IHCTPYKIIIA

OJIST MEeOUYHOT'0 3aCTOCYBaHHS JiKapChKOTo 3acoly

CTUMYJIOTOH®

(STIMULOTON®)

Cknag:

[itoya pedoBHHa: sertraline;

1 TabmeTka MicTuTh 50 Mr cepTparniny (y Burnsgi 55,95 Mr cepTpatiny rigpoxiopuny);
OOIIOMIXKHI PEYOBHHU: MarHil0 cTeaparT, TiTPOKCHUIIPOIIiIIe0I03a, HaTPil0 KPOXMAJIbTTiKOJISAT
(Tunm A), Kanbliito rigpodocdaT gurimpar, 1emo103a MiKpOKPUCTalliuHa;

o0oJioHKa: rimpomesno3a, makporon 6000, Tutany miokcup (E 171).

Jlikapceka ¢hopma. TabmeTKu, BKPUTi 000JI0HKOIO.

OcHoBHi }i3uko-ximMiuHi BracTiBoCTi: 6iy10r0 a00 Matlizke 0iI0T0 KOJILOPY ABOOIYKIIi TaONIEeTKHY,
BKPUTi 000JIOHKO10, OBaJIbHOI (hOPMHU, 3i cTUIi30BaHKUM rpaBitoBaHHsaM «E 271» 3 ogHOro 00Ky Ta
PHUCKOI0 3 iHIIoro 60Ky, 6e3 3amaxy.

dapmakoTepaneBTUYHA Ipyna. AHTUAenpecanTu. CeleKTUBHI iHTi0iTOpKY 3BOPOTHOT'O 3aXOIJIEHHS
ceporoniny. Kog ATX NO6A B06.

dapmakoJIoriyHi BIaCTUBOCTI.
®apMakoguHaMiKa.

Mexani3M mii

CepTparliH € MOTyKHUM Ta cruenrdiuHuM iHri6iTOpOM HEMPOHAIBHOI'0 3aXOIJIEHHS CEPOTOHIHY (5-
HT) in vitro, sKe B OpraHi3Mi TBapWH NMPU3BOOUTH [0 MOTEHIiI0BaHHSA e(deKTiB 5-HT.
CepTpasin Mae nuire gyxe ciaOKuil BIJIMB Ha MPOIIECU 3BOPOTHOTO HEHPOHATILHOTO
3axOIlJIEHHS HOpafipeHalliHy Ta JomaMiny. Y KIiHiYHUX [03aX cepTpaliiH 0JI0Kye 3aXOMIeHHS
CEpPOTOHIHY ¥ TpoMOoLMTaX MOgUHM. [IpernapaT He MPOSBIISe CTUMYIIOBAIbHOI, CETaTUBHOI,
AHTUXOJIiHepriyHoi a0 KapaioTOKCUYHOI [Iii B eKCliepuMeHTax Ha TBapHuHaX. Y



KOHTPOJIbOBAHUX JOCIIIXKEHHAX 3 y4aCTIO 3[[0POBUX JOOPOBOJIBIIIB CEPTPAJIiH He BUSIBIISIB
CellaTHBHOI [il Ta He BIJIMBAB Ha IICUXOMOTOPHI QyHKIii. OCKiIbKM cepTpasiHy BIacTUBe
cenekTUBHe iHriOyBaHHS 3axomieHHs 5-HT, BiH He mifgBUINye KaTexXolaMiHEPTiuHY
aKTHUBHICTh. 3acib He Ma€ a(piHHOCTI 0 MyCKapruHOBHUX (XOIiHEPTiYHNX), CEPOTOHIHEPTIUHUX,
nodaMiHepriyHux, agpeHepriunux, ricraminepriuaux, FTAMK a6o 6eH30/ia3emiHOBUX
pelienTopis. TpuBajie 3aCTOCYBaHHS CEPTPaIiHy Y TBAPUH aCOLiI0BaIOCS 31 3MEHIIIEHHSIM
KIJIbKOCTI HOpaZpeHaliHOBUX PELIeNITOPiB MO3KY, 110 CIIOCTEPIraeThCA 1 IPU 3aCTOCYBaHHI
iHIMMX e(peKTUBHUX V KITIHIYHIN MPaKTUIli aHTUOENPECAHTIB Ta aHTUOOCECUBHUX 3aC00iB.

CeprparliH He COPUYHHSIE PO3BUTKY MEIMKAMEHTO3HOT0 3JI0BXKUBAHHS. Y 11a1le00KOHTPOIEOBAaHOMY
IIOMBIMHO CJIIIIOMY PaHOOMi30BaHOMY AOCIIiIXKEHH], e TOPiBHIOBAJIX NIOTEHLial 3/1I0BXKUBaHHS
cepTpasiHoM, anmnpa3ojiaMoM Ta d-aMdeTaMiHOM y JI0fel, CepTpaliH He CIPUYUHSB IO3UTUBHUX
cy0’exTUBHUX e(eKTiB, 1110 CBifuuIM 6 Mo MOTeHIlial g0 37I0BXKUBaHHA. HaBmaku, y4aCHUKH
OOCHIimXKeHHs, IKi IpuiMalu K amnpa3oiiaM, Tak i d-amdbeTaMiH IOPiBHSAHO 3 MallieHTaMH, SKi
3aCTOCOBYBaJIH I1ale00, Maau 3HAYHO BHUIII TOKA3HUKU CXMJIBHOCTI IO 37T0BXKKBaHHS, erdopil Ta
IIOTEHIINHOI MEeAMKaMeHTO3HOl 3a/1ekHO0CTi. CepTpaJiiH He CIIPUYNHSAB CTUMYJIIOBAIbHOTO e(eKTy Ta
Bi4yTTS TPUBOXKHOCTI, 110 acoIifoBanucs 3 npuiioMmoM d-amdeTaminy, abo cegaTuBHOI Ail Ta
IICUXOMOTOPHUX MMOPYIIEHb, 1[0 aCOLil0BaIXCs 3 IPUINOMOM ajmpa3ogaMy. CepTpaliH He
IIPU3BOOUTL O BUHUKHEHHSA IIO3UTUBHOT'0 CTUMYILY Y MaKaK BUYy pe3yC, BULPECUPyBaHUX
CaMOCTINHO IPUKMaTH KOKaiH, i He € 3aMiCHMKOM pPO3IMi3HaBaJIbHOTO CTUMYJTy IIOAO SK d-
amdeTaMiHy, Tak i meHTobapbiTany y Makak-pe3yc.

KniniyHa edeKTUBHICTh Ta 0€3IeYHICTh

Benukuit nenpecuBHuM po3naf. [IpoBoAUIN HOCTIXKEHHS 3 y4acTio aMOy/1aTOPHUX MAIliEeHTIB 3
Iemnpecielo, y AKUX Bif3Havyanacs BiiMOBigb Ha Tepallilo [0 3aBepIIeHHS II09aTKOBO1 8-THXKHEBO1
BimkpuTOl a3u Tepartii cepTpaninoM y mo3i 50-200 mr/moOy. Li mamienTu (n = 295) 6ynu
paHpoMi3oBaHi y rpynu abo [ IPOJoBKEeHHS puiioMy cepTpaniny y mo3i 50-200 mr/moby, abo mns
npuiiomy manebo npotsarom 44 THXKHIB ¥ paMKax IOABIMHO CHIIIOro JoCHifXeHHS. YacToTa
PELUANBIB y TPYIIi MALli€HTIB, SKi IpUiiMany cepTpatiH, 6yia CTaTUCTUYHO 3HAUYIIO0 HUXKYOI0
TIOPiBHSIHO 3 TMallieHTaMH, ki npuitmManu miane6o. CepegHs [03a B y9aCHUKIB, SKi 3aBePIUIUIIN Y4aCTh
y mocnimxeHHi, ctaHoBuia 70 Mr/go0y. BimcoTok mailieHTiB, sKi BigmoBinu Ha Tepamito (110
BHA3HAYAJIUCA SK MAl[lEHTH, B IKUX He CIIOCTEPiraBCcs peluauB) y rpynax IpuioMy cepTpainy i
manebo ctanoBus 83,4 % i 60,8 % BigmosigHO.

[MocTTpaBMaTUYHuH cTpecosuit po3nan (ITTCP). O0’egHaHi maHi 3arajgbHOI KiTbKOCTI ITAIli€HTIB 3
[ITCP, sixi 6panu y4acTh y 3 HOCHIXKEHHSIX, CBigYaTh PO HUKYUM BiICOTOK BiATIOBifi Ha
Tepallito cepef YO0JI0BIKiB MMOPIBHSIHO 3 XiHKaMu. Y OBOX KIIIHIYHUX JOCHIIXKEHHIX 13
3arajibHOIO IIOMYJIALIEI0 3 IO3UTUBHUMU pPe3yJibTaTaMU BiICOTOK ITalli€HTIB, SIKi BIAIIOBIIN Ha
Tepariio, cepel XKiHOK i YOIOBIKiB y rpyllax IallieHTiB, SKi IpuiiManu cepTpail, OyB
ofi0HKUM TOPiBHSAHO 3 Malebo (KiHKu: 57,2 % nmopiBHIHO 3 34,5 %; yomoBiku: 53,9 %
nmopiBHSHO 3 38,2 %). KinbKicTh 40/10BIKiB i XkiHOK cTtaHoBuna 184 i 430 BigmoBigHO, Mpu
IIbOMY Pe3yJIbTaTH Y XKiHOK Oyny Oinbll IOCTIMHUMY, a y YOJIOBiKiB Ha II0YaTKOBOMY piBHI
CIiocTepiranucs iHim 3MiHHiI TapaMeTpu (OinbIne 37I0BXKUBAHHS PeYOBUHAMU, OilbIla
TPUBAJIICTh 3aXBOPIOBAHHS, IPUYKWHA TPABMHU TOIIO0), 10 KOPETI0BaIN 3 MEHIIIO0
e(eKTHBHICTIO ITpenapary.

Enektpodizionoria cepus/ Y r'pyHTOBHOMY AOCTigXKeHH] iHTepBany QTc B piBHOBa2KHOMY CTaHi 3a



YMOBHY HafiTEPANeBTUYHUX €KCIIO3UIIill V¥ 3M0POBUX H0OPOBOJIBIIB (Ki oTpuMyBanu 703y 400 mMr/go0y,
IO BABiUi mepeBuIlyBaia MaKCUMaJIbHY PEKOMEHIOBaHYy 0OOBY M03y) BEPXHS MexKa 2-CTOPOHHBLOTO
90 % [I [moBipuuii iHTEpPBa] A BiAMOBIOHOI 3@ YacoM cepefHbol pisHuil QTcF Mix cepTpasiHoM i
nnaie6o, OTpEMaHOI MeTOOOM HalMeHIINUX KBaapaTiB (11,666 Mc), mepeBuIIyBaia IOIEPEIHbO
BCTaHOBJIeHe rpaHUYHe 3HaYeHHs 10 MC y 4acoBiil Tou1li 4yepe3 4 TOOUHM IIiCJIg 3aCTOCYBaHHS
npemnapaty. AHami3 3a71eKHOCTI BiATIOBiAi Bifl €KCIO3uIlil BKa3yBaB Ha ClIa0KUil MO3UTUBHUY 3B’ I30K
Mix QTcF i koHneHTpauieo ceprpaiiny B mna3mi [0,036 mc/(ar/mn); p < 0,0001]. 3 ornsagy Ha
MOJIeJTb 3aJIe3KHOCTI BifIOBili Bifj €KCIO3UIlil, TpaHNYHEe 3HaYEHHS KIIHIYHO 3HQYYLI[Or0 IONOBXKEHHS
intepBany QTcF (To6To Ginbure 10 mc mnst ciporao3oBanoro 90 % [II) 36inmbiryBanocs IoHaMeHIIe
B 2,6 pa3a, MOPiBHSAHO 3 TaKuM Iipu cepepHiu C,,. (86 HI/m) micnsa 3aCTOCYyBaHHS HaWBUILOL
PEeKOMeHI0BaHOI 103U ceprpatiny (200 mr/moby) (muB. po3minu «OcoONMMBOCTi 3aCTOCYBAHHS»,
«B3aeMopis 3 iHIIMMH JTiKapChKUMHK 3ac00aMHu Ta iHIIi BUAK B3aeMofii», «[To6iuHi peakmii» i
«Ilepemo3yBaHHS»).

OO6CcecuBHO-KOMITYJIbCUBHUY PO37Iafl Y MAIliEHTIB AUTSAYOTO BiKy. be3neky Ta eheKTUBHICTD
ceprpaniny (50-200 Mr/no0y) BUBYaNu npu NikyBaHHi miTew (6-12 poki) i migmiTkis (13-17 pokiB),
SIKi He Masu gernpecil Ta mepe6yBanu Ha aM0y/1aTOPHOMY JIiKyBaHHI 3 TPUBOLY 00CECHUBHO-
KOMIyJIbCUBHOTO0 po3nany (OKP). Yepes 1 TuXKgeHb IO0YATKOBOIO IIEPIOAY PA30BOr0 CIIIOT0 IPUUOMY
nane6o MmalieHTiB paHmIoOMi3yBaIu y IPyIu MpUioMy cepTpasiny abo miamnebo mpoTsarom 12 TUXHIB
3 THY4YKUM [03yBaHHAM Iipenaparty. ity (BikoM 6-12 pokiB) po3noYMHaIN 3aCTOCYBaHHS IIpenapaTy
3 mo3u 25 MT. Y natieHTiB, siki 6ynu paHAOMi30BaHi y TPyIIy IPUAOMY CepTpaliHy, CIIoCTepiranocs
3Ha4HO Oibllle MOKpalllaHHs, HiXK y MallieHTiB, gKi 0OTpUMYyBaiu Inaiebo, BifIIOBIIHO N0 OLIHKK 3a
Iutsiyoio 00ceCUBHO-KOMIYIbCUBHOIO ITKanoio €ms - bpayna CY-BOCS (p = 0,005), 'mo6anbHOI0
00CeCUBHO-KOMITYJIbCUBHOIO ITKa1010 HalioHanbHOTro iHCTUTYTY NcuxigyHOTo 3m0poB’s, CIIA (NIMH)
(p = 0,019) Ta mkamnow «3arajbHa KiIiHi4YHA OLliHKa — nokpaieHHa» (p = 0,002). Kpim Toro, y
TALEHTIB Y TPYIIi IPUHAOMY CepTpaIiHy IOPiBHSHO 3 I'PYIIOI0 IIPUIoMY IIIalebo crocTepiramsacs
TEeHMEHIIis 0o GiNbIIIoro MOKPAIeHHS 3a IIKAJIOK «3arajbHa KITliHiuHa OIliHKa — TSIXKKiCTh
3axBopioBaHHA» (p = 0,089). Cepenus KinbkicTh OaiB 3a mkanoio CY-BOCS Ha moyaTkoBOMY piBHI Ta
cepenHs 3MiHa KifIbKOCTi 0asliB MOPiBHAHO 3 TOYATKOBUM PiBHEM y I'DYIIi NAlLi€HTIiB, SKi OTPUMYyBalIu
nnane6o, ctanoBunu 22,25 + 6,15 i -3,4 = 0,82 BignoBiAHO, y TOX YacC K y I'PYIi NaLli€HTiB, IKi
OTPUMYBAJIX CEPTPaJIiH, CepemHs KinbKicTh 6asiB Ha II0YaTKOBOMY PiBHI Ta cepemHs 3MiHa KiTbKOCTi
0aJ1iB MMOPIBHSHO 3 MOYATKOBUM piBHEM cTaHoBwH 23,36 + 4,56 i -6,8 + 0,87 BigmoBigHO. ¥
PETPOCIIEKTUBHOMY aHaJli3i BiICOTOK MAIi€HTIB, sKi BiIIOBIJIX Ha Tepallilo Ta BU3HAYAIUCS SIK
MalliEHTH 31 3HUKEHHSIM Ha IoHalMeHIIe 25 % KinbkocTi 6amiB 3a mkanoo CY-BOCS (nmepBuHHUM
napaMeTp e(peKTHUBHOCTI) Bifl TOKa3HUKIB TOYAaTKOBOT'O PiBHS [0 KiHIIEBOI TOUKHU, CTaHOBUB 53 % y
rpyni npuitoMy ceprtpa’iny nopiBuasHo 3 37 % y rpymi mnamebo (p = 0,03).

