IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Tpurriko XR

(Trittico® XR)

Cknao:
ditoya pevoB8uHA: TPa30AOHY TiIPOXIIOPHUL;
1 TabneTka MiCTUThL Tpa3omoHy rigpoxmopuny 300 mr;

0onomidcHi peyoguHU: TiTpoMeno3a, KPEMHIIO MiOKCHU[ KOJIOigHUY 0e3BOIHUM, HATPiI0
cTeapundymapar, KpoxMmaib IIpexenaTrHizoBaHul Mogudikoauuii (E 1442);

CK/1a0 060/0HKU: CyMilll 71T TIOKPUTTSI <<Opadry® II, Pink 85F94306» (criupT IOiBiHITOBHM, Ta/bK,
Makporos, Tutany giokcup (E 171), 3amiza okcup xkostui (E 172), 3amiza okcup yepBonuu (E 172)).

JlikapcbKka ¢popma. TabneTKH, BKPUTI IIiBKOBOIO 000JI0HKOIO, ITPOJIOHTOBAHOI [Iii.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: 6e3KeBo-0paHKeBi TPOAOBryBaTi TabIeTKY, BKPUTI IJTiBKOBOIO
000JI0HKOI0, 3 IIeHTPAIbHOIO JIiHiEI0 PO37TOMY Ha 000X CTOPOHAX.

®apMakoTepaneBTUYHa rpyna. [IcuxoaHanentuku. AHTUenIpecalTy. [HIm anTUIenIpecadT. Kox
ATX NO6A X05.

dPapmakonoziuHi e1acmueocmi.
dapmakoduHamika.

Tpa3omoH - Tpia3onmipuanHOBa MOXigHa. BiH € epeKTUBHUM [JIg JTiKyBaHHS JEePECUBHUX CTaHIB, y
TOMY YHCJIi AeNpecil, TOB’s13aH01 3 TPUBOXKHICTIO Ta IOPYILIEHHSAM CHY, Ta BiIPi3HAETHCS MIBUAKUM
II0YaTKOM mil (0;1u3bK0 1 TUXKHS).

Tpa3omnoH € iHriGiTOPOM 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY Ta aHTaroHictom 5-HT, perienTopis,
aKTUBi3allis SKUX 3a3BUYal IIOB’si3aHa 3 MOSIBOIO 0€3COHHS, TPUBOKHOCTI, IICUXOMOTOPHOT'0
30ymKeHHS Ta 3MiH CTaTeBOi QYHKIIII.

Ha BigMiHY Bif iHIIUX IICUXOTPOIHUX JTiKAPCHKUX 3ac00iB, TPA30[I0H He MIPOTUIIOKA3aHUM ITpU
r7ayKoMi Ta po3amax 3 60Ky Ce4OBUIIIbHOI CUCTEMH, BiH He Ma€ eKCTpalipaMigHux epeKTiB Ta He
IIOTEHINIOE afipeHePTriuHy Nepefady. Tpa3ofoH He BUSIB/ISE aHTUXOIIHEPTiYHOl aKTUBHOCTI, TOMY BiH
He aCOIL[I0ETHCSA 3 TUIIOBUMMU AJIS1 TPULMKIIIYHUAX aHTUAEIIPECaHTiB BIUTMBAMU Ha QYHKIIIO CepPIL.



dapmakoKiHemuxka.

[Ticnsa npuiioMy Tpa3ofaoHY rimpoxaopuny (B ¢opmi TabneToK, BKPUTHUX IIJIiBKOBOIO 000JIOHKOIO,
IIPOJIOHTOBAHOI [Iil) Mpu piBHOBaXKHiM KoHIeHTpalii (1o 300 Mr Ha noOy BopomoBxK 11 mHIB migpsim)
nocaraetscs C,,, (MakcuMasibHa KOHIIEHTPAIiS B IJIa3Mi KPOBi IIPY PiBHOBAXKHiM KOHIIEHTPAIlil)
2068,0 = 635,7 ur/mn 3 t,,, (4ac g0 mOCSATHEHHS MaKCHMaJbHOI KOHIEHTparriil) 7,57 = 2,3 ta AUC
(mmoma mifg apMaKOKiHETUYHOIO KPHBOIO IIPU PiBHOBAXKHiM KOHIIEHTpAIli1), 10 CTaHOBUTH 31671,32
+10120,98.

HocnigKeHHs B yMOBax in vitro 3 MikpocoMaMU MEYiHKY JIIOOUHU 10Ka3aJsiy, 1110 TPa3040H IOJI0BHUM
yuHOM MeTabomi3yeThes 3a yyacTio nutoxpomy P450 3A4 (CYP3A4).

Kniniuni xapakKTepuCTHKH.

INoka3anHs. [JenpecuBHi po3naau 3/6e3 TPUBOXKHOCTI.

IIpomunoka3aHHsA.
Bimoma rimepuyTnuBicTh IO mpemnapaTty abo 4o K0ro KOMIIOHEHTIB.
AnKoronpHa iHTOKCHKALIS Ta iHTOKCHKALS CHOOIMHUMHU 3aco0aMu.

Toctpuii iHGapKT MioKapaa.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
3arauabHi

CepmaTuBHI epeKTH aHTUIICUXOTHKIB, CHOTIMHUX 3ac00iB, aHKCIiOIITHKIB Ta aHTUTiICTaMiHHUX
IperapariB MOXYTh IIOCUITIOBATUCS. PEKOMEHIYEThCSI 3MEHIIIEHHS N03H I[UX 3aco0iB.

[TepopanbHi KOHTpanenTyuBy, peHiTOIH, Kapbama3sernin Ta 6apbiTypaTy BHACTIOK IXHBOI Oil Ha
IIEeYiHKy IIPUCKOPIOIOTh MeTabo01i3M aHTUeTpecanTiB. LIuMeTUINH Ta [esKi iHII aHTUIICUXOTUKU
YTIOBiJIbHIOIOTH MeTa00JIi3M aHTUIeIPECAHTIB.

Iaribitopu CYP3A4

Hani mocmimxeHb MeTab0I1i3My JTiKapChKOT0 3aco0y in vitro BKa3yloTh Ha MOTEHIINHY MOXKITUBICTh
BUHUKHEHHS JTIKapChKUX B3a€EMOIiii IPU 3aCTOCYBaHHI TPa3ooHYy OMHOYACHO 3 iHTiGiTopaMu
utoxpoMy CYP3A4, TakvMU K €pUTPOMILIMH, KETOKOHA30J1, iTpaKOHa30J1, pUTOHABIp, iHOAWHABIp Ta
Heda3omoH. 3acTocyBaHHs iHribiTopie CYP3A4, iMOBipHO, MOXKe MTPU3BOOUTH OO0 3HAYHOTO
30inbINeHHS KOHIIEHTPallil TPa30[oHy y IIa3Mi KpPoBi. Y Xomi mocmimKeHb in vivo 3a y4acTio 300POBUX
noOpoBOIbLIiB OYJI0 MATBEPAXKEHO, 110 ITiC/IS 3aCTOCYBaHHS PUTOHABIPY ¥ mo3i 200 Mr aBivi Ha moby
piBHI Tpa3omoHy y Ij1a3Mi KPoBi MigBUIyBanucs OinbIl HiK y 2 pa3u, BHACITIOK YOT0 BUHUKAIK
HY[O0Ta, CUHKOIIE Ta apTepiajibHa riroTeH3id. Y 38’43Ky 3 LIUM IIpU 3aCTOCYBaHHI TPa30LOHY
OJHOYACHO 3 NOTyKHUM iHTibiTopoM CYP3A4 mouinbHO 3MEHIIUTH A03Y TPa30[0HY.

