IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

30/I00T°

(ZOLOFT®)

Cknao:
ditoya pevos8uHa: cepTparil;

opgHa TabreTKa, BKPHUTA IIJTiBKOBOIO 000JIOHKOI0, MiCTUTh CEPTPAJIiHy TigpPOXJIOPUL Y KiJIbKOCTi,
eKkBiBaJsieHTHiN 50 MTI cepTpaniny;

donomidcHi pevosuHu: Kambliito rimpodocdaT ourigpaT, 1eIron03a MiKpOKPUCTalTigHa,
TIAPOKCHUIIPOIIIIIEIONI03a, HaTPilo KPOXMabIIiKOJIST, MarHito creapat, Opadry Ginmii
(rimpokcumporminMeTumenono3a, TuTany miokcun (E 171), momieTuneHriikoss, mojicopbat 80), Opadry
IIPO30PHY (TiIPOKCUIIPOIUIMETHIIIIEITIONI03a, TTOTIeTUIEHT JTIKOJIb).

JIikapcbKa ¢opma. TabneTky, BKPHUTI MJTIBKOBOIO 060I0HKOIO.

OcHOB8HI (hi3uK0-XiMiUHI 81acmueocmi: 6isi, BKPUTI MIiBKOBOIO 000JIOHKOIO TaOIeTKK
KaICyaonomioHoi popMu 3 TUCHEHHSM «Pfizer» 3 omHoro 60Ky Ta «ZLT 50» 3 inmoro. TabneTku
MaioTh QYHKIIIOHAIbHY PUCKY MOOiNY MiX Hanucamu «ZLT» ta «50».

dapMakoTepaneBTHYHa rpyma. AHTUOenpecanTd. CeneKTUBHI iHriGiTOpU 3BOPOTHOTO
3axonyeHHs cepoToHiHy. Kog ATX NO6A BOG6.

Papmakono2iuHi e1acmusocmi.

dapmakoOuHamika.

MexaHi3M mil

CepTparliH € MOTyKHUM Ta cruenudiuHuM iHTi6iTOPpOM HEeMPOHAIBHOI'0 3aXO0IJIEHHS CEPOTOHIHY (5-
HT) in vitro, ske B opraHi3aMi TBaprH IPHU3BOOUTH [0 IOTeHIiI0BaHHS eekTiB 5-HT. CepTpanin mae
nuIIe ayKe cinaOKuii BIJIMB Ha MIPOIIeCH 3BOPOTHOTO HEMPOHAIbHOT0 3aXO0IJIEHHS HOpafipeHasiHy Ta
momaminy. Y KJIiHIYHUX J03aX cepTpaslid 6JI0Kye 3aXOIIeHHS CEPOTOHIHY y TPOMOOIUTaX TIOAUHHU.
[Tpenapat He MPOSIBIISIE CTUMY/TIOBAIbHOI, CeIaTUBHOI, aHTUXOJIiHEPTiYHOI a00 KapAioTOKCUYHOI il B
eKCIIepUMEeHTaX Ha TBapuHaX. Y KOHTPOJIbOBAHUX NOCTIIXKEHHSX 3 y4acCTIO 3[0POBUX JOOPOBOJIBLIIB
cepTpaJliH He MPOSBJIIB CeNaTUBHOI [iil Ta He BIIJIUBAB Ha ICUXOMOTOPHI (YHKIIi1. 3rigHO 3 BIJaCTUBUM



1OMy CeJIeKTUBHUM iHTiOyBaHHSAM 3axomieHHs 5-HT, cepTpariiH He MifBUIlye KaTeX0laMiHEPTidHy
aKTUBHICTh. 3acib He Mae apiHHOCTI 0 MyCKapUHOBUX (XOTiHEPTiYHUX), CEPOTOHIHEPTiYHUX,
nodamMiHepriyHux, agpeHepriuaux, ricraminepriuanx, TAMK a6o 6eH30/1ia3emiHOBUX PEIeNTOPIB.
TpuBase 3aCTOCyBaHHS CepTPaliHy Y TBAPUH aCOLi0Bai0Cs 31 3MEHIIEHHAM KiJTbKOCT1
HOpaJpeHasliHOBUX PEeLieNITOPiB MO3KY, 1[0 CIIOCTEPIraeThCs i MPU 3aCTOCYBaHHI iHIINX e(PEeKTUBHUX Y
KJTiHIYHi} TPaKTUIl aHTUAENPEeCaHTiB Ta aHTHOOCECUBHUX 3ac00iB.

