IHCTPYKIIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3aC00y

CTUMYJOTOH®
(STIMULOTON®)

Cknao:

dioua pevosuna. sertraline;

1 Tabnerka mictuth 100 Mr cepTpaniny (y Burmsai 111,9 mr ceprpaniny riapoxJIopuny);

OONOMINCHI peyosuny. MarHIIO CTeapar, TiAPOKCUIIPOITIIIIEIION03a, HATPII0 KPOXMAIBIIIIKOIAT (TUI A), KaJIbIi0
rizpodocdar, mentonao3a MIKpOKpUCTaNIiyHa, rimpomMenosa, Makporon 6000, Turany niokcua(E 171).

Jlikapcbka ¢gopma. TabneTku, BKPUTI IJTIBKOBOIO 000JIOHKOIO.

OcnosHi Qhizuxo-ximiuni enacmusocmi. 0110r0 ado Maiixe 61J10r0 KOJIbOpY, ABOOIYKIII TaOJIETKH, BKPHUTI
TUTIBKOBOIO O0OJIOHKOKO, OBATBHOI (DOPMH, 31 CTHITI30BAaHUM TpaBifoBaHHAM «E 272 3 otHOTO 00Ky Ta PHCKOO — 3
1HII0TO OOKY, O€3 3amaxy.

dapmakoTepaneBTHYHA rpyna. Autuaenpecant. CeleKTUBHI 1HT10ITOpH 3BOPOTHOTO 3aXOIUICHHS CEPOTOHIHY.
Kog ATX NO6A B06.

Dapmakonoziuni e1acmueocmi.

Dapmakoounamixa.

CepTpaliH € HOTY)XHUM Ta cleuu(pi4yHUM 1HT10ITOPOM HEHPOHATIBHOIO 3aXOIUIEHHS CEPOTOHIHY

(5-HT) in vitro, sxe B oprani3mi TBapuH MPU3BOIUTH 10 MOTeHI[ifoBaHH edekTiB S-HT. CepTpainin mae nwuiie
Jy’e c1a0Kuil BIUTMB Ha MPOLIECH 3BOPOTHOTO HEHPOHAILHOTO 3aXOIUIEHHS HOpaJpeHalliHy Ta JonaMiHy. Y
KJIIHIYHUX J03aX CepTpalliH OJI0KY€ 3aXOIUICHHS CEPOTOHIHY Y TpoMOoruTax Jtoaunu. [Ipenapar He nposiBisie
CTUMYJIIOBAJIbO1, CEJaTUBHOT, aHTUXOJIIHEPTiuHOI 00 KapJI0TOKCUYHOI Aii B eKCIIEpUMEHTax Ha TBapuHax. Y
KOHTPOJIbOBAHUX JIOCII/DKEHHSX 3 YUacCTIO 3J0POBUX JOOPOBOJIBLIIB CEPTPAJIiH HE BUSBIIAB CEJATUBHOI 11l Ta HE
BIUIMBAB Ha MICUXOMOTOPHI (QyHKIIi. 3r1IHO 3 BIACTUBUM HOMY CEIEKTUBHHUM I1HI10yBaHHSAM 3BOPOTHOTO
3axoruieHHs 5-HT cepTpaiin He CTUMYJIIIOE KaTeXO0JIaMiHEpTiYHy aKTUBHICTh. 3aci0 He Ma€ adiHHOCTI 10
MYCKapUHOBUX (XOJIHEPTiYHUX ), CEPOTOHIHEPTIUHUX, TOo(aMiHEpPTiuHUX, aApeHepriyHuX, rictamineprivanx, ' AMK
4yr OEH30/11a3eMIHOBUX penenTopiB. TpuBaje 3acTOCyBaHHS CEPTPAJIHY Y TBAPUH MPU3BOIMIIO 10 3MEHIIICHHS
aKTUBHOCTI HOPAIPEHATIHOBUX PELENTOPIB MO3KY, 1110 CIIOCTEPITAaETHCS 1 MIPH 3aCTOCYBaHHI 1HIINX e(DEKTUBHUX Y
KJIIHIYHIN MPaKTHII aHTHIETPECAHTIB Ta aHTHOOCECUBHUX 3aCO0IB.

CepTpaliiH He CIPUYMHSE PO3BUTKY MEIMKAMEHTO3HOTO 3JI0BKUBAHHA. Y I1a11e00-KOHTPOIbOBAaHOMY
MOJBIHHOMY CIIIIOMY PaHAOMi30BaHOMY JOCIHIHKEHHI MOPiBHAILHOTO TIOTEHIIATY 37I0BXKHBAHHS CEPTPATIHOM,
anmpa3zonaMmoMm 1a d-amMmderaMiHOM y JIOIeH CEpTpalliH HE CIPUYHHSB MO3UTUBHUX CY0’ €KTUBHUX €(EKTiB, 110
CBiTUIITH O ITPO TOTEHITIaM 10 3JIOBXUBAaHHS. HaBmaku, y9acCHUKY TOCIIHKCHHS, SKI MPUHMAITH K aJIIpa3oiaMm,
Tak 1 d-aMmderaMin OPIBHAHO 3 MAIliEHTaMH, SIKi 3aCTOCOBYBAJIH J1ane60, Maly CTATUCTUYHO 3HAYYIIO BUIITI
MOKa3HUKH CXHJIBHOCTI JI0 37IOBKMBAHHS, €HQopii Ta MOTeHIIHHOT MEAMKaMEHTO3HO] 3anexxHocTti. CepTpallid He
CIIPUYUHSE CTUMYIIOBAIBHOTO €EeKTy UM BIUYTTs TPUBOTH, XapakTepHux ams d-amderaminy, abo cenaTuBHOT aii
Ta IICHXOMOTOPHUX MOPYIICHb, XapaKTEPHUX IS AJIIPa30jIamy.

Dapmarokinemuxa.

Abcopoyis

dapMakoKiHETHKA cepTpaliHy y Aiana3oHi 103 Big 50 1o 200 mr € no3o3anexHoro. [IpoTsrom 14-nennoro
npuiioMy cepTpaiiny i3 qo3yBanHsaM 50-200 mr (mepopanbsHo, 1 pa3 Ha 100y), MK KOHIIEHTpAIIil cepTpalliny y
T1a3Mi KpoBi ocsaraeTbes uepes 4,5-8,4 roAMHHU MiciIs IOAEHHOTo IpHifoMy mpenapary. [xa cyTTeBo He 3MiHIOE
010I0CTYIIHICTB CepTpaliHy y TaOJIeTKax.

Posnoodin

[Tpubimzno 98 % IHUPKYITIOI0YOTO CEPTPATiHY 3B’ SI3y€ThCS 3 OLTKaMH TUTa3MH KPOBI.

biompancgopmayis

Ceprpalid 3a3Ha€ IHTEHCUBHOTO IPECUCTEMHOTO MeTa00Ii3My («e(heKT MepIIoTro MPOXOKEHHS») Y TeUiHIIi.
Enivinayia



CepenHiii iepio]] HaMiBBUBEACHHSI CEPTPaIiHy CTAHOBUTH MPHOIN3HO 26 roauH (y Aiana3oHi Bif 22 10 36 roauH).
BianoBigHO 10 TEPMiHATIBHOTO MEPioy HAIiBBUBEIECHHS CIIOCTEPIra€Thesl KyMYJIALs penapaTty (31 30UTbIIeHHSIM
fioro piBHA MpHUOIM3HO BJIBiU1) MPU AOCATHEHHI PIBHOBAXHUX KOHIIEHTPAIIil, Ki CIIOCTEPIraloThCS MiCIs
3aCTOCYBaHHJ Ipemapary y n03i 1 pa3 Ha 1o0y npotsirom 1 twxkHs. [lepiox HaniBBuBeIeHHs 1u1s N-
Je3MeTusIcepTpaniny ctaHoBUTh 62-104 rogunu. Ceprpalii Ta

N-ne3meruicepTpaiaid iHTEHCUBHO METa00I3YIOThCS B OpraHi3Mi JFOAMHH, iX KIHIICBI METa0O0IITH BUBOASTHCS 3
KaJIOM Ta Ceuel0 B OJJHAKOBUX KUIBKOCTAX. TUIbKH Jy’e He3HauHa yacThHa (< 0,2 %) cepTpalliHy BUBOIUTHCS 3
CeYeI0 y HE3MIHCHOMY BUTJISIII.

DapmaxkoKiHemuka ¢ OKpemux epynax nayicHmis

Jimu 3 OKP

dapMakoOKiHETHKA CepTpaliHy BuB4anacs y 29 miteit Bikom 6-12 pokiB Ta y 32 miJliTKIB BIKOM 13-17 poxkis.
JIJIs WX MAIi€HTIB TOCTYOBO 301IBITYBAIH O3y IUIIXOM ii TUTPpYBaHHS 10 1000B0oi 1031 200 Mr mipoTsiroM 32
THIB, pO3MOYMHAIOYY 3 103U 200 25 mr, a6o 50 Mr 3 mocTynoBuM 30inbiieHHAM. [Ipu 3acTocyBaHH1 penapary y
no3ax 25 mr ta 50 Mr nepeHocuMicTh OyJia OHAKOBOKO. Y pIBHOBKHOMY CTaHi IPH 3aCTOCYBaHHI Mpenapary y
71031 200 Mr KOHIIEHTpalii cepTpalliHy y I1a3Mi KpoBi y rpymi JiTei BikoM 6-12 pokiB Oynu npudausHo Ha 35 %
BUIIII TOPIBHSHO 3 TAKUMH y TPy MarieHTiB BikoM 13-17 pokiB i Ha 21 % BHII OPIBHAHO 3 peepeHTHOIO
rpynoro gpopocnux. He cocrepiranocs 3Hauymux BiIMiHHOCTEH MiXK TOKa3HUKAaMU KJIIIPEHCY Y XJIOMUHUKIB Ta
JiBYaTOK. TakuM YMHOM, JUIS 3aCTOCYBaHHS MpenapaTy AiTSM, OCOOIHMBO 3 HU3HKOIO MACOIO TiJla, PEKOMEHIY€ThCS
HU3bKa MI0YAaTKOBA /103 1 i1 3011bIIIEHHS IPU TUTPYBaHHI1 103 3 KpoKoM y 25 mr. IlifiTkaM MoKHa 3aCTOCOBYBATH
TaKi > 1034, 10 ¥ JOPOCIIHUM.

Iionimku ma nayieumu 1imHb020 8iKy

dapmakokiHeTHIHUH MPodiak cepTpalliHy y MiUTITKIB Ta B 0Ci0 JITHROTO BIKY 3HAUYIIE HE BiPI3HAETHCS BiJl TAKOTO
y nopociux BikoMm 18-65 pokis.

Topywenns @ynxyit neuinku

VY maii€eHTiB 3 YHIKOKEHHSIM MEYiHKU NEPi0]] HaMiBBUBEACHHS CEPTPaTiHy MOIOBXKYETHCS 1 IJIOMIA i
dapmakokineTrHuHOIO KprBot0 (AUC) 301mbIIyeThest BTpudi (quB. po3aim «Crocid 3acToCyBaHHS Ta TO3W» 1
«Oco0aMBOCTI 3aCTOCYBAHHSD»).

Topywenus @yHkyit HUpoK

V naui€eHTiB 13 MOpyMEHHIM (QYHKII{ HUPOK OMIPHOTO YH TSXKKOT'O CTYIIEHS HE BiA3HAYAIOCs 3HAYYLIO01 KyMYJISLii
cepTpaiiny.

Kainiuni xapakrepucTuku.
Iloka3zannus.
CeprpaiiH moka3zaHWi JyIs JTiKyBaHHS HACTYITHUX PO3JIaIiB:

] BeNMKIi AeTpecHBHi emi301u. 3ano0iraHHs peuanBY BEJIUKUX JEIPECUBHUX €Mi30/1iB;
NaHIYHI pO3JIajy 3 HASBHICTIO a00 BiZCyTHICTIO aropadooii;
oOcecuBHO-KoMIyabcuBHUHN po3inan (OKP) y nopocnux ta niteit BikoM 6-17 pokis;
COIllaIbHUHM TPUBOKHUM PO3JIa;
nocTTpaBMaTHYHUM ctpecosuii posnan (IITCP).

O OoOgd

Ilpomunokazanns.
[ TligBuIEeHA Yy TJIMUBICTH 0 IiF0YO1 pEYOBUHU ab0 10 OyAb-KOi 3 TOMOMIXXHUX PEUOBHUH.
71 TIporumnokaszaHe 3aCTOCYBaHHS CEPTPANiHy pa3oM 3 iHTi0iTopamMu MoHOaMiHOOKcuaazu (MAQO)
HE3BOPOTHOI 11T y 3B’ 53Ky 3 PU3UKOM PO3BUTKY CEPOTOHIHOBOTO CUHIPOMY 3 MPOSIBAMH TaKMX CUMITOMIB
K 30yDKCHHS, TPEMOD Ta TinepTepMisi.
PosznounHaTu Tepamito cepTpalliiHoM He MO>KHA IIIOHAWMEHTIIIe TPOTAroM 14 AHIB Miciis MPUIIMHEHHS KypCy
JiKyBaHHs iHTi6iTOpoM MAO HE3BOPOTHOI Aii.
3acTocyBaHHS CepTpaJiHy CIiJ MPUIMHUTH IOHaMeHIIe 3a 7 JHIB 10 MoyaTKy Tepamii inridiropom MAO
He3BOpoTHOI ii. [IpoTHIOKa3aHe CymyTHE 3aCTOCYBaHHS CEpTpaliHy Ta MiMO3uAy (IuB. po3nin «B3aemois 3
IHITMMH JIIKapChKUMU 3ac00aMU Ta 1HII BUIM B3AEMOIIN).