[IpoTe y pa3i MOXKJIMBOCTI CJIif] B3arajii yHUKaTHA OOHOYACHOT0 3aCTOCYBaHHS TPA30[0HY Ta [OTYXKHUX



inribitropis CYP3A4.

Kap6amaszemnin

[Tpu ogHOYACHOMY 3aCTOCYBaHHI TPa30[0HY 3 KapOaMa3elliHOM IJla3MOBa KOHIIEHTpAllisl TPa30[0Hy
3MeHIIy€eThCs. [Ipyr omHOYacHOMY 3aCTOCyBaHHI 3 KapOaMa3zeminoM y 1o3i 400 Mr Ha mo0y n1a3MoBi
KOHIIEHTPaIlil TPa300HY Ta M0r0 aKTUBHOTO MeTaboJIiTy m-XjopdeHinninepa3uHy 3MeHIIyBalIuCcsa Ha
76 % Ta 60 % BigmoBinHO. HeoOximHO peTenbHO KOHTPOIIOBATY CTaH Malli€eHTa 3 METOI0 3'SICyBaHHS
noTpe6bu y 36inbIIeHHi 103K TPa30[oHY.

TPUILIKMKITIYHI aHTUOENPEeCaHTU

IcHye pu3UK B3a€EMOil TiKapChKUX 3aC00iB, TOMY OJJHOYACHOT'0 3aCTOCYBAHHS 3 TPA300OHOM CJIif
YHUKATH. Y pa3i OMHOYaCHOTO 3aCTOCYBaHHS CIIi[l O4iKyBaTU PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY Ta
no0iYHUX peakilidt 3 60Ky ceplieBO-CyIUHHOI CHCTEMH.

OnvoKkCceTuH

Ha T71i omHOYaCHOTO 3aCTOCYyBaHHS TPa3omoHy 3 dyokceTuHoM (iHribiTopom CYP1A2/2D6)
TIOBiIOMIISIIIOCS IIPO PifKicHI BUumagKu 36inbIleHHs PiBHIB TPAa30m0HY y IJIa3Mi KPOBi Ta BUHUKHEHHS
HebaxxaHuX edekTiB. MexaHi3M, III0 JIeXKUTh B OCHOBI I1i€l apMaKOKiHETHYHOI B3aEMOIii, Hapa3i
TIOBHICTIO He 3’scoBaHuil. He Moxe OyTH BUKITIOYeHa ¢papMaKoguHaMiuHa B3aeEMOIis (CEpOTOHIHOBUM
CUHOPOM).

Iaribitopu MoHoaminokcunasu (MAQ)

[ToBimoMIIsIIOCS PO OKpeMi BUIIAgKU B3a€MOZiN MiXK Tpa3omoHoM Ta iHribitopamu MAO. Xoua geski
JiKapi TpakKTUKYIOTh OHOYaCHE 3aCTOCYBaHHS LIMX 3ac00iB, OHAK, 3aCTOCOBYBaTH TPa30[0H
omHOYacHO 3 iHribitopamu MAO abo mpOTATOM 2 TUXKHIB MiCJIs X BifMiHM He peKOMEHIYEThLCS.
TakoX He PEKOMEHOYETLCS PO3MOYMHATH Tepartiio inribitopamu MAO npoTsirom 1 THUXKHS Iicis
BiIMIHU TPa30M0HY.

QeHOTia3UHU

[Tpu omHOYaCHOMY 3aCTOCYBaHHi 3 (eHOTia3WHAMM, HAITPUKIIA TaKUMH, K XJIOPIIPOMa3uH,
bnybeHna3uH, 1eBoMenpoMa3uH, epheHasnH, CIIOCTePiranucs BUMafAK BUHUKHEHHS TSKKOI
OPTOCTAaTUYHOI apTepianbHOI TiMoTeH3il.

AHecTeTuKn/Mio PEeJIaKCAaHTHU

Tpa3omony TrifpoxIopua MoXkKe MOCUIIOBaTH e(heKTH MiOpelaKCaHTiB Ta JIETKUX aHeCcTeTuKiB. Taki
kKoMOiHa1ii cytim 3acTocoByBaTH 3 00€PEKHICTIO.

ATIKOT0Ib

CepatuBHi eheKTH aIKOTOJIIO i BIIMBOM TPA30[0HY CTalOTh OiIbII BUPakeHUMH. Y Tepiof Tepamil
TPa30J0HOM IAlli€HT Ma€ YHUKATU BXKUBAHHS aJIKOT0JIIO.

JleBomona
AHTHOENpecanT! MOXKYTb IPHCKOPIOBATHA MeTab0JIi3M JIEBOMOIIH.

a1 3acobu



[Tpu 3acTOCyBaHHI TPA30J0HY OOHOYACHO 3 JTIKapChbKUMHU 3aco0aM#u, 3 BiOMOIO 3[IaTHiCTIO
momoBxKyBaTu iHTepBan QT, Moxke 30i/bIITyBaTUCS PU3UK BUHUKHEHHS IIUTYHOUKOBUX aPUTMIH, Y TOMY
yuci moiMopdHOi HIMyHOYKOBOI TaxXikapmil (torsade de pointes). 3acTocoByBaTH IIi 3aco0u
OTHOYACHO 3 TPA30[I0HOM CJIiff 3 00ePeKHICTIO.

Tpa3omoH € nuine ayxe cnabKuM iHTi6iTOpoM 3BOPOTHOTO 3aXOIJIEHHS HOpagpeHaliHy i He BIJIUBaE
Ha BIJNIOBib apTepiasbHOrO TUCKY Ha Teparlilo TUpaMiHOM, TOMY He CJIifi 04iKyBaTy BIIJIUBY
TPa30M0HY Ha TilMOTeH3UBHY [Iil0 I'yaHEeTUAUHONONIOHNX cronyK. OfHaK Y XOfi OOCIigKeHb Ha
nabopaTOpHUX TBapHHax OyJi0 MoKa3aHo, 110 TPa30[0H MoxKe iHriOyBaTu OinbIIiCTh MIBUAKUX €(EKTiB
KJIOHIOUHY.

