe Ansi NEYEHNs NALMEHTOB C HapyLleHeM (DyHKLUMU noyek. HapylueHne dyHKUUIA MOYeK He BAMSIET Ha (HapMaKOKMHETMKY SHTaKanoHa. BonbHbIM €
HapyLLIEHNEM (YHKLMIA NOYEK TSHXKENON CTENEHU U TeM, KTO HaXOAUTCA Ha Auanvse, Tepanuio NeKapcTBEHHbIM CpeacTBoM KoHhyHAyc® Tpro HY)XHO HasHayaTb C
OCTOPOXHOCTbHO.

JdeTw.
MprMeHeHWe Npenaparta JaHHOW KaTeropumy NayMeHToB He NoKasaHo.

Mepeno3nposka.

CUMMTOMbI: paHHWE MpPU3HaKKM - MNOAepruBaHve MblwL, 61egapocnasm, apTepuasbHas rMNepTeH3uns, yBeMYeHe YacToTbl CepAeYHbIX COKpaLLeHWI, YXyaLeHue
anneTuTa, CNyTaHHOCTb CO3HaHWS, TPEBOXKHOE BO36YXeHWe, 6eCCOHHULA, GECMOKOMCTBO.

CyLLeCTBYIOT COOOLLEHNA O NPUMEHEHMM CYTOYHOM [403bl N1EBOAONbLI M 3HTakanoHa 10000 mr 1 40000 Mr coOTBETCTBEHHO. OCTpble CUMMATOMbI B TaKMX Clyyasx
BK/IIOHAKOT @XMTauuio, MCKX03, KOMY, OpaguKapauio, BEHTPUKYNISPHYKO TaxvMaputMuio, AbixaHuve no Tuny YeliHa-CTokca, M3MeHeHVe LBeTa KOXW, A3blKa,
KOHBLIOHKTUBbI, XPOMaTYpUIo.

Tepanus nNpu ocTPoii nepefo3npoBke npenapatom KoHgyHayc® Tpuo nogo6Ha Tepanui 0CTPOI Nepeao3vpoBKX NeBoaonoii. OaHaKO NUPUAOKCUH Hea(hdeKTVBEH
ANs npekpatleHus felicteusa npenapata KoHdyHayc® Tpuo. PeKoMeHayeTCcs rocnuTanmsalms; Heo6XoAMMo NPOBECTY 06LLME NOAAepPXKMBAIOLLE MEPONPUSTUSA C
Heme/[/1eHHbIM NPOMbIBAHNEM >KenyaKa U NMPUMEHEHNEM aKTUBUPOBAHHOIO Yris. 3TO MOXET YCKOPWUTL BbIBOA 3HTaKanoHa, B YaCTHOCTM, BC/EACTBUE CHUDKEHUS
BCacblBaHWs/ NOBTOPHOIO BCAChbIBAHMSA N3 YKe/yL0YHO-KULLEYHOr 0 TpaKTa.

Heobxoaum TuiaTeNbHbIA KOHTPOMb COCTOSIHUA AbIXaTe/IbHOW, CepAeYHO-COCYAMCTON U MOYEBbIBOAALLEN CUCTEM, AOMKHbI ObiTb MPOBEAEHbI COOTBETCTBYHOLLME
nofaepxvsatowe Meponpuatus. Heobxogumo Hayvatb SKIM-MOHUTOPUHT, BHUMATENbHO Habn4aTb OTHOCUMTE/IbHO BO3MOXKHOMO pasBuUTUS apuTMmuii. B cnyvae
HE06X0AMMOCTU NPUMEHNTL HAA/EXALL0 MPOTUBOAPUTMUYECKYIO Tepanuio. CneayeT NPUHATL BO BHUMaHWe, YTO, KPOME NIEKapCTBEHHOTO cpeacTsa KoHgyHayc®
Tpuo, 601bHOI, BO3MOXHO, MPMHUMaN ApYrie npenapathbl. 3HaUYeHUe Ananunsa npy NeYeHnn Nnepeso3vipoBKM HEM3BECTHO.