B3aemodia 3 inwmumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63a EMOOIL.



Ilpomunokazani

Ineioimopu monoaminokcuoasu

MAOI nezsopomnoi 0ii (nanpuknao cenezinin)

[Tporunoxazane 3acTocyBaHHs cepTpaiiny pazoM 3 MAOI He3BopoTHOT nii, TakKuMU sk ceneritid. CepTpaliH He
MOJKHa MMPU3HAYATH IIOHaMeHIIe TpoTsaroM 14 nHIB micis NpUNMHEHHS Kypcy JikyBaHHI MAOI He3BOpoTHOT
nii. 3acToCyBaHHS CepTpalliHy Cil MPUIIMHUTH IIOHAWMEHIIe 3a

7 nuiB 1o noyaTky Tepamii MAOI He3BopoTHOI aii (1uB. po3ain «[IpoTunokazanus»).

Cenexmusnuii in2ibimop 36opomnoi 0ii MAO-A (moxnobemio)

V 3B’s13Ky 3 pU3UKOM PO3BUTKY CEPOTOHIHOBOI'O CHHIPOMY HE CJIiJl 3aCTOCOBYBATH CepTpalliH y KoMOiHamii 3
cenexktuBHUMU MAOI 3BopoTHOI 11, Takumu sik Mokio0emi. [Ticns Bigmiau iHT10iTOpiB MAQO 3BOpOTHOT Aii mepio
JI0 IOYaTKy Teparii cepTpajiHoM Moxe OyTH KOpOTIIUM 3a 14 nHiB. PeKOMEH1yeThCsl IPUMMHUTH 3aCTOCYBaHHS
cepTpajiHy IOoHalMeHIIe 3a 7 THIB 10 modatky teparii MAO 3BopoTHOI aii (1uB. po3ain «I[IpoTumokazanHs»).
Hecenexmueni incioimopu MAO 360pomnoi 0ii (nine3onio)(IIpomunokazani komoinayii)

AHTHOI10THK JTiHE30JTi]T € cabkuM HecelaeKTUBHUM MAOQOI 3BOpOTHOT 1ii, IKHiA HE CJTiJ 32aCTOCOBYBATH IMAIli€EHTaM,
AK1 MpUAMaloTh cepTpaltiH (auB. po3ain «[IpoTunokazanus»).

Bynu 3apeecTpoBaHi TSDKKI MOOIYHI peakIii y MaIie€HTiB, sIKi HEIOaBHO MpUITMHWIH 3actocyBaHHs MAOI i
po3noyany NpuioM cepTpaiiHy abo sKi MPUIHUHUIN Teparnio cepTpaliiHOM HE3aJ0BIO J10 TOYATKy 3aCTOCYBaHHS
MAOI (Hanpukiag METHICHOBUH CHHIN) 1 pO3MIOYay IPUHOM CepTpaiHy, ad0 sSKi IPUITUHIIIN TEPAITito
CepTpajJiHOM HE3aJ0Bro 70 novyarky 3acrocyBanHs MAOIL. Lli peakuii Bki1toyain TpeMop, MiOKJIOHI10, TOCUJIEHE
MOTOBHJIICHHS, HY/IOTY, OJFOBaHHS, TillEPEMito, 3alIaMOPOYEHHS Ta TIEPTEPMIIO 3 IMPOSBaMH, 0 HaraJyBaJind
HEHPONENTUYHHH 3I0SKICHUN CUHAPOM, CyIOMH 1 JIETAIbHUN HACIIOK.

Ilimo3uo

VY mocniKeHH1 3 OJHOKPAaTHUM MPUHOMOM HU3BKOI JJO3H MIMO3UY (2 MT) criocTepiranocs 301IbIICHHs PiBHA
nimMo3uay npubim3Ho Ha 35 %. Lle migBuIeHHs piBHS HE CYNIPOBOKYBAJIOCS KOJIHUMH 3MiHAMH TTOKa3HUKIB
EKT'. Xoua MexaHi3Mm I1i€i B3a€MO/Iii HEBIJOMUM, OJJTHOYACHE 3aCTOCYBaHHS CEPTPaiHy 1 MIMO3UAY MPOTUIIOKA3aHE
y 3B’SI3Ky 3 BY3bKHM TEPANleBTHYHHM Jiarma30HoOM MiMO3uy (IuB. po3ain «IIpoTumokazanus»).

He pexomendyemucs oonouacHe 3acmocye8ants 3 cepmpaninom

3acobu, axi npueniuyroms [[HC, i ankozonw

OpHouacHe 3acTocyBaHHA cepTpaiiHy y 1031 200 Mr Ha 100y He MOTEHLII0BAIO e(EKTH aJIKOT0JII0, KapOaMaseriny,
rajonepuoay 9u (GEHITOTHY 1010 KOTHITUBHUX Ta IICHXOMOTOPHHUX (DYHKIIN Y 3I0POBUX YYaCHUKIB JOCIIPKEHHS,
OJIHaK OJTHOYACHE 3aCTOCYBAHHS CEpPTpaJliHy 3 AJIKOI0JIeM HE pEKOMEHIYEThCS.

IHwi cepomoninepeiuni aikapcoki 3acoou (Hepexomenoosani kombinayiif ius. po3ain «Oco0amBocTi
3aCTOCYBAHHS»).

[ToTpebye 00epeKHOCTI OTHOYACHE IPU3HAUCHHS CEPTPAIIiHY 3 PEHTAHUIOM (IO 3aCTOCOBYETHCS IMIEPEBAKHO TI1]T
Yac 3arajJbHOr0 HapKO3y Ta B Teparii XpOHIYHOTO 00JI0), HIIUMHU CEPOTOHIHEPTIYHUMU MpernaparaMu (B TOMY
YHCII IHITUMH CEPOTOHIHEPTIYHIMH aHTHCTIPECAHTAMH, TPUNITAHAMH) Ta IHITUMH OITOITHUMH 3aCO0aMHU.

Ocob.auesi 3ano00idcHi 3ax00U NPU 3ACMOCYEAHHI
Jlimii

V mnane60-KOHTPOIbOBAHOMY JOCIIIKEHHI 3 Y4acCTIO 3J0POBUX 10OPOBOJIBLIIB OJHOYACHUH IPUIHOM CEPTPATIHY
Ta JIITiIO 3HAYYIIE HE 3MiHIOBaB (hapMaKOKIHETHKY JITiI0, OJJHAK MPU3BOIUB 10 MOCUIIEHHS TPEMOPY MOPIBHSIHO 3
iane6o, Io CBIAYUTH PO MOXKIUBY (hapMakoAMHAMIYHY B3aemoio. [Ipu omqHOYacHOMY 3acTOCYBaHHI
CepTpalliHy Ta JITiIO CIiJl 320€3MeYUTH HATECKHUN KOHTPOJIb.

Denimoin

PesynpraTi miare60-KOHTPOJILOBAHOTO TOCTIIKEHHS 3 YYacTIO 3/I0pPOBHX J100POBOJIBLIB CBIAYATH PO TE, 1110
TPUBAIMIA IpUKOM cepTpaiiHy y 1031 200 Mr/mo0y He MPU3BOAUTH 10 KIIIHIYHO 3HAYYIIOTO 1HTiOyBaHHS
MeTabomizmy (eHiToiny. OfHaK qaHi 3BITIB JESIKUX BUIAJKIB CBITYaTh PO BUCOKI €KCIO3ULIIT (PEeHITOTHY Y
TMAIIE€HTIB, SIKi 3aCTOCOBYIOTh CEPTPAJIiH; PEKOMEHAYEThCS IPOBOIUTH MOHITOPHUHT KOHIIEHTpAIil EeHITOTHY Y
1a3Mi KPOBi MPOTATOM [TOYATKOBOTO €TaIy Teparii cepTpaliHOM i3 BIAMOBIIHUMHU KOPEKIIsIMH 103U (EHITOIHY.
Kpim Toro, omHOYacHe 3aCTOCYBaHHS Mpenapary 3 GeHITOTHOM MOXKe MPU3BECTH JI0 3HIKEHHS KOHIICHTpaIlii
CepTpalliHy y Iu1a3Mi KpoBi.

Tpunmanu

[TpoTsirom nepiony MoCTpeeCcTpaLifHOrO HArJIsA Ly HaJAXOJUIN ITOOJUHOKI MOB1IOMJICHHS IIPO BUITAJKU PO3BUTKY



cmabKocTi, rineppedaeKcii, TOpyLUIeHH KOOPAUHAIT, BIAUYTTs 30€HTEKEHHSI, TPHBOYKHOCTI Ta 30y KEHHS IIPH
OJIHOYAaCHOMY 3aCTOCYBaHHI CEpTpalliHy Ta cymarpunTany. CHUMITOMH CEPOTOHIHEPTIUHOTO CUHJIPOMY MOXYTh
TaK0 PO3BUBATHUCS MIPU 3aCTOCYBAHHI IHIINX MPemapaTiB I[bOT0 X Kiacy (TpUnTaHiB). SKIIO 0JHOYACHE
JIKyBaHHS CEPTPAIIHOM Ta TPUIITAHAMY € HEOOX1THUM 3 KJIIHIYHOT TOYKH 30y, CIIiJT 3a0€3MIeIUTH BiITOBITHHIA
HATJIsi] 32 Mali€eHTOM (IUB. po3aii «OCcOOIUBOCTI 3aCTOCYBAHHS).

Bappapun

OpHouacHe 3acTocyBaHHA cepTpaiiny y 1031 200 mr/no0y Ta BapdapuHy NpU3BOIUIO O HE3HAYHOTO, ale
CTaTUCTHYHO 3HAYYIIOTO 301JIbIIEHHS MPOTPOMOIHOBOTO Yacy, IO MOXKE y JACSIKUX PiIKICHUX BUIAIKaX MPU3BECTH
JI0 IOpYLIEHb MKHApOAHOTO HopMaii3oBaHoro BigHomieHHs: (MHB). ToMy ciin peTenbHO KOHTPOJIIOBATH
MOKa3HHK MPOTPOMOIHOBOTO Yacy Ha MOYATKY JIIKYBaHHS CEPTPATIHOM Ta MPU HOTO BiAMiHI.

B3aemoois 3 inwumu nikapcokumu 3acooamu, 3 OUSOKCUHOM, AMEHON0N0M, YUMEMUOUHOM

OpnHouacHe 3aCTOCYBaHHS 3 HIMMETUIMHOM MIPU3BOINIIO JIO CYTTEBOTO 3HMKEHHSI KJIIpeHCy cepTpaniny. KiiHiune
3HAYEHHS 1MX 3MiH He 3’sicoBaHe. CepTpalliH He BIUIMBA€ Ha OeTa-aipeHOOJOKYI0Ul BIACTUBOCTI aTEHOJIONY.
[Ipn omHOYACHOMY 3aCTOCYBaHHI cepTpaiiHy y a03i 200 mr/mo0y Ta TUTOKCHHY HE OYJI0 BUSBIICHO HisIKOT
B3aeMoii.

Jlikapcoki 3acobu, wo eniusaioms Ha QyHKYii0 mpomooyumie

Mooxe MmiJBUIYBAaTUCS pU3UK BUHUKHEHHS KPOBOTEU1 MpU oAHOYacHOMY 3actocyBaHHI CI33C, BkiItouarouu
CepTpaliH, 3 JTIKapChKUMH 3ac00aMu, 110 BIUIMBAIOTH Ha TpoMbonmTapHy QyHKiito (Hampukiaas HIT3II,
alleTUIICANIIUIOBOIO KMCIOTOIO 1 TUKJIOMIUHOM) UM 1HITUMHU JIIKAPCHKUMHU 3aC00aMHU, 110 MOXKYTh 30UTbIITYBaTH
PHU3UK KpoBOTeul (UB. po3aii1 «Oco0IMBOCTI 3aCTOCYBAHHSA» ).

He Mo’kHa BUKITIOYUTH MOXKITUBICTh 3HWKEHHS JIA3MOBUX PiBHIB CEPTPATiHY MiJ BILTMBOM IHIIUX 1HIYKTOPIB
depmenty CYP3A4, 30kpema, herobapbOiTamy, kapbamasenin, npenapariB 3Bipo0oro Ta pudamIrinuny.

3acobu, wo memabonizyromscs 3 yuacmio yumoxpomy P450

Ceprpaiin MOXXe JiSITH SIK CIAOKUI 9u moMipHUiA iHTi0iTOp 130hepmenty CYP2D6. Tpusanuii npuitomcepTpaltiny
y no3i 50 Mr/mo0y mpu3BOAMB 10 MOMIPHOTO MiABHIIEHHS (Y CepeHhOMY Ha

23-37 %) piBHOBa)KHUX KOHIIEHTpAIlill e3unpaMiny (TTOKa3HUKY akTHBHOCTI i30¢epmenty CYP2D6) y mna3mi
kpoBi. KiTiHIuyHO 3HauyIli B3aeMOJil MOXKYTh Bi10OyBaTHcs 3 iHMMHU cyoctpatamu CYP2D6 3 By3pkuMu
TEpareBTHYHUMH J[ialta30HaMH, TAKIMH SIK TPOTHAPUTMIYHI 3acobu kinacy 1C, 30kpema npomnadeHoH i prekainiz,
TPULMKIIYHI aHTHACTIPECAHTH 1 TUIIOBI aHTUTICUXOTHYHI 3ac00U, 0COOIMBO HA TJIi 3aCTOCYBaHHS CEPTPATiHY Y
BUIIHX J103aX.