IaHi 1I10[10 HOBTOCTPOKOBUX KITiHIYHUX HOCHTiIXKeHb e(eKTHBHOCTI 3aCTOCYBaHHS Mpemapary
nefiaTpUYHUM MallleHTaM BifCYyTHI.

Hitu. [JlaHi PO 3aCTOCYBaHHS CepPTpaiHy AiTIM BiKOM [0 6 POKiB BifACYyTHI.

[ToctmapkeTuHroBe mocimxkenus 6esneku SPRITES. Byno nmpoBeneHo o0cepBaliiiiHe
IIOCTMapKEeTUHT0BE [OCIIIXEeHHA 3a yyacTio 941 marieHTa BikoM Bif 6 10 16 poKiB, B IKOMY
OLIiHIOBaJIX [IOBrOTPHUBay 0e3IeKy Tepallil cepTpaiiHoM (i3 mcuxoTeparieto i 6e3 Hei) B
IIOPiBHAHHI i3 ICUXOTEPAIi€l0 CTOCOBHO KOTHITUBHOT'0, EMOLIINHOTO, (PiI3UYHOTO Ta
my0epTaTHOTO [03piBaHHS, TPUBAJIICTIO 10 3 POKiB. Lle mocmigKeHHS MPOBEeEeH0 B yMOBax
KJTiHIYHOI TPaKTUKHU y AiTel Ta MifIiTKiB 3 IepBUHHUMU OiarHo3aMu 00CeCUBHO-
KOMITYyJIbCUBHOTO PO3j1afy, Aempecii abo iHIKUX TPUBOXKHUX PO3JIAfiB 3 OLIHKOIO
KOTHITHBHOCTI (OLIiHIOETHCA 3a TecToM «Trails B» Ta inmekcom «BRIEF»),
IIOBEIiHKOBO1/€MOIIIHO] peryslLil (OI[iHIOETHCS 3a MOBEAiHKOBUM iHIEKCOM PeryIIsiil



«BRIEF») i ¢bisngHOr0/mmy6epTaTHOTO N03piBaHHS (OI[IHIOETHCS 3a CTaHOAPTU30BaHUM
iHmeKCcoM «3picT /Bara / ingekc macu Tina (IMT)» Ta cragieto TanHepa). CepTpaliH
3aTBEePAXKEHUN 11 3aCTOCYBaHHS B IeliaTpUYHINM IPaAKTULI JIUIIE A IallileHTiB BiKOM Bif 6
pokiB 3 OKP (muB. po3nin «Iloka3aHHsa»). CTaHOapTH3allis KOXKHOTO MEPBUHHOI0 ITOKa3HUKA
pe3ynbTaTy Ha OCHOBI CTaTEBO-BIKOBUX HOPM I10Ka3aJsia, 110 3arajbHi pe3yibTaTu
BifiMOBigasIu HOPMaJlbHOMY PO3BUTKY. He crocTepiranocs CTaTUCTUYHO 3HAUYIIUX
BimMiHHOCTEH BiJl TOYaTKOBUX IOKA3HUKIB, 3a BUHATKOM IIOKA3HMKA MacHu Tina. B
IIOPIBHSAJIPHUX aHajli3ax CIOCTepirajaucs CTaTUCTUYHO 3HAUYYILi Pe3yJibTaTH 1100 Macu
Tiza, OOHAK BeIWYMHA iXHbOI 3MiHUM Oya HE3HAYHOIO.

dapmakoKiHETHKA.

AGcop0is. [Tpotsirom 14-meHHOT0 MpUtoMy cepTpaniny y mo3ax 50-200 mr (mepopanbHo, 1 pa3 Ha
no0y) vy mofed miK KOHIIeHTpallii cepTpaiiHy y mi1a3Mi KpoBi mocsaraeTbest yepes 4,5-8,4 roguHu
micys mpuiiomy. [:Ka CyTTEBO He 3MiHIOE Oi0HOCTYIHICTL cepTpaliHy y TabieTKax.

Po3nogin. ITpubnusno 98 % mUpKyI0H04oro cepTpainy 3B’ 13yeThCs 3 OiTKaMu IJ1a3Mu KPOBI.

BioTpancdopmauis. CepTpaiH 3a3Ha€e iHTEHCUBHOT'O TPECUCTEMHOT0 MeTab011i3aMy («edeKT mepiioro
IIPOXOMXKEHHI») Y TeYiHIIi.

Ha 0CHOBI maHUX KITiHIYHKX JOCITIIXKEHb Ta JOCIIiIXKeHb in Vitro MoxkHa 3po0UTH BUCHOBOK, II10
cepTpallid MeTabomni3yeThcsa GaraTbMa LIIAXaMu, 30KpeMa 3 y4uacTio pepmenTiB CYP3A4,
CYP2C19 ta CYP2B6 (muB. po3min «B3aeMopmist 3 iHIMMMY JTiKapChKUMU 3aco0aMu Ta iHIIi
BUOY B3aeMopiii»). CepTpariH Ta #0r0 OCHOBHUYN MeTa0OoJIiT Ie3MeTUIICEPTPaJIiH TaKOXK €
cybcTpaTamu P-TmikonpoTeiHy B yMOBax in vitro.

Eniminanis. CepenHiit nepion HaniBBUBEEHHS CEPTPaIiHy CTAaHOBUTH NMPUONIKU3HO 26 TOnUH (Y
miama3oHi Big 22 mo 36 roguH). BignmoBigHO J0 TepMiHANIBHOTO IIEePioAy HalliBBUBEIEHHS
CIIOCTEpPIraeThCst KyMyJIAIis Ipenapary (3i 30inblIeHHSAM #oro piBHS MpuONIU3HO BABiYi) 10
PiBHOBaXKHUX KOHLIEHTPALIl, AKi JOCATAI0TECSA Yepe3 1 TUXIeHb 3aCTOCYBaHHA Ipenapaty 1 pa3 Ha
no0y. [lepion HamiBBUBeeHH N-me3MeTuncepTpasiny cTaHoBUTh 62-104 rogunu. Ceprparin Ta N-
Ie3MeTUICEPTPaIiH iHTEeHCUBHO MeTab01i3yI0ThCS B OPTraHi3Mi JIIOAKMHY, iX KiHLleBi MeTabomiTu
BHUBOIATHLCS 3 KAJIOM Ta Cedyelo B OMHAKOBUX KibKOCTAX. TiIbKU OyKe He3HayHa YacTuHa (< 0,2 %)
CcepTpaliHy BUBOAUTHCA 3 CEUEI0 Y HE3MiHEHOMY BUTJIAML.

JliHiiHiCTH/HeNiHINHICTE. PapMaKOKiHEeTHKa cepTpalliny y miana3oHi 1o3 Big 50 mo 200 mr e
[0303aJ1eKHOI0.

dapMaKOKiHEeTHKa B OKPEMHUX I'pyIlax IallieHTiB

Hitu 3 OKP. ®apMaKkoKiHeTHKa CepTpasliHy BuBYanacs y 29 mgiteu BikoMm 6-12 pokis Ta y 32 mifAiTKiB
BikoM 13-17 pokiB. ¥ 11X maIfi€HTiB MOCTYIIOBO 30ibIIyBaIu 403y UIIAXOM il TUTPYBaHHS 4O 0000BOI
no3u 200 Mr mpoTtsiroM 32 OHIB, MOYKMHAOUM 3 1034 abo 25 Mr, abo 50 Mr 3 MOCTYyIOBUM
36inpmenHsM. [1pu 3acTocyBaHHi penaparty y go3ax 25 Mr Ta 50 Mr nepeHocuMicts Gya
OJHAKOBOK. Y PIBHOBaXXHOMY CTaHI IIPX 3aCTOCYBaHHI penapaty y fo3i 200 Mr KOHIIeHTpaIlil
cepTpaiHy y ma3mi KpoBi y rpyi aiTe# BikoM 6-12 pokiB Oynu npubnusHo Ha 35 % BUILL MOPIiBHSIHO
3 TaKUMHU y TPYIIi narieHTiB BikoMm 13-17 pokiB i Ha 21 % Buili nopiBHAHO 3 pepepeHTHOI0 I'PYIIO0
nopocnux. He croctepiranocsd 3HauyIIMX BiIMIHHOCTEX MiX IMOKa3HHKaMU KITIPEHCY Y XJIOMYHUKIB Ta



miBuaToK. TaKMM UMHOM, [IJIST 3aCTOCYBaHHS IIperapaTy OiTsM, 0COOIMBO 3 HU3bKOI0 Maco0 Tina,
PEKOMEHIYEThCST HU3bKa II0YATKOBA /1034 i il 30i/IbIIeHHs IPU TUTPYBAHHI 03U 3 KPOKOM Y 25 MT.
[TigmiTkaM MOKHa 3aCTOCOBYBATH TaKi XK OO03H, LI0 ¥ JOPOCIIKM.

[TipniTkY Ta malieHTH JMiTHLOTO BiKy. ®apMaKoKiHeTUUHMI TPOQinb cepTpainy y miamiTKiB Ta B ocib
JIITHBOTO BiKY 3HAUYyIlle He BiIPi3HAETHCA Bifl TAKOr0 y HOPOCIUX BikoM 18-65 pokis.

[MopymenHus QyHKIH mevinky. Y Malli€HTiB 3 VIIKOAXKEHHSIM IIeYiHKY epiof HalliBBUBEOEeHH S
cepTpa’liHy IO0BXKYEThCS i TIomIa mif papMakoKiHeTHYHOI KpuBoio (AUC) 30inbIyeThCsS
BTpui (ouB. po3minu «Crocib 3acTocyBaHHS Ta 0o3u» i «OCOOIUBOCTI 3aCTOCYBaHHS»).

[TopymieHHs QYHKIIiM HUPOK. Y MAIi€HTIiB i3 MOPyIIeHHIM (QYHKIIii HUPOK MTOMIipHOTO a0 TSIKKOTO
CTyTIeHd He Bif3HadasoCcs 3Ha4yI[ol KyMyslil cepTpaiiny.

dapmakorenomika. B oci6 3 moBinsHUM MeTabomizmom CYP2C19 piBHi cepTpainy y mia3mi KpoBi
Oymu npubnu3Ho Ha 50 % Buili mopiBHSIHO 3 ocobamu 3i mBuOKUM MeTabomiamom CYP2C19. Kniniune
3HAYEHHS IIhOT0 SIBUILA He 3’siCOBaHe, TOMY IOTPiOHEe TUTPYBAHHS NO3H, 3aI€3KHO Bif KITiHIYHOI
BifgmmoBifgi mamieHTa.

KriHiuH] XapaKTepUCTUKH.

IToka3aHHS.

Ceprparnin nokKa3aHuy A1 JIiKyBaHHS HACTYyTHUX PO3JIaiB:
BeJIMKi IelpecuBHi emizonu. 3anobiraHus peluauBy BeIUKUX IeIPEeCUBHUX €Ii30/iB;
IaHiuHi po3nangu 3 HasgBHICTIO abo BifcyTHicTIO aropadobii;
o6cecuBHO-KOMIynbcuBHUY po3nan (OKP) y mopocnux Ta miTei BikoM 6-17 pokis;
COLIiaTbHUY TPHUBOXKHUAM PO3JIaf;

IIOCTTpaBMaTU4YHUM cTpecoBuid posnan (ITTCP).

[IpoTunoka3aHHS.

[TigBueHa YyTIUBICTE [0 AiI040l pe40oBUHYU ab0 [0 Oyab-IKOl 3 HOMOMIKHUX PEYOBHH, 3a3HaYEHUX Y
po3amini «Ckmag».

[TpoTunokasaHe OfHOYaCHE 3aCTOCYBaHHS CepTpalliHy 3 iHribiTopamu MoHoaMmiHOKcuaasu (MAO)
He0OOPOTHOI [iii ¥ 3B’A3KYy 3 PU3UKOM PO3BUTKY CEPOTOHIHOBOT'O CUHAPOMY 3 TAKUMU CUMIITOMaMU SIK
30ymKeHHs, TPeMOp Ta TimepTepMis. Po3moynHaTy TepaIiio cepTpaaiHoM He MOXKHA II0OHaWMeHIIIe
npoTsaroM 14 oHiB mics NpUIMHEHHS Kypcy HiKyBaHHS iHri6iTopoMm MAQO HeoOGopoTHOI fil.
3acTocyBaHHS CEpPTpPAJiHy Cifl MPUIUHUTH II0HaWMeHIIe 3a 7 OHIB 10 oYaTKy Teparril inribiTopoM
MAO Heo060pOTHOI fil.

[IpoTunokasaHe ogHOYACHE 3aCTOCYBaHHS CepTPaliHy Ta ImiMo3upny (OuB. po3nin «B3aemonis 3
iHITMMHM NTiKapCbKUMM 3aco0aMu Ta iHII BUOYM B3aEMOIiii»).



B3aemopist 3 iHmuMy TiKapChKUMH 3aC00aMM Ta iHII BUIH B3aEMOJIIM.

[IpoTunoka3aHi

Iaribitopu MoHoaminokcupasu (IMAO)

IMAO ueo6GopoTHOI fii (Hampuknag cenerinin). [IpoTUOKa3aHe 3aCTOCYBaHHS CePTPaiHy pa3oM
3 IMAO Heo00pOTHOI [iii, TaKUMU SK cejerinid. Tepamiio cepTpasiHOM MOXKHa PO3MOYNHATH
He paHile HiX 4yepe3 14 gHiB micns npunuHeHHS Kypcy JikyBaHHA IMAO Heo60poTHOI fil.
3acToCyBaHHS CepTpaIiHy CJIif IPUIMHUTHU IIOHaWMeHIIe 3a 7 OHIB [0 IT0YaTKy Teparril
IMAO HeobGopoTHOI mil (muB. po3min «IIpoTUIIOKa3aHHS»).

CenexrtuBHui iHri6iTOp 060pOTHOIL Aii MAO-A (MOKIO6EMIN). Y 3B’SI3KY 3 PU3UKOM PO3BUTKY
CEPOTOHIHOBOTO CUHAPOMY He CIIifl 3aCTOCOBYBaTH CEPTpasiH y KoMbOiHallil 3 CeIeKTUBHUM
IMAO o6opoTHoi fii, TakuMu sIK MoKnoOemin. ITicns BimMinu inribiTopy MAO o6opoTHOI mil
mepiof mo ImoYaTKy Teparii cepTpaiiHoM Moxe OyTH KOpoTInuM 3a 14 mHiB. PeKOMeHIYEThCS
IPUNIUHUTH 3aCTOCYBaHHS CEPTPAJIiHy IoHaMeHIIe 3a 7 OHiB J0 mo4aTKy Tepanii IMAO
o0opoTHOI mil (muB. po3min «IIpoTUlIOKa3aHHS»).