Mo6oYHbIe peakuun.

BbIBOAbI OTHOCUTENBHO Npodnas 6e30macHOCT M npenapaTa.

Hanbonee 4aCcTo BO3HMKAIOT TaKue HeXxenaTebHble peakummy, Kak AuckuHesns (19 % naumeHToB); pacCTPOMCTBA XeNyA0HHO-KNLLEYHOr 0 TpakKTa, BKIK0Yas TOLUHOTY
n anapeto (15 % n 12 % COOTBETCTBEHHO); CKENETHO-MbILIEYHble 601 U 6011 B MbIWLAX M COeANHUTENbHON TKaHu (12 %); M3MeHeHMe LBeTa MO4YM [0
KpacHO-KopuuHeBoro LseTa (10 %). Mpu KNMHUYECKMX UCTIbITaHMAX npenapaTta KoHgyHayc® Tpro nnm sHTakanoHa B COYETaHWUM ¢ NeBoAonoin/mHrnentopom 44K
OblNMN BbISIBEHbI ClyYan >XenyAo4HO-KULLEYHOro KpoBOTeYeHUs M oTeka KBMHKe. [enaTuT C npu3Hakamy Xonectasa, pabaoMmonv3 u 3/10KaueCTBEHHbIN
HelipoNenTUYECKUi CUHAPOM MOTYT BO3HMKATb Npu npueme npenapata KoHgyHAyc® Tpuo, XOTs HK OJHOTO TaKOro C/yyas BO BPEMS KMHUYECKUX MCTIbITaHWIA
06Hapy>eHO He 6bINo.

CBOJHble flaHHble 0 MOBOYHBIX peakuusX.



Co CTOPOHbI KPOBU M TMMAATUYECKOI CUCTEMBI.

YacTo: aHemus.

HeyacTo: TpoM6GoOUUTONEHWS.

INeiikoneHus, reMonMTUYeCKas U HereMoNMTUYeCKas aHEMUS, arpaHynoLmTO3.

Co cTOpoHbI MeTabo/mM3ma.

YacTo: notepa Macchl Tena*, notepsa annetutar.

Co CTOPOHbI NCUXUKMN.

YacTo: genpeccus, ranitoumHaumm, CnyTaHHOCTb CO3HAHWA™ , HOUHbIE KOLUMapbI* , TPEBOXHOCTb, 6ECCOHHULLA.

HeuacTo: ncnxos, Bo36yxaeHune* .

YacToTa HenssecTHa: CymumnianbHoe noBefeHre, CUHAPOM AMCPerynaumm gogammHa.

MaHuK, UCTOLLEHNS, 3Ndoprs, eMEHUNS, N3MEHEHME MCUXNYECKOro cTaTtyca (BK/oYas napaHoMAa bHble MbICIN U TPAH3UTOPHBIA NCKUX03), 6pes, 6eCnoKOCTBO,
OKUTaUMA, CTpax, HapyLLIEHNA MbILLIEHUS, fe30pUeHTaLus, oLeneHeHne, BHe3anHble NPUCTyrbl COH/IMBOCTHU.

Co CTOpPOHbI HEPBHOWN CUCTEMbI.

OueHb YacTO: AUCKMHE3NA*.

YacTo: 060CTpeHVe MapKUHCOHM3Ma (Hanpumep O6paguKuHesns)*, Tpemop, (EHOMEH «BK/IHOUYeHUS-BbIK/IOUYeHUsA» (on-off), ronoBOKpPY>XeHWe, AUCTOHUSA,
MCUXMNYECKMe HapYLLEHWS, BKIHOYas AeMEHLMIO U YXYALLIEHWE NaMSATU, COHMBOCTb, O/IOBOKPY>KEHWE® , rO/I0BHAs 60/1b.