Ceprpaiid He BUCTyHa€ KIIHIUYHO 3HAaUyIIUM iHri6iTopoMm i30pepmentiB CYP3 A4, CYP2C9, CYP2CI19 ta
CYPI1A2. lle miaTBepaKy€eThCS pe3yIbTaTaMu JAOCTIIKEHb B3a€EMO/II1 Ipenapatien vivo 13 3aCTOCYBaHHSIM
cy6crpatiB CYP3A4 (eHoreHHOro KOpTHU30I1y, KapbaMaseriny, TephpeHa uy, ajamnpasoiamy), cyocTpary
CYP2C19 (miazemmamy) i cyoctpariB CYP2C9 (TonOyraminy, rmideHknaminy i Gpenitoiny). Pesynpratu ocmimpkéan
Vitro CBiAYATh MPO Te, 110 CEpPTpalliH Mae aysxe Manuil norenuian inrioysanns CYP1A 2 a6o He Mae ioro B3araii.
[oneHHMiA TPUHOM TPHOX CKIISTHOK TPEUII()PYTOBOTO COKY IMPU3BOIUB JIO IMiBUIIECHHS IJIa3MOBUX PiBHIB
ceprpaiiny maiixke Ha 100 % B nmepexpecHOMY JOCTIKEHHI y 8 310pOBHX 0CI0 AMOHCHKOI HallIOHAJIBHOCTI. ToMy
CJTIJT YHHKATH NMPUHOM TpeiTihpyTOBOTO COKY ITiJT 9ac 3aCTOCYBAHHS cepTpatiHy (auB. po3ain «OcobauBocCTi
3aCTOCYBAaHHS»).

Buxozsiau 3 pe3ynbTaTiB JOCTIHKEHHS B3a€MOJIIT 3 TPEUII(hpyTOBUM COKOM, HE MOKHA BUKITFOUUTH MOKJIHBICTD
3HAYHO OLIBIIOTO MiIBUIIIEHHS €KCIO3UIII] cepTpaliHy MpH OAHOYACHOMY 3aCTOCYBaHHI 3 MOTY>KHUMU
iridiTopamu ¢pepmenty CYP3 A4, 30kpema iHTiIOITOpaMu TIpoTeas, KETOKOHA30JI0M, ITPAKOHA30JI0M,
[103aKOHA30JI0M, BOPUKOHA30JI0M, KJIAPUTPOMILIMHOM, TEJITPOMIIMHOM Ta HedazonoHoM. Lle Takoxk cTocyeTbes
noMipHuXx iHTi0iTOpiB CYP3A4 — anpenitany, eputpominmay, GaykoHa30iy, Bepanaminy Ta aunriazemy. Ciin
YHHMKaTu npuiioM noTykHux iHri6iropis CYP3A4 nix yac Tepanii cepTpaiHOM.

B oci6 3 moBinbHEM MeTabomizMoM CYP2C19 mna3moBi piBHI cepTpaliny miaBHITytoThCs Ha 50 % MOPIBHSIHO 3
ocobamu 3 mBuaKUM MeTabomizmom CYP2C19 (nuB. po3nin «@apmakokiHeTnka»). He Mo)kHa BUKITIOUUTH
MOJKJIMBICTB JIIKAPCHKOI B3aeMO/Ii1 3 TaKMMHU NOTY>KHUMH iHTiIOiTopamMu CYP2C19 six omenpa3zoit, 1aH301pasod,
MaHTOIPa3011, pabenpason, GpayokceTuH, QIyBOKCaMiH.

Ocoobnusocmi 3acmocyéanns.
Taki CHMIITOMH SIK HECIIOKiH, 30y/DKCHHS, TaHI4HI aTaku, OE3COHHS, JIPATIBIMBICTh, BOPOXKICTh, ATPECUBHICTb,
IMITyJIbCUBHICTb, ICHXOMOTOPHHUIN HECTIOKIH, TIMOMaHis Ta MaHisl CIIOCTEPITaIUCs y JOPOCIUX Ta AITEH, SKi



JIKyBajucs aHTHaenpecanTamu. Lli cumMnroMu MoKyTh niepeayBaTH MosiBi cyiluaanbHocTi. CiliJy po3TisiHy TH
MOJKJIMBICT 3MiHH TEPANIEBTHYHOTO PEKUMY a00 BiIMiHH JIKapCHKOTO 3aC00y Y BUIAJIKY, SKIIO MPOSBYU JIenpecii
HEYXMWJIbHO HOTIPUIYIOThCS, 3’ ABISETHCS CYIUAANbHICT 400 CUMITOMH IMOTIPIIEHHS CyiunaanbHocTi. SKimo Oyae
NPURHATE PIlICHHS PO MPUITMHEHHS JIIKYBaHHS, TIpenapaT CJIi/I BIIMIHATH TOCTYIIOBO TaK IIBUJKO, SIK TIJIBKU
MOJKHa, aJie CJIiJ] 1aM’sITaTu Mpo Te, 10 pi3Ke MPUINHUHEHHS JIKYBaHHS MOXe CyIPOBOIKYBATUCS CUHIPOMOM
Bigminu. [lepes moyaTkoM JlikyBaHHS HEOOX1THO TPOBECTH OOCTEIKEHHS MAIIEHTa 3 METOIO BU3HAYCHHS PU3HKY
PO3BUTKY OIMONIIpHOTO po3nany. s bOro peTesNbHO Ciif] 310paTu NCUXiaTpUYHUN aHAMHE3, KU BKIIOYa€e
ciMeitHuiT aHaMHe3 CyIIU/IB, OIMOMSIPHUX po3naaiB Ta aenpecii. CTumMytoTo® He MpU3HAYCHUIA IS JTIKYBaHHS
OimomsipHOT emnpecii.

Cepomoninosuti cunopom (CC) uu 3no0axicnuti Hetiporenmuynuti cunopom (3HC)

ITpu 3actocyBanni CI33C, BiItoyaroun Teparnito cepTpajiHoM, MOBIIOMIISIIOCS PO PO3BUTOK CHHIPOMIB, 110
MOXYTb OyTH HeOe3nmeunnmMu st KUTTA, Takux K CC yn 3HC. Pusuk possurky CC un 3HC nipu 3acTocyBanHi
CI33C 3pocTtae npu 0AHOYACHOMY 3aCTOCYBaHHI CEPOTOHIHEPI1UYHUX 3aC001B (BKJIIOYAIOUM TPUITAHU Ta (DEHTAHILN)
3 3aco0amu, 10 TOPYIIYIOTh METa00IIi3M cepoToHIHY (BKItouarounn MAOI, Hanpukiaa METUICHOBUH CHHIN ),
AHTUIICUXOTUYHUMU 3aCO0aMHU Ta IHIIMMHU aHTAaroHICTaMu J0NaMiHy Ta oniaTaMu. CepoTOHIHOBUM CUHIPOM
MOJK€ BKITIOUATH 3MIHU MICHXIYHOTO CTaHy (HampuKiaa 30yKEeHHs, TaTIOIUHAII1, KOMa), IIOPYIICHHS 3 00Ky
BEreTaTUBHOI HEPBOBOI CHCTEMH (TaXiKap/isi, KOMUBAHHS apTepialibHOTO THCKY, TiepTepMisi), HEPBOBO-M S30Bi
nopyuieHHs (rineppediexcis, mopymeHHs KOopAnHallii) Ta/abo mopymieHHs 3 00Ky OopraHiB TpaBiieHHs (HYI0Ta,
OmoBaHHs, Alapes). Jleski mposiBM CEpOTOHIHOBOTO CHHAPOMY, BKIIOUYAIOYH TIEPTEPMIIO, PUTIAHICTD M 531B, 3MIHH
3 OOKy BET€TaTUBHOI HEPBOBOI CHCTEMH Ta 3MiHHU TICUXIYHOTO CTaHYy, MOI0HI JO IPOSIBiB 310SKICHOTO
HEHPOJIENTUYHOTO CUHAPOMY. Y MAalli€HTIB CIIi1 IPOBOJUTH MOHITOPUHT Ha HAsBHICTh 03HaK Ta cumnromis CC

yu 3HC (auB. po3nin «IIpoTunokazaHHs).

Ilepexio i3 CI33C, aumuodenpecanmie abo anmuobcecusHux npenapamis

IcHyI0TH OOMEXEHI JaHi KOHTPOJIHOBAHUX JOCIHIHKEHB 111010 BUBYCHHS ONITUMAIIBHOTO Yacy MEPEKIIOYCHHS 3
CI33C, anTunenpecaHTtiB a00 aHTHOOCECUBHHUX IpenapariB Ha cepTpaitid. Ciij OyTu 00epeKHUMU NMPU TaKUX
3MiHaX JIKyBaHHS, OCOOJIMBO MPH MEPEXO/i Ha CEPTPATiH 3 TAKUX MpenapaTiB TPUBAIOI 1T K (IIyOKCETHH.

Tnwi cepomoninepeiuni 3acodu, Hanpukiad mpunmodgat, enghaypamin ma 5-HT-azonicmu

OpnHOoYacHe 3aCTOCYBAaHHS CePTPATiHY Ta IHIIUX 3aC001B, 110 MOCHITIOIOTH CEPOTOHIHEPTIYHY HEHPOTPAHCMICITO,
30kpema tpuntodany, perduypaminy, perraniny, S-HT-aroHicTiB 4u poCIMHHUX Mpenaparib, AKi MICTITh 3Bipo0iil
(Hypericum perforatum), citizi mpoBOANTH 3 00EPEKHICTIO, 1 TaKOi KOMOIHOBaHOT Tepartii cimif (y pa3i MOKIMBOCTI)
YHHUKATH (4epe3 MOXKIMBY (hapMaKoTUHAMIUHY B3a€MO/IIIO).

Iocunenns 2inomanii yu mamii

[ToBigoMIIsIIOCS PO MOCUIICHHS CUMIITOMIB MaHii/TimoMaHil y HEBEIMKOTO BiICOTKA MAIlI€HTIB, K1 OTPUMYBAIH
3apeeCTPOBaH] AHTUCTIPECAHTH Ta aHTHOOCECHBHI MpenapaTy, BKIIOYAI0YH cepTpatid. ToMy citii 3 00epeKHICTIO
3aCTOCOBYBATH CEpTpaJIiH MallieHTaM 3 MaHi€l0/TinoMaHi€elo B anaMHe31. HeoOxiHe peTenbHe CIoCTepeKeHHS
nikaps. [Ipu BUsIBIEHH] 03HAK MaHiaKalIbHOI (ha3u 3aCTOCYBaHHS CEPTPATIHY CIIiJl IPUITHHHTH.

Hluzogpenis

Ha Titi mpuifoMy npemnapaty y Mamie€HTiB i3 MU30()PEHIEI0 MOXKYTh TTOCHITIOBATUCS TICUXOTHYHI CUMITOMH.
Cyoomu

[Tpu Tepamnii cepTpaiHOM MOXYTh BUHHKATH CYJOMH: CEPTPAIIiH HE CIIiJl MPU3HAYATH XBOPUM i3 HECTAOLIIHHOIO
eMLUIETICIEI0; Y XBOPUX 13 KOHTPOJIbOBAHOIO EIIIETICIEI0 3aCTOCYBAHHS CEPTPaIIiHY MOTPEeOy€e PETETLHOTO HATIISATY.
[TamienTam, y SIKHX BUHUKAIOTh CYJOMHU, IIpenapaTr HeoOX1AHO BIAMIHUTH.

Cyiyuou/cyiyuoanvni Oymku/cyiyuoanvri cnpobu abo KiniuHi 03HAKU NO2iPULeHHs

XBOpi 3 AEMPECIEI0 MAIOTH MiJIBULIEHY CXMJIBHICTD 10 BUHUKHEHHS CYIIMJAIbHUX TYMOK, 3aBAaBaHHs co0i
VIIKOJKeHb Ta CIpod cyinuay (cyinuaansHux i Ta nmpossiB). Llel pusuk icHye 6e3mocepeiHbO 10 Yacy
JOCSATHEHHS 3HauHO1 pemicii. OCKIIbKY MOKpaIIaHHs CTaHy XBOPHUX MOXKE BiIOYBATHUCS TPOTATOM HEPIIAX KITBKOX
THXKHIB YU OUTBIIOTO Mepioly Teparnii, namieHTam ciif nepedyBaTu mijJ peTelbHUM HarjasAoM A0 HACTaHHS L[bOTO
MOKpaIanHs. B3araiiom KIiHIYHUHN JTOCBIT CBIIYUTE PO TE, IO HA paHHIX eTanax OJyKaHHS PU3UK CYIIHIY MOXKE
301IbIIIYBATHUCS!.

a1 ICKXi4Hi po3may, A JIIKYBaHHS SKUX MPU3HAYEHUH CepTpalliH, TAKOK MOXYTh OyTH TIOB’s13aHi 3 pU3UKOM
PO3BUTKY CYillMAaNbHUX M1l Ta MposBiB. KpiM TOTrO, 111 3aXBOPIOBAHHS MOXKYTh OyTH CYIyTHIMH 13 BETHUKUM
JETIPECUBHUM PO371a0M. TaKuM YHHOM, aHAJIOTI9HI 3aCTEPEKHI 3aX0/IH, 110 CTOCYIOTHCS JTIKYBaHHS XBOPHUX 3
BEJIMKUM JICTIPECUBHUM PO3J1a/10M, HEOOX1/IH1 1 MPH JIIKYBaHHI MAII€HTIB 3 IHIIMMHU MICUXIYHUMU PO3TIaTaMHU.