HecenexrtusHi inriéitopu MAO o6opoTHoi aii (mine3oming). AHTHOIOTHK JIIHE30JTi € c1abKuM
HeceneKTuBHUM IMAO 000pOoTHOI Ail, 1110 He CIIifl 3aCTOCOBYBATH IallieHTaM, SKi IpUiMaTh
cepTpasiH (ouB. po3nin «IIpoTunoka3aHHA»).

Bynu 3apeecTpoBaHi TsKKi 100iuHi peakiiii y maIfieHTiB, sKi HeIOmaBHO TPUITNHUIIN 3aCTOCYBaHHS
IMAO (sampukiaj, MeTUIEeHOBUYM CHHIiN) i po3moyasny MpuioM cepTpatiny, abo SKi mIpUIuHUIN
Tepariio cepTpasiiHoM He3aloBro [0 noyaTky 3actocyBanHd IMAO. 1li peakii BKTI0Yanu Tpemop,
MiOKJIOHiI0, TIOCHJIeHEe IOTOBUINIEHHS, HyIOTY, OJII0BaHHS, IPUILJINBY, 3allaMOPOYEHHS Ta
rimepTepMito 3 IposiBaMH, 1110 HaragyBald HEUPOJIENTUYHUN 37I0KICHUU CUHAPOM, CYAOMH 1
JleTaJIbHUU HaCJIioK.

[MTimo3un

Y mocnigkeHHi 3 OMHOKPATHUM ITPUIOMOM HU3bKOI 103U MiMO3uAy (2 MT) CIIOCTEpIranocs
36inbIIeHHs PiBHIB miMo3uny npubnu3Ho Ha 35 %. Take migBuIleHHS PiBHIB He acollioBanocs 3
XKOIHUMHU 3MiHaMu MoKa3HUKIB EKI'. Xoua MexaHi3M Ili€l B3aeMOoil HeBiqoMuH, OgHOYaCHEe
3aCTOCYBaHHS CepTpasliHy i MiMO3uAY NPOTUIIOKa3aHe Y 3B’43KYy 3 BY3bKUM TepPalleBTUYHUM IHIEKCOM
niMo3upny (ouB. po3pin «IIpoTunoka3aHHs»).

He pekoMeHOYETHCSI OOHOYACHE 3aCTOCYBAHHS 3 CEPTPAIiHOM
3aco0u, AKi NIPUTHIYYIOTh IIEeHTPaJIbHy HEPBOBY CUCTEMY, i alIKOTOJIb

OpHOYacHe 3aCTOCYyBaHHS cepTpaiiiny y go3i 200 Mr Ha no0y He IOTEeHIIiI0BaJjIo BIJIMB aIKOT0JIIO,
KapbaMaserminy, rajonepungony 4 ¢GeHiToiHy Ha KOTHITHBHI Ta IICHXOMOTOPHI QYHKIIil Y 3M0pOBUX
y4aCHUKIB fociigxenHs. OgHaK OOHOYAaCHe 3aCTOCYBaHHS CEpPTpasIiHy 3 ajlKorojeM He
PEKOMEHYETHCS.

[H11i cepoToHiHepriyHi mikapchKi 3acobu

(MuB. po3min «OcoOMMBOCTI 3aCTOCYBAHHSI»).



PexomeHOy€eThCS 3 00€peKHICTIO TPU3HAYaTH CepTPaliH 3 OmioifaMu (TaKuMU K (QeHTaHisn, 110
3aCTOCOBYETHCS IIEPEBAXKHO IIif] Yac 3arajbHOr0 HApPKO3y Ta B Tepamil XxpoHiuHoro 60s110) ¥ iHIIUMHI
CEePOTOHIHEPTriYHUMHU IIpernapaTaMu (B TOMY YHCJIi iHIIMMU CEPOTOHIHEPTiYHUMU aHTHAEIIpecaHTaMy,
amdeTaMiHaMU Ta TPUIITAaHAMHU).

Oco6nuBi 3ano0ixkHi 3aX0IX IPKU 3aCTOCYBAHHI
[Ipenapaty, sKi momoBXy0Th iHTepBan QT

Pusuk nomoBxkeHHs iHTepBany QTc Ta/ab0 MIMTYHOYKOBUX apUTMil (HaMpUKIaf IITyHOYKOBOI
Taxikapfii TUMy «IipyeT») MigBUIIYETLCS Y pa3i OMHOYACHOTO 3aCTOCYBaHHS 3 iHIIMMU IIpeliapaTaMi,
SKi TogoBXKYyIoTh iHTepBan QTc (Hanpukian gesiKi aHTUIICUXOTUYHI 3aco0u ¥ aHTUOIOTUKY) (OUB.
po3minu «Oco6auBOCTi 3aCTOCYyBaHHS» Ta «dapMaKoguHaMika»).

Jlitin

Y n1a1e60KOHTPOILOBAaHOMY OOCIIIKEeHHi 3 Y4acTIO 3[0POBUX HOOPOBOJIBIIIB OMHOYACHUH ITPUIOM
cepTpatiHy Ta JIiTil0 3HA4yIIo He 3MiHIOBaB (papMaKOKiHETUKY JIiTii0, OGHAK IIPHU3BONUB [0
TIOCHUJIEHHS TPEMOPY MOPiBHSHO 3 myaiebo, 0 CBITYUTh PO MOXKIUBY (papMaKOmUHAMIUYHY
B3aeMofito. [Ipy ogHOYACHOMY 3aCTOCYBaHHI cepTparliHy Ta JiTiio ciig 3a6e3neyuTy HaleXKHUH
KOHTPOJIb CTaHy Malli€HTa.

deHiTOIH

PesynbraTu m1ane60KOHTPOIEOBAHOTO OOCTIIXKEHHS 3 y4aCTIO 3[0POBUX OOPOBOJIBLIB CBiYaTh PO
Te, 110 TPHUBAINM IPUNOM cepTpaniny y mo3i 200 Mr/go0y He MPU3BOOUTD OO KIIHIYHO BaXKJIMBOTO
inribyBaHHS MeTabomidaMy QeniToiny. OgHaK gaHi 3BiTiB JesIKUX BUMAAKIB CBiYaTh PO BUCOKI
€KCIT03uIlil (PeHiTOIHY y MAaIliEHTIB, IKi 3aCTOCOBYIOTh CEPTPaliH; PEKOMEHYETHCS ITPOBOAUTHI
MOHITOPUHT KOHIIeHTpallil (eHiTOIHy y IJa3Mi KPoBi MPOTATOM ITOYaTKOBOT'O eTally Teparil
CepTpaIiHOM i3 BiATOBIGHUMHU KODPEKIisiMU [03U (QeHiToiHy. KpiM TOoro, ogHOYaCHe 3aCTOCYBaHHS
npenapary 3 (peHiTOIHOM MOXKe IPU3BECTH [0 3HUKEHHS KOHIIEHTPAllil CepTpasliHy y Ijaa3Mi KpPoBi.
He Mo0XHa BUKJIIOUHUTY MOXKJIMBICTh 3HUXKEHHS PiBHIB CepTpaiHy y mja3Mi KpOBI [ifi BIJIMBOM iHIINUX
inmykTopiB hpepmenty CYP3A4, nanpukinap ¢penobapbiTany, kapbaMa3eriny, IpemaparTiB 3Bipo6oi0 Ta
pudamminuny.

Tpunrauu

[IpoTsrom nepiony micnsgpeecTpanivHoro Harjasgy HaaXOoOuiau MOOOUHOKI IOBIAOMIEHHS IIPO
BUIIQ[IKH PO3BUTKY ClabKOCTi, rineppedekcii, mopyiieHHs KOOPAUHAIIil, BimuyTTs 30eHTEXKEHHS,
TPUBOKHOCTI Ta 30yAKEHHS MiC/Isi OMHOYACHOT'0 3aCTOCYBaHHS CEPTPAJIiHy i CyMaTpUITaHy.
CHUMIITOMYU CEPOTOHIHEPTIYHOT0 CUHAPOMY MOXKYTh TaK0XK PO3BHMBATUCS IIPU 3aCTOCYBaHHI iHIINX
IpenapariB LbOr0 X KjIacy (TpUITaHiB). fKII0 OHHOYACHE JIIKyBaHHS CepPTPaiiHOM Ta TPUNTAHAMHU €
HeOoOXiTHUM 3 KJTiHIYHOI TOYKY 30py, PeKOMEHI0BaHO 3a0e3MeYnTH BigIOBiIHUM HATISAL 3a
naiieHToM (IuB. po3ain «OcobIMBOCTI 3aCTOCYBAHHS»).

Bapdapun

OpHOYacHe 3aCTOCYyBaHHS cepTpaiiny y mo3i 200 mr/mo6y Ta BapdapuHy IPU3BOIUIIO [0
HE3HAYHOTO, ajle CTaTUCTUYHO 3HAUYIOro 30iblIeHHs TPOTPOMOIHOBOTO Yacy, 1[0 MOXKe Y HesSKUX
PiOKICHUX BUIlafiKaxX IPU3BECTHU [0 MOPYIIeHb Mi2KHapOJHOI0 HOpMaJli3oBaHOro BigHomeHHsa (MHB).
ToMy cnif peTenbHO KOHTPOJIIOBATH I0OKA3HUK IIPOTPOMOIHOBOTO Yacy Ha II0YaTKy JIiKyBaHHS
CepTpasiHOM Ta IPHU WOTO BiAMiHi.



B3aemopmisa 3 iHITUMH HiKapCLKI/IMI/I SaCOGBMI/I, 3 TUTOKCHHOM, aTE€HOJIOJIOM, TUMETUOANHOM

OpHoYacHe 3aCTOCYBaHHS 3 IIUMETUAWHOM IIPHU3BOAUIIO 10 CYTTEBOTO 3HUKEHHS KITipEHCY
cepTparniny. KiiHiuHe 3HaYeHHS IIUX 3MiH He 3'sicoBaHe. CepTpalliH He BI/IMBaB Ha OeTa-
anpeHo0JIOKYIOUi BIacCTUBOCTI aTeHOnony. IIpyu oqHOYacHOMY 3aCTOCYBaHHI cepTpaniny y mo3i 200
Mr/mo0y Ta OUTOKCUHY He OyJI0 BUSIBIIEHO HisIKOI B3aeMOii.

Jlikapchbki 3aco0w, 110 BIIJIMBAIOTE Ha QYHKIII0 TPOMOOLMTIB

[TigBUILITYETHCS PU3UK BUHUKHEHHS KPOBOTEUI IIPU OJHOYACHOMY 3aCTOCYBaHHI CEJIEKTUBHUX
iHri6iTOpiB 3BOPOTHOTO 3axomnseHHs cepoToHiny (CI33C), BKIoUaouu cepTpatiH, 3 TiKapCbKUMU
3acob6aMu, ITI0 BIIJIMBAIOTH HAa TPOMOOIIMTAPHY QYHKIIIO (HAaIIPUKIIaf 3 HECTEPOITHUMU
mpoTu3ananbHuMu npemnapaTamu (HIT3IT), aneTuncaminuioBo KACIOTOIO i TUKIOMimHHOM) a00
iHImMMUMY TiKapchKUMU 3acobamy, 110 36iIbIIyIOTE PU3UK KPOoBOTedi (quB. po3min «Oco0auBOCTi
3aCTOCYBaHHS»).

BrnokaTopu HEpPBOBO-M's130B01 ITepenayi

CI33C M0oXyTh 3MEHIIIyBaTH aKTUBHICTh XO/IiHECTEPA3H Yy IJIa3Mi KPOBI, 110 TPU3BOAUTE [0
II0JOBXKeHHS 0JI0KyBaHHS HEPBOBO-M'5130BO1 ITepefadi MiBakypieM a0o iHmuMu 6110KaTOpaMu
HEPBOBO-M SI30BOI Iepeayi.

3acobu, 1m0 MeTaloi3yIThCS 3 y4acTio uutoxpomy P450

Ceprparin Moxe [IisTH 9K cnabkuii abo nomipuuit iHridiTop isodpepmenty CYP2D6. Tpuanui
IPUHOM cepTpasiHy y no3i 50 Mr/moby npu3BOgUB OO TOMIPHOTO MifBUILIEHHS (Y CEpegHbEOMY Ha
23-37 %) piBHOBaXKXHUX KOHLIEHTpALI! Ae3UlpaMiny y Ia3Mi KPoBi (I0Ka3HUK aKTUBHOCTI
izodepmenty CYP2DG6). KniniyHo 3Hauyi B3a€Mofil MOXKYyTh BigOyBaTuCS 3 iHIMMMU cybCcTpaTaMu
CYP2D6 3 By3bKHMHU TepaleBTUYHUMHU [ialla30HaMU, TAKUMU K IPOTUAPUTMIuHI 3acobu Knacy 1C,
30KpeMa nponadeHoH i (ekaiHif, TPUITMKITIYHI aHTUOETIPECAHTH i TUIIOBI aHTUIICUXOTUYHI 3ac0o0H,
0CcOo0/IMBO Ha TJIi 3aCTOCYBaHHS CEPTPAJIiHy V BUIIMX [03aX.

CeprpariH He BUCTyTa€ KiIiHiYHO 3HauymuM iHribitopom izodepmenTiB CYP3A4, CYP2C9, CYP2C19
ta CYP1A2. Ile migTBepOKy€eThCS pe3yabTaTaMy OOCTIiIKEHb B3aEMO/Ii1 ITpemaparis in vivo i3
3actocyBaHHSIM cy6cTpaTiB CYP3A4 (eHOOTeHHOTO KOPTU30I1y, Kapbamaseminy, TeppeHaguny,
anmnpasojnamy), cyoctpaty CYP2C19 (miazenmamy) i cy6ctpatiB CYP2C9 (TonbyTraminy, rinibenknaminy i
dbeniToiny). Pe3ynbraTtu gocmimkens in vitro cBiguats mpo Te, IO CEPTPAIiH Ma€ AyXKe Malui
noTenItian iuribyBanus CYP1A2 a6o He Mae #oro B3ararsi.

[MlogeHHUY MPUINOM TPHOX CKISHOK I'PeU(PPyTOBOTO COKY MPU3BOAUB A0 MifBUIIEHHS M1JIa3MOBUX
piBHIB cepTpaniny mMaiixke Ha 100 % y nmepexpecHOMy HOCTiAXKeHH] y 8 3M0POBUX 0Ci0 SIMOHCHKOI
HaIllOHAJIBHOCTI. TOMy CJIifi YHUKAQTH IPUNOMY IperndpyToOBOTO COKY IIifl YaC 3aCTOCYyBaHHS
cepTpaininy (guB. po3min «Oco6IMBOCTI 3aCTOCYBaHHS»).

Buxopnsuu 3 pe3ynbTaTiB AOCTiAKEHHS B3aEMOIii 3 rpeUnpyTOBUM COKOM, HE MOXKHA BUKIIIOUUTH
MOXKJIMBICTb HaBiTh 3HAYHO OiNIBINIOTO MiABUIIIEHHS €KCIO3KIIil cepTpaliHy IPu 0GHOYaCHOMY
3aCTOCYBaHHI 3 IOoTykHUMHU iHTiOiTopamu dbepmenty CYP3A4, nanpuknap 3 inribiTopamMu mporeas,
KeTOKOHA30JI0M, iTpakKOHa30JI0M, [103aKOHAa30JI0M, BOPUKOHA30JI0M, KJITAPDUTPOMIIIUHOM,
TeiTpoMilMHOM Ta HedazomonoM. Lle TakoX cToCyeThcst moMipHuUX iHribiTopiB CYP3A4, HanmpuKiazg
amnperniTaHTy, epUTPOMILINHY, (GIIYKOHA30JTy, BepalaMiny Ta gunriaseMy. Crig yHUKaTH
npuiioMy noTyxkHUX iHribiTopiB CYP3A4 mig yac Tepamii cepTpasiHOM.