Xoua 1po JiKapChKy B3a€EMOIif0 IIPU 3aCTOCYBaHHI aHTUTINEPTEeH3UBHUX JIIKAPChKUX 3aC00iB iHIINX
TUIIB OQHOYACHO 3 TPA30[l0HOM He MOBiOMIISIIIOCS, Clifg 6paTy IO YBaru MOXKJIUBICTh MOTEHIIIOBaHHS
edexTis.

YacToTa BUHUKHEHHST HeOaxkaHuX e(peKTiB Moxe 30ilbIIyBaTUCS IPH 3aCTOCYBAHHI TPA30I0HY
OJHOYACHO 3 IIperapaTaMH, 10 MicTATh 3Bipo0iit 3Buvainui (Hypericum perforatum).

Hepopaani AHTUKOAT'VIIAHTH Ta1a6o aHTI/ITQOM6OHI/ITaQHi 3aco0u: piJIKO IIOBiOOMIISIIIOCS IIPO BIIJINB

Ha QHTUKOATYIIHTHUY ePeKT (BimxuneHHs TabopaTOPHUX ITOKA3HUKIB Ta/abo mosiBa KITiHIYHUX 03HAK
i CUMIITOMIB) 3 MiIBUIIIEHOI0 KPOBOTOYUBICTIO.

[ToBimoMnsiocs Mpo BUMIAAKYU 3MiHU 3HaUeHb IPOTPOMOIHOBOTO Yacy y Malli€HTiB, sIKi OMHOYACHO
3aCTOCOBYBa/IM TPa30L0H Ta BaphapuH.

PiBHi gurokcuny abo ¢heHiTOIHY Yy CHpOBaTLi KPOBi MOXKYTh 30i/IbIIyBATUCS IPU ONHOYACHOMY
3aCTOCyBaHHI WX 3ac00iB 3 TPA30[MOHOM. Y Malli€HTiB, SKUM 3aCTOCOBYETLCS TakKa Tepallis, CIif
KOHTPOJIIOBAaTH CUPOBATKOBI PiBHI BHUIIle3rafaHuX 3aco0iB.

Oco6 1ueocmi 3acmocye8aHHs1.

Jlikapcekuii 3aci6 Tputtiko XR y ¢popMi TabIeTOK, BKPUTHUX IIiBKOBOIO 000JI0OHKOIO, ITPOJIOHTOBAHOI1
mil crmig mpuiiMaTty nepepn IPUMOMOM iXi, Ha BiMiHY Biff iHIIKX JTiKapCchKuxX (HopM npemnapaTty
TputTiko, sIKi TOTPiOHO MpUWMATH Bigpasy Mmicis igu.

Y pasi nepexofy i3 3acTOCyBaHHS iHIINX JIiKapChKuX (HOpM mpemnapaTty TpUTTIKO Ha JIiKyBaHHS
npenapatoM Tputtiko XR y popmi Tabr1eToK, BKPUTHX IIJIIBKOBOIO 000JIOHKOI0, ITPOJIOHTOBAHOI Aii
JiKap MOBUHEH IIOBTOPHO OLIHUTHU CXEMY JO3yBaHHS Ta CIIOCI0 3aCTOCYyBaHHS, a TAaKOXK IIPOBECTH
MOHITOPHUHT KJTiHIYHOTO CTaHy IMallieHTa [0 #oro cTabimisarrii.

3acTOCYBaHHA IOiTSAM Ta HigIiTKaM

He crig 3acTocoByBaT¥l Tpa30A0H AiTAM Ta MifIiTKaM. Y X0 KJIiHiYHOT0 JOCTiAXKEeHHS 3 y4aCTI0
miTe¥ Ta MgiTKiB cyilluaanbHa MoBefiHKa (crpoba camory0cTBa Ta IJlaHyBaHHS caMory6CcTBa) Ta
BOPOXKICTh (FOJTOBHUM YMHOM arPeCHBHICTh, IPOTECTHA IOBEMiHKA Ta T'HIB) YacCTillle CIIoCTepiranucs
y TPYIIi MpuiioMy aHTHOENpPecanTy, HiX y rpymi mnane6o. KpiMm Toro, Hapasi BifcyTHi maHi po
IOBrOCTPOKOBY 06e3IeKy 3aCTOCYBaHHS IIpenaparTy OiTAM Ta MigjiTkaM 3 OrJIAfy Ha MOTo BIIJIUB Ha
picT, cTaTeBe [O3piBaHHSA Ta KOTHITUBHUY 1 TOBEIIHKOBUYM PO3BUTOK.

Cyiump/cyiuupanbHi OyMKY a00 KITiHiYHe MOTipIIeHHs



Iempecis moB’s13aHa 3 MiIBUIIEHHSIM PU3UKY BUHUKHEHHS CYIIIUOATbHUX OYMOK, 3aOIisIHHS
nalieHToM MKoau co0i Ta cyinuay (IposiBU CyilupanbHoi moBeninky). Llel pusuk 36epiraeTses g0
HaCTaHHS 3HaYyIol peMicil. Moxk/uBa BiICYTHICTh ITOKPAIlaHHS CTaHy BIPOAOBXK IEPILINX KiJTbKOX
THUXKHIB Teparii abo mosime. Citig peTelTbHO KOHTPOJIIOBATY CTaH IMAIiEHTIB, TOKH TaKe IMOKPAIaHHs
He HacTaHe. 3arajbHUM KITiHIYHAN OOCBIM BKa3ye Ha MOXKJIMBE IMiABUIIEHHS PU3UKY CYILHUAY Ha
PaHHIX eTanax ogyKaHHS.

Bimomo, 110 malfieHTy 3 TposiBaMu CyillManbHOI IIOBEiHKY B aHaMHe3i a0 MallieHTH, Y SKUX [0
IIOYaTKY Tepallil CriocTepiraBcsi 3HaYHUYW CTYIiHb CyIMAANbHOI CIPSAMOBAHOCTI MUCIEHHS, MalOTh
BHUIIMYI PU3UK PO3BUTKY CYIITUIAIBHUX OYMOK ab0 cripo6 camMory0CcTBa, TOMY IIifl Yac JIiKyBaHHS 3a
HUMU HeoOXimHUY peTeNbHUM HaArIsAd. Y XoOi MeTaaHami3y miane60-KOHTPOJIbOBAHUX KITIHIYHUX
MOCTiAKEeHb aHTHUOETIPECAHTIB MIPU IICUXIYHUX pO31afax Oyy0 MOKa3aHo, I0 Cepef MallieHTiB BiKOM
1o 25 POKiB BUIIMM PU3UK CYIlUaIbHOL TOBEMIHKY MaJid 0COOH, SKi MpuUiiMaly aHTUIeIIPeCaHTH, Hixk
Ti, XTO OTPUMYBaB IIanebo.