Binomo, 110 A5 marienTiB 13 CyilugalbHUMU A1SIMHU Ta IPOSIBAMU B aHAMHE31 a00 MAIiEHTIB, Y SKUX IIE 10
MOYaTKy Teparii 3HaYHOI0 MipOI0 BUSBISETHCS CyIlMIaIbHE MUCIICHHS, ICHY€ OUTBIINN PU3UK BUHUKHEHHS
cyilMAaIbHUX TyMOK YM CYTIMAAIBHUX CIIPOO MiJ] Yac JIKyBaHHA, Y 3B A3KY 3 IIUM iM CIIiJ] 3HAXOJUTUCS M1l
pETeIpbHUM HArJISIIOM Ha T MpUioMy TipenapaTy. MeTraaHami3 JaHuX, OTPUMAaHUX Y Pe3yiIbTaTi IPOBEICHHS
1a11€00-KOHTPOIBOBAHUX KIIHIYHUX JTOCIHIKEHb 3 BUBUCHHS aHTUACTIPECAHTIB Y JOPOCIMX MAI[IEHTIB 3
NICUXIYHUMU PO3JIaJlaMH, TIOKa3aB MiABUIIECHUIA PU3HK MPOSBIB CYIIHMIATFHOI MOBEIIHKY IPH 3aCTOCYBaHHI
aHTHJICTIPECAHTIB y MAIli€HTIB BIKOM 710 25 POKIB MOPIBHSHO 3 TAKMM TP 3aCTOCYBaHHI IL1aneoo.

Ha 1111 3acTOCYBaHHS IIHOTO JIIKAPCHKOTO 3ac00y MOKAa3aHUI pETeIbHUN HATJIS 32 MAIiEHTAMU 3 BUCOKUM
PHU3UKOM PO3BHUTKY CYIlHIaIbHOCTI, 0OCOOTUBO HA MOYATKY Tepamii Ta micis OyAb-IKUX 3MiH Y 103yBaHH1
npemapaty. [larienTiB (Ta oci0, sIKi 32 HUMU JOTJISAAI0Th) HEOOX1HO TIOMEePEUTH PO HEOOXITHICTh
BIJICTE)KYBaTH OyAb-AKi MPOSIBU KIIHIYHOTO MOTIPIIEHHS, BAHUKHEHHS CYillMAaTIbHOT MOBEIIHKY YH CYIIIUAaTbHUX
JYMOK, a TaKOX OyJIb-sIKUX HE3BUYHUX 3MiH MOBEIIHKH 1 HEralHO 3BEPTATUCS 32 MEIUYHOIO JOTIOMOTOIO TIPH
BUHUKHEHHI [[UX CUMIITOMIB.

3acmocyeanns oimsam

CtumMyoToH® He CITi/1 3aCTOCOBYBATH IS JTIKYBaHHS JAiTEH Ta MiJTiITKIB, 32 BAHATKOM TAIli€HTIB 3 00CECHBHO-
KOMITYJIbCHBHUM PO3JIaZIoM BiKOM 6-17 pokiB. Y X0l KIHIYHUX JOCTIKEHD y JITEH, sIKi OTpUMYBaIIl
aHTUJETIPECAHTH, OPIBHAHO 3 NalllEHTaMH, SIKI OTPUMYBaJIH IJ1a1e0o, YacTille crocTepiraimucs cyinuaaabHa
noBeiHKa (CyinuaanpHi cipoOu Ta CyiuIaNbHI JYMKH) i BOPOXKICTH (IIEPEBaKHO arpecisi, ONO3HIiHHA MTOBETiHKA
Ta THiB). SIKIII0, BUXOASYH 3 KIIHIYHOT TOTPeOU, pillIeHHS BCE K MPUIMAETHCS HA KOPUCTH MPU3HAYEHHS 1IIbOTO
npernapary, HeoOXiTHUH peTeTbHII MOHITOPHHT 00 BUSBIICHHS O3HAK CYIMIAIBHUX cHMIITOMIB. Kpim TorO,
JOCTYIHA TITBKA 0OMEeXeHa KUTbKICTh KITIHIYHUX JTOKA3iB 11010 0€3MeKH TOBrOTPUBAJIOTO 3aCTOCYBaHHS
mperapary y JITeH Ta MiJUTiTKIB, 0 BKIIOYAOTh BIUTUB HA IX PICT, CTATeBE IO3piBaHHS, a TAKOX KOTHITHBHUH 1
MOBEIHKOBHI PO3BUTOK. Y MOCT MapKETUHIOBOMY Iepio/ii Oysu 3apeecTpoBaHi MOBIJOMIICHHS PO JEKiIbKa
BUMA/IKIB YIOBUJILHEHOTO POCTY Ta CTATEBOTO J103piBaHHs. KiliHIYHA 3HAUYIIICTh Ta IPUIMHHUH 3B'I30K ITOKH 1110
He 3’sicoBadi. [Ipy TOBrocTpokoBiii Teparii maieHTiB AUTAYOrO BIKY JiKapl MarOTh 3A1MCHIOBATH MOHITOPUHT Ha
IpeIMET BIAXWICHB BiJl HOPMH 3 OOKY BiATIOBIAaJBbHHUX 32 PO3BUTOK CHCTEM OpraHi3My.

Anomanvni kpogomeui/Kpoeosunusu

[Tpu 3acrocyBanni CI33C moBiIOMIISIIOCS PO BHITAKHA MATOJOTIYHUX T€MOPATIYHHX SBHUII, Y TOMY YHUCII PO
HIKipHI TeMopariuHi sBuia (eKXiMo3u 1 mypmypa), Ta IHIIUX TeMOPATriuHUX SIBUII, TAKUX SK IITYHKOBO-KHUIIKOBI YX
T'iHEKOJIOTIYHI KPOBOTEYi, Y TOMY YHCIIi KPOBOTEYI 3 JIETATbHUM HACIiIKOM. PeKOMEHIyeThCS 3 00epEXKHICTIO
3actocoByBaTd CI33C marieHTam, 0COOJIUBO MPU OJJTHOYACHOMY 3aCTOCYBaHHI 3 JIIKAPCHKUMHU 3ac00aMH, SIKi, K
BiJIOMO, BIUTMBAIOTh Ha TPOMOOIMTApHY (PYHKIIIO (HAIPHUKIIA 3 aHTHKOATYJISTHTAMH, aTHIIOBUMHU
AHTUIICUXOTUYHUMH 3aco0ami 1 peHoTia3nHaMu, OLTBIIICTIO TPUIIUKITIYHUX aHTUICTIPECAHTIB,
AIeTWIICATIIMIIOBOIO KUCIIOTOIO Ta HECTEPOIAHUMU npoTu3anansHumu npenaparamu (HIT3ID)), sk 1 y namieHTiB 3
reMopariyHuMH MOPYIICHHSIMH B aHaMHe31 (AuB. po3ain «B3aemois 3 IHITUMU JIIKApCHKUMHU 3ac00aMHu Ta 1HIII
BUJIA B3aEMO/IIIN»).

I'petingppymosuii cik

OpnHOYacHe 3aCTOCYBAaHHS CepTPaIiHy 3 TpelippyTOBUM COKOM HE peKOMEH0BaHe (uB. po3ain «B3aemois 3
IHIIMMH JIIKapChKUMU 3ac00aMU Ta 1HII BUIAM B3AEMOIN).

B3zaemooia 3i ckpunineoeum ananizom ceui

OTpuMaHi MOBIAOMIICHHS 11010 XUOHO-TTO3UTHBHUX IMyHOJIOTIYHHUX TECTIB C€Yl Ha BU3HAUYECHHS BMICTY
0eH30/11a3eMHOBUX META0OIITIB y MAIiEHTIB, SIKi IPUAMaIu cepTpaliH. XuOHO-TIO3UTHUBHI PE3yIbTaT 3yMOBJICHI
HU3BKOIO CTIeNr(IYHICTIO BKa3aHOTO J1a00paTOPHOTO TECTY Ta MOXKYTh CIIOCTEPIraTHCs BIPOJOBK KIITHKOX A10
TTiCJIsE IPUITMHEHHS JIIKYBaHHs cepTpaiiiHoM. JndepeHIiroBaTi cepTpalliH Bil HOXiTHUX OCH301a3eMiHy B cevi,
MOJKJIMBO, IUIIXOM IPOBEICHHS YTOUYHIOBAJIBHUX TECTIB — Ia30BOi Xpomarorpadii/Macc-crekTpoMeTpii.
3akpumoxymoea enaykoma

[Tpenapatu xiacy CI33C, y Tomy 4ucii cepTpalliH, MOXKYTh BIUIMBATH Ha PO3MIp 31pHULI 3 PO3BUTKOM Mijpia3y.
Taxwii ehekT MOXKE MPU3BECTH JI0 3BYKEHHS KyTa OKa 3 IMOIaJIbIIUM ITiJBUIIEHHSIM BHYTPIIIIHBO OYHOTO THUCKY Ta
PO3BUTKOM 3aKPUTOKYTOBOI IJIayKOMH, OCOOJIMBO Y MAIIEHTIB 3 BIAMOBIAHOO CXMWIbHICTIO. CepTpaliH Cllif
3aCTOCOBYBATH 3 00EPEKHICTIO NAI[IEHTAM 13 3aKPUTOKYTOBOIO INIayKOMOIO B aHaMHE31.

T'inonampiemisn



V pesynbtarti Tepanii CI33C un I33HC, Brimrouarouu cepTpajiid, MOKe pO3BUHYTHCS IioHATpieMis. Y 6araTbox
BUIMA/IKAX TIMOHATPIEMIS € Pe3yIbTaTOM CHHIPOMY HeaJleKBaTHOI CEKpellii aHTUA1YPETUIHOTO TOPMOHY.
[ToBigomMisocss mpo piBHI HATPiIO Yy CHPOBATI KPOBI HIDKYE

110 MmMomb/11. Y MaIi€HTIB JITHBOTO BIKY MOXKE ICHYBaTH OLTBIINI PU3UK PO3BUTKY TiMOHATPiEMIT TpH
3actocyBanHi CI33C ta [33HC. Takox pU3MK IIbOTO YCKIaAHEHHS MOKe OyTH MiIBUILEHUM Y MAII€HTIB, K1
NpUHMAIOTh IypETHKH, 200 y MAaIli€HTIB 3 TIMOBOJIEMIEI0 Oy Ib-SIKOTO 1HIIOTO IMOXOKESHHS (IUB. PO3/IiI
«3acTocyBaHHS Malli€HTaM JIITHBOTO BIKY»). Y Halli€HTIB 13 CUMIITOMHOIO TIIOHATPIEMIEIO CITIJT PO3TIISHYTH
NPUMTUHEHHS Teparii cepTpasliiHOM 1 3aIPOBAIUTH BiIMOBITHE MEMYHE BTPYUYaHHs. J{0 03HAK 1 CHMIITOMIB
rinoHaTpieMii HajeXaTh TOJIOBHUMN O11b, TPYAHOIII 3 KOHIIEHTPAIII€10, MOTIPIICHHS MaM’SITi, CIUTYTaHICTh
CBiZOMOCTI, c71a0KicTh 1 BTpata (hi3M4HOI piBHOBAry, 10 MOXKE MPU3BECTH A0 MaliHb. O3HAKH 1 CHMIITOMH,
acolioBaHi 3 OUTBII TSHKKUMH Ta/a00 TOCTPUMH €Mi30aMH TiOHATPIiEMIT, BKIIIOUAIOTh TFaIOIMHALIIT, CHHKOTIE,
CYIIOMH, KOMY, 3yIIHHKY JUXaHHS Ta JETaTbHAN HACIIIOK.

Cumnmomu 8iOMiHU, WO CROCMEPI2AlOMbCA NPU NPUNUHEHHI mepanii cepmpaninom

CuMITOMH BiIMiHH € YaCTHM SIBUIIEM IIPY MPUITMHEHH] Tepartii mpemnapaTtoM, 0COOIMBO Y BUNIAIKY PATOBOL
BiaMiHU Tepamii (auB. po3ain «[1ob6iuni peakiii»). 3a JaHUMU KIIHIYHUX JOCIHIIKEHb, Y MAII€HTIB, SKi MPUITHHIIN
3aCTOCYBaHHS CEPTPaNTiHy, YaCTOTa PEAKIii BiMiHM cTaHOBIIA 23 % mopiBHSAHO 3 12 % y marieHTiB, sKi
IPOIOBXKYBAJIM OTPUMYBATH TEPAIIIO CEPTPATIHOM.