YacToTa Hen3secTHa: 3/10KA4YECTBEHHbIN HEMPONENTUYECKUIA CUHAPOM.

ATakcus, bpaguKnHesns, Xopes, NOBbILEHHbIA TPeMOP PYK, NOAEPruBaHue MbILLL, MbILLEYHbIE CNa3Mbl, TPMU3M, NAPECTE3NKN, CYA0POr, CKIIOHHOCTL K 0OMOpPOKaMm,
noTepsi CO3HaHMA, aKTUBALMA CKPbITOro cuHapomMa bepHapa - MopHepa.

Bredgapocnasm, akT1Bauusa naTeHTHOro cuHApoma FopHepa.

Co CTOPOHbI OpraHoB 3peHus.

YacTo: pacnibiBYaToOE 3peEHNE.

Avinnonus, Mmapuas, OKySI0MOTOPHBbIN KpU3, CyJ0pora B3opa.

Co CTOPOHbI Cepie4HO-COCYANCTOMN CUCTEMBI.

YacTo: nwemmnyeckas 60/1e3Hb cepAua, KpoMe MHgapKTa Myuokapa (Hanpumep CTEHOKapAWsA)**, HapyLUeHUs CepAeyHoro pUtMma, opTocTaTuyeckas rmrnoTeH3us,
rmnepTeH3us.

HeyacTo: MH(hapKT M1MoKapaa* *, XenyL04HO-KMLLIEYHbIE KPOBOTEYEHNS.

Manbnutaums.

Co CTOPOHbI OpraHoB fibIXxaHu4.

YacTo: AMCnHO3.

HapyLueHuns AbIXxaHWs, OXpUNIOCTb rosoca.

Co CTOPOHbI XeNyA04YHO-KMLLIEYHOr 0 TpakTa.

OuyeHb YacTO: Anapesa*, TOLHOTa*.

YacTo: 3anop*, pota*, gucnencus, 60/b B XXMBOTE* , CYXOCTb BO PTy*.

HeyacTo: KonuTbl*, gucdarus.

[OpbKMIA NpPUBKYC BO PTY, runepcaiveaums, OpPyKCU3M, WMKOTa, METEOpM3M, F10CCaIrna, TeMHas OKpacka C/HOHbI, OLLYLIEeHMe MXOKeHUs Ha A3blke, f3Ba
ABeHaALaTUMNEPCTHON KULLIKKW, YBEIMYEHME MacChl TeNna, 0Tekn. ANCKOMMOPT B XKMNBOTE.

Co CTOPOHbI MeYeHw.




HeuacTo: n3MeHeHMe NoKasaTenein PyHKUMM NeYeHn* .

YacToTa HemsBecTHa: renatuT ¢ NpU3HaKaMu Xonecrasa*.

Co CTOPOHbI KOXW 1 NOAKOXHOW KNETYATKMN.

YacTo: cbinb*, NOBLILLEHHOE MOTOOTAENEHNE.

HeuyacTo: M3MeHeHWe LiBeTa KOXW, HOTTei, BONOC U NoTa*.

PefKo: aHrMOHEBPOTUYECKNIA OTEK.

YacToTa HemsBecTHa: KpanuBHMLA* .

BbinageHwe sonoc.

Co CTOPOHbI KOCTHO-MbILLEYHOM CUCTEMbI Y COEANHUTENLHON TKaHM.

OuyeHb YacTO: CKeNeTHO-MbILLeYHbIe 6011 1 6011 B MbILILAX U COEANHUTENbHON TKaHW* .

YacTo: MblWweyHbIi cnasm, 60/1b B CycTaBax.

YacToTa HensBecTHa: pabaomMmonns*.

Co CTOpPOHbI NOYEK U MOYEBbIAENNTE/IbHON CUCTEMBI.

OueHb YacTOo: Xpomatypus*.