Teparis nuM IpernapaToM Ma€ CyIpOBOAXKYBATUCS PETEILHUM HArJIsIoM 3a TallieHTaMU, 30KpeMa 3a
ocobaMu 3 IPynu BUCOKOT'O PU3UKY, 0COOIMBO Ha [T0YATKY JIIKyBaHHS Ta IiCJs 3MiHU N03U
npenaparty. IlamieHTiB (Ta oci0, SKi 3a HUMU OOTTISIOAI0Th) CIIil TOIlepPeaKaTHu, 1110 BOHU MaloTh
BificTexkyBaTH OyOb-sIKi KJTiHIYHI 03HAKM MOTIpIIEHHS CTaHy, CyiluaanbHOl ToBediHKY ab0 IyMOK Ta
He3BHYalHi 3MiHU [TOBEMiHKHY, a y pa3i IX BUSIBJIeHHS Ofipa3y 3BEPHYTHUCS 3a KOHCYJbTALI€I0 10
JKapH.

[ITo6 MiHiMi3yBaTH MOTEHIIINHUN PU3UK CYilMOANTbHUX CIIPo0, 0COGIMBO Ha [TOYATKY Teparii, Tikap
Mae Ipu3HavaTH NallieHToBi IuIle oOMeXeHi KilTbKOCTi TPa30[oHy IIif] Yac KOKHOT'0 Bi3UTY.

PexomeHayeThCst 06epekHO MigdupaTy cxeMy NO3yBaHHS Ta 3[iMCHIOBATH PETYIISIPHUN KOHTPOJIb
MMAli€HTIB 3 TAKUMHU CTaHAMMU:

emisnerncist (30KkpeMa, TaKUM IallieHTaM He CJIif pi3ko 30inbiryBaT ab6o 3MEHIITyBaTH
no3y);

opyIieHHs GYHKIIIN mediHkyu a6o HUPOK, 0COOMMBO TIXKKi;

3aXBOPIOBAHHS CEPIS, TaKi IK CTEeHOKAPis, MOPYILIEHHS CepIeBoi MpoBigHOCTi abo
aTpiOBEHTPUKYIIsIpHA 6JI0Kafia Pi3HUX CTYIEHiB; HeIlIOlaBHO ITepeHeceHnd iHpapKT MioKap[a;

rifepTupeos;

MIOPYLIEHHS CeYOBUBEIEHHS, HAIIPpUKJIaf, Ipu rineptpodil mepemgmMixypoBoil 3a1o3u,
Xo4a mmopibHi mpo6ieMu He 04YiKyI0ThCS, OCKIJIbKY aHTUXOJIiHePTriuHui eheKT TPa30goHy €
He3HaYHUM;

rocTpa 3aKpUTOKYTOBa I'JlayKOMa, MiABUIeHNY BHYTPILIHBOOYHUY TUCK, X04Ya CyTTEBI
3MiHU CTaHy He OYiKYIOThCS, OCKIJIbKYA aHTUXOJIIHEPriyHuM e(PeKT TPa30g0Hy € HE3HAUHUM.

fAK11o y naiieHTa BUHUKIIA KOBTSAHULS, TePallilo Tpa3040HOM CJIiJl BITMIHUTH.

[Tpu 3acTOCyBaHHI aHTUEIIPECAHTIB Y MallieHTIB 3 MKU30QpeHiei0 abo iHIMMY ICUXOTUYHUMU
poO3NafaMu ICUXOTHYHA CUMIITOMAaTHKa MOXKe ITOCUIIBaTUCA. [TapaHolfanpHi IyMKH MOXYTh
ctaBaTu OinbIin BUpaxeHuMu. Ha Ti1i Teparii Tpa3ogoHOM menpecuBHa (a3a Mpu MaHiaKalabHO-
[eIIPeCUBHOMY IICUX03i MOXKe 3MiHIOBaTUCS Ha MaHiaKalbHY Qa3dy. Y TakoMy pasi 3aCTOCyBaHHS
TPa30[0HY CIIif IPUNUHUTH.



Ha T71i 0fHOYACHOT0 3aCTOCYBaHHS 3 IHIIMMU CEPOTOHIHEPTiYHUMHU JTIKAPChbKUMHU 3ac00aMu, TaKUMHU
K iHIT aHTUAENPeCaHTy (HalpuKiaf, TPUIUKITIYHI aHTUAENPECAHTH, CeNIeKTUBHI iHTi0iTOpH
3BOPOTHOTO 3aXOIIJIEHHSI CEPOTOHIHY, iHTi6iTOPU 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY i
HOpafpeHarniny Ta inriéitopu MAO) i HelipONEeNTUKH, ITOBiIOMIISIOCS PO JIiKapChKi B3aeMopil 3
PO3BUTKOM CEPOTOHIHOBOTO CHHAPOMY / 31105IKiCHOT'0 HEUPOJIEIITUYHOr0 CUHApPOMY. [loBigoMmsanocs
IIPO BUIIaAKYU BUHUKHEHHS 3/I09KICHOT0 HEUPOJIENTUYHOI0 CUHAPOMY 3 JIeTaIbHUM HaCJIigKOM IIpU
OIHOYaCHOMY 3aCTOCYBaHHI IIpelapaTy 3 HeUPOoJIeITUKaMU, OJI1s SKUX el CUHOPOM € BiTOMOIO
MOXKTHMBOI0 HeOakaHO0 peakiriero. binbin meTanbHa iHGopMallis HaBegeHa y po3minax «B3aemomist 3
iHIITIMM JTiKapChKUMM 3aco0aM¥u Ta iHII BUOM B3aeMOfii» Ta «I1o6GiuHi peakiii».

OCKinTbKH arpaHyIoLIKUTO3 MOXKe KIIHIYHO MPOSBISTUCS Y BUTJISI TPUIIONOAIOHOTO CTaHy, 600 V
TOpJIi Ta MiABUIEHHS TEMIIEPATYPHU Tijla, Y pa3i MOsBU LKUX CUMIITOMIB CIIi[l IEPEBIPUTU IIOKA3HUKHU
7mabopaTOPHOTO aHasi3y KPOBi.

[ToBigoMIIsANIOCS PO BUHUKHEHHS apTepiasibHOl TiloTeH3il, y TOMy YKCIIi OPTOCTaTAYHOI
apTepianbHOI rimoTeH3ii Ta CUHKOIIE, Ha TJi Teparii Tpa3ogoHoM. [Tpu ogHOYaCHOMY 3aCTOCYBaHHI
aHTUTINEePTEeH3UBHUX 3aC00iB Ta TPa30AOHY MoxKe OyTH MOTPiOHEe 3MEeHIIEeHHS N03U
AQHTUTINEPTEH3UBHOTO IIperapary.