Pu3nk po3BUTKY CHHAPOMY BiZIMIHM MOXKE 3aJI€KaTH BiJl KUTBKOX (DaKTOpiB, BKIFOUAIOYH TPUBAJICTH Tepaii,
JI03yBaHHsI Ta IBUJKICTb 3HWKEHHA 103U. HaliyacTimie moBiIoMIIsI0Cs PO Taki peakiii sk 3araMopoyYeHHs,
CEHCOPHI TOPYIICHHS (BKJIIOYAI0YX TTAPECTE310), IOPYIICHHS CHY (BKIIOYAr0un O€3COHHS Ta SICKpaBi CHOBUIIHH),
30y UKEHHS UM BIAYYTTS TPUBOXKHOCTI, HY10Ta Ta/4u OJIIOBaHHA, TPEMOP 1 TOJIOBHUH Oi1b. 3arajaoM Iii CHMOTOMH
OyJIM JIETKOTO YH TIOMIPHOTO CTYTICHS TSKKOCTI, OJTHAK Y ACSKHX IMalli€HTiB BOHM MOXKYTh OYTH TSKKUMH.
3a3BHuail BOHM BUHUKAIOTh IPOTSATrOM NEPIUIMX KUIBKOX JHIB MicCis MPUIMHEHHS Teparlii, y Ay>Ke piIKICHUX
BUITQJIKaX TaKi CAMIITOMH BIJJ3HAYAJIUCS y MAIIEHTIB, SIKI BUMAJAKOBO MPOIMYCTHIIA IPUHOM JI03H Mpernapaty. Y
OUTBIIOCTI BUMIAAKIB 1[I CHMITOMU MUHAIOTh CAMOCTIMHO TPOTATOM 2 THXKHIB, X04ya Yy ACSKUX MAIliEHTiB BOHU
MOXYTh TPUBATH JIOBIIE

(2-3 Micsui yu Oinbine). TakuM YUHOM, PEKOMEHIY€ETHCS TOCTYIIOBO 3MEHIITYBATH J03Y CepTpalliHy Mpu
NPUNTUHEHH] Teparii MpernapaToM MpoTATOM MepioAy Yy KijbKa THXKHIB UM MICAIIB BIAMOBIAHO 10 MOTped mamieHTa
(muB. po3ain «Crnocid 3acTOCYyBaHHS Ta JO3M»).

Axamu3is/ncuxomomopHull HecnoKii

3acTocyBaHHS CEPTPAiHy aCOLIIOETHCS 3 PO3BUTKOM aKaTHU31i, 110 XapaKTepU3y€eThCs CyO €EKTUBHO HETIPUEMHUM
Y1 HEBrAMOBHHUM HECTIOKOEM Ta MOTPEOOI0 pyXaTHCS, 1110 YaCTO CYIPOBOKYETHCS HE3IATHICTIO CUTITH Y1
CTOSITH CIIOKIMHO. PU3MK BUHUKHEHHS TaKUX YCKJIaJHEHb HalOLIbIIUI MPOTATOM Nepiux 2 THXKHIB Tepamii. ¥
MAIIEATIB, Y IKAX PO3BUBAIOTHCS i CHMIITOMH, 301TBIIICHHS JO3H MOKE OYTH IIKiJTHBHM.

3acmocysanns npu neqinkositi HedoCmamHocmi

Ceprpaltid iIHTEHCHBHO METa0O0i3y€eThCS y MEHiHIll. 3a pe3yibTaTaMu (apMaKOKIHETHYHOTO JTOCIIIKEHHS 3
0araTokpaTHUM MPUHOMOM MpenapaTy y MamieHTiB 31 CTaOITbLHUM IIUPO30M JIETKOTO CTYIEHS CIIOCTEePIranocs
MOJIOBXKCHHSI repiony HamiBBuBeAeHHS Ta 30UTbmeHHS AUC Ta Gy ax MPUOIU3HO BTPUYI MIOPIBHSIHO 3 [IUMU
MOKa3HUKaMHU B 0Ci0 13 HOpMaIbHOIO (DYHKLIEIO MEYiHKU. 3HAYYLIUX BIAMIHHOCTEH Yy CTYIEHI 3B’ I3yBaHHS
npernapary 3 O1IKaMu TIa3MHU KPOBi MK IIMMHU JIBOMA IPyHaMH YYaCHHKIB TOCTIDKEHHS He BUsBIIeHO. Ciif OyTn
00epexXHUMH TPU 3aCTOCYBaHHI cepTpalliHy Mal[leHTaM 13 aTOJIOTIE0 MEYiHKHU. Y BUNAAKY MPU3HAYESHHS
CepTpajiHy MamieHTaM i3 TOPYIICHHAMHU (QYHKIIIT IeUYiHKA HEOOXiTHO 3BaKUTH JOUIIBHICTH 3MEHIIIEHHS 1031 a00
4acToTU Npuilomy npenapary. CepTpaliiH He CJliJ] 3aCTOCOBYBATH NalllEHTaM 3 TSKKOIO MEUIHKOBOIO
HEeJ0CTaTHICTIO (IuB. po3au1 «Crocid 3acTOCYBaHHS Ta JA03W»).

3acmocysanns npu HUpKOGIl HeOOCMAaMmHOCHi

Ceprpaltid iIHTEHCHBHO METa0O0Ii3y€EThCS; BUBEJICHHS HE3MIHEHOT CIIONIYKH 13 CEYEI0 € APYTOPSIIHUM IIUIIXOM
eniMiHamii. Y JTOCHiIKEeHHSIX 3 y4acTIO MAIlIEHTIB 13 TOPYIIEHHAM (YHKI[IT HUPOK BiJ] IETKOTO JI0 CEPEAHBOTO
crynens (kiaipeHc kpeatuHiny 30-60 mMi/xB) ab0 BiJl cepeTHBOTO JI0 TSKKOTO CTyTeHs (KiipeHe kpeatuHiny 10-29
MiI/xB) (papmakokinetnuHi napamerpu (AUCO-24 ta Gax) Ipu 6araTokpaTHoMy Npuiiomi npenapaty Oynu 0e3
CTaTUCTHYHO 3HAYYIIMX BiIIMIHHOCTEH BiJ IMX IMOKA3HUKIB y TpyIi KOHTpoito. Hemae HeoOXiTHOCTI y KOpUTYBaHHI
JTO3M 3AJIEKHO BiJl CTYTEHS MOPYIIeHb QYHKIIIT HUPOK.

3acmocyeanns nayicumam aimub020 GIiKy



VY KJIIHIYHUX JOCTIKEHHAX Opanu ydacTh noHa 700 mauieHTiB JITHHOTO BiKY (BIKOM > 65 pokiB). Xapakrep i
4acTOTa PO3BUTKY MOOIYHHUX pEaKIliii y Mamie€HTiB JITHHOTO BiKYy OyJH MOIIOHUMU JI0 TAaKUX, IO CIIOCTEPITaINCh Y
MOJIOJIIIMX MAIi€HTIB.

Onnak 3actocyBanns CI33C ta I33HC, Brimrogaroun cepTpaiin, OysIo MOB’si3aHe 3 BUNIAJKaMH KITIHIYHO 3HAYYIIOT
rifnoHaTpieMii y Mali€HTiB JITHHOTO BIKY, B IKMX MOXE CIIOCTEpIiraTUcs OLIbIINNA PU3UK PO3BUTKY LILOTO OOIYHOTO
seumia (auB. «['imoHaTpieMis» y po3aisi «OcoOIMBOCTI 3aCTOCYBAHHS ).

Llyxposuii diabem

[ToBimomIsIoCst PO HOBI BUNIAJIKKM PO3BUTKY IIYKPOBOTO JiabeTy y MaIlieHTiB, ski orpumysanu teparito CI33C,
BKIIIOUatouu ceptpaii. [ToBimomisiocs mpo BTpaTy TIiKeMIYHOTO KOHTPOJIIO, BKIIOYAIOUH SIK TINEPrITIKEMIito, TaK 1
TIIOTIIIKEMIIO Y TAIli€HTIB 13 IyKpoBUM JiadeTom Ta 0e3. ToMy mpoBOIMIM MOHITOPHHT CTaHy MAlli€HTIB HA
BUSIBJICHHS O3HAK Ta CUMIITOMIB 3 IPUBOAY 3MiHM PiBHs INt0K03U. OCOOIMBO MAlliEHTH, XBOP1 HA I[yKPOBUH
niabeT, MaloTh PEeTeNFHO MPOBOJUTH KOHTPOJIb 3 MMPUBOLY 3MIHU PiBHS TIFOKO3H, OCKUIBKH iX JO3YBaHHS 1HCYJIIHY
Ta/ab0 1HIIOTO MEPOPATLHOTO TIMOTIIKEMIYHOTO JIKaPChKOTO 3aC00y, MOKIIUBO, CIi/ BIIKOPUTYBaTH.
Enexmpowokoea mepanis

Kninigyaux gociimkeHb, CipsMOBaHi Ha BUBUEHHS PU3HUKIB a0o mepesar komOiHoBaHOTO 3acTocyBanHs EIIT ta
cepTpalliHy, He IPOBOAMIIH.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyooro.

Bazimuicmo

He icHye 100pe KOHTPOIbOBaHUX BUBUCHB Mpemnapary CTUMYIOTOH® 3 y4acTio BariTHHX xiHOK. OJJHaK CyTTeBa
KUTBKICTh TAHUX HE BUSBJISIE JOKA31B [0J]0 BUHUKHEHHS BPOPKEHUX B/l PO3BUTKY IIJIOJA Yepe3 3aCTOCYBAHHS
cepTpaiiHy. Y AOCIIPKEHHSIX Ha TBapHHAaX OyJI0 BUSBJICHO BIIMB Ha PENPOAYKTUBHY (YHKIIiIO, BIPOTiIHO, Y
3B’S13KY 3 TOKCHYHOIO JII€I0 TIpenapaTy Ha OpraHi3M MaTepi, CIPHYMHEHOI0 (hapMaKoIMHAMIYHOIO JI€F0 Mperapary
1/abo mpsiMoro papMakoOAMHAMIYHOIO JIi€10 MpernapaTy Ha IUTiI.

[ToBigoMIISITOCS, IO 3aCTOCYBAHHS CEPTPAIHY y IMEePioJl BAaTITHOCTI CIIPUIHHSIE y IEIKHX HOBOHAPOKCHUX
(Matepi sSIKUX MpUNMaNU CEpTpaliH), CAMIITOMH, MOAIOHI 0 peakiiii Biaminu. Lleit eHOMEH Takoxk crocTepiraBcs
npH 3acTocyBaHHi iHmmX antuaenpecantis kiaacy CI33C. CtumynoTo® He peKOMEHIYETHCSI 3aCTOCOBYBATH Y
Nepioj] BariTHOCTI, KpiM BUMAAKIB, KOJIU KIHIYHHUMA CTaH JKIHKU TaKHi, 110 OUiKyBaHi MepeBary BijJ 3aCTOCYBaHHS
IpenapaTy NepeBUILYOTh NOTEHIIHHUI pU3HK.

JKiHk# penpoAyKTUBHOTO BiKYy IIPH MPHUIOMI CEpTpalliHy MarOTh 3aCTOCOBYBATH BiAMOBIIHI 3aCO0M KOHTpAIEHIIi1.
Cit IpOBOJMTH CTIIOCTEPEKEHHS 32 HOBOHAPOKECHUMH, SIKIIIO MATH MPOJIOBXKYE 3aCTOCYBAaHHS CEPTpaliHy Ha
Mi3HIX TepMiHax BaritHocTi, ocoonuBo y III Tpumectpi. [licas 3acTocyBaHHS cepTpalliHy Ha Mi3HIX CTAIisfAX
BariTHOCTI Yy HOBOHAPO/KEHUX MOKYTh BUHUKATH HACTYIHI CUMIITOMU: PECHIPATOPHUN AUCTPEC-CUHIPOM,
1[laHO3, alHOE, CYyI0MH, TeMIIepaTypHa HeCTabUIbHICTh, TPY/IHOIILI 3 TOyBaHHIM, OJIOBAHHS, T1MOTIIKEMIs,
TiepToHYyC, TIOTOHYC, TinmeppedIIeKcis, TpeMop, CHHAPOM ITiIBUIIEHOT HEPBOBO-PEQIIEKTOPHOI 30y UITUBOCTI,
JpaTiBIMBICTh, MIIABICTh/aIaTUYHICTD, MOCTIMHMIA TJ1a4, COHJIMBICTH 1 TPYIHOIII 3 3acuHaHHAM. [1i cumnTomu
MOXYTbh OyTH 3yMOBIICHIMH 1HIIUMH CEPOTOHIHEPTTYHUMH e(heKTaMi YU CHMITOMAMH BiMiHH. Y OLIBIIOCTI
BUIAJKIB 111 YCKJIaHEHHS PO3BUBAIOTHCS OJpa3y K MicIs MOJIOTIB UM HAWOMMKYMM YyacoM (TIPOTSTOM MEHII, HiXK
24 ronuH).

3riJHO 3 JAaHUMHU €11/IEMI0JIOTIYHUX JOCIIIKEeHb OUiKyeThCs, 110 3actocyBanHs CI33C y mepio BariTHOCTI,
0COOJIMBO Ha IMi3HIX TEPMiHAX BAaTiTHOCTI, MOXeE IMiJIBUIYBATA PU3HK PO3BUTKY CHHIPOMY HEPCHCTYIOUO1 JIET€HEeBOi
rinepTeH3ii HOBOHapOKeHUX. PU3KK Ha Tii mpuiloMy mpenapaTty COCTepIraeThes 3 4aCTOTOK NPUOIU3HO 5
BunazkiB Ha 1000 BariTHOCTEW. Y 3arainbHiil MOMysisimii Biq3HavYaeThes -2 BUMAAKN CHHAPOMY ITEPCUCTYIOUOL
JIereHeBoi rinepTensii HoBoHapokeHux Ha 1000 BariTHOCTEH.