B oci6 3 moBinsHEM MeTabosiaMoM CYP2C19 nna3MoBi piBHI cepTpaltiHy HifgBUIIYIOTHCS
npu6nu3Ho Ha 50 % mopiBHSIHO 3 ocobamu 3i mBugKuUM MeTtabomnizmom CYP2C19 (nus.
po3gin «®apMakoKiHeTHKa»). He MOXKHa BUK/IIOYUTH MOXKJIUBICTD JTIKapChKOl B3aEMO{il 3
noTykHUMHU iHTi6iTopamu CYP2C19, HanmpuKian 3 oMenpa3ojioM, 1aH30IIpa30JIoM,
IIaHTOIPa30s10M, pabenpa301oM, pIyoKCEeTUHOM, (IyBOKCAMIiHOM.

Oco6MBOCTI 3aCTOCYBaHHS.
Ceporoninosuit cuagpoM (CC) abo 3nmoskicuuit HelponentTuunuii cuagpoM (3HC)

[Tpu 3actocyBanni CI33C, BKIIO4YaOUU Tepalio CepTPaiHoM, IOBIIOMIISIOCA IIPO PO3BUTOK
CUHMIPOMIB, 110 MOXKYTh OyTu HeGe3meuHuMu st KUTTs, Takux ik CC yu 3HC. Pusuk po3sutky CC
yu 3HC nipu 3actocyBaHHi CI33C 3pocTae y pa3i 0HOYaCHOT0 3aCTOCYBaHHS IHIINUX
CEepPOTOHIHEePriyHuX 3aco0iB (BK/II0YAIOYH iHIITi CEPOTOHIHEPriuHi aHTUIeIPeCaHTH, aM(peTaMiHH,
TPUIITAHM) 3 3aco0aMu, 110 MOPYIIYIOTh MeTaboJIi3M cepoTOHIHY (BKModaiouu IMAO, HallpuKkiazn
METUJIEHOBUH CUHil), aHTUIICUXOTUYHUMU 3aco0aMu, iHIMMMYU aHTaroHicTaMu godaMiHy Ta
omioimamu. Y malli€HTiB CIIifl MPOBOOUTH MOHITOPUHT Ha MPeAMeT IOSIBH 03HaK Ta cuMnToMiB CC un
3HC (muB. po3min «IIpoTUIIOKa3aHHS»).

[Tepexip i3 CI33C, anTumenpecanTiB ab0 aHTHOOCECUBHUX IIPEIapaTiB

IcHyI0TH 00MeXkKeHi JlaHi KOHTPOJIbOBAHUX [OCIIi[I>KEHb 3 BUBUEHHS ONTUMAaJIbHOTO 4acy
nepekioderHs 3 CI33C, antunenpecanTiB abo aHTHOOCECUBHUX IIpeNapaTiB Ha cepTpatid. Cif
IIPOBOJUTH HaJIEXKHUM MeIUYHUN OTJIAM IPU TaKUX 3MiHaX y JTiKyBaHHi, 0COOIMBO IIpU ITepexofi Ha
CepTpaJliH 3 TaKWX IIpenapaTiB TPpUBasol Ail, K GIyOKCETHH.

[nmi cepoToHiHepriuni 3acobu, Hanpukian Tpuntodan, bendnypamin ta 5-HT-aronictu

OpmHOYaCHe 3aCTOCYBaHHS CePTPaiHy Ta iHIIKX 3aco0iB, 110 TOCHUITIOITh ePEKT CePOTOHIHEPTriYHOl
HeUPOTPaHCMici], TakuX K aMbeTaMiny, Tpuntodas, peHdaypamis, 5-HT-arorictu yu pocnuHHI
TIpemnapaTH, mpenapaty 3Bipo6oto (Hypericum perforatum), ciig npoBoguty 3 o6epexHicTio, i Takoi
KoMOiHOBaHOI Teparii BapTo YHUKATH (Yepe3 MOXJIUBY hapMaKOAUHAMIUHY B3aEMOIIIO0).

[TomoBxenns iHTepBany QTc / MUIyHOYKOBA TaxiKaphis TUIY «IIipyeT»

[IpoTsarom nepiopy micnsipeeCTPaLiiHOr0 3aCTOCYBaHHS CePTPaliHy MOBiOMIISIOCS IIPO BUNAOKU
nofoBXKeHHs iHTepBany QTc i MIyHOYKOBOI TaxiKapAil TUILY «IIipyeT», 3@e0iNbIIoro y NalieHTiB AKi
Manu GaKTopu PU3UKY. Brinue Ha nmomoBxkeHHs iHnTepBany QTc 6yB migTBepAXKEHUN Y OOCTiIXKEeHH]
QTc y 3mopoBux m0OPOBOIIBLIIB i3 CTATUCTHYHO 3HAUYIIUM ITO3UTUBHUM CITiBBiTHOIIEHHSIM
«EKCII03HULiI—BianoBigb». ToMy ciifi 3 00epexkHiCTI0O 3aCTOCOBYBaTH CepTpPaJIiH nalieHTaM i3
[OOATKOBUMU (aKTOpaMy PU3UKY OAoBKeHHS iHTepBany QTc, TakuMU 5K CepleBi 3aXBOPIOBaHHS,
rinokaniemisi abo rinoMarsiemisi, mogoBxeHHS iHTepBany QTc y pominHHOMY aHaMHe3i, OpafguKapmis
Ta OMHOYACHEe 3aCTOCYBAHHS JIIKAPChKUX 3ac00iB, 110 TOTOBKYIOTh iHTEpBan QTc (TuB. po3minu
«B3aemopis 3 iHIIUMY NTikKapChbKUMK 3ac00aMu Ta iHII BumM B3aeMomii» i « PapMaKoguHaMiKa»).

ITocunenud rimomanii abo Manii

[ToBimoMusinioCs PO BUHUKHEHHS CUMIITOMIB MaHil/TimoMaHil y HEBEJIMKOT0 BiCOTKA MAalli€HTiB, Ki
OTPUMYBAJIM 3aPEECTPOBaHI aHTHOENIPECAHTH Ta aHTMOOCECUBHI TpenapaTy, BKII0Yal0Yy CepTpaliH.
Tomy crif 3 06epekHICTI0 3aCTOCOBYBAaTH CEPTPaliH MallieHTaM 3 MaHi€lo/rinoMaHieo B aHaMHe3i.



HeoOxiguuii peTenbHUYM Harsap nikaps. [Ipy BUSBIeHH] 03HAK MaHiaKaibHOI a3y y malieHTa
3aCTOCYBaHHS CepTpaIiHy CIif MPUIUHUTH.

[MMusodpenis
[TcuXOTHYHI CHMIITOMU MOXKYTh IIOCUJTIOBATHCS Y TAI[iEHTIB i3 mu3odpeHiero.
Cymomu

[Tpu Tepamil cepTpaIiHOM MOXKYTb BUHUKATH Cy[IOMU: CEPTPAJIiH He CJIif IpH3HavyaTHd XBOPUM i3
HecTabi/IbHOIO EINiJIeTICi€lo; ¥ XBOPUX i3 KOHTPOIHOBAHOIO EIIiJIeIICielo 3aCTOCYBAHHS CepTpaIiHy
noTpebye peTenbHOro Harnany. [lamienTaM, y IKUX BUHUKAIOTh CYOOMH, IIpenapaT HeoOXigHO
BiIMiHUTH.

Cyiuugu / cyluupganbHi OyMKY / CyliuaanbHi cipodu abo KTiHiuHI 03HaKU NMOTipIIeHHS

Iemnpecis acoIiloeTbCA 3 MiABUILIEHUM PU3NKOM BUHUKHEHHS CyIlUAaNbHUX IYMOK, CAMOYIIKOOKEeHb
Ta cipob cyinuny (CyiluaanbHUX O Ta TposiBiB). Lle pusuk icHye 6e3mocepeqHbo 10 Yacy
MOCATHEeHHS 3HaYHOI peMicil. OCKiNbKHY MOKpAIlaHHs CTaHy XBOPUX Moxke He BimOyBaTHUCS
IIPOTSATOM IEPIINX KiTbKOX THKHIB a00 OiIbIIIOro Iepiody Teparii, malieHTaM CIIif
nepeOyBaTH ITiJl peTeIbHUM HaTrJIsIgOM 10 HaCTaHHS I[bOTO ITOKPAIaHHs. 3arajioM KIiHiYHuH
MOCBIl CBiMYMTE IIPO Te, 1[0 Ha PaHHIX eTamnax OgyKaHHS PU3UK CYIIUAy 30i/TbIIyETHCS.

[H1mi IcuxiyHi cTaHy, Ay JiKyBaHHS SKUX IPU3HAYa€ThCAd CEPTPAaJliH, TAaKOXK MOXKYTh aCOLil0BaTUCS
3 IifBUIEHNUM PU3UKOM PO3BUTKY CyIllMaNbHUX [Iiil Ta nposiBiB. KpiM Toro, 11i cTaHU MOXYThL OyTH
CYIIyTHIMU 3 BEJINKUM [EIlIPECUBHUM pO3J1afoM. TaKUM YMHOM, aHaJIOTI4H] 3aCTepeXHi 3aX0aH, 110
CTOCYIOThCS JIIKyBaHHSI XBOPUX 3 BEJIMKUM [IeIPECHBHUM PO3j1afoM, HeoOXifHi i Ipu NiKyBaHHi
Malli€HTIB 3 IHIIUMY IICUXIYHUMU PO3JIafiaMu.

Bimomo, 110 y namieHTiB i3 cyilluganbHUMHU JisIMU Ta IIPOsiBaMU B aHaMHe3i ab0 Malli€HTiB, y AKUX IIe
[0 ITOYATKY Tepallii 3HaYHO0 MipOI0 BUSIBIISIETCS CYIlUIaIbHE MUCIIEHHS, iCHYE OiNTbITNN PU3UK
BUHUKHEHHS CYillUOaIbHUX OYMOK a00 CyinuganbHUX cpo0, ¥ 3B’I3KYy 3 UM IM CJIifl 3HaXOOUTUCS
IIiJ] peTeJIbHUM HarJIggoM IIif 4yac JiKyBaHHd. MeTaaHasli3 faHUX, OTPUMaHUX Y pe3ybTaTi
IIPOBefieHH M1a1e60KOHTPOILOBAHUX KITIHIYHUX IOCHII2KEHb i3 3aCTOCYBaHHSIM aHTHIETIPECAHTIB
[OPOCIIUM TIAIliEHTaM i3 ICUXiYHWMU po37afaMH, T0Ka3aB MMiIBUILIEHNI PU3UK MIPOSBIiB CyllUgaIbHOL
IIOBEIHKY IIPU 3aCTOCYBaHHI aHTUEIIPECAHTIB y NallieHTiB BIKOM 40 25 POKIB ITOPIBHAHO 3 TaKUM
IIPY 3aCTOCYBaHHi I1ane6o.

Crip peTenpHO CIIOCTepiraTu 3a MallieHTaMy, 30KpeMa 3a IallleHTaMU 3 BUCOKUM PU3UKOM PO3BUTKY
cyinmpmanbHOCTI, 0cO0MMBO Ha MOYATKY Tepamil Ta micis 6yab-IKUX 3MiH y O3yBaHHI IIpemnapary.
[TarmienTiB (Ta 0cib, sSKi 3a HUMHK JOTISIAI0Th) HEOOXigHO IOIePeIuTH PO HeOOXigHICTh
BifcTexKyBaTH Oy/b-sIKi IPOSIBY KIIiHIYHOTO MOTipIIeHHs, BAHUKHEHHS CYIIUaIbHOI TOBEOiHKY a0
cyluMpganbHUX OYMOK, @ TaK0XK OyOb-IKUX HE3BUUHMX 3MiH ITOBEHiHKM i HEraHO 3BepTaTUCS 3a
MeIUYHOIO OITOMOTI'00 ITPY BUHUKHEHHI I[UX CUMIITOMIB.

3aCTOCyBaHHS OIiTIM

CepTpalliH He CJlif 3aCTOCOBYBATH [JId JIIKyBaHHS HiTeH Ta MifJiTKiB, 3a BUHATKOM IIalli€HTIB 3
00CeCUBHO-KOMITYJIbCUBHIM PO37IafioM BikOoM 6-17 pOKiB. Y Xofi KIiHIYHUX OOCigXKeHb ¥ OiTel Ta
IiATITKIB, IKi OTPUMYBaIu aHTUEIPECaHTH, IOPiBHSAHO 3 NallieHTaMU, IKi OTpUMYyBaIu mnamuebo,
yacTillle CIOCTepiraaucs cyiuugaabHa MoBefiHKa (CyinupanbHi copobu Ta cyiluaanbHi IyMKY) i
BOPOXKICTh (ITepeBazkHO arpecis, OMmo3ulliiHa MOBeIiHKa Ta THiB). AKIN0, BUXOOIYX 3 KIIiHIYHOI



noTpebu, pillleHHS BCe XK IPUUMAaETLCI Ha KOPUCTh IPU3HAauYeHHS IIbOT0 IIpernapaTy, IoTpidHe
peTesibHE CIIOCTEPEKEHHS 3a MallieHTOM [IJis BUSIBJIEHHS 03HAK CYillufaIbHUX CUMIITOMIB, 0COOIMBO
Ha [TOYaTKY JIiKyBaHHS. [JOBrocTpoKoBa Oe3meKa CTOCOBHO KOTHITUBHOTO, eMOLiNHOr0, Gi3uyHOro Ta
ny0epTaTHOTO [03piBaHHS AiTe! Ta MifiTKiB BikoM Big 6 o 16 pokiB oIfiHIOBanacs B
IOBTOCTPOKOBOMY OTJISIIOBOMY HAOCTiA2KEHHI TPUBAJIICTIO A0 3 POKiB (AUB. po3min «®apMaKoJIoTivyHi
BJIACTUBOCTI»). Y IOCTMapKeTUHTOBOMY Iiepiofi Oy 3apeecTpoBaHi OBiIOMIIEHHS PO EeKilbKa
BUMAKIB YIIOBUIBHEHOI'0 POCTY Ta CTaTEBOr'0 Jo3piBaHHA. KiliHiuHa 3HAUYIIICTh Ta IPUUYUHHUN
3B'SI30K IIOKU 1110 He 3’sgcoBaHi. [Ipu moBroTpuBaii Tepamil nalieHTiB JUTSIYOT0 BiKy JIiKapi MaoTh
3OIMCHIOBATH MOHITOPUHT Ha NIPeaMeT BUSIBIEHHS BiIXUJIEeHb Bil HOPM Yy IIPOLeCi POCTY Ta PO3BUTKY
OpraHi3Mmy.