CeprTpalliH He COPUYUHSIE PO3BUTKY MEIUKAMEHTO3HOT0 3JI0BKUBaHHS. Y 11a1ie00-KOHTPOIEOBAaHOMY
IIOMIBIMHOMY CJIIIIOMY paHAO0Mi30BaHOMY AOCIIIIXKEHHI IOPiBHAIBPHOTO IIOTEHI[iay 37I0BXKUBAHHS
cepTpasiHoM, anmnpa3ojiaMoM Ta d-aMdeTaMiHOM 3 y4acTIO JIIOel CepTpasliH He CIIPUYUHSB
MO3UTUBHUX CY0’€eKTUBHUX e(eKTiB, 110 cBimuuiu 6 Ipo MOTEeHIIian J0 3/I0BXKUBaHHI. HaBmakuy,
y4aCHUKY OOCIIXKEeHHs, SKi MpUAMau K ainpa3oiaM, Tak i d-amdpeTamid IOPiBHSAHO 3 MalliEHTaMU,
SIKi 3aCTOCOBYBasH Iyialie00, Maii 3HAYHO BUIIi TOKA3HUKHU CXUJIBHOCTI 0 3710BXKUBaHHSA, eldopii Ta
IIOTEHIINHOI MEeAMKaMeHTO3HOl 3a/iekHOoCTi. CepTpaJiiH He CIPUYNHSAB CTUMYJIIOBAIbHOTO e(QeKTy Ta
Bi4yTTS TPUBOXKHOCTI, II0 acoIifoBanucs 3 mpuiiomMoM d-amdeTaMiny, abo cegaTUBHOI fil Ta
IICUXOMOTOPHUX IOPYIIEHD, 1110 aCOLII0BANIACA 3 IPUUOMOM annpa3onamy. CepTpaslid He IPU3BOOUTh
[0 BUHUKHEHHS [IO3UTUBHOI0 CTUMYJIY Y MaKaK BUOY pe3yC, BUAPECUPYBaHUX CAMOCTIMHO IpUMMaTH
KOKalH, K i He € 3aMiCHUKOM PO3Ii3HaBaJbHOI'0 CTUMYIY K Iofo d-amdeTaMiHy, Tax i
neHTobapbiTany y Makak-pesyc.

Kniniuna eQekTUBHICTL Ta 6€3MeYHICTh

Beaukuti 0enpecugHull po3aad

[TpoBomMIM [OCHIXKEHHS 3 y4acTio aM0yJIaTOPHUX TIAIliEHTIB 3 Ielpeci€lo, y SKUX Bil3Hayasnacs
BiITIOBigb Ha Teparilo 40 3aBepIIeHHs T04aTKOBOI 8-TUKHEBOI BiIKPUTOI a3y Teparil cepTpaliHoM y
mo3i 50-200 mr/mo6y. 1i marientu (n=295) Oynu paHgomizoBaHi y rpymu abo a7 TPOOOBKEHHS
npuiiomMy ceptpaniny y go3i 50-200 mr/mo0y, abo s npuiioMy miaiedo mpoTsarom 44 TUXKHIB
BIZIIIOBIIHO [0 MOABIMHOIO CJIIIIOr0 AOCHIAXKEHHSA. YacToTa pelUanuBiB y IPyIli Malli€eHTiB, AKi
IpuiManu ceprpasiH, 6yna CTaTUCTUYHO 3HAUYIIO HUKYOIO MTOPIBHSAHO 3 MallieHTaMH, SKi mpuiManu
nnane6o. CepenHs [03a B y4aCHHUKIB, IKi 3aBepPILININ Y4acTh Y OOCigKeHHi, ctaHoBuia 70 Mr/mo0y.
BifgcoTok mallieHTiB, SIKi BiATIOBiNIK Ha Teparriio (1110 BU3Ha4Yalucs gK IallieHTH, B IKUX He
CIIOCTepiraBcsl pelUAnB) y rpynax npuiioMy cepTpatiny i mnane6o cranoBus 83,4 % i 60,8 %
BigIIoBigHO.