T'ooysanns epyoorw

Ony6u1ikoBaHi J1aHi 00 PIBHIB cepTpalliHy y IpyAHOMY MOJIOIII CBiT4aTh MPO Te, L0 CEpTpaliH 1 loro MeTabomiT
N-ne3aMeTuiicepTpatid eKCKPETYIOThCS y TPYAHE MOJIOKO Y MaTiil KUTBKOCTI. 3arajioM y CUPOBATIII KPOBI HEMOBJIST
BUSIBJISUIM HE3HAYHI KOHIIEHTpallii mpenapary 4i KOHIEHTpallii npenapaTy, HeIOCTYIIHI AJIs BU3HAUCHHS, 32
BUHSTKOM OJTHOTO BUTIAJIKY, KOJIM KOHIICHTpALlis TIpenapaTy y CUpOBAaTIli KPOBI HEMOBJISITH CTAHOBUIIA TIPUOIN3HO
50 % BiJ KOHLIEHTpALlil Ipenapary y CUpoBaTIi KpoBi Matepi (ajie 06e3 Oyb-IKOro MOMITHOTO BIUIUBY Ha 3/10pOB’s
IbOT0 HEMOBJISITH). Ha manuii yac He MOBIAOMIISIIOCS TIPO MOOIYHY Ji0 Mpenapary Ha 3A0POB’ sl TITEH, TKUX
rOAYBAJIM TPYJI0 KIHKH, K1 3aCTOCOBYBAJIM CEPTpaliH, aje TaKuil pU3UK He MOKHA BUKJIIOYATH. 3aCTOCYBAHHS
npenapatry CtuMyaoTor® y mepiof royBaHHs TPyUII0 HE PeKOMEHI0BAaHO, 32 BUHSATKOM BHIIA/IKiB, KOJIH, Ha
JTYMKY JIiKapsi, KOPUCTh BiJl IpUHOMY Mpenapary MepeBHILy€e MOXKIUBUI PU3HUK.



30amuicmob enaueamu Ha WEUOKICMb pearyii npu KepyeanHi agmompancnopmom abo iHuUMU Mexanizmamu.
Kniniko-(hapMakooridsi JOCTIKEHHS CBiIYaTh PO BiJICYTHICTH BIUIMBY CEPTpaJliHy Ha MCUXOMOTOPHI (PyHKITI1.
OpHak XBOPHUM CIIiJT TOTPUMYBATHUCS 00€pEKHOCTI, OCKUIBKH 3aCi0 MOXKE OPYIIyBaTH MCUXIYHI a00 Bi3nyHi
peaxiii, HeoOXiHI UIT BUKOHAHHS TIOTEHIIIIHO HEOE3MeYHNX 3aBAaHb, TAKHUX SIK YIPaBIiHHS aBTOMOO1IeM ab0
poOoTa 3 IHITUMHU MEeXaHi3MaMHU.

Cnocio 3acmocysanna ma 0o3u.

Crumynoton® npuiimaru 1 pa3 Ha 100y (Bpanii abo BBeuepi). Tabnerku CTumynoToHy® MOXKHA TIPHIMATH
HE3aJIE)KHO BIJI BXKUBAHHS TXKI.

Ilouamoxk nikyeanus

Henpecis ma OKP

JlikyBauust CtumyiotoHOM® citiyt po3moynHaty 3 103u 50 Mr/m00y.

Ianiuni poznaou, IITCP ma coyianbHuii mpugodcrHui po3nao

JlikyBaHHS Cini po3modnHATH 3 103 25 mr/mo0y. Uepes 1 TrwkaeHb 103y CIif MiaBAIUTH 1050 MT

1 pa3 Ha 100y. Byno nokazaHo, 1110 TakKUi PeXUM J03yBaHHS 3HUXKYE YAaCTOTY PO3BUTKY Ha IOYATKOBOMY €TaIli
JKyBaHHS OOIYHUX e(EKTIB, XapaKTePHUX JUIS TAaHIYHUX PO3JIaIiB.

Tumpysanns 0o3u

Henpecia, OKP, naniuni posnaou, coyianbruti mpugodxcruii poznao ma IITCP

VY marrieHTiB, K1 He BiANOB1Aal0Th Ha 403y 50 MT, edeKT Moke OyTH NOCATHYTHI NMpu miABHILEHH] 103U. Kopekiiiro
JIO3M CJIiJT pO3NOYMHATH HE paHilie, Hixk uepe3 | TKAeHb JIiKyBaHHsI, 301U1bI1yI0uH ii mocTymoBo mo 50 mr 3
IPOMDKKAaMU TPUBAIICTIO IPUHAMMHI B OJJMH TYDKJICHb. MakcuMaibHa 103a He Mae nepeBuiryBati 200 Mr/no0ly.
Kopexkuito 1031 cI1ijJi MPOBOANUTH HE YacTillle, HXK 1 pa3 Ha THXK/IEHB, 3Ba)KAl0YH Ha IEePio]] HalliBBUBEICHHS
CepTpalliHy, 10 CTAHOBUTH 24 TOUHHU.

[lepuri nposiBU TEPANEBTUYHOTO €(hEKTY MOXKYTh CIIOCTEpIraTUCs MPOTAroM 7 JTHIB JiKyBaHHS. OIHAK JUIs
JOCSTHEHHS TepaneBTUYHO1 BIAMOBI/II 3a3BUYaii MOTPIOEH MOBIIMIA MEepiof yacy, ocoonuBo amns xsopux 3 OKP.
Lliompumyioua 0o3a

Jlo3yBaHHSI IPOTATOM JOBrOTPHUBAJIOL Tepamii ciIil yTpUMYBaTH Ha HAMHM)KYOMY €(DeKTHUBHOMY piBHI 3 HACTYITHUM
KOPUTYBaHHSM 3aJIS)KHO BiJl TEPAIEBTUYHOT BiAMIOBIII.

enpecis

JloBrorpuBaiy Teparmiro MO>KHA TaKOX 3aCTOCOBYBATH JIJISl 3aII00IraHHS PEUINBY BEIUKUX ETPECHBHUX
ernizonis (BJIE). ¥V 6inbinocTi BunaakiB pekoMeH1oBaHa 1o03a ams npodinaktuku peunauBy BJIE € Takoro x, sk
71032, SIKY 3aCTOCOBYBAJIH IPOTATOM JIIKyBaHHS I[bOTO JAETIpecuBHOTO emni3zony. [lamientam 3 nemnpeciero ciin
OTPUMYBATH TEPAIiI0 NPOTATOM AOCTATHBOTO Yacy, IOHAMMEHIIIe IPOTIroM 6 MICALIB, 1100 YIEBHUTUCS Y IOBHIN
BiJICYTHOCTI CHMIITOMIB.

Ianiuni poznaou ma OKP

[Tpu TpuBamiii Tepanii y manieHTiB 3 maHivHUMU po3nagamu Ta OKP ciinx mpoBoauTy peryssipHy OLWiHKY Tepartii,
OCKUTBKH JAJIS ITUX PO3JNaAiB He OyJI0 MPOIEMOHCTPOBAHO €(hEeKTUBHOCTI Mpenapary y 3ano0iraHHi peruanBiB.
3acmocyeanus oimam

Himu 3 06cecusHo-KOMNYIbCUBHUM PO3NAOOM

it Bikom 13-17 pokiB: mouaTkoBa j03a ctaHOoBHTH 50 MT 1 pa3 Ha 100y.

it BikoM 6-12 pokiB: Mo4aTKoBa J03a CTaHOBUTH 25 Mr 1 pa3 Ha 100y. Uepes 1 TwxkAeHb 103y MOXKHA
30uTbIIuTH A0 50 Mr 1 pa3 Ha 100y.

[Tpu HeoOX1AHOCTI Yy BUMAJKY BiACYTHOCTI OaskaHOTO ePeKTy Ha TIIi MpUiioMy MpenapaTy y 1031 50 mr/mo0y
MOYKJIMBE 11 TIOAAJIbINE T IBUIIICHHS 31 301IbIIEHHM 1034 Ha 50 Mr Ha 100y 3a 1 pa3 mpoTIroM KUTbKOX THXKHIB.
MaxkcumanbHa 103a cTaHOBUTH 10 200 Mr/m00y.

OpHak npu TiABHINECHHI 1031 TIoHaa 50 MT y meiaTpii CtiJi BpaxOBYBaTH 3arajoM HIDKYY Macy Tija JiTer
MOPIBHSHO 3 Aopociaumu. He ciin 3MiHIOBaTH 103y YyacTiie, Hk | pa3 Ha THKIEHb.

EdexTuBHICTS IpeniapaTy y AiTel 3 BEIMKAM JCMPECUBHUM PO3JIAJI0M ITPOJEMOHCTPOBaHA HE Oya.

JlaHi o0 3aCTOCyBaHHS Mpenapary JiTsAM 10 6 poKiB BiACYTHI (IuB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHS).
3acmocyeanns nayicumam aimub020 GIiKy

[TarieHTam TITHROTO BIKY MpemapaT CliiJ 3aCTOCOBYBATH 3 00EPEkKHICTIO, OCKUTFKH y TaKHX MAI[IEHTIB MOXe OyTH
MIBUIIEHUN PU3UK PO3BUTKY riOHATpieMii (uB. po3au1 «OcoOIUBOCTI 3aCTOCYBAHHS).

3acmocysanns npu ne4inkositi HedoCmamHocmi




Cnin 6yt 00epeXHUMHU IpU 3aCTOCYBaHHI CEpTpalliHy XBOPUM 3 NATOJOri€r0 neviHku. [lpu nopymenHsax ¢yHkmii
MEYIHKU HEOOX1THO 3MECHIIUTH 103y a00 JacToTy npuiiomy mnpemnapary. CepTpaliiH He CITiJ 3aCTOCOBYBATH
MaIi€HTaM 13 TSHXKKOIO TIEYIHKOBOIO HEJIOCTATHICTIO, OCKUIBKH KITIHIYHI 1aHi I0JI0 3aCTOCYBAaHHS MpemnapaTy TaKuM
XBOPUM BIJACYTHI (AUB. po3ai1 «OcoOIMBOCTI 3aCTOCYBaHHSD).

3acmocysannsa npu HUPKOGIU HEAOCMAamMHOCMI

[Tpu nopymeHHsx QyHKIIT HUPOK KOPUTYBaHHS JTO3H IMperapary He MoTpioHe (auB. po3ain «OcolmmuBocCTi
3aCTOCYBaHHS»).

Cumnmomu 8i0MiHU, AKI CHOCMEPI2aAlOMbCs NPU NPUNUHEHHT mepanii cepmpaninom

Crix yHUKATH panToBOrO MPUIIMHEHHS 3aCTOCYBaHHA MpenapaTty. [Ipu npunuHeHHi JiKyBaHHS cepTpaliHOM, 100
3MEHIITUTH PU3HUK PO3BUTKY PEAKIi CHHAPOMY BiJIMIHH, I03Yy CIIiJ] IIOCTYIIOBO 3MEHIITYBATH IIOHAWMECHIIIE
npoTsroM 1-2 TiwxkHiIB (AuB. po3ain «OcobmuBocTi 3actocyBaHHsD 1 «[10614HI peakiiin). SKio micis 3MeHIIeHHS
JIO3U TIpenapary ado MPUITMHEHHS MO0 3aCTOCYBAHHS 3’ IBJISIFOTHCS HECTEPITHI CUMIITOMH, MOXE OyTH

PO3TIISIHYTE BiTHOBIJICHHS 3aCTOCYBaHHS MpemapaTy y paHilie Mpu3HaveHii 1031. Y moJanbiiomMy JiKap MOxe
IIPOJIOBKYBATH 3MEHIIIYBATH /103y, ajie OLIbII TOCTYIOBO.

Mimu.

Crumynoton® He CItiji 3aCTOCOBYBATH JJIsI JTIKYBaHHSI TITCH, 32 BHHATKOM JiTeH BIKOM BiJ 6 POKiB 3 00CECHBHO-
KOMITYyJIbCUBHUMU po3nafaaMu (AuB. po3ai «Croci0 3aCTOCYBaHHS Ta TO3U).

Ilepedo3ysanns.

Toxcuunicmo

Ceprpainin Mae Jiana3oH O€3MeKH, 1110 3aJIeKUTh Bij MOMYJIALIT Hali€HTIB Ta/abo CyIMyTHBOTO 3aCTOCYBaHHS
JiKapchKUX 3ac00iB. [1oBiIOMIISLITOCS PO JETabHI BUTIAKH TIEPE03YBAHHS CEPTPATIHY K ITPH OKPEMOMY
3acTocyBaHHI (6€3 CymyTHIX MpemnapariB), Tak 1 y KOMOiHaIlii 3 IHIIMMHAIKAPCHKUMU 3aco0aMu Ta/ab0 aKOToIeM.
VY 3B’513Ky 3 IIMM KOKEH BHITAJI0K MEPeI03yBaHHs MOTpeOye IHTEHCUBHOT Tepartii.