YacTo: MH(eKLMN MOYEBLIBOAALLMX MYTEN.

HevacTo: 3afiep>Kka MOYencnycKaHus.

Hepfep>kaHme mouu.

Co CTOPOHbI UMMYHHOW CUCTEMBI.

Peakuun runepyyBsCcTBUTENBLHOCTU, Nypnypa LLeHnsiiHa - MeHoxa.

J1TabopaTtopHble NoKasaTesu.

MosblweHe ANAT, AcAT, naktatgerugporeHasbl, 6unupybrHa, asota MOYEBUHbI KPOBW, KpeaTUHWMHA, MOYEBOW KMCMOTbl, MONOXWUTENbHbLIA TecT Kymo6ca.
CHWKeHMe remMornobmHa 1 reMoKpuTa, NoBbILLEHME YPOBHS FNHOKO3bl B CbIBOPOTKE, NEAKOLMTO3, 6akTepuypus, rematypus.
Apyrve no604HbIe peakLuu.

O6was cnabocTb, BHe3anHoe O060CTPeHWe COMYTCTBYHOLWMX 3ab60MeBaHWMA, NPUAMBLI KPOBWM K WLy, 3/10Ka4eCTBEHHas MenaHoma. VMMynbCUBHOE >XenaHue
COBEPLUMTb MOKYMKY, TAra K pacxofam, nepeefaHune, UMmyibCMBHOE yrnoTpebieHve nuwm. Mpranusm.

O6LWMe HapyLleHns.

YacTo: 60/1b B rpyan, nepuepmnyeckne 0Tekun, nafeHne, HapyLLeHne NOXoAKKM, aCTeHNA, NOBbILLEHHAs YyTOM/IAEMOCTb.
HeuacTo: 06LLee HegomoraHue.

*Mo60OYHbIe peakLuK, Yalle acCoLMMPOBaHHbIE C 3HTAKanoHOM, YeM C neBoAno/MHrméuntTopom 44K (B KMMHMYECKMX UCMbITAHUAX pa3HMLA B YacToTe He MeHee 1 %
).
**[MokasaTenu nHhapKTa Mrokapga v apyrnx nwemumyecknx 6onesHein cepaua (0,43 % n 1,54 % cooTBETCTBEHHO) ObINM MONYYEHbl HA OCHOBaHUM aHan3oB 13
[BOMHbIX CMenbIX UccneaoBaHnii ¢ yyactvem 2082 naumeHTos ¢ end-of-dose gBuratensHbIMU QIyKTYaUUsamu, NoyyaBLIMX SHTaKaroH.

OnucaHve 0T AeNbHbIX NOBOYHbLIX PeakLuyii.

Haunbonee yacTble MOGOYHbIE peakLui, Bbi3BaHHbIE 3HTaKarnoHOM, CBA3aHbl C MOBbILLIEHNEM AONAMUHEPTNYECKON aKTUBHOCTM M B BO/bLLUMHCTBE C/lyYaeB BOSHUKAKOT
B Hayas1e NeveHns. Y MeHbLUEHWE [03bl IEBOAOMNbI MPUBOAUT K CHUXKEHWNIO TSXKECTU N YaCTOTbI peakLmia.

HeckonbKo N060YHbIX peakuuid, B YaCTHOCTU Anapes 1 U3MeHeHMe LjBeTa MOUM 0 KpaCHO- KOPUYHEBOTO LIBETA, HEMOCPEACTBEHHO CBS3aHbl C aKTVBHbIM BELLECTBOM
9HTaKaroHOM. JHTAKarnoH TakKXXe MOXET MEHSATb LLBET KOXM, HOTTel, BOOC, NoTa.



Bo Bpems neyeHms neBoAONOA/KapbMA0NOoiA peaKo CyyatoTes CyOpPOru, HO KasyasibHas X CBA3b He YCTaHOB/EHa.