ITocmmpasmamuyHuti cmpecosutl po3aad (ITTCP)

O6’emHaHi maHi 3aranbHOI KinbKocCTi mattieHTiB 3 [ITCP, siki Opanu y4acTb y 3 HOCTiOXKEHHSX,
CBimYaTh PO HUXKYUY BiICOTOK BifIIOBil Ha Teparmit cepeq Y0JI0BiKiB IOPIBHAHO 3 XKiHKaMHU. Y OBOX
KJIIHIYHUX OOCHIAXKEHHSX i3 3arajbHO0 MONYJIALIE0 3 TO3UTUBHUMU Pe3yJbTaTaMy BilCOTOK
MAIli€HTIB, SIKi BiANIOBINIA Ha Tepariio, cepen XKiHOK 1 YOJIOBIKiB y Irpynax MalieHTiB, IKi IpuiMaiu
ceprpartiH, O0yB nomiOHKWM MOPiBHAHO 3 myanebo (Kinku: 57,2 % nopiBHSIHO 3 34,5 %; 4OJIOBIKHU:

53,9 % mopiBHSIHO 3 38,2 %). KinbKicTh 40IIOBIKiB i XKiHOK cepe[ MallieHTiB 3arajibHOl 00’ €IHaHOI
KiJTbKOCTi mocmimkeHb cTaHoBuIa 184 i 430 BifMmoBigHO, P IIbOMY PE3YNIbTATH Y XKIHOK OyIH GisbI
TIOCTiHUMH, a V YOJIOBiKiB Ha ITOYAaTKOBOMY PiBHi criocTepiranucs iHimi 3MiHHI mapaMeTpu (Oinbie
37I0BKMBAHHS PEYOBMHAMH, Oiflbllla TPHUBAIICTh 3aXBOPIOBAHHS, IPUYHHA TPABMH TOII0), 110
KOpeJII0BaIi 3 MeHII00 e()eKTUBHICTIO IIpernapary.

Enekmpodisionozia cepus

Y rpyHTOBHOMY HocCigxKeHHi inTepBany QTc B piBHOBaXXHOMY CTaHi 3a YMOBU HaATepaneBTUYHUX
eKCITO3UIIill ¥ 300poBUX NOOPOBOBIIB (Ki oTpuMyBanu mo3y 400 mr/moby, 1110 BABiUi mepeBullyBaia



MaKCUMaJbHy PeKOMEHI0BaHY m000BY [03y) BEPXHS Mexka 2-cTopoHHBOT0 90 % [II mmst BimmoBigHOI
3a yacoM cepenuboi pisHuti QTcF Mix ceprpasniHom i miaie6o, 0OTPEMaHOI METONOM HalMEHIIIUX
KBafpartiB (11,666 Mc), mepeBullyBasia IOIepPeaHLO BCTaHOBIEHE IPpaHNYHe 3HaYeHHA 10 Mc y
YacoBiil TOYIll yepe3 4 TOAMHYU IIiCNIA 3aCTOCYBaHHA IIpenapary. AHasli3 3aJIeKHOCTI BiAIOBIfI Bif
eKCIT03UIlil BKa3yBaB Ha ClTabKuii MO3UTHBHUM 3B’'5130K MikK QTCF Ta KOHIIeHTpalli€lo cepTpa’iHy B
nna3mi [0,036 mc/(ar/mn); p < 0,0001]. 3 ornamy Ha Mofmens 3a1eKHOCTI BiATIOBiAi Bifl €KCIIO3UILi],
rpaHUYHe 3HaYEHHS KITIHIYHO 3HAYyII0oro momoBxkeHHs inTepBany QTcF (to6To Ginbine 10 Mc mms
crporuo3oBaHoro 90 % [II) 36inmbImyBanocs moHaMeHIIe B 2,6 pa3y, Hixk mpu cepenHii Cmax (86
HT/MJI) TIiCJIsT 3aCTOCYBaHHS HaWBUIIOI peKOMEeHI0BaHOi 03U cepTpasiny (200 mr/moby) (muB. po3minu
«Oco6IMBOCTi 3aCTOCYyBaHHS», «B3aeMopis 3 iHIMMU TiKapCchbKUMU 3aco0aMy Ta iHIII BUIU
B3aemogil», «[1obiuHi peakuii» i «[Iepemo3yBaHH»).