Cumnmomu

CumnToMu repeo3yBaHHs BKIIOYAIOTh CEPOTOHIH-0MOCEPEIKOBaHI MOOIYHI e()eKTH, 30KpeMa COHIIHMBICTB,
[TYHKOBO-KHUIIKOBI OPYIIEHHS (Y TOMY YKCII TaKi sIK HyJJ0Ta Ta OJI0BaHHs), TaxiKapaisi, TpeMop, 30yIKeHHS 1
3araMOpOYEHHS. MEHII 9acTo MOBIIOMIISUIOCS PO BUTIAIKH KOMH.

Tepanisn

CrnenmdivHNX aHTUIOTIB cepTpatiny He icHye. HeoO0XiqHo 3a0€3meunTH i miATpUMYyBaTH MPOXIAHICTh AUXATBHIX
IUIAXIB Ta IOCTaTHIN piBEHb OKCUTeHAIII] 1 BeHTUIIAII1. [IpruitoM akTHBOBAHOTO BYT1JUISL, III0 MOKE 3aCTOCOBYBATHUCS
pa3oM i3 IPOHOCHUM 3ac000M, MOXe OyTH HE MEHII €()eKTHBHUM 32 IIPOMUBAHHS [IUTYHKA Ta Ma€ OYTH B3SITUM JI0
yBaru y BUIJIKy Teparii nepeao3yBaHHs. BukinkanHs 0/0BaHHS HE peKOMEHI0BaHe. PexoMeH10BaHMH
MOHITOPHHT CEPIIEBOI AISUTEHOCTI Ta 1HIIMX OCHOBHUX KUTTEBHX MOKA3HUKIB PA30M 13 CHMITOMATHYHOIO Ta
HiATPUMYIOUOIO Tepami€to. BpaxoByroun 3HauHUN 00’ €M PO3MOILTY CepTpalliHy, Taki 3aX0Au K popcoBaHUi
niypes, miainis, remMornepdysist ado 3aMiHHa reMOTpaHC(y3ist HABPSIT YU MOXKYTh OyTH KOPUCHUMH.
[Tepeno3yBaHHs cepTpaliHy MOXe MPU3BECTHU 10 MOAOBXKEHHS 1HTepBaTy QT, TOMY peKOMEHAYEThCS IPOBOJUTH
EKT -MOHITOpUHT B yCiX BUMaAKaX MMepe03yBaHHs MIpenapary.

Ilo6iuni peakuii.

Haituacrime crioctepiraetbes Takuii moOiuyHmil eexT sik Hyaota. [Ipu JikyBaHHI COIIaTbHOTO TPUBOKHOTO PO3IIATY

ceprpainoM y 14 % 40i0BiKiB BiJj3HaYaIacs cTaTeBa MUCHYHKITIS (IOPYIICHHS esIKyJIsIii) mopiBHsHO 3 0 %

MAIiEHTIB, SKi OTpuUMYyBaiu miuane6o. L1i mobiuHi edekTu € 10303a1€KHUMHU 1 BOHH YaCTO CaMOCTIHHO 3HUKAIOTh

IIPU [IPOJIOBXKEHHI TEpaIii.

[Tpodine noGiyHMX edeKTiB YACTO CIOCTEPIraircs y X0/i MPOBEIeHHS MOABIMHUX CIIMUX I1anedo-

KOHTPOJIbOBAHUX JTOCITI/HKECHB 3 y4acTio manieHTiB 3 OKP, maniganmu po3magamu, [ITCP ta comiansHuMu

TPUBOKHUMHU pO3JaiaMH, OyB MOIIOHUM JI0 TAKOTO y MAII€HTIB 3 JEMPECI€0, SKi Opai y4acTh y KIIHIUHUX

JOCITIPKEHHSAX.

Huxde HaBeneHo AaHi mpo moOivHi peakilii, o CrocTepiraaucs y nepiof MocTpeecTpaliiHOro Harsiay (4acToTa ix

PO3BHUTKY HEBIJIOMa) 1 B XOJIi MPOBEJCHHS TUIANE00-KOHTPOJILOBAHUX KITHIYHUX JOCTIUKEHD (Y SIKUX y LUIOMY
B35UIM y4yacThb 2542 malie€HTH, $Ki OTpUMYBajld cepTpaiiH, i

2145 manieHTiB, SKi OTPIMYBaJIHX TUIae00) 3 yuacTio xBopux 3 aemnpecieto, OKP, maniunumu posnagamu, [ITCP Ta

CoLllaIbHUMU TPUBOXHUMHU PO3JTaJaMH.



Jlesiki 3 HUK4e HaBeJleHUX MOOIYHUX peakliif MOXKYTh 3MEHIITYBATUCS 3@ IHTEHCUBHICTIO Ta YaCTOTOIO 32 YMOBHU
TPUBAJIOTO JIIKYBaHHS Ta HE MPHU3BOIATH IO IPUITUHEHHS Tepartii.

Huxde HaBeZeHa yacToTa pO3BUTKY MOOIYHHX PEAKIIii, 0 COCTepiraaucs y X0l MpoBeAeHHS ianedo-
KOHTPOJIHOBAaHUX KJIIHIYHUX JOCIHIPKEHB Y namieHTiB 3 nenpeciero, OKP, naniuanmu posnanamu, [ITCP ta
CoLllaTbHUMU TPUBOXHUMHU PO3JTaJaMH.

HaBeneno 00’eTHaHI JaHi KIIIHIYHUX JOCIIHKEHB 1 TOCTPEECTPAIITHOTO HATIISAAY (YacTOTa HEBIIOMA).
Ingpexyii ma ineasii

YacTo: (apuHTiT; HEYacTo: iH(EKIT BEpXHIX TUXATBHUAX IUISAXIB, PHHIT; PIIKO: TUBEPTUKYIIIT, FACTPOSHTEPHT,
CepenHil OTHT.

Ilyxnunu 00oposiKicHi ma 3105KICHI (Y momy Yucii Kicmu ma nozinu)

Pigxo: HOBOYTBOpPEHHS B OJHOTO MAI[I€HTA, IKH OTPUMYBaB CEpTPaliH, TOPIBHSHO 3 BIACYTHICTIO TAKUX BUIIA IKiB
y TpyMi MaIi€HTiB, Ki OTPUMYBAIIN TUIAIe00.

3 b6oky cucmemu kpo6i ma aimgamuunoi cucmemu

Pinko: nimdaneHnonaris; HeB1IOMO: JEHKOIMTOMNEHIs,, TPOMOOIIMTONICH .

3 60Ky imyHHOI cucmemu

Heuacro: miaBuiieHa 4yTIMBICTh; piAKo: aHadinakToinHa peakiis. HeBimomo: anepris.

3 60Ky en0oKpuHHOI cucmemu

Heuacro: rimotupeos; HEBIOMO: TiMEePIPOTAKTHHEMIS, TIMOTUPEOITU3M 1 CHHIPOM HEaJeKBATHOI CeKperii
aHTHUJIlyPETUYHOI'O TOPMOHY .

Memaboniuni ma arimenmapui poznaou

YacTo: 3HWKECHHS aleTUTY, IOCHICHHS alleTUTY*; PiZIKO: IyKPOBHI iabeT; rinepxoiecTepuHeMisl, TIOTIiKeMis;
HEBIJIOMO: TIMOHATPIEMIs, TIIEePIIIKEeMisl.

Ilcuxiuni nopywenus

Hyxe gacto: 6e3conns (19 %); uacro: nenpecis®, nenepcoHanizanis, HidHI XKaxu, BITIYTTs. TPUBOXKHOCTI*,
30y/UKEHHS*, HEpBO3HICTb, 3HM)KEHHS J1101/10%*, OpyKCH3M; HEUacTo: TAMONMHALIT, eiipopuaanii HAaCcTpiit™, amaTis,
MATOJIOTIYHE MUCTICHHSI; HEYacTO: arpecis™; piqko: KOHBEPCIMHUN pO3a, 3aJeKHICTh BiJl JIKiB, ICUXOTHYHUHN
posnan*, mapaHosi, CyinuaaIbHe MUCIICHHS/CyIIUIanbHa moBeainka (Jimmie s mamieHTiB 3 OKP, mpu
KOPOTKOYaCHOMY 3aCTOCYBaHHI Mpemnaparty, y JOCHiI)KeHHIX TpUBaiicTio 1-12 TkHIB: Oynu 3apeecTpoBaHi
BUTIA/IKA HASIBHOCTI CYIIMIAIBHUX JYMOK 1 CyIIMIaIbHOT TOBEIIHKY TTiJT 9ac Teparrii cepTpajiHOM Y1 HEBIOB31
icJis NPUIMHEHHs Tepamnii (AuB. po3au1 «Oco0IMBOCTI 3aCTOCYBaHHS» ), COMHAMOYJIi3M, IiepeAyacHa esKy LS.
Hesigomo: mapoHipis.

3 60Ky Hepeosoi cucmemu

Hyxe gacro: 3anamopoueHHs (11 %), cormuBicTs (13 %), rosioBauit 6ib (21 %)*; wacto: mapecresii*, Tpemop,
riNepTOHYC, TUCTEB3is, TOPYIIEHHS YBAaru; HEUACTO: CyJIOMU™*, MUMOBLIbHI M’30B1 CKOPOUCHHSI*, IOPYIICHHS
KOOpJMHALlli pyXiB, TIEpKIHE31sl, aMHE31s, T1IecTe311™, MopyIIeHHS MOBJIEHHS, IOCTypajbHE 3al1aMOPOUYEHHS,
MIirpeHp™*; pizko: koma*, XxopeoaTeTos, AUCKIHE3is, TimepecTesis, CCHCOPHI MOPYIICHHS; HEB1IOMO: PYXOB1 po3iaau
(BKJIFOUAIOYH EKCTpaIipaMiHi CAMIITOMH, B TOMY YHCJIi TiIepKiHE3is, TIEPTOHYC, CIIa3MH IIeNIenH ado
nopyiieHHs xoau). Hesimomo: cunkorne. Takox Oyiu 3apeecTpoBaHi O3HAKU 1 CHMIITOMHU CEPOTOHIHOBOTO
CHHJIIPOMY YH 3JIOSKICHOTO HEHPOJIICITHYHOTO CHHIIPOMY, Y ACSIKHX BUITAKaX OB’ A3aHUX 13 CYIyTHIM IPUAOMOM
CEPOTOHIHEPTIUHUX 3ac00iB, a caMe: 30y IKEHHSI, CIUTYTaHICTh CBiJOMOCTI, MOCHIICHE TIOTOBUALICHHS, Jliapes,
iIBUIIICHHS TEMIIEPAaTypH TiJla, apTepiajibHa TiNepTeH3is, PUTiAHICTh Ta Taxikapais. AKaTu3ist i ICHXOMOTOPHE
30y KeHHS (IUB. po31it «OcoOIMBOCTI 3aCTOCYBaHHS»); CMa3M LiepeOpaibHUX CyAUH (y TOMY YUCII CUHIPOM
CKOpOMHHYIIOT IIepeOpatbHOT Ba30KOHCTPHKIIT abo cunnpom Kosura-dneminra).

3 6oky opeanis 30py

Yacro: mopymieHHs 30py; HEYacTo: Mifpia3*; pifko: Tiiaykoma, po3Jiaau cIb030BUAUICHHS, CKOTOMA, TUTLIONIS,
dotodobis, ribema. HeBimomo: posnaau 30py; 31HUI Pi3HOTO PO3MIpPY.

3 b6oky opeanis cyxy ma éecmubyiApHO20 anapamy

Yacro: 13BiH y ByXax; He4acTo: Oiib y ByCI.

Kapoianvni nopywenns

Yacro: BiAUyTTs cepleOUTTS™; HeUacTo: Taxikap/is; piiko: iHhapKT Miokapaa, Opaaukapais, MOPYIICHHS CEPLEeBOi
JUAIIBHOCTI.

3 60Ky cyoun



Yacrto: NpuIuIMBU*; HEYACTO: apTepialibHa TinepTeH3is™, rinepeMis; piako: nepudepuyHa imeMis; piako: reMaTypis;
HEBIJIOMO: TIATOJIOTIYHI reMOpariuHi sSBUINA (Taki K HOCOBA KPOBOTEYA, IUTYHKOBO-KUIIIKOBA KPOBOTEYA).

3 6oky pecnipamophoi cucmemu, 2pyOHOi KIimKu ma cepedoCmiHHsl

YacTo: mo3ixaHHs*; HeyacTo: OpoHXOCIa3M™, TUCITHOE, HOCOBA KPOBOTEYA; PiIKO: JJAPUHTOCIIA3M,
riMepBEHTUIISIIS, TIMOBEHTUIIALIS, CTPUAOD, TUCHOHIs, TUKABKa; HEBIIOMO: IHTEPCTUIIIaTbHE 3aXBOPIOBAHHS
JIETeHIB.

3 6oky mpagnoco mpaxmy

Hyxe gacro: miapes (18 %), mynora (24 %), cyxicth y poti (14 %); yacTo: OUIb y )KUBOTI*, OItOBaHHS*, 3amop™,
JUCTIETICisl, MEeTEOpU3M; HeyacTo: e3odarit, aucdaris, reMopoi, rinepcaniBallis, 3MiHU S3UKa, BIIPIKKA; PIIKO:
MEJICHa, TeMaToXe315, CTOMATHT, BUPA3KU Ha SI3UIIi, TATOJIOT1 3 00Ky 3y0iB, TJIOCHT, BUPA3KH Ha CIIM30Biid 000IOHII
poTa; HEBIIOMO: ITAHKPEATHUT.