3 06epekHICTIO 3aCTOCOBYBATH MalliEHTaM, SIKi IPHUMAalOTh CEPOTOHIHEPTiUHi TpemapaTH, Taki IK
TPa30[0H, OHHOYACHO 3 aHTUKOATry/IsIHTaMu Ta/abo aHTUTPOMOOLMTaPHUMU IIperapaTaMy, a TaKoXk
malieHTaM 3i CXUAIbHICTIO O KPOBOTEY.

[MarieHTH MiTHLOTO BiKYy YacTo OGyBalOTh OilbLI CIPUMHATIUBUME 0 HeOaxkKaHUX e(PeKTiB
aHTUOENPECaHTIB, 0COOIMBO TaKUX, SIK OPTOCTATUYHA apTepianbHa TinoTeH3is, COHNMMUBICTD, Ta 0O
IHIIMX aHTUXOJTIHEPTiYHUX e(hEeKTiB.

[ToTpi6HO 3BepTaTH yBary Ha MOXKJIUBi afUTUBHI epeKTH IIPU OMHOUACHOMY 3aCTOCYBaHHI 3 iHITUMU
JIKapChKUMH 3ac00aMu, TAaKUMH SIK iHIII IICUXOTPOITHI YK aHTUTIEePTEeH3UBHI 3aco0u, abo Ha
HasIBHICTh (paKTOPiB PU3UKY, TAaKUX SK CYIYTHE 3aXBOPIOBAHHS, SKe MOXKe ITOCHJIIOBAaTH TaKi peaxiiii.

PekomeHayeThCst HafaTy iHdopMatito maiieHTy / 0cobi, SiKa 37ifCHIOE HATISAM, 00 MOXKIIUBOCTI
TaKWX peakiliii Ta OiNlbILI YBasKHOTO CIIOCTEPEeXKEeHHS 3a I0SIBOI0 TAKKUX e(eKTiB IMiCIg I0YaTKY
Tepartil, mepeq Ta Micis MigBUIEeHHS N03yBaHHS.

[Ticns Teparii Tpa3ogoHOM, 0COOIMBO BIIPOMIOBK TPUBAJIOTO IEPIOy, PEKOMEHIYETHCS IIOCTYIIOBE
3HUXKEHHS [03U [0 BiAMiHU IpenapaTy Ojs 3BeJeHHs 00 MiHIMyMy UMOBIPHOCTI BUHUKHEHHS
CHUMIITOMIB BifMiHU, TAaKUX SIK HYJOTa, TOJIOBHUY Oiflb Ta MOraHe CaMOIMOYYTTS.

HeMmae qoka30BUX JaHUX, 110 TPA30[OHY TidPOXIOPUAY MpUTaMaHHi 6yab-sKi BIaCTUBOCTI, 10
TIPU3BOASATH 0O 3BUKAHHS.

Ha T1i 3acTOoCyBaHHS Tpa3ogoHy MOBIAOMIIAIIOCS IIPO Oy2Ke PIOKICHI BUIIAAKU IIONOBXEHHS IHTepBaly
QT - edekTy, XapakTepHOTO i I iHIKX aHTUAEeNpecaHTiB. HeobxigHOo 3 00epexkHiCcTIO
3aCTOCOBYBATH TPa30[0H OOHOYACHO 3 JIIKAapChKUMU 3aco0aMu 3 BifOMOIO 3[[aTHICTIO IOJOBXKYBaTH
inTepsan QT. 3 06epexkHICTIO CITi 3aCTOCOBYBATH TPA30/0H MallieHTaM 3 [iarHOCTOBAaHUMU CepIlieBOo-
Cy[IVHHVMHU 3aXBOPIOBAHHSAMU, Y TOMY YUCIII 3 TUMY, 10 CYyIIPOBOIXKYIOTHCS II0IOBXKEHHAM IHTepBay

QT.

Ha T71i 3acTocyBaHHS MOTYKHUX iHTibiTOpiB ruToxpoMy CYP3A4 piBeHb TPA30[OHY V¥ CUPOBATII KPOBi
Moxke 30inbiryBaTrcs. binbil getanbHa iHGopMallis HaBefleHa y po3aini «B3aeMofia 3 iHMUME
JiKapChKUMH 3acob6aMu Ta iHIIi BUOKU B3aEMOTiN».



4K i inmi mikapchKi 3aco0u 3 anbda-agpeHo0I0KyI04Y0I0 aKTUBHICTIO, TPA30[0H IyKe PimKo
CIIpUYMHSE Npiami3M. Y pa3i 10ro BUHUKHEHHS CJIifj 3aCTOCYBaTH BHYTPIIIHbOKABEPHO3HY 1H'€EKIIi0
anbda-agpeHepriuHoro 3acoly, 30KpeMa afipeHasiny abo MmetapaMinony. [IpoTe OBimOMIISAIOCS TIPO
TakKi BUMTQIKA TPa30[OHIHIYKOBAHOTIO Ipiami3my, Kojmu 6yno HeoOxifHe Xipypriune BTpy4aHHS abo
KOJIM BUHMKaJla IepMaHeHTHa CTaTeBa AUCOYHKIisA. [TalienTam 3 mifo3poio Ha 10 HebakaHy
peaktiiio Tpa30do0H CJlil HeralHO BiIMIiHUTH.

BonuB Ha aHami3 cedi

Y pasi BuKoprCTaHHS iMyHOJIOTiYHOTO TECTY AJIST BUSIBIEHHSI HAPKOTUYHUX 3ac00iB y ceui,
PeakTUBHICTbh MeTabOoJIiTy Tpa3ogoHy m-xnopdeHinminepasuny (m-CPP), skuit CTpyKTypHO MOXiOHMIMA
no MeTtuneHgiokcuMeTaMmpitaminy (MDMA, ekcTasi), MOXKe CIPUYUHUTHU IICEBIOMO3UTUBHUN
pe3ynbTaT Ha amditaMiH. B TakOMy BHUMIagKy PeKOMEHOOBAaHO IIPOBEIeHHS aHali3y Ois
MigTBepAXKeHHS HasBHOCTI METOIOM Mac-cieKTpoMeTpil (MS).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BaritHicTh

Iani, oTprMaHi Tpu BUBYEHHI 00MexKeHOI KinmbKocTi (<200) BariTHUX XKiHOK, SKi 3a3HAJX BIIJIUBY
TPa30[I0HY, BKA3yIOTh Ha BilCyTHICTh HeGaKaHOT0 BIJIUBY Ha mepeldir BariTHOCTiI ab6o Ha 370POB’S
II7I00a / HOBOHAPOMXKEHOo1 uTUHMU. Hapasi iHIux HaneXHUX emigeMionoTiYHuX TaHux HeMae. [laHi
IOCTiIKeHb Ha TBapUHaX He BKa3yl0Th Ha HASIBHICTh Oyb-IKOT0 MPSIMOT0 ab0 HEIPSMOT0
IIKi[JTMBOTO BIIMBY Lli€i pEYOBMHHU, 3aCTOCOBAHOI B TePalleBTUYHUX 003aX, Ha repedir BariTHOCTI,
PO3BUTOK eMOpioHa/moa, monory abo MoCTHAaTaIbHUM PO3BUTOK.