AHOMaIBHI KPOBOTEYi/KPOBOBUIUBYU

[Ipu 3actocyBanni CI33C noBiZoMIaI0Cs PO BUNIAAKY IATOJIOTIYHUX IreMOPariYHuX SBUL, Y TOMY
YHUCIIi PO LIKIpPHI reMopariyxi gBuia (eKxiMo3u i myprypa), Ta iHIIAX TeMOpariyHuX SBUIL, TaKUX IK
IIIJTYHKOBO-KUIIKOBi @060 TiHEKOJIOTiuHiI KPOBOTEYi, ¥ TOMY YHUCJIi KPOBOTEYi 3 JIeTalIbHUM HaCIIiZKOM.
CI33C/I33HC 36inmbIIyoTh PU3UK IiCIAIOIOTOBUX KPOBOTEY (OUB. PO3Minu «3aCTOCyBaHHS y Iepiof
BariTHOCTI abo romyBaHHS rpynaio» Ta «[1o6iuHi peaktii»). PekKoMeHAyeThCS 3 00€pexkKHICTIO
3actocoByBaTu CI33C mauieHTam, 0coOIMBO IPU OMHOYACHOMY 3aCTOCYBaHHi 3 JTiKapChKUMU
3acobaMu, SKi BIIJIMBAIOTh HAa TPOMOOIMTapHy QYHKINIO (HapuKIas 3 aHTUKOATy/IsTHTaMH,
ATUIOBMMHM aHTUIICUXOTHYHUMHE 3aco0amu i heHoTia3nHaAMU, OiNTBIIICTIO TPUITHKITIYHUX
aHTU[IENIPECAHTIB, alleTUJICaiIKI0BOI0 KucnoTo Ta HIT3I1), a TakoXK mallieHTaM i3 reMopariuHuMu
MIOPYIIEHHSIMH B aHaMHe3i (IuB. po3min «B3aemomis 3 iHIMMHU TiKapCbKUMM 3aco0aMu Ta iHII BUOM
B3aEMOJIiN»).

lnonatpieMis

Y pesynbrati Tepamnii CI33C abo iHridbiTopaMu 3BOPOTHOTO 3aXOIJIEHHS HOpagpeHaliHy i CepoTOHIHY
(I33HC), BkIIIOYal04YM CepTpasliH, MOXKe PO3BUHYTHUCS TillOHATpieMisd. Y Oaratbox BUMagKax
TilloHaTpPiEMis € pe3y/bTaTOM CUHAPOMY HeadeKBaTHOI CEeKpellii aHTHAiypeTUYHOTO TOPMOHY.
[ToBimOMIIANIOCS PO BUNAAKU 3HUKEHHS PiBHA HATPil0 y cupoBaTii KpoBi HUuxk4Ye 110 MMonb/n. ¥
TIAIliEHTIB JIITHHOTO BiKy MOXKe icHyBaTH OiNbIINY PU3UK PO3BUTKY TillOHATPieMil Mpu 3acTOCyBaHHI
CI33C Ta I33HC. Takox pH3UK I[bOTO YCKIagHEHHS MOXKe OyTH MifBUILIEHUH Y Malli€eHTiB, AKi
IPUKMaIOTh [iypeTHKY, i B ALli€HTIB 3 TiloBoJIeMi€lo Oyab-IKOT0 iHIIOTO IOXOKeHHS (IIpo
3aCTOCYBaHHS IAIlieHTaM JIiTHHOTO BiKy OUB. po3minu «Croci6 3acTocyBaHHS Ta Ho3u» i «[To6iuHi
peaxirii»). [I7s namieHTiB i3 CKMIITOMaTAYHOIO TiIOHATPIEMIEIO CITif PO3TIISIHYTH IPUIHHEHHS
Tepariil cepTpasiHoM i 3aCTOCyBaTH BigNOBifHe Megu4yHe BTPy4YaHHs. [0 03HAK i CHMIITOMIB
rimoHaTpieMii HanexkaTh TONOBHUY 6inb, TPYIHOLI 3 KOHLIEHTPALIi€l0, TIOTipPIIEHHS TaM’ATi,
CIUTyTaHiCThb CBimoMocCTi, crnabKicTh i BTpaTa ¢i3ndHOol piBHOBAry, 1110 MOXKe MIPU3BECTH [0 NadiHb.
Binbi TaxkKi Ta/abo rocTpi emizonu rimoHaTpieMii MOXKYTh MaTH TaKi IIPOSBY, SK TraTiOUUHAIL],
CUHKOIIE, CyIOMH, KOMa, 3yIIMHKA JUXaHHs, aX [0 JIeTaJIbHOI'0 HaCJIiKYy.

CHUMIITOMU BiIMiHH, 110 CIIOCTEPIraroThCs IPU MPUMMHEHH] Tepalril cepTpaaiHoM

CuMnTOMU BigMiHM € YaCTHM SIBUILEM NP IPUNIMHEHHI Tepallii IpemapaToM, 30KpeMa y BUIIaAKy
parnToBoil BinMinu Teparii (auB. po3min «[To6iyHi peakiii»). 3a JaHUMU KITIHIYHUX [OCTiIXKEHD, Y
MAIl€HTIB, SKi IPUIMHUAIIN 3aCTOCYBaHHS CepTpaliHy, 4aCcTOTa peakwiil BigMiHu cTaHOBUNA 23 %
nopiBHAHO 3 12 % y malfieHTiB, SKi IPOOOBXKYBaIl OTPUMYBATH TEPAIil0 CEPTPaiHOM.

PH3UK PO3BUTKY CUHAPOMY BiAMiHM MOXKe 3ajeXkKaTH Bifi KiTbKOX ()aKTOPiB, BKIII0YaK4HU
TPUBAJIICTh Tepalil, J03yBaHHS Ta IMBUOKICTh 3HUKEHHS A03u. HaluacTille mOBiZOMIIII0CS
IIPO TaKi peakilil, IK 3allaMOPOYeHHS, CEHCOPHi MOPYIIEHHS (BKIII0Yal04YHy IMapecTesiio),



MIOPYIIEHHS CHY (BKJTIOYaloyy 0€3COHHS Ta SCKpaBi CHOBUOIHHS), 30yAKeHHS YU BiTUyTTS
TPUBOXKHOCTI, Hym0Ta Ta/abo 6/10BaHHS, TPEMOP i TOJIOBHUM 0ilb. 3arajoM i CUMITOMU
Oynu erkoro abo MoOMipHOTO CTYTIeHs TSXKKOCTI, OHAK y [esKUX MalliEHTiB BOHU MOXYTb
OyTH TSXKKUMHU. 3a3BUYall BOHM BUHUKAIOTh IIPOTSATOM IEPIINX KiTbKOX [AHIB MiCA
IpUIIMHEHHS Tepallil, aje y AyXKe PigKiCHMX BUIIaAKax TakKi CHMIITOMH Bif3Ha4YalIucs y
TallieHTiB, SIKi BUMIAIKOBO IIPOIYCTUIIN IPUUOM 103U IIpemnaparTy. Y OifbIIIOCTi BUMTAAKIB 1Ii
CAMIITOMHA MHAHAITh CAaMOCTIMHO IIPOTATOM 2 THUXKHIB, X04a y AESIKUX Mal[ileHTiB BOHU MOXYTh
TpUBATH OOBIIE (2-3 Micsni 4u goBIne). TaKuM YUHOM, PEKOMEHIYETHCS IIOCTYIIOBO
3MEeHIIyBaTH 003y CEPTPAJIiHy P NPUIKXHEHH] Teparil IpermapaToM IPOTITOM MEPioAy V
KiJTbKa TUXKHIB UM MiCSIIiB BifilIOBigHO Mo 1moTpel malrieHTa (quB. po3min «Crociod
3aCTOCYBaHHS Ta JO3U»).

AKaTu3ig/ICUXOMOTOPHUY HECIIOKiN

3acTocyBaHHS CEpPTPAasiHy aCOIiI0ETHCS 3 PO3BUTKOM aKaTH3ii, III0 XapaKTePU3YETHCS CYy0’ EKTUBHO
HeTpueMHUM ab0 HEBraMOBHUM HECIIOKOEM Ta OTPe00I0 PyXaTHUCs, 10 YaCTO CYIPOBOOKYETHCS
HEe3[aTHICTIO CU[IITH UM CTOSTH CIIOKiMHO. PU3WK BUHUKHEHHS TaKUX YCKJIaJHEHb HaWOimbIITni
IIPOTSTOM MEPIINX KiTbKOX TUKHIB Teparil. Y Mali€eHTiB, y SKUX PO3BUBAIOTHCS I[i CUMIITOMY,
30iNTbINIEHHS NO3K MOXKe OyTH IIKiITUBUM.

3acToCyBaHHS IIPU MEYiHKOBIM HEJOCTATHOCTI

Ceprpartin iHTeHCHBHO MeTaboi3yeThcs y medinti. ITim yac ¢papMaKOKiHETUHYHOTO JOCTIIXKEHHS 3
faraToKpaTHUM IIPUIOMOM IIpenapaTy Y MalieHTiB 3i cCTabiTbHUM IIMPO30M JIETKOTO CTYIIEHS
cIlocTepiranocs ogoBXKeHHs mepioay HamiBBuBeneHHs Ta 36inbmenHss AUC a6o C,,,, mpubiau3Ho
BTPUYi OPIBHSHO 3 IIUMHU ITOKa3HUKAMU B 0Ci0 i3 HOpMaIbHOI QYHKIIIEI0 NeYiHKN. 3HAUYIIUX
BiIMiHHOCTEH Yy CTyTIeHi 3B’sI3yBaHHS IpemnapaTy 3 OiKamu 1mia3Mu KPoBi MiX IIUMU IBOMa I'pPylaMu
y4aCHUKIB HOCIimKeHHs He BUSIBIIeHO. Cim 06epekHO Mpu3HavYaTH CepTPaJIiH namieHTaM i3
[IaTOJIOTIE€I0 MTeYiHKY. Y BUNAAKy NPU3HAYEHHS CePTPaJIiHy Nalli€HTaM i3 MOpyLIeHHIMU PyHKIIil
NeYiHKK HeoOXigHO 3BaXKUTU JOUIJIbHICTh 3MEHIIIEeHHS N03K ab0 4aCTOTH IIPUHOMY IIpenapary.
CepTpalliH He CJIif 3aCTOCOBYBATH NallieHTaM 3 TAKKOI0 II€4iHKOBOX HENOCTATHICTIO (OUB. PO3MiN
«Croci6 3aCcTOCYBaHHS Ta HO3U»).

3acToCyBaHHS ITPU HUPKOBiM HEIOCTAaTHOCTI

CeprpariH iHTeHCHBHO MeTab0Ii3yeThCs; BUBENEHHS He3MiHEHOI CIIONIYKH i3 cedelo € OPYropsigHuM
IIJISXOM efTiMiHamil. ¥ JOoCHifKeHHSIX 3 y4acTIo Malli€HTiB i3 nopymeHHAM (YHKIIil HUPOK Bif] IETKOT0
10 CepemHbOro CTymeHs (KiipeHc KpeaTtuHiny 30-60 Mi1/xB) abo Bil CepemHBOTr0 J0 TSIXKKOTO CTYIEHS
(kmipeHc kpeaTuHiny 10-29 mi/xB) papMmakokiHeTnyHi mapametpu (AUC,,, Ta C,,,) IpH
OaraTokpaTHOMY IIpuioMi mpemnapaTty Oyiu 6e3 CTaTUCTUYHO 3HAYYIIKX BiTMiHHOCTEH Bifl IIUX
TIOKA3HUKIB y TPyIi KOHTpoIo. HeMae HeoOXigHOCTI y KOPUTYBaHHI IO3U 3aJI€3KHO Bifl CTyNeHs
opylIeHb (YHKIII HUPOK.

3aCTOCyBaHHA Ialll€eHTaM JIiITHBOT'O BiKY

Y kniHiyHMX mocmimXXeHHSX Opanu ydyacTh noHap 700 maiieHTiB MiTHROTO BiKy (BikOM > 65 pOKiB).
XapakTep i yacToTa po3BUTKY MOGIYHUX peakiliil y mallieHTiB TiTHLOTO BiKy Oy/Iu MOmiOHMUMU [0
TaKUX, 110 CIIOCTEPITaJIUCh Y MOJIOAIINX IAlli€HTIB.

Opnak 3actocyBanHs CI33C Tta I33HC, BKI04awyu cepTpaiil, acoliloBaaocs 3 BUMIagKaMHU KITiHIYHO
3HAUYINOI TiMoHaTPieMil y malieHTiB TITHROTO BiKY, B SIKUX CIIOCTEPIraeThCs OiNbIINi PU3UK PO3BUTKY



11b0T0 Mo6iyHOTO gBuUila (quB. «['imoHaTpiemisi» y po3mini «Oco0IUBOCTI 3aCTOCYBaHHS»).
LlykpoBuii miabeT

Y nauieHTiB i3 IyKpoBuM miabetom 3actocyBanHs CI33C MoxKe BIIMBATH Ha MOKA3HUKHU
TJIIKeMiYHOT0 KOHTPOII0. [J03yBaHHS iHCYIIiHY Ta/ab0 nepopanbHOro rinoriikeMidHOTro 3aco0y MOXKe
moTpeOyBaTH KOPUTYBAHHS.

EnextpomokoBa Tepamnisa (EILT)

KniniyHuX OOCHiIXKeHb, CIPSIMOBAHUX Ha BUBYEHHS PU3UKiB a00 rmepeBar KOMOIHOBaHOTO
3actocyBaHHa EIIT Ta cepTpaliny, He IPOBOLUIIN.

['penin¢dpyToBUH CiK

OpHOYacCHe 3aCTOCYBaHHS CepTpasliHy 3 rperndpyToOBUM COKOM He PEKOMEH[I0BaHe (OUB. PO3Min
«B3aemoyis 3 iHIMMM JTiIKapCHKUMHK 3ac00aM¥M Ta iHIII B B3a€EMOIN»).

BrnuB Ha pe3ynbTaTv CKPUHIHTOBOTO aHaMi3y cedi

[ToBimomsiniocs PO XUOHOMO3UTHBHI pe3yIbTaTh iIMyHOJIOTiYHUX CKPUHIHTOBUX TECTIB Cedi Ha
BU3HAYEHHS BMicTy OeH30Mia3eminiB y nauieHTiB, SKi mpuiiManu cepTpatid. XuOHOIIO3UTUBHI
pe3ynbTaTy 3yMOBJIEHI HU3bKOI0 CIIelr(ivyHiCTIO BKa3aHOTo 1ab0paTOPHOTO TECTY Ta MOXKYTh
CIIOCTEpIiraTUCs BIPOMOBXK KiNTbKOX [i0 Mmic/is MpUNUHEHHS JiKyBaHHS cepTpasinoM. Bigminutu
cepTpaUtiH Biff 6eH30/ia3eliHiB y cedi MOXKHa IIJITXOM IIPOBeJIeHHS YTOUHIOBAJIbHUX TECTiB — ra30BOi
xpomarorpadii/Mac-CrieKTpoMeTpii.

3aKpUTOKYTOBa I'layKoMa

[IpenapaTu knacy CI33C, y ToMy 4ucii cepTpalliH, MOXKYTh BIIJIMBATU Ha PO3Mip 3iHUI] 3 PO3BUTKOM
Migpia3y. Takui epeKT MOoxKe NPU3BOAUTHU [0 3BYXKEHHSA KyTa OKa 3 IIOfaJIbIINM MifBUILIEeHHIM
BHYTPIITHbOOYHOTO THCKY Ta PO3BUTKOM 3aKPUTOKYTOBOI INIayKOMM, 0COGJIMBO Y Malli€eHTiB 3
BiATIOBigHOIO cxunbHiCTIO. OTXKe, CepTPaIiH CIIif 3aCTOCOBYBATH 3 00€PEeKHICTIO MAIliEHTaM i3
3aKPUTOKYTOBOIO TJTayKOMOI0 ab0 Ir1ayKoMOIO B aHaMHe3i.