Y nauueHToB, KOTOpble MPUMEHSIOT aroHUCTbI AoMaMUHa UK Apyrue AonamMmuHepruyeckne cpeactsa, Hanpumep KoHdyHayc® Tpro, 0co6eHHO B 60MbLIMX [03aX,
OTMeYa/IMCb MaTONOrMYecKoe BfieYeHVEe K a3apTHbIM Wrpam, MOBbILEHHOE NMOMAO0 W TUMEepCeKCcyabHOCTb, KOTOPblE OObIYHO SBAAKOTCA 06paTUMbIMK MOC/e
CHWDKEHMA A03bl UM OTMEHbI Npenapara.

CuHgpom aucperynsummn godammHa - 3T0 afAMKTMBHOE PacCTPOMCTBO, HabNOAaemMoe Yy HEKOTOPbIX NalMEeHTOB, KOTOpble Monyyanu kap6wuaony/nesogony. Y
NayneHToB C 3TUM CMHAPOMOM HabMAaeTCa KOMMY/bCUBHbIA NaTTEPH 3/10yNoTPe61eHns AoNaMUHEPTMYECKUMN CPeACcTBaMI B [03aX, MPEBbILLAOWMNX Te, KOTopble
HYXXHbl AN afeKBaTHOr0 KOHTPONS MOTOPHbLIX CMMMTOMOB, YTO MOXET B HEKOTOPbIX CiAyyasx MNPUBECTM K Pa3BUTUIO TSHXKENOW AWCKMHe3UM (CM. pasden
«OCO6EHHOCTY NPUMEHEHNSA).

DHTaKanoH, acCoLMMPOBaHHbI C NEBOAONON, MOXET NPUBECTM K MOBbILIEHHON AHEBHOV COHIMBOCTY M K CNy4YasiM BHE3aNHOro 3acbinaHms.

Coo6LLeHMEe 0 N0A03PeBaEMbIX MOOOYHbIX PeaKLMsIX.

Coo0LLeHne 0 NOA03PeBaEMbIX NMOOGOYHLIX peakumsX MO3BOMSET MOCTOAHHO KOHTPOAMPOBATb COOTHOLLEHME NOMb3a/PUCK MPUMEHEHUS NEKAPCTBEHHOIO CPeACcTBa.
CneumanuncTbl 34paBoOXpPaHeHNst A0MKHbI CO06LLATh 0 N06bIX NOA03PEBaEMbIX MOBOUHBIX peakLMAX Yepes HaLMOHaNbHY CUCTEMY OTUYETHOCTM.

CpoK rogHocTW. 3 roja.

YcnosusiXxpaHeHUs. XpaHUTb Npy TemnepaType He Bbille 25 °C. XpaHWUTb B HELOCTYNHOM 415t ieTell MecTe.
Ynakoska. Mo 30 nav no 100 TabneTok BO hiakoHe; No 1 hakoHy B KAPTOHHOM KOPOOKe.

KaTteropusa otnycka. o peuenty.

MpounssoamTens. OpuoH KopnopeiiwH/Orion Corporation.

MecToHaxoXx/eHne NPON3BOAMTENSA U ero afpec MecTa OCYLLECTB/IEHUA AeATENIbHOCTMN.
OpuoHuHTKe 1, 02200 3cnoo, PuHnsHamsa/Orionintie 1, 02200 Espoo, Finland.

[na ynakosku Ne100:
MponseognTenb. O6LLECTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO «KYCYM ®APM>x/ Limited liability company «KUSUM PHARM»

MecToHaxoXxeH1e NPOU3BOAUTENSA U ero afpec MecTa OCYLLEeCTB/IEHNS AeATENIbHOCTMW.
40020, YkpamHa, Cymckas 06nacTs, r. Cymbl, yn. CKkpsiouHa, 54/ 40020, Ukraine, Sumy region, Sumy, Skryabina str., 54.