BariTHuM XiHKaM Ile} Iipemapar CJIif 3aCTOCOBYBaTH 3 00epexkKHiCcT0. AKII0 Tpa30goH
3aCTOCOBYETHCS BariTHO, MiCJIs IOJIOTIB CIIil KOHTPOJIIOBATU CTaH HEMOBJIATH [J151 BUSIBIIEHHSI

MOZKJIMBOT'O CUHAPOMY BiIMIHY 3 YpaXyBaHHAM CIIiBBIHOILIEHHS KOPUCTD [JIs MaTepl / pU3UK OJ1A
miIoga.

['ogyBaHHd TpyOOI0

OOMexkeHi JaHi BKa3yloTh, II0 TPAa300H IPOHUKAE Y TPYOHE MOJIOKO V HEBEIUKIiH KiJIbKOCTi, IpoTe
BMiCT aKTUBHOTO MeTabO0JIiTy HEBiIOMUIA. Y 3B’SI3KY 3 HEIOCTATHICTIO faHUX PIllIEHHS IIPO
IIPOIOBKEHHS/IIPUIIMHEHHS TOMYBAHHS IPYOAI0 a00 IPOIOBKEHHS/IIPUIIMHEHHS Tepallii Tpa30qoHOM
ciip mpuitMaTty, 6epydu J0 yBaru KOPUCTh TPYIHOI0 TOAYBaHHS IJIST JUTHHU Ta KOPUCTDH Teparril
TPa30[I0HOM [JISI MaTePi.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaxHcnopmom adoo
iHwumMu mexaHizmamu.

Tpa3onoH He3HAuHOIO a00 MOMipHOI0 MipoI0 BIIIMBAE Ha 3NATHICTh KEPYBATH TPAHCIOPTHUMHU
3acofamMu Ta IpaIoBaTH 3 iHIMUMK MexaHi3MaMH. [1allieHTiB CITif momepenkaTH, 110, Iepen TUM SK
KepyBaTH TPAHCIOPTHUMHM 3acobaMu Ta MpallfoBaTH 3 iHIIMMU MeXaHi3MaMu, HeoOXiTHO
IIepPeKOHATHCS Y BiICYTHOCTiI COHJIMBOCTI, CeIaTUBHOTO e(PEKTY, 3allaMOPOYEHHS, CTAHIB CIITyTAHOCTI
cBimoMocTi ab0 HEYiTKOCTi 30py Ha TJIi MPUIOMY TPa300HY.



Cnoci6 3acmocyeaHHs1 ma do3u.
Hanuit mikapCchbKuH 3acid mpu3HavYeHUN OIS 3aCTOCYBAHHS JIMILE JOPOCIUM IallieHTaM.
[I71s mo4aTKOBOL 03U Ta MePiofy TUTPYBAHHS PeKOMEHI0BaHI iHII (opMU Tpa30goHY.

TabmeTKy MOTPiOHO IpUKMaTH Iepef MPUUOMOM IXKi, 3allMBalOYX CKJISHKOIO BOJH; IIPX 3aCTOCYBaHHI
OIVH pa3 Ha mo0y npemnapat 0axkaHOo MpuiiMaTu BBeuepi abo 6e3mocepenHbo epen CHOM.

Ins 3a0e3nedyeHHs IPOJIOHTOBAHOI [Iii Ta0IETOK IX He CJIif moapiOHIOBaTH YU PO3KOBYBATH; 3a
HeoOXigHOCTi TabIeTKU OinAThCS HaTHCKAHHSIM Ha MOJIOBUHU TabneTKu 3 000X OOKIB Bif IeHTPaAIbHOI
ninii po3nmoMy Ha 000X CTOpPOHAX.

Ilopocai nayienmu

[TouaTKOBa [03a TPa30goHY CTAaHOBUTH 75— 150 Mr Ha f0o0y Ta Moxke 30ilbIIyBaTHCh Ha 75 MT Ha
no0y KOXHi Tpu OHi (Hampukiag, mo 225 Mr Ha 100y Ha YeTBePTHUM NeHb TiKyBaHHS) 0
MakcuManbHOI o3u TputTiko XR 300 Mr Ha moOy 3a OOUH ITPUIOM.

IoBrocTpokoBa e(eKTUBHICTh TPA30[AOHY IIPOJIOHTOBAHOI [il 00 MiATPUMaHHS aHTUIEIPEeCAaHTHOTO
epeKTy He BUBYAJIaCh.

ITayieHmu AiMHb0O20 BiKY

Ilnst maiieHTiB MiTHBOTO BiKY 4M oclabieHuX MallieHTiB peKOMeHIoBaHa ITI0YaTKOBa 003a TPa300HYy
CTAHOBUTH 75 MTI Ha Ho0y, MpemaparT CIIiJ mpuiMaTH OOUH pa3 mepern cHoM. [1o3a Moxe OyTH
30inmbInieHa, SIK OMKMCAHO BUIIE, Il HATJISOM Ta BPaXOBYIOUH IIEPEHOCUMICTh Ta e(peKTUBHICTb.

ITeuinkoei nopyweHHs: TPa30J0H aKTUBHO MeTab0/Mi3yEThCS B MediHIi Ta OyB OB’ I3aHUM i3
rernaToTOKCUYHiCTI0. ToMy HeoOXimHO mpru3HavyaTH 3 00ePeXHICTIO MallieHTaM 3 IeYiHKOBUMU
TIOPYIIeHHSIMH, 0COONIMBO Y BUMIafKaX CePHO3HUX MOPyIIeHb. Moxke 6yTH peKOMeHIOBaHUMN
epiogUYHNYN KOHTPOJIb PYHKIIN EeYiHKHU.

Hupkosi nopyweHHs: 3a3BUYail He Mae He0OXigHOCTI B KOPUT'YBaHHi 103K, ajle HeoOXigHO
Ipu3HayvaTH 3 00epeKHICTIO MallieHTaM 3 CEPHO3HMMHU HHPKOBUMU IOPYIIEHHAMHU.

Himu. He 3aCTOCOBYBaTH AiTSM.

ITepedo3yeaHHs.

Haityacrime npu nepeno3yBaHHi CIIOCTEPiraeTbCsd COHIUBICTD, 3alaMOPOYEHHS, HYyJOTa Ta
OmoBaHHS. Y CKJIaMHUX BUIIAQIKaX BUHUKAIM KOMa, Taxikapmis, apTepianbHa rilmoTeH3is,
rimoHaTpieEMisi, CyIOMHU Ta AuXaabHa HEOOCTATHICTb.