[H(opMalris om0 JOTMOMIXKKHUX PEYOBUH

Lleit mikapcbkuy 3acib MicTuth MeHIIe 1 MMosb HaTpito (23 Mr) Ha TabneTKy, TOOTO MPaKTUYHO
BiIbHUY Bif] HATpitO.

3acTocyBaHHs y nepioa BarirTHocTi abo romyBaHHS I'PYIIIO.
BariTtHicTb

He 6yro mpoBeneHo mo6pe KOHTPOJIBOBAHUX NOCIiXKEHb IIpelapaTy 3 y4acTi0 BariTHUX XKiHOK.
OpHax iCHye CyTTeBa KIJIbKICTh JaHUX, Y AKUX HE BUSBIIEHO [0Ka3iB BUHUKHEHHS BPOIXKEHUX
BaJl PO3BUTKY IIJIOJA BHACTIOOK 3aCTOCYBAaHHS CepPTpaiHy. Y HOCIIIXKEHHSAX Ha TBapUHAX
Oy710 BUSBIIEHO BILINB Ha PENIPOAYKTHUBHY (DYHKIIiI0, UMOBIpDHO Yy 3B’SI3KY 3 TOKCUYHOIO Hi€I0
IIpenapaTy Ha OpraHiaMm martepi, Ta/abo Ha ITif.

[ToBimoMIAIOCs, 110 3aCTOCYBaHHS CEPTPAIIHY Y I1ePiof BariTHOCTI CIPUYUHSAE Y OEeIKUX



HOBOHAPOMXKEHUX (MaTepi AKUX IPUUMaly CEPTPaiH) CUMIITOMHU, IOMiOHI 0o peakiit Binminu. Llei
(beHOMeH TaKOXK CIOCTepiraBcs IpY 3aCTOCyBaHHI iHKX aHTUAeNnpecaHTiB kinacy CI33C. Ceprparin
He PEeKOMEHMYETHCS 3aCTOCOBYBATH y IIePiof BariTHOCTI, KPiM BUIIaAKiB, KOJIM KJIIHIYHUAN CTaH KIHKHU
TaKWuY, 1110 OYiKyBaHi llepeBaru Bifl 3aCTOCyBaHHS IIpernapary IepeBUILYIOTh IOTEHLINHNUN PUSUK.

PesynbraTu cnocTepekeHb BKa3yOTh Ha MiABUIEHUN (MaiikKe Y 2 pa3u) PU3UK IiCIISI0I0T0BOL
KpoBoTedi y padi 3actocyBanHs CI33C/I33HC nmpoTarom micsiid [0 MOJIOTiB (IUB. PO3Oinu
«0OcobnuBoCTi 3acTocyBaHHS» Ta «I106iuHi peakirii»).

Criig HarsggaTy 3a HOBOHAPOIXKEHUMHU, IKII0 MaTU IPOJOBXKY€E 3aCTOCYBaHHS CEepPTpaliHy Ha IMi3HiX
TepMiHaX BariTHocTi, ocoO6nuBo y III TpuMecTpi. ITicns 3acTocyBaHHS cepTpasiHy Ha Ii3HiX CTafisgx
BaTiTHOCTI Y HOBOHAPOMXKEHUX MOXKYTh BUHUKATU HAaCTYIHi CUMITOMHU: PECITipAaTOPHUN OHUCTPEC-
CHHIPOM, 11iaHO3, allHOe, CYAOMH, TeMIepaTypHa HeCTabiIbHiCTh, TPYIHOIII 3 TOTYBAHHSIM,
OJI0BaHHS, TiMOTJIiKeMisl, TilepTOHYC, TiNOTOHYC, Tineppedekcis, TpeMop, CUHAPOM ITiABUILIEHOI
HEepPBOBO-PehIeKTOPHOI 30yAIMBOCTI, OPATIiBIUBICTh, MIISIBICTb, TOCTIMHUY T171a4, COHJIUBICT i
TPyAHOIIi 3 3acuHaHHIM. Lli cuMnToMu MOXYTh GyTH 3yMoBIeHi @00 CEPOTOHIHEPTiYHUMHU
eekTamu, abo cuMnToMaMy BigMiHU. ¥ OinbIIOCTI BUMAAKIB I1i YCKIagHEHHS PO3BUBAIOTHCS
0fipa3y XK IiCJIg IOJIOTiB Y HaOIMKYIUM 4acoM (IIPOTSATOM MEHIN HiX 24 TofuH).

3TifHO 3 JAHMMHU eMifeMioNOTIYHUX OOCHIAXKEeHb 04iKy€eThCs, 110 3acTocyBaHHs CI33C y nepiofn
BariTHOCTi, 0COO/IMBO Ha Ii3HiX CTPOKAX BariTHOCTI, MOXKe IiABUINYBAaTUME PU3UK PO3BUTKY
CHHIPOMY IIEPCUCTYIOYO] JIeTeHEeBOIl TinepTeH3ii HOBOHAPOMXKEeHWX. BKazaHU! CHHIPOM
CIIocTepirancs 3 4acTOTOI0 mpubnu3Ho 5 BumaakiB Ha 1000 BariTHOCTe. Y 3aranbHii momynsiii
Big3HaA4a€ThCS 1-2 BUMIAAKKU CUHIPOMY IIEPCUCTYIOUOI JIET€HEBOI TinepTeH3il HOBOHAPOIXKEHUX Ha
1000 BariTHOCTEHN.

TomyBaHHS I'PYOIIO

Omny6rnikoBaHi AaHi II0A0 PiBHIB cepTpaiHy y TPyAHOMY MOJIOLI CBig49aTh Mo Te, IO CepTPaliH i
1oro MetabomiT N-me3meTuncepTpail eKCKPeTyIThCS Y TPYAHE MOJIOKO y Maslill KilbKOCTi. 3arajaoM
y CHpOBATIIi KPOBi HEMOBJISIT BUSB/ISIIIN HE3HAYHI KOHI[EHTpallil mpenapaty abo KOHIeHTpallii
npenapary, HeJOCTYIIHI [JIf BU3HAYEHHs, 38 BUHATKOM OJHOI'0 BUIIAAKY, KOJIU KOHLIEHTpAllis
Ipernapary y CHpOBaTIli KPOBi HEMOBIISTH CTaHOBMUIIa Tpubnu3Ho 50 % Bif KOHIIEHTpAIlil Tpenapary y
CHpoOBaTIi KpoBi MaTepi (ane 6e3 6ymb-IKOTO IOMITHOT'O BIJIMBY Ha 30POB’d I[hoT0 HEMOBIATH). Ha
[aHUY Yac He MOBiAOMIISAIO0CS PO MOoOiuHy Aifo mpenapaTy Ha 3[0POB’S AiTel, SKUX TOAyBaln
TPYLOIO XKIHKY, SKi 3aCTOCOBYBa/IU CePTPaAJIiH, ajle TaKUU PU3UK He MOXKHA BUKIIOYATH.
3acToCyBaHHA IIpenapary y llepiof ronyBaHHS IPYLO0 He PEKOMEHI0BaHO, 3a BUHATKOM BUIIA[KIB,
KOJIY, Ha OYMKY JliKapsi, KOPUCTH Bifl IPUIOMY IIpenapary [IePeBUIly€e PU3UK.

®epTUIbHICTD
[Tig 9ac mocmigXeHb Ha TBapHMHAaX, He BUSIBUIY BIIJINBY CEPTPaIiHy Ha TapaMeTpu (GepTUIbHOCTI.

3BiTu gocnigxens meskux CI33C cBiguaTs, 110 BILIMB Ha SIKiCTh CIIEPMU y IIOAEN € 000POTHUM.
CraHoM Ha 1el yac He OyJi0 BUSIBJIEHO BIUIMBY Ha GEPTUILHICTD JTIONUHMU.

3maTHICThL BIIMBATH Ha IMIBUAKICTH peakllil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIMMHI
MeXaHi3MaMHu.

Kniniko-hapmakosoriusi JoCHiiXKeHHS CBig4YaTh PO BiICYTHICTh BIJIUBY CEPTPaliHy Ha



IICUXOMOTOPHI PyHKIii. OmHaK MallieHTiB CIif monepenXaTy IPo Te, L0 IICUX0TPOIIHI 3aC00u MOXKYTh
IOPYIIyBaTH McuxiyHi abo ¢isuyni peakirii, HeoOXigHi [J1s BUKOHAHHS MOTEHIIINHO He0e3MeYHUX
3aBJaHb, TAKUX SK KepyBaHHS aBTOMOOineM abo poboTa 3 iHIIMMU MeXaHi3MaMHU.

Cnoci6 3acToCcyBaHHS Ta DO3M.

Cnocib 3acTocyBaHHSA

Ceprpanin mpuiitmati 1 pa3 Ha mo0y (BpaHIii abo BBeuepi).

TabneTku cepTpasiHy MOXHa MIpUUMATH He3aleXHO Bifl BXXUBAHHS 1XKi.
[ToyaToOK JIiKyBaHHSA

Ienpecisg ta OKP

JIikyBaHHS CepTpasliHOM CJIifl po3nouyuHaTu 3 0o3u 50 Mr/mooy.
[Taniuni po3nagu, [TTCP Ta collianbHUNM TPUBOXKHUYM PO3JIaf

JIikyBaHHS CITiff po3mounHaTu 3 go3u 25 Mr/noby. Yepes 1 TUXKIEHb [M03Y CITif MiABUIIUTH OO

50 mr 1 pa3 Ha mo0y. Bymo moka3aHo, 10 TaKUX PeXUM [03yBaHHSA 3HUKYE 4aCTOTY
PO3BUTKY-TI00IYHUX e(eKTiB, XapaKTepHUX [JIg MaHIiYHUX PO3JIa/liB Ha II0YaTKOBOMY eTalli
JIiKyBaHHS.

TUuTpyBaHHA 103U

Hemnpecisa, OKP, maHiuHi po3nany, coiaJbHUY TPUBOXKHUY po3nafg Ta [ITCP

Y nmarieHTiB, 9Ki He BiAmoBigawTh Ha 103y 50 Mr, edeKT MoxKe OyTH JOCATHYTUYN IIPU
MigBUINEHH] 0031. KopekIiiio no3u CIif 3mifcHIOBaTH 3 KPOKOM 50 MT 10 TOCATHEHHS MAaKCHMAJIbHOI
no3u 200 mMr/moby He yacTime 1 pa3y Ha TUXKAEeHb, 3BaXKaloul Ha Iepiofl HalliBBUBEIEeHHS
CepTpasiHy, 10 CTaHOBUTH 24 TOOVHU.

[Tepii mposiBu TepaneBTUYHOTO e(PEKTY MOXKYTh CIIOCTEPIraTUCS IIPOTIArOM 7 OHIB
nikyBaHHS. OmHAK OJ1s JOCSATHEHHS TepalleBTUYHOI BiIIOBiAi 3a3Buyal noTpibeH moBIINi
nepiopn 4acy, oco6nuBo y xBopux 3 OKP.

[ligTpuMyroy4a f03a

IJo3yBaHHS MPOTSATOM HOBTOTPUBAJIOl TEPAil CJIifi yTPUMYBaTH Ha HAUHUXKYIOMY
e(eKTUBHOMY piBHi 3 HACTYIIHUM KOPUTYBAaHHSM 3a/1€2KHO Bifl TEpalleBTUYHOI BiflIOBIfi.

[emnpecis

IoBroTprBaly Tepariio MoxKHa TaK0XK 3aCTOCOBYBATH IJIs1 3al00iraHHS PELUOUBY BETUKUX
nenpecuBHux enizoniB (BIE). Y GinbiocTi BUNafKiB peKoMeH0BaHa [03a I 3amo0iranus
peuunuy BIIE € Takow X, K [03a, Ky 3aCTOCOBYBAJIA IIPOTATOM JIIKYBaHHS 1IbOTO
LemnpecuBHOro emizony. [lamieHTam 3 Jenpeciero CiIig OTPUMYBaTH TePAIilo IPOTAroM



NOCTAaTHHOTO Yacy, IIOHalMEeHIIe IIPOTIATOM 6 MiCAIIiB, 1100 YIIEBHUTHUCS Y MOBHIiN
BIICYTHOCT1 CUMIITOMIB.

[Tauiuni po3nagu Ta OKP

[Tpu TpuBasiu Teparil y Iali€eHTiB 3 MaHiYHUMU po3nafgamu Ta OKP cmig mpoBogutu
PETyJSIpHY OLIHKY Tepalil, OCKiIbKY OJIs WX po3/1afiB He OyJI0 IPOAeMOHCTPOBAHO
eeKTHBHOCTI IpemnapaTy y 3anobiralHi peruauBiB.

3aCTOCYBaHHSA MHiTAM

IiTi Ta miamiTKu 3 00CeCUBHO-KOMITYJILCUBHUM PO3JIaloM
[TipmiTku BikoM 13-17 pokiB: moyaTKoBa go3a cTaHOBUTH 50 Mr 1 pa3 Ha mo06y.

Iitu BikoM 6-12 poKiB: mo4YaTKOBa f03a CTAHOBUTH 25 MT 1 pa3 Ha mo0y. Yepe3 1 TUXKOEHD
mo3y MoxHa 36inbmutu 1o 50 Mr 1 pa3 Ha mo0y.

[Tpu HeoOXigHOCTI, Y BUNIAAKy HEOOCTATHLOTO e(PEKTY, MOXKJIMBE TIOfla/IbIlle MigBALIIeHHS
go3u Ha 50 Mr 1 pa3 Ha TUXK[EHb MPOTATOM KiIbKOX THXKHIB. MakcHMaJsibHa J03a CTAHOBUTH
200 mr/mo0y.

OpHax Ipu mifBuUllleHH] A03u moHaf 50 Mr CJIif BpaXoByBaTH 3arajoM HUXKYY Macy Tila
niTel MOPIBHSAHO 3 mopocnuMu. He crip 3MiHIOBaTH 003y YacTille, HiXK 1 pa3 Ha TUXKIEHbD.

EdekTuBHICTh Ipenaparty y [iTeil 3 BeIUKUM [elIPEeCUBHUM PO3JI1ailoM IPOIEMOHCTPOBaHa He
oyna.

IlaHi o0 3aCTOCYBaHHA IIpelapaTy OiTAM BIKOM [0 6 POKiB BiICYTHI (OUB. TAaKOXK PO3AiI
«Oco0IMBOCTI 3aCTOCYBaHHS»).

3acTOCyBaHHA MalliEHTaM JIiTHbBOr'O BiKY

[lamieHTaM ITiTHLOTO BiKy M03yBaHHS IIpelapary Ciif minbupaTy 3 00epexkHiCTI0, OCKINTbKY 11
NallieHTH MalOTh MiABUIEHUN PU3UK PO3BUTKY TiloHATpieMii (muB. po3ain «OcobnuBoCTi
3aCTOCYBaHHS»).