3 boky eenamobiniaproi cucmemu

Pigko: mopyieHHs (pyHKIIIT MeYiHKKU; HEBIIOMO: TIEYIHKOBA HETOCTATHICTh, 110 PIAKO MOXE MPU3BECTH 10
JIETaIbHOTO HACTIZIKY, DyJIbMIHAHTHUHN TeNaTUT, HEKPOTUYHUH TeNaThT, X0JIeCTaTHIHA KOBTSIHUIIS.

3 60Ky wiKipu ma niOWKIpHOI KIIMKOGUHU

YacTo: BUCHITaHHS*, TIEPTriApo3; HeYacTo: nepiopOiTanpHIi HAOpSK™, mypmypa*, anonemis™, XoIofHHA TiT,
CYXICTh WIKipH, KPOTIUB’ AHKA*, HAOpSAK 00IMYYSs,; PIIKO: AePMATHUT, OYJIbO3HHI IEPMATUT, BE3UKYIHO3HE
BUCHITaHHS, TATOJIOTIYHI 3MiHU 3 OOKY TEKCTYpH BOJIOCCS, HETUIIOBUH 3amax IIKipH; HEBIJOMO: 3apeeCcTpOBaHi
P1AKICHI BUNIAJIKM TSDKKHUX MOOIYHUX peakwiil 3 00Ky MIKipH, TakuX K cuHApoM CTiBeHca-/[)koHCOHa Ta TOKCUYHUIN
ermiIepMaTbHAN HEKPOJTi3), aHT10HEBPOTHYHHIA HAOPSIK, peakiii pOTOUyTIIMBOCTI, KIpHi peakxilii, cBepOik.

3 60Ky onopHo-pyx060i cucmemu ma cROIYYHOI MKAHUHU

YacTo: Mianbrisi, apTpaniris; HEYacTO: OCTEOAPTPHT, M’ I30Ba CIIAOKICTh, OLIb Y CIIHHI, TOCMHUKYBaHHS M 5I31B; P1IKO:
ypa)KE€HHS KICTOK; HEBIIOMO: M’S30Bi1 CIIa3MH.

3 60Ky HUPOK ma ceyo8UdinbHOI cucmemu

Heuacro: HiKTYpis, 3aTpuMKa ceui™®, moniypis, moiakiypisi, MOPyIICHHs] CEYOBHUITYCKAaHHS; PIAKO: ONIrypis,
YTPYIHEHHUH TIOYaTOK CEYOBUITYCKAHHS, HETPUMaHH cedi*.

3 60Ky penpodyKmueHoi cucmemu ma MOA0YHUX 3a7103**

Hyxe gacto: nopymeHHs eskysnii (14 %); gacTo: epekTiiibHa TMCYHKIIIS; HEYACTO: BariHaIbHA KPOBOTEYA,
HEYacTO: cTaTeBa AUCQYHKIIIS; PiIKO: MEHOparis, aTpodi4HHi ByJIbBOBAriHIT, 0aTaHOMOCTHUT, BUIIICHHS 31
CTaTeBUX OpraHiB, IpiamizM™*, ramakTopes™; HEBIIOMO: TIHEKOMACTIis, HEPETYISIPHUI MEHCTPYaTbHHUNA ITHKIL.
3acanvui nopyuwienns

Jy>xe gacto: miaBuieHa BroMmiroBaHicThb (10 %)*; gacrto: 3aranpHe He3MyXaHHS ™, O1Tb Y TPYAHINA KITITII*; HEYaCTO:
nepudepuyHmii HaOpsK, 3arajJbHe He3AyKaHHA ™, 03HO0, MipeKcis™®, acTeHis™®, crpara; pinko: rpuxa, hpidpos,
3HWKEHHS TIEPEHOCUMOCTI Mperapary, MopyIeHHs X0AH, HeBU3HAYCHI SBHIIIA.

Jlocnioxcenns

HeudacTo: 3HmKeHHS Macy Tijla*, 301IbIISHHS] MacH TiJIa*; HEYacTO: MiIBUIICHHS PiBHA anaHiHaMiHOTpacdepazn™,
MiBUIICHHS PIBHS acnapTaTamiHoTpaHcdepazu™, piaKo: MiABUIEHHS PiBHS XOJIECTEPUHY, MOPYIICHHS SKOCTI
CIIepMU; HEBIJIOMO: BIIXMJICHHS BiJl HOPMHU PE3yJIbTATIB KIIHIYHUX TaOOpaTOPHHUX aHANi3iB, 3MiHA (DyHKIIIT
TPOMOOIIMTIB, MiJBUIIICHHS KOHIIEHTPALlii XOJECTEpUHY Y CUPOBATIIl KPOBI.

Tpaemu ma ompyeHHsi

Pigxo: TpaBMma.

Xipypeiuni empyuanua ma meouyHi npoyeoypu

Pinko: Bazomunararis.

Sxmio mobivHe sIBUIIE criocTepiranocs y mamieHTiB 3 aenpeciero, OKP, maniuanm posnagom, [TTCP i comiansaumM
TPUBOKHUM PO37Ia/I0M, 3aCTOCOBYBaHI TEPMiHH, 110 XapaKTepU3YIOTh MOOIYHI SIBUINA, epekiacudikoBaHi 3a
TEpMiHAMH, 10 32CTOCOBYBAJIM CTOCOBHO MAIIEHTIB 3 JCTIPECI€IO.

* 111 moG1YHI peakilii TakoXk OyJu 3apeecTpOBaHi y Mepiol MOCTPEECTPAIIITHOTO HATIISTY

** gactoTa IIMX MOOIYHUX peakiiid BU3HAYANACS ISl KUTBKOCTI MAIliEHTIB y KOHKPETHIN TPYTIi 32 CTATTIO: CEpTpasliH
(1118 gomogikiB, 1424 xiHkn), miarne6o (926 4omorikis, 1219 kiHOK).

Cunopomu 8i0MiHU, WO cnocmepiearombCs NPU NPUNUHEHHI mepanii cepmpaniHom

[TpununHeHHs Teparii cepTpantiHoM (0cOOIMBO Y BUMAAKY PI3KOr0 MPUIIMHEHHS Tepartii) 3a3Bruail Ipu3BOIUTH 10
PO3BHUTKY CHMITTOMIB BigMiHu. Haifuacrime moBizoMIsiiiocs mpo Taki mo0iuHi SBHUINA SIK 3aIIaMOPOYEHHS, CEHCOPHI
MOpYIIEeHHS (BKIIOYAI0UH MapecTe3ito), MOPYIIeHHS CHY (BKIIFOUaloud 0€3COHHS 1 SICKpaBl CHOBUIHHS),



30yI>KEHHS UM BiTUYyTTS TPUBOXKHOCTI, HYZI0Ta Ta/4u OIIOBaHHS, TPEMOD 1 TOJOBHHIM Oi1b. SIK mpaBuio, i NoOivHi
sIBUIIA OYJIH JIETKOTO YH IMMOMIPHOTO CTYIEHSI Ta MHHAJIM CAMOCTIHHO; OJIHAK y JIESIKUX MAIliEHTIB BOHU MOXYTh
OyTH TSOKKMMHU Ta/a00 TpUBAJIUMHU. Y 3B’S3KY 3 UM y BHUIAJKaX, KOJU Oliblle HeMae HeoOXiTHOCTI y Tepaii
CepTpaJiHOM, PEKOMEHAYETHCS TIOCTYIIOBA BiIMiHA MPETapary MUITXOM ITOETAITHOTO 3HIKESHHS 103U (JIUB.
poznim «Cnocib 3actocyBaHHA Ta 103M» Ta «OCcOOIMBOCTI 3aCTOCYBAHHSD»).

3acmocyeanns nayiecumam aimub020 GIiKy

3acTocyBaHHS CEJIEKTUBHUX 1HT101TOPIB 3BOpoTHOIO 3axoruieHHs cepoToHiny (CI33C) un inriditropamu
3BOPOTHOTO 3aXOIUICHHS HOpaapeHaniny 1 cepotoniny (I33HC), Bkitouatoun cepTpaliid, acoliroBaIOCs 3 KJIIHIYHO
3HAYYIIUMU BUMAJIKaMH T1IIOHATPIEMIT Y TAI[IEHTIB JIITHHOTO BIKY, B SIKUX MOKE CIIOCTEPIraTUCs MiABUILEHUN PU3HK
PO3BHUTKY IIHOTO MMOOIYHOTO SBUIIA (IUB. po3aiia «OCOOIUBOCTI 3aCTOCYBAHHS).

3acmocysanns oimam

VY nonax 600 miTel, siKi OTpUMYBAJM CepTpaliH, 3arabHUI NMPod ik MOOIYHUX peakiiii OyB y HiJIOMy MOAIOHHIA 10
TaKoro, 1110 CIIOCTEPIraBcs y JOCTIIKEHHAX 3 YYaCTIO TOPOCIIUX MAIlI€HTIB. Y XO/i KIIHIYHUX KOHTPOJIbOBAHUX
JOCITIJKEHb OyJIH 3apeecTpOBaHi HACTYIHI MOOIYHI peakmii (KUTbKICTh MAIi€HTIB, sIKi MPUIMalH cepTpaliH,
craHoBuia 281).

Hyxe gacrto (>1/10): romoBHuit 6116 (22 %), 6e3conns (21 %), xiapes (11 %) i nynota (15 %). Uacro: (Big >1/100
1o <1/10): 6inb y TpyAHIN KIITII, MaHis, MipeKcis, OMIOBaHHS, BIICYTHICTh alleTUTY, aQ)eKTUBHA JIA01IbHICTD,
arpecis, 30yPKeHHsI, HEPBO3HICTh, TOPYLICHHS YBarH, 3allaMOPOYCHHS, TiNIEPKiHEe3isl, MITPeHb, COHJIMBICTh, TPEMOD,
MOPYIIEHHS 30y, CYXIiCTh y POTi, JUCTETICisl, HIYHI JKaXH, MiJBUIIIEHa BTOMIIIOBaHICTh, HETPUMAaHHS CeYi,
BUCHITaHHS, aKHE, HOCOBa KpoBoTeua, MeTeopu3M. Heuacto: (Bix >1/1000 mo <1/100): mogosxkenns intepBairy QT
Ha EKT', cyiuunganbHi cripoOu, Cy0MH, eKCTpalipaMiIHuN po3nai, mapectesis, Aenpecis, TalolrHalii, mypuypa,
TiepBEHTWIISIISA, aHEMIsl, TIOPYIICHHS (PYHKIIN MIEYiHKY, MiABUIIECHHS PIBHS ajJaHiHaMiHOTpaHC(hepasH, IUCTUT,
MIPOCTHII reprec, OTUT 30BHIIIHHOTO ByXa, O1IIb y BycCi, OUTB B 0111, Mifpia3, 3araibHe He3/ly>KaHHS, TeMaTypis,
MyCTYJIbO3HE BUCHIIAHHS, PUHIT, TPaBMa, 3HMKCHHS MacCH TiJIa, TOCMUKYBaHHS M’ 5I31B, HE3BHUYAHHI CHOBHIIHHS,
amarisi, anpbOyMiHypis, TOJaKiypisl, MONiypis, OLTb y MOJOYHHX 3aJ7103aX, HOPYIIEHHS MEHCTPYalTbHOTO LUKITY,
aJoTIelisl, IEPMaTHUT, ypaskeHHs IIIKipH, HETUTIOBHIA 3amax IMIKipH, KpOIHUB THKa, OpyKcu3M, rinepemis. Yacrora
HEBiZloMa: eHypes3.

Echexmu, xapaxmepHi 0151 ybo2o Knacy miKapcyKux 3acoois

VY pe3yibTari MPOBEIECHHS €MiIeMIONOTTYHUX TOCTIHKEeHb, [0 IEPEBAYKHO MPOBOIMINCSA 33 YUACTIO MAIIEHTIB
BikoM Bij 50 pokiB OyB BHUSBIICHUI MiIBUIIEHIA PU3HUK BHHUKHEHHS ITEPEIOMIB KiCTOK Y TIaIli€HTIB, SKi
orpumyBanu CI33C Ta TpunukiIiuHi aHTuAepecaHTH. MexaHi3m, 0 00yMOBIIIO€ MiIBUILIIEHHS 1[bOT'O PU3HKY,
HEBIJTOMUIA.

Tepmin npudamnocmi. 5 poxiB.

YmoBu 30epiranns.
30epiratu npu Temieparypi He Buie 25 °C y HeA0CTYyITHOMY IS AiTeH Micll.

YnakoBka.
[To 14 TabneTok, BKPUTHX IUTIBKOBOIO 00OJIOHKOIO, Yy Oiictepi; mo 1 abo 2 Gmictepu KapTOHHINH KOPOOIT.

Kareropis Binmycky. 3a perentom.

BupoOuuk.
3AT ®apmanesruunuii 3aBoa EI'IC/EGIS Pharmaceuticals PLC.

Micue3HaxoakeHHs1 BHUPOOHHMKA Ta HOro ajgpeca Micusi MPOBaIKeHHs AislIbHOCTI.
9900 m. Kepmenn, Byn. Matsim kipaid, 65, Yropmmaa/9900 Kormend, Matyas kiraly ut. 6Blungary