CumnToMaTuka 3 60Ky Cepllsi Moxke BK/IoYaTH Opafgukapmito, momoBxkeHHs iHTepBany QT Ta
moiMop¢HY HITYHOUYKOBY Taxikapmito (torsade de pointes).

CUMIITOMH MOXKYTh 3'IBUTHUCS IIPOTATOM 24 TOOWH MicJig Tepeno3yBaHHs abo mi3Hilie.



OpHOYacCHe nepefo3yBaHHS TPa30J0HOM Ta IHIIMMU aHTUJEeIPeCaHTaMU MOXKe BUKIUKATH
CEePOTOHIHOBUM CUHIPOM.

JIixyeaHHA nepedo3yB8aHHs

Cneuudiunoro aHTUOOTY He icHye. [JopocmuM, gKi npuitHsanu Oinbiie 1 T Tpa3omoHy, abo miTaM, gKi
npuiHAnM 6inbie 150 Mr Tpa3omoHy, CIIif MaTH aKTHBOBAaHEe BYTINJIS MIPOTATOM 1 TOOUHY ITiCs
BUSIBJIEHHS ITepPefo3yBaHHs. B iHIIMX BUIagKaX y MOPOCIUX MOXKe OyTH JOIIbBHUM ITPOMUBAHHS
IIJTYHKA IPOTSATOM 1 TOOUHM IiC/IS IPUMOMY 103, IOTEHIIHHO HeOe3MeYHUX I KUTTS.

HeoOxigHuit Har/Isig 3a CTAHOM TIAIliEHTa ITPOTITOM L[OHAWMeHIIe 6 TOOUH IiCIIs MPUUOMY ITperapaTy
(abo 12 romuH y pasi mpuiioMy mpernapary 3 YIOBiIbHEHUM BUBibHEHHSIM). CIli KOHTPOTIOBATH
apTepianbHUY THUCK, IIyJIbC Ta MoKa3HUKY 3a llIkanow komu I'masro (IIKT). V pasi 3HUXKEHHS
KinbkocTi 6aniB 3a IIKT crig KOHTPOIIOBAaTH HAaCUYEHICTh KPOBi KUCHEM.

Y cuMITOMaTUYHUX NallieHTiB He0OXigHO KOHTPOJIIOBATH CEPIIEBY MisITBbHICTS.

[Tpu mosIBi OKpeMux KOPOTKOYACHUX Cy[IOM JIiKyBaHHS He 1moTpiOHe. [Tpu yacTux ab0 TpUBaIMX
cymoMax NprH3Ha4aloTh BHYTpilHboBeHHO miazenam (0,+ 0,3 mr/kr macu Tina) abo mopa3emnaM (4 mMr
nopocnuM Ta 0,05 MT/KT OiTSIM).

fAxmio 11i 3axonu He 3a0e3MeyyoTh KOHTPOJIIO CYA0M, MOXKe OyTH [OIiIbHIUM 3aCTOCyBaHHS
BHYTPIIHEOBEHHOI iHOY3ii heHiTOIHY. Y pasi HeoOXiAHOCTI 3aCTOCOBYIOTh KUCEHDb Ta KOPUTYIOTh
KUCJIOTHO-TYXKHUM OanaHc i MeTabosiuHi po3nanu.

Y pagsi apTepianbHol rinoTeH3ii Ta HAAMIPHOTO CEAaTUBHOT0 e(eKTy 3aCTOCOBYIOTh CUMIITOMaTUYHY
Ta HiATPUMYI0YY Tepamit. Ko TAXKKa apTepiajibHa TiloTeH3id IepCUCTye, CIif 3BaXKUTI
IOLIIbHICTh 3aCTOCYBAHHS iHOTPOIIHUX 3ac0o0iB, HANpUKIIaM, fonaMminy abo goOyTaMiny.

ITo6iuni peakuii.

[ToBimoMIsATIOCS TIPO BUIIQAKHU CYIIMAaIbHOI CIIPSIMOBAHOCTI MUCIEHHS Ta CYilMOAbHOI IIOBEiHKY Y
nmepion Teparii Tpa3omoHOM ab0 HeBHOB3i Mmicys il TPUTMHEHHS.

TakoX y MallieHTiB, SKi OTPHMyBaJX Tepalilo Tpa3omoHOM, Oy 3apeeCcTpoBaHi HaBe[eHi HUKYe
CHUMIITOMH, [IesKi 3 IKUX YacTO 3yCTPidaloThCs Y pa3i HeikoBaHOI Aempecii.

Cucmema-Opzanu-Knac Yacmoma Heeidoma (He modice Oymu ouiHeHa 3

MedDRA docmynHux 0aHux)
3 60Ky KpOBi Ta Huckpasii KpoBi (y TOMy 4HMCJIi arpaHyJI0LUTO3,
niMbaTAYHOI CUCTEMU TPOMOOLIMTOIIEHIsT, €03WHOMIIIis, IEHKOIEeHisT Ta aHeMis)

3 60Ky iMyHHOI cucTeMu AJepriusi peakiril
3 00Ky eHIOKPUHHOI
CUCTEMU
MertabomniuHi Ta TimonaTpiemisi', 3MeHIIeHHs MacH Tilla, BiICyTHICTb aeTUTy,
aniMeHTapHi po3nagu 30i/IbIlIeHHS AllETUTY

CuHOpoOM HeafeKBaTHOI CEKpellil aHTHLIypeTUYHOTO TOPMOHY



Cucmema-Opean-Kaac
MedDRA

3 OOKY IICUXiKU

3 60Ky HEPBOBOI CUCTEMU

3 6oKy cepist

3 00Ky cynuH

3 60Ky pecmipaTopHOi

CHCTEeMHU, OpraHiB TPyIHOL

KJIITKU Ta CepenoCTiHHSA

3 00Ky LIIYHKOBO-
KUIITKOBOTO TPAKTy

'enatobiniapHi po3nmamu

3 OOKy LIKipu Ta
HiAIIKIPHOI KITITKOBUHHA
3 OOKY OIIOPHO-PYX0BOTO
amapaTy Ta CIIOJIy4HOl
TKaHUHU

3 OOKy HUDOK Ta
CEYOBHUBITHUX IIISIXiB

3 00Ky penpoAyKTHUBHOI
CHACTEMHU Ta MOJIOYHUX
3a103

3arasibHi po3nagu

Pe3ynbTaTtu 06CcTE)KEHD

Yacmoma Hegidoma (He Modice Oymu ouiHeHa 3
docmynHux daHux)