3acToCyBaHHS NPU MEYiHKOBIM HEJOCTATHOCTI

Cnipm 6yTu 0o0epeXHUMH MIPU 3aCTOCYBaHHiI cepTparliHy IallieHTaM i3 maToJIOTiEl0 MeYiHKY.
[Tpu nopyureHHSX QyHKIII Meyinky HeoOXigHO 3MEHIIUTH 03y ab0 4aCTOTy MPUAOMY
npenapaty. CepTpalliH He C/Iifi 3aCTOCOBYBATH IMallieHTaM i3 TAKKOI0 II€YiHKOBOO
HEe[OCTaTHICTIO, OCKI/JIbKY KJIIHIUHI JaHi 100 3aCTOCYBaHHS IIpeliapaTy TaKUM XBOPUM
BifcyTHi (muB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).

3aCTOCYBaHHS IIPU HUPKOBIN HEJOCTATHOCTI

[Tpu mopyIieHHAX QYHKINI HUPOK KOPUTYBaHHS JO3M IIpernapaTy He MoTpiOHe (OuB. po3Min
«Oc0bIMBOCTi 3aCTOCYBAHHS»).

CuMnTOMH BiIMiHM, SKi CIIOCTEPIralOThCA IPY MPUNMHEHHI Tepallii cepTpaiHoM



Cnip yHMKaTH palTOBOr0 IPUNMHEHHS 3aCTOCYBaHHA IIpemnaparty. [Ipu npunuHeHHi
JIiKyBaHHSI CEPTPaliHoM, 11100 3MEHITUTH PU3UK PO3BUTKY peakilii CHHAPOMY BigMiHHU, 003y
CJIi[l TOCTYTIOBO 3MEHIIYBaTH II0HAWMEHIIIe TPOTSAroM 1-2 THXKHIB (quB. po3min «Oco0IuBOCTi
3acTocyBaHHsS» i «I100igHi peakiril»). AKIo micasg 3MeHIIEeHHS Q03U IIpenapaTy abo
IPUIIMHEHHS M0r0 3aCTOCYBaHHS 3’ SIBJITIOTHCS HECTEPIIHI CUMIITOMY, MOXe OYTH PO3TIITHYTE
BiHOBJIEHHS 3aCTOCYBaHH4 IIpelapaTy y paHille Ipu3HadYeHid 1031, Y noganblIioMy JIikap
MOKe ITPOJIOBXKYBaTH 3MEHIITYBaTU 03y, aje OilbIl MOCTYIIOBO.

Hitu.

CepTpariH He CHifl 3aCTOCOBYBATH 15 JIIKyBaHHS AiTel, KpiM AiTel 3 060CeCHBHO-KOMITYILCUBHUMMU
po3itaflaMu BiKOM Bifl 6 POKiB (muB. po3min «Croci0d 3aCTOCyBaHHS Ta JO3U»).

[Iepeno3yBaHHS.
TOKCHYHICTD

Ceprparnin Ma€ miama3oH 0e3MeKH, 110 3aIeKUTh Bifl MOMYJIAI] MalieHTiB Ta/abo CyIyTHHOTO
3aCTOCyBaHHS JIiKapCchKuX 3aco0iB. IToBigoMIsinocs mpo JieTanbHi BUMTaAKK ITepefo3yBaHHS

CcepTpaliHoM gK IIPU OKPEMOMY 3aCTOCYBaHHi, Tak i B KoM0iHallil 3 iHmuMu 3acobamu Ta/abo
ankorojieM. Y 3B’43Ky 3 IUM KOXKEH BUIIQIOK IIepeqo3yBaHHs MOTpebye iHTEeHCUBHOI Tepalrii.

CuMIToMu

CumMmnToMu nepeno3yBaHHS BK/IIOUAIOTh MOGiYHI epeKTH, orocepenKoBaHi CEPOTOHIHOM, TaKi SIK
COHJIMBICTB, IIJTYHKOBO-KUIIKOBI MTOPYIIEeHHS (HalmpuKiag HygoTa Ta OJi0oBaHHS), TaXikKapmis, TPeMop,
30ymKeHHS i 3amaMOpPOYeHHs. Piflie moBimoMIsIOCS PO PO3BUTOK KOMH.

Takox crnoctepiranocs noposxeHHs iHTepBany QTc / LInMyHOYKOBa Taxikapmis TUIY «IipyeT», TOMY B
yCiX BUIIafKax lepefo3yBaHHsA CepTpajliiy peKOMeHIy€eThCs TPoBOAUTU EKI'-MOHITOPUHT (OUB.
po3minu «OcobIuBOCTI 3aCTOCYBaHHSI», «B3aemopmis 3 iHIIMMYU JTiKapCbKUMHU 3aco0aMu Ta iHIM BUIH
B3aemofii» i «®apMakoguHaMiKa»).

Tepamnis

CnermudiyHux aHTUAOTIB cEPTPainy He icHye. PeKoMeHIyeThCsl 3a0€3neyYnTH i miATpUMyBaTH
IPOXiAHICTh OUXaJbHUX IUISXIiB Ta MOCTATHIM PiBeHb OKCUTEHAINil i BeHTHIIALII, K0 € moTpeda. Ilpu
Tepallil mepefo3yBaHHs CIIil MaTH Ha yBas3i, 110 aKTUBOBaHE BYTi/ISA, IKe MOXKHa 3aCTOCOBYBaTHU
pa3oM i3 TpoHOCHUM 3ac000M, MOxKe OyTH He MeHII eheKTUBHUM 3a IPOMUBAHHS LIIYHKA.
BuknukaHHs OI0BaHHS HE peKOMeHoBaHe. PeKOMeHIoBaHUI MOHITOPUHT CEPLEeBOi OiTbHOCTI
(manpukiapg EKT'), a Tak0K OCHOBHUX XKUTTEBUX [I0Ka3HUKIB Pa30M i3 3arajpHOI0 CUMITOMATUYHOIO
Ta MiATPUMYI0UO0I0 Tepalielo. BpaxoByoun 3HaYHUM 00’€M PO3MONiNY cepTpasiny, Taki 3aXoou K
dbopcoBanuy miypes, miamnis, remonepdysis abo 3aMinHa reMoTpaHCcdy3ist HaBPSA YU MOXKYTh OyTH
KOPUCHUMH.

[To6iuHi peaxiil.



Haiiuacrile crocTepiraeTbCcsl Takuil no0igyHUN ePeKT, K HynoTa. [Ipu mikyBaHHI coliabHOTO
TPUBOXKHOTO po3niany vy 14 % 4osoBikiB, SKUM 3aCTOCOBYBaJIU CEPTPAJIiH, Bif3Havyanacs cTaTeBa
muchYHKIISA (MOpyIneHHs esIKymsiil) mopiBHsHO 3 0 % mallieHTiB, ki oTpuMyBamnu mnane6o. Li
m06iuHi epekTH € m0303aIeKHUMH i BOHM YaCTO CaMOCTiMHO 3HMKAIOTh ITPHU IIPOMOBXKEHHI Tepairii.

[Tpodinb mobiuHuUX edeKTiB, 110 YACTO CIIOCTEPiranucs y X0fi MpoBeOeHHS MOABIMHNX CITIIuX
n1a1e60-KOHTPOJIbOBAHUX [OCTiIXKEHb 3 y4acTio naiiedTiB 3 OKP, naniunumu po3nagamu, IITCP Ta
COIlia/TbHUMU TPHUBOKHUMM po3nagamu, OyB MOAiOHUM [0 TAKOTO y NAllieHTiB 3 [enpecielo, ki Opamu
y4acTh Y KIIIHIYHUX OOCIIAXKEHHAX.

Huxue HaBegeHO maHi mpo mobiuHi peakilil, 110 cIocTepiranucs y mepion micnsipeecTpaiiiioro
Haragaay (4acToTa iX pO3BUTKY HeBimoMa) i B Xofi mpoBeeHHs 1a1e60KOHTPOIbOBAHUX KITIHIYHUX
mociimkeHs (y SKux 2542 malieHTy oTpUMyBaiu cepTpartil i 2145 mallieHTiB oTpuMyBanu miaiebo) 3
y4acTio XBopux 3 genpeciero, OKP, maniunumu posnagamu, [ITCP Ta couianbHUMU TPUBOXKHUMU
po3nafgamu.

Iesiki 3 HaBeeHUX HUXKYe T0OIYHMX peakIliii MOXYyTh 3MEHIITYBaTUCS 3@ IHTEHCUBHICTIO Ta YaCTOTO0
3a YMOBH TPUBAJIOrO JIiKyBaHHS i 3a3BA4Yall He IPU3BOAATE 10 IPUNIMHEHHS Teparil.

Huxxuye HaBefieHa 4aCTOTa PO3BUTKY IOOIYHUX peakllill, 0 CIoCTepiranucs y Xofi MpoBegeHHs
ny1ane00-KOHTPOIbOBAHUX KIIiHIYHUX NOCIIIXKEHb V MallieHTiB 3 memnpecieto, OKP, maHiyHUMU
posnapmamu, [ITCP Ta couianbHUMY TPUBOXKHUMHU po3amaMu. HaBemeHo 00’enHaHi maHi HOCTioXKeHb i
MiCNISIpPeECTPALiMHOrO0 HArIaAy (4acToTa HEBigoMa).

YacTtoTa nobiyHKX peakilid BimoOpaxkeHa gK: myxe 4acTto (= 1/10); gacto (Big = 1/100 go < 1/10);
HeyacTo (Big = 1/1000 mo < 1/100); pigko (Big = 1/10000 mo < 1/1000); omy=xe pigko (< 1/10000);
YaCcTOTa HeBigoMa (He MOXKHa BCTAHOBHUTH 3a HAABHUMH JAHUMHU).

Inbexknil Ta iHBasii. YacTo: iH(peKIil BepXHixX AUXaJIbHUX IUIAXiB, (AapPUHTIT, PUHIT; HEYACTO:
§

raCcTPOEHTEPUT, CepenHil OTUT; PIOKO: AUBEPTUKYIIIT .

[MTyxnuau mo6pOosKiCHI, 3710SIKiCHI Ta HEYTOYHEeH] (y ToMy uucii KicTé Ta nojinu). HevacTo:
HOBOYTBODPEHHS.

3 60Ky cucTeMu KpoBi Ta iMpaTryHoi cucteMu. PifKo: miMpameHomaTis, Tp0M60U;I/ITOHeHiﬂ*§,
TeMKOIeHisT® .

3 60Ky iMyHHOI cuctemu. HedacTo: mifBullleHa 4YyTIUBICTH*, CE30HHA aneprisa*; pigko:
aHadinakToImHa peakIis*.

3 60Ky eHIOKpHHHOI cucteMu. HedacTo: rimoTupeos*; pigko: rinepnponakTuaeMis*, CHHIpOM
TIOPYILIEHHS CeKpellii aH TUiypeTUIHOr0 TOPMOHY*',

MeTtabomiuHi Ta amiMeHTapHi po3nagu. YacTo: 3HUKEHHS alleTUTY, IIOCUJIEHHS alleTUTY*; PiaKo:
rinepxonecTepuHeMis, IyKpoBHii fiabeT, rimormikemis*, rimepriikemis*’, rimorarpiemis*’.

[Tcuxiuni mopymen#s. [Jy>Ke 4acTo: 6e3COHHS; YacTO: Bif4yTTs TPUBOKHOCTI*, mempecis®,
30ymKeHHS*, 3HUKEHHS NTi0ino*, HepBO3HICTD, memepcoHanisamis, HivHi Kaxu, 6pykcusm*;
HeYacTo: CylllufabHe MUCJIEHHS / CylllufanbHa MTOBefiHKa, ICUXOTUYHUM Po3Nag*, maTonoriuHe
MUCJIEHHS, allaTis, raaonuHalii*, arpecis®, enpopuyHu HACTPii*, MapaHos; PiIKO: KOHBEPCIHUT
poanan*§, H&pOHipiH*§, 3aJIeXKHICTh Bif JIKiB, IyHaTU3M, [lepefyacHa esaKyJIsaLis.



3 60Ky HepBOBOi cucTeMu. [ly?Ke 4acTo: 3allaMOPOYEHHS, TOJIOBHUM OiNlb*, COHJIUBICTh; YacTo:
TPEMOp, po3nafgy pyxy (BKIOYalOUX eKCTpalipaMifHi CHMIITOMHY, TakKi SK TilepKiHesis, TinepToHycC,
IUCTOHIs, ClIa3Mu Iiesieny abo MOPYLIIEHHs XOOu), TapecTe3is*, FilepTOHyC*, IOPYIIEeHHS YBary,
IKCTeB3is; HEeYacCTO: aMHe3isd, rimecTesis®, MUMOBINbHI M'230Bi CKOPOYEeHHST*, CUHKOIIE*,
rimepkiHesisg*, MirpeHb*, cygomMu*, mocTypajabHe 3allaMOPOYEeHHs, TOPYIIeHHS KOOPAXHAIIil
PYXiB, IOPYIIEHHS MOBJIEHHS; PigKO: KOMa*, akaTtusis (guB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»),
IOUCKiHe3is, rinepecTesis, cra3M 1epedpanbHUX CYOUH (Y TOMY YHCIIi CHHAPOM CKOPOMHUHYIIIO1
nepe6panbHOl BA30KOHCTPHKIII Ta cuHapoM Komna — ®neminra)*’, mcuxoMoTopHe 30yaKeHHS* (OUB.
po31in «OCcoBIMBOCTI 3aCTOCYBaHHA»), CEHCOPHI IIOPYIIEHHS, XOPe0aTeTo3’; TaKoX Oyiu
3ape€eCcTpOBaHi CUMIITOMH, 1110 aCOLIIOBAIUCS i3 CEPOTOHIHOBUM CHUHAPOMOM* a00 3/10SKiCHUM
HEUPOJIENTUYHUM CUHAPOMOM, V OeSKUX BUIIaAKaxX 0B’ sI3aHUM i3 CYIIyTHIM IPUUOMOM
CepoToHiHepriuHux 3acobiB, Taki K 30yAKEHHS, CINIyTaHICTh CBiIOMOCTI, IOCHJIEHEe ITOTOBUiINIEHHS,
miapesi, Xap, apTepianbHa rinepTeHsis, pUrigHicTh Ta Taxikapmis'.

3 60Ky oprauiB 30py. HacTo: mOpyILIEeHHS 30py*; HeYacTo: Migpia3*; pigKo: CKOTOMa, r1aykKoMa,
muIIonis, poTodobis, KPOBOBUIUB y IIEPefHIO KaMepy oKa*', 3iHHIl Pi3HOro po3Mipy*’,
po3nanu 3opy§, pO37agy CIbO30BUOIJIEHHS; YacTOTa HeBijoMa: MaKyJIOIaTis.

3 60Ky opraHiB clyxy Ta piBHOBaru. 4YacTo: I3BiH y Byxax*; HeuacTo: 0ilb y BycCi.

3 60Ky cepisi. HacTo: BimuyTTs cepuebuTTs*; He9acTo: TaXikapmis*, mopyIeHHs cepleBoi isiIbHOCTI;
pimko: inpapKT MioKapga*, IIIyHOYKOBa TaxiKapfis TUIy «IipyeT»* (OUB. PO3MiIH
«Oco6IMBOCTI 3aCTOCYBaHHA», «B3aemMoiist 3 iHIIMMM TiKapCbKUMM 3aco0aMu Ta iHIIi BUIU
B3aEMOfii» i «@apMakogrHaMika»), OpaguKapmisi, momoBxKeHHs iHTepBany QTc* (mus.
po3ainu «OcobIUBOCTI 3aCTOCyBaHHA», «B3aeMofiis 3 iHIIMMU TiKapCbKUMU 3aco0aMu Ta
iHII BUOM B3aemopmin» i «PapMakoguHaMiKa»).

3 60Ky cynuH. YacTo: IPUIIMBK*; HEYaCTO: IaTONIOriYHa KpoBoTeda (Taka SK IITyHKOBO-KUIIIKOBA
KPOBOTeUa)*, apTepianbHa rimepTeHsis*, rinepemis, reMatypis*; pigko: nepudepuydHa imemis.

3 6OKy pecnipaTOpHOI CHCTeMHU, OPTaHiB IPYOHOI KITITKM Ta cepenocTinHsg. YacTo: mo3ixaHHs*;
HeYacTo: JUCIHOEe, HOCOBa KPoBOoTeda*, OpoHXocmasM*; pifKo: TinepBeHTHIALS, iIHTePCTHUIliaIbHe
3aXBOPIOBAHHSA neresp*, JTapHUHTOCIa3M, TuCchOoHis, CTpI/I,'E[Op*§, TiIIOBEHTUIIALISA, THKABKa.

3 00Ky IIIYHKOBO-KHUIITKOBOTO TPaKTy. [ly:Ke 9acTo: HyJ0Ta, Aiapes, CyXiCTh Y POTi; 4acTO: OUCIIEINCis,
3arnop*, 6inb y KUBOTI*, G/1I0BaHHSI*, METEOPH3M; HEYACTO: MeJieHa, MaToJIorii 3 60Ky 3y6iB, e30¢arirt,
TJIOCUT, TeMOPOH, TimepcaniBallis, gucdaris, BilpukKa, 3MiHU S3UKa; PiOKO: BUPAa3KHU Ha CIIU30BId
06OJIOHIII POTOBOI IOPOXKHUHY, TAHKPEaTUT*, reMaToxe3isd, BUpa3Ky Ha S3Hlli, CTOMATUT; 4acToTa
HeBifjoMa: MiKpOCKOMIYHUM KOJIiT*.

3 6oky remarobiniapHoi cuctemu. PimkKo: mopyIeHHs QyHKIIil Te9iHKy, Cepio3Hi IOpYIIeHHS
GyHKIII TeYiHKY (BKII0Yal04y relaTuT, KOBTSIHUINO Ta TEYiHKOBY HEJOCTATHICTB).

3 OOKy IIKip¥ Ta MigmKipHOI KITiTKOBUHU. JaCTO: TiIeprigpo3, BUCUIIaHHI*; HEYaCTO:
nepiopbiTanbHuM HaOPSK*, KPOIUB THKa*, anomnelis*, cBepOixk*, mypmypa*, mepMaTuT, CyXiCTh IIKipH,
HaOpPsAK 06/TMYYsI, XONIOOHUY IIiT; PifKo: TSAXKKi mo0iuHi peakiril 3 60Ky IIKipH, Taki SK CUHAPOM
CriBeHca — JIKOHCOHa* Ta eliflepMaIbHKi HEKPOli3*, MKipHa peakmis*’, pOTO9yTIUBICTL',
AHTiOHEBPOTUYHUYM HAOPSK, MATONOTiUHi 3MiHK 3 60Ky TEKCTYpU BOJIOCCS, HETUIIOBUY 3arax IIKipH,
OyIbO3HUM JePMaTHUT, Be3UKYIh0O3HE BUCUIIAHHS.



3 00Ky OTIOPHO-PYXOBOI CUCTEMHU Ta CIIONTyYHOI TKaHWHU. YacTo: Oinb y CiuHi, apTpanris*, mianris;
HEYaCTO: OCTEO0APTPUT, IOCMUKYBAHHS M’s13iB, M'130Bi ctadaMu*, M’s130Ba c1abKiCTh; PigKo:
pabmomioni3*, ypaskeHHS KiCTOK; 4acTOTa HeBimoMa: TPU3M*.

3 60Ky HUPOK Ta Ce4OBUMiNbHOI cucTeMu. HedacTo: moiakiypis, IOpyIIeHHs CEYOBUYCKaHHS,
3aTpUMKa Ceui, HeTpUMaHHA Cceui*, moiypisd, HIKTypisd; pigKo: IOPYIIEeHHS
CEYOBUITYCKaHHS*, OJIIrypis.

3 00Ky PenpOAyKTUBHOI CUCTEMU Ta MOJIOUHUX 3a103. [lyzKe 4acTo: IOPYIIEeHHS egKyJIAllil; 94acTo:
HeperyIspHUM MeHCTpyaJbHUN LUK, epeKTuIbHa OUCHYHKIIiS; He4acTO: cTaTeBa JUChYHKIIIA,
MeHOparis, BariHajbHa KPOBOTeYa, CTaTeBa JUCHYHKIIA y XKIiHOK; PiAKO: rajakTopes®, aTpodidyHui
BYJILBOBATIHIT, BUMiIEHHS 3i CTATEBUX OpraHiB, 6aJaHONOCTUT, FiHEKOMACTiA*, piamiaM*; 4acToTa
HeBifoMa: MiC/IAmoI0roBa KpoBoTeya*',

3aranbHi mopymerHs. [lyXKe 4acTo: MigBUIlleHa BTOM/IIOBaHICTE*; 4aCTO: 3arajabHe
He3dyXKaHHS*, Oi/1b y TPYOHIN KIITII*, acTeHis*, mipekcis*; HedacTo: nepudepuyHui
HaOpsK*, 03HO0, MOPYIIeHHs XOOu*, cIpara; pifKo: rpuxka, 3HUKEeHHS ITePeHOCHMOCTi
Ipemnapary.

Hocninxenus. YacTo: 301IbIIeHHS Macy Tia*; He4acTO: MigBUILIEHHS PIBHSA
anaHiHaMiHOTpaHchepa3u*, MigBUILleHHS PiBHS acrapTaTaMiHOTpaHcdepas3n*, 3HMKEHHS
MacH Tia*; pigKo: MigBUIEeHHS PIBHA X0OJIECTEPUHY B KPOBi*, BiIXUJIEHHS Bifi HOPMU
pe3ynbTaTiB KIiHIYHNX 1a00paTOPHUX aHai3iB, IOPYIIeHHS IKOCTi ClIepMH, 3MiHa QYHKIIi1
TPOMOOITUTIB*S.

TpaBMu, OTpyeHHS Ta YCKJIIaAHEHHS IIpoLenyp. YacTo: TpaBMa.

Xipypriuti BTpy4YaHHsI Ta MeguuHi mpouenypu. PimKo: mpolienypa Ba3oguiaTailii.

* T1o6iuHi peaxkitil, siki Oy 3apeecTpoBaHi y micagpeecTpalliitHui mepiof.

§ YacroTa mobGiyHUX peakiliii mpefcTaBieHa 3a PO3paxyHKOBOIO BEepPXHKOI0 Mexketo 95 % moBipyoro
iHTepBasly i3 3aCTOCYBAaHHAM «IIPaBUJIa TPHOX».

t L5 mo6iuHa peaxilis 3apeecTpoBaHa s TepaneBTryHol rpynu CI33C/CI33CH (muB. po3ninu
«OcobMIUBOCTI 3aCTOCYBaHHS» Ta «3aCTOCYBaHHS y I1epPiof BariTHOCTi abo rogyBaHHS IPYAII0»).

CHHIpPOMH BiIMiHH, ITI0 CIIOCTEPIral0OTLCS MIPU MPUIMHEHH] Tepatii cepTpaiHoM

[TpunuHeHHS Teparii cepTpaniHoM (0CO0MMBO y BUNIAAKY Pi3KOro MPUNMHEHHS Teparllil) 3a3Buvai
IIPU3BOJUTH 0 PO3BUTKY CUMIITOMIB BimMiHu. HaligacrTiiile moBifoMIS€eTbCS PO TakKi mob6iuHi siBUIlA,
SK 3allaMOpOY€eHHs, CEHCOPHI IOPYIIEeHHS (BKJII0UAI0YU IIapecTesilo), IOPYIIeHHS CHY (BKIOYayu
6e3CoHH4 i ICKpaBi CHOBUAiHHS), 30yAKeHHs a00 BiIUyTTs TPUBOXKHOCTI, HymOTa Ta/abo GI0BaHHSA,
TpeMop i ronoBuuM 6inb. AK mpasuso, ui nobiuHi gBuIla OyIu 1erkoro abo MOMipHOTO CTYTEeHS
TSKKOCTi Ta MUHA/IM CAaMOCTIMHO; OOHAK y AesKUX IallieHTiB BOHU MOXKYTb OyTH TSIKKUMHU Ta/abo
TPUBAIIUMHU. Y 3B’I3KYy 3 IIUM Yy BUIIafKaX, KOJu Oinbille HeMae HeoOXimHOCTi y Tepariii cepTpaiHoM,
PEKOMEHAYEThCA ITOCTYIOBA BiIMiHa NpelapaTy IUISXOM II0ETallHOTO 3HUKEHHS 003U (IUB. PO3Tinu
«Crmoci6 3acTocyBaHHs Ta f03u» Ta «OCOOMMBOCTI 3aCTOCYBaHHSI»).

3aCTOCyBaHHA IallieHTaM JIiITHBOT'O BiKY



3aCTOCYBaHHS CEJIeKTHBHUX iHT6iTOPiB 3BOPOTHOrO 3axomeHHs cepoToHiny (CI33C) abo iHTib6iTOPIB
3BOPOTHOTO 3aXOIJIEHHS HOpaApeHasiHy i cepoToHiny (I33HC), BKIo4aoun cepTpati,
aCoLi0BaJIoCs 3 KJIIHIYHO 3HAUYIIMMU BUIaJKaMy TilOHATPieMil y MAIi€HTIB JIiTHLOTO BiKYy, B
SKUX MOKe CIIOCTepPiraTUCs MiABUINEHN PU3UK PO3BUTKY LIbOT0 MOOIYHOTO SBUILIA (OUB.
po3min «Ocob6IuBOCTI 3aCTOCYBaHHS»).

3aCcTOCyBaHHS OIiTAM

Y nonap 600 piTel, SKi OTpUMYBaIM CEPTPAIiH, 3arajnbHul Ipodinb mobiyHuX peakiiii 6yB y LimoMy
NOfiOHMM IO TAKOTO, IO CIIOCTEPIraBCs y HOCHIAXKEHHIX 3 y4aCTI0 JOPOC/INX NallieHTiB. Y Xofi
KOHTPOJIbOBAaHUX HOCTiAKeHb Oy/IM 3apeeCTpoBaHi HacTymHi moOiyHi peakirii (KimbKiCTh Halli€HTiB, sSKi
IpuiManu ceprpasid, ctaHoBuia 281): myxke vacto (=1/10): ronoBuuit 6inb (22 %), 6e3conus (21 %),
miapes (11 %) i mymoTa (15 %). Yacro (Big =1/100 mo <1/10): 6inp y rpygHii KmiTHi, MaHis, mipekcis,
OioBaHHS, BiICYyTHICTD aneTuTy, abeKTuBHAa JabinbHICTE, arpecis, 30yKeHHS, HePBO3HICTh,
IIOPYILIEHHA yBary, 3araMoOpO4YeHHs, rinepKine3is, MirpeHb, COHJIUBICTh, TPEMOD, IIOPYIIEHHS 30Dy,
CYXiCTb y POTi, AUCIIENCis, HiYHi XKaXH, MiABXIlleHa BTOM/IIOBaHICTh, HETPUMAaHHS Cedi, BUCUTIaHHS,
aKHe, HOCOBa KpoBoTeda, MeTeopu3M. Heuacto (Big =1/1000 mo <1/100): mogosxkeHnHs iHTepBany QT
Ha EKT (muB. po3minu «Oco6nMUBOCTI 3aCTOCYBaHHS», «B3aeMofis 3 iHIIMMHU JTiKApCHbKUMHU 3ac0o0aMu
Ta iHII BUAYM B3aeMopmii» i «GapmMakogrHaMika»), CyiluaanbHi cipobu, CyooMHU, eKCTpamipaMigHui
po3Iafi, mapecTesis, gemnpecis, rajouuHallil, Iyprnypa, TinepBeHTUALisg, aHeMis, oPYIIeHHS
GYHKILIY TeYiHKY, MigBUIIeHHS PiBHS ajlaHiHaMiHOTpaHCc(epasu, UUCTUT, IPOCTUI Teprec, OTUT
30BHIIIHBOTO ByXa, Oisib y BycCi, O6inb B OI1i, Migpia3, 3araibHe He3OyKAHHS, reMaTypis, TyCTYIb03HE
BUCHUIIAHHS, PUHIT, TpaBMa, 3HUKEHHS MaCH Tijla, TOCMUKYBaHHS M’513iB, HE3BUYallHi CHOBUMIHHS,
amaris, ansOyMiHypis, moakiypis, momiypist, 6inb y MOJIOUHUX 3aj103aX, TOPYIIEHHS MEHCTPYAIbHOTO
IIUKITy, aJIOTIellis, IepMaTHUT, ypaXKeHHs IIKipy, HETUIIOBUY 3alax LIKipu, KPOIuB THKa, OPYKCHU3M,
npuniavBy. YacToTa HeBijoMa: eHypes.

EdekTu, xapakTepHi A I[bOT0 KJ1acy JiKapCchKuX 3acobiB

Y pesynbTaTi IpPOBEOEeHHS €MileMiOIOTiYHUX HOCIIiIXKeHb, 1[0 IIepeBaXKHO IPOBONUIU 3 YYaCTIO
nalieHTiB BikoM Bif 50 pokiB, OyB BUSIBIIEHUH IiABUINEHUY PU3UK BUHUKHEHHS IIE€PEIOMiB KiCTOK Y
nanieHTiB, AKi oTpuMyBanu CI33C Ta TpULMKITIYHI aHTUAETIPECAaHTU. MexaHi3M, 1110 3yMOBIIIOE
MigBUIIEHHS LIbOT'0 PU3UKY, HEBIIOMUU.

[ToBimoMIEeHHS IO Miflo3pI0BaHi MoOiYHiI peakiiil

[ToBimoMnenHs npo nobiuHi peakilil micyis peecTpariii TikapchbkKoro 3aco0y Mae Benuke 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYU MOHITOPUHT CIIiBBiIHOILIEHHS KOPUCTh/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKoOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0X IallieHTaMm abo ixHiMm
3aKOHHUM IIpefCTaBHUKAM CJIif] TIOBiOMJISITH TIPO YCi BUMIAAKHU Iif03PI0OBaHUX IMOOIYHMX peakllii Ta
BifICYTHOCTi e(peKTHUBHOCTI TiKapChKOTo 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpMaIliliHy CUCTEMY 3
(dbapMakoHarnsAmy 3a MocunaHHsAM: https://aisf.dec.gov.ua.

TepMiH IPUOATHOCTI. 5 POKIB.

YMoBu 30epiraHHs.



30epiraTu npu TemnepaTtypi He Buile 25 °C y HeIOCTYIIHOMY AJIST MiTeM MiCIIi.

YmakoBka.

ITo 10 TabmeTok y GmicTepi; mo 3 GicTepu y KAPTOHHIN KOPOOIIi.

KaTteropis Bigmycky. 3a peLienToOM.

BupoOHUK.

3AT ®apmanepruunui 3aBog EI'IC/EGIS Pharmaceuticals PLC.

Micre3HaxomXKeHHs BUPOOHKKA Ta MOT0 agpeca MicIlsl TPOBaIKEHHS TisiTbHOCTI.

9900, M. KepmeHp, Byn. Matsaim Kipay, 65, Yropmuaa/9900 Kormend, Matyas kiraly ut. 65,
Hungary.