CyiuupanbHa CIPSIMOBaHICTh MUCTIEHHS abo cyluxuganbHa
moBemiHKa®, CTaH CILTYTaHOCTi CBifoMOCTi, 6€3COHHS,
Ie30Pi€HTOBaHICTh, MaHisA, TPUBOXKHICTh, HEPBO3HICTb,
30ymKeHHS (SKe myXkKe pigKo IepepocTae y Aemipii), nemipi,
arpecuBHAa peakllis, rajoIiHallil, HiYHi KollIMapH,
3MeHIIeHH JTibi0, CHHAPOM BigMiHU IpenapaTy
CepoTOHIHOBUYM CUHAPOM, CYLOMH, 3TI0SIKICHUMN
HEUPONIEeNTUYHNN CUHIPOM, 3allaMOPOYEHHS, BEPTUTO,
TOJIOBHUH 0i/Tb, COHJTMBICTD’, HECTIOKiH, 3HUKEHHS
KOHIIEHTpallii yBaru, TPEMOP, HEYIiTKICTh 30PYy, MOPYIIEHHS
mam’siTi, MiOKJIOHYC, eKCIIpecrBHa ada3sis, mapecTesis,
OUCTOHIs, IOPYLIEHHS CMaKOBUX BiqUyTTiB

Cepresi aputMmii’ (y ToMy 4uchi monaiMopdHa MIIyHOYKOBa
Taxikapmis (torsade de pointes), mocunese cepueouTTs,
IIJTYHOYKOBI €KCTPACUCTOJIY, ITapHi IIIYHOYKOBI1
eKCTPaCHUCTOJIH, IIYHOUYKOBa TaXikapmis), Opafukapmis,
Taxikappis, BigxuneHHs Big HopMu 3 00Ky ganux EKT
(momosxenHs inTepBany QT)’

OpTocTaTh4Ha apTepiaibHa TinoTeH3is, apTepiaabHa
rinepTeH3is, CUHKOIIEe

3akianeHicTy Hoca, 3a0uIIKa

Hynora, 6110BaHHS, CYXiCTh Y POTI, 3aIop, miapest, QUCIIEICis,
6inb y IIJTYHKY, TaCTPOEHTEPUT, TTOCUJIEHE CIIMHOBUMIIIEHHS,
napasiTuyHa HeNPOXigHICTh KUIIEYHUKY

[MopymeHHs QyHKIII NEYiHKY (Y TOMY YUCTI KOBTSIHUIS Ta
remaToLeNioNApHi ypaxkeHHs)’, BHYTPIlHbOIEYiHKOBHUIA
X0J51ecTas

[IkipHi Bucumanus, cBepOixk, rineprigpo3

Binb y KiHuiBkax, 0ifb y CIIKHi, Mianrisg, apTpanris

[TopylieHHS Ce40BUBENEHHSA, HETPUMAHHA Cedi, 3aTPpUMKa
ceui

Ipiamizm®

CnabkKicTb, HaOPSIK, TPUTIONONIOHI CUMIITOMM, IiABHUIIIEHA
BTOMJIIOBAHICTb, Oilb y [iNIIHIl I'PYAHOIL KJIITKHY, MigBUIIEHHS
TeMIlepaTypu Tijla

[TigBuileHHS PiBHS MEYiHKOBUX (PEePMEHTIB

'V marieHTiB 3 BiIIIOBITHUMY CUMIITOMaMH CJIil KOHTPOIOBATH PiBEHb PIIMHU Ta €IE€KTPOIITHUN

0ayaHC B OpraHi3mi.

* IImB. TAKOXK po3min «Ocob6IuBOCTI 3aCTOCYBaHHS».

* Tpa3omoH - cefaTUBHKI aHTUIETIPECAHT, i COHIIUBICTE, SIKY iHOMI Bif4yBalOTh NAIiEHTH IPOTATOM
IepIINX OHIB Teparil, 3a3Bu4all 3HUKAE y Mipy IPOAOBXKEHHS 3aCTOCYBaHHS IIpenapary.

'V xopi mocnigkeHs Ha TBapuHaX Oy7I0 TOKA3aHO, 10 TPA30I0H MAe MEHII BUPAXeHY



KapaiOTOKCUYHICTD, HiK TPULMKIIIYHI aHTUOEIPEeCaHTH, a JaHi KITiHIYHUX OOCTigXKeHb BKa3yl0Th Ha
Te, 110 TPa3040H 3 MEHINOI0 BiPOTiAHICTIO MOXKe CIIPUYMHSATH CeplieBi apuTMil y ntonunu. [aHi
KJIIHIYHUX OOCHIAXKEHb 3 Y4aCTIO Malli€HTiB 3 HaIBHMMU 3aXBOPIOBAHHSIMM CEPLST BKA3YIOTh, 1110
TPa30[0H MOXKe IIPOSIBISATH apUTMOTEHHUY e(PeKT y AesIKUX Malli€eHTiB Ii€l MOMyIALil.

® TToBimOMIIAIIOCS IIPO PiKiCHI BUManky HeOaXkaHUX Peakilili, iHOMi TAKKYX, 3 GOKY IeUiHKH.

® TuB. TaK0XK po3fin «OCOBIUBOCTI 3aCTOCYBaHH».

ITogidomaeHHs npo ni0o3pro8aHi nobiuHi peakuii.

[ToBimomneHnHs mpo mobiuHi peakilil micns peecTpaltiil Tikapchkoro 3aco0y Ma€ Benvke 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIiBBiIHOLIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI [IEOT0O
JiKapCchKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallieHTaM abo ixHiM
3aKOHHUM IIPeCTaBHUKAM CJIiT TIOBiTOMJISITH IIPO YCi BUITAAKHK Mi03PI0BAaHUX MOOIYHUX Peakllii Ta
BiicyTHOCTI e(heKTHUBHOCTI JIikapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
dbapMaKOHATrIsAAy 3a MoculaHHgM: https://aisf.dec.gov.ua

Tepmin npudamuocmi.

4 poxwm.

YMoBu 30epiranHsi.

Lleit mikapcbkuit 3aci6 He moTpedye KOTHUX 0COOIUBHX yMOB 30epiranus. [IonoBrHa TabIeTKU MOXKe
OyTu 30epexkeHa MPOTATOoM 24 TOOWH Y IePBUHHIN YITaKOBIIi AJIST 3aXUCTY Biff CBiTTIA.

YnaxoBka.

[To 10 Tabnetok y I1BX-TIB[IX/amominieBomy Omictepi; o 1 a6o 1o 2, abo mo 3 GiicTepu y KapTOHHIM
ynakosti. [To 7 TabneTok y [IBX-IIBIIX/amominieBoMy GticTepi; o 2 abo 1mo 4 61icTepu y KapTOHHIN
YIIaKOBII].

Kareropisi Bignmycky. 3a pelemnToM.

Bupo6uuk/3asaBHHUK. Asiennie Kimike PiyniTe Auxenini ®panuecko A.K.P.A.®. C.n.A., ITanis.

Micue3HaxoKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIlsi IPOBaIKeHHS
OisIBHOCTi/MicIie3HaxomKeHHsI 3asiBHHKA. Bia Bekkio men ITinokkio, 22 - 60131 Aukona (AH),
Itamisa / Biane Amemnis, 70 - 00181 - Puwm, Itamnis.
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