ObcecusHo-KomnyabcusHull po3aad (OKP) y nauieHmis Oums4o20 8iKy

Beameka Ta epekTuBHiCTh cepTpaminy (50-200 mr/moby) BUBUaIUCs IPH TiKyBaHHI miTei (6-12 pokis)
i mipmiTkiB (13-17 pokiB), gKi He Manu gernpecil Ta mepebyBany Ha aMO0yIaTOPHOMY JIiKyBaHHI 3
IpuBOAYy 00cecUBHO-KOMMYIbCHBHOTO po3nany (OKP). Uepes 1 THXKOeHL IOUYaTKOBOTO IIepioay
Pa30BOro CIINOro mpuiiomMy maiebo NalieHTiB paHooMi3yBalu y TPYIIY IPUHOMY CEPTPaliny abo
n1ane6o TpoTAroM 12 THUXKHIB 3 THYYKUM N03yBaHHSAM mpenapaty. [itu (Bikom 6-12 pokiB)
PO3MOYMHAIN 3aCTOCYBaHHS Nperapary 3 Ko3u 25 Mr. Y mallieHTiB, sKi Oyau paHmoMi3oBaHi y rpymy
IPUNOMY CepTpaliHy, CIIoCTepiranocs 3HayHo GifbIlle IOKpaIllaHHs, HiXK Y MalieHTiB, SKi
OTpUMYyBasH Iianedo, BiATOBIAHO [0 OLiHKY 3a [IuTI49010 06CECHBHO-KOMITYILCUBHOIO IIKAJIOI0
Hens-Bbpaysa CY-BOCS (p=0,005), ['n06ansH00 06CeCHBHO-KOMITYILCHBHOIO KO0
HarioransHOro iHCTUTYTY IcuxigHoro 3m0poB’s (NIMH) (p=0,019) Ta mKkanom «3araibHa KiIiHiYHa
oLiHKa - mokpameHHsa» (p=0,002). Kpim Toro, y nauieHTiB y rpymni IpuiioMy CepTpaiiHy IOPiBHSHO 3
TpyIIoio IpuiioMy mnanebo crocTepiranacs TeHOeHINs g0 OilbIIoro moKpalleHHs 3a IIKaioo
«3aranbHa KIiHiYHa OIiHKa - TSIXKKiCTh 3axBopioBaHHA» (p=0,089). Cepenus KinbKicThb 0ariB 3a
mkasnoio CY-BOCS Ha mo4yaTKOBOMY piBHIi Ta cepefHs 3MiHa KiJIbKOCTi 0aJsiiB MOPiBHAHO 3 TOYAaTKOBUM
piBHEM y I'pyIi NalieHTiB, SKi oTpuMyBanu muanebo, cranosunu 22,25 + 6,151-3,4 + 0,82
BiIMOBIIHO, y TOM Yac AK y rPYyIi NalieHTiB, SKi OTPUMYyBad CepTpaiH, CepenHs KilbKicTh 6asiB Ha
IIOYaTKOBOMY PiBHi Ta cepefHs 3MiHa KiTbKOCTi 6asiiB MOPiBHSHO 3 TOYATKOBUM PiBHEM CTAaHOBHUIIU
23,36 £4,561-6,8 £ 0,87 BigmoBimHo. Y post-hoc aHammi3i BifCcOTOK mallieHTiB, SIKi BiITIOBiIK Ha
Tepallilo Ta BU3HAYAJIUCS SIK MAIliEeHTH 3i 3HUXKEHHIM Ha 25 % (uu GinbIne) KinbKocTi 6asmiB 3a
mkasnoio CY-BOCS (mepBunHUM nmapaMeTp e(eKTHUBHOCTI) Bifl TOKa3HUKIB TOYAaTKOBOT'O PiBHS [0
KiHIIeBOI TOYKM, CTaHOBUB 53 % y I'pymi npuitoMy ceprpaiiny nopiBusHo 3 37 % y rpymi miame6o
(p=0,03).

IaHi 1010 MOBroCcTPoKOBOI 6e3MeKy Ta ePeKTUBHOCTI IIpenapary y il Moy sLil malieHTis
OUTSYOTO BiKY BiICYTHI.

Himu

[TaHi Ipo 3aCTOCYBaHHS CePTPaliHy AiTIM BiKOM [0 6 POKiB BiICYTHI.

dapmakoKiHemuxka.

Abcopbuis

[Tpotsirom 14-meHHOTO NPUOMY cepTpaliny i3 go3yBaHHsaM 50-200 Mr (mepopanbho, 1 pa3 Ha go0y)

y Jofei, MK KOHLeHTPallil cepTpaiHy y Iaa3Mi KpoBi focsAraeTbcsa depes 4,5-8,4 roguHuU Mmics
IIOIEHHOT 0 IIPUUOMY IIpenapary. [xKa cyTTeBO He 3MiHIOe Oi00OCTYIHICTh cepTpainy y TableTKax.



Po3nodin
[Tpu6nu3Ho 98 % IUPKYIII0I0Y0T0 CEPTPaIiHy 3B'A3yEThCS 3 GiTKaMu 1J1a3MHU KPOBI.
biompaHcgpopmauis

CeprpariH 3a3Ha€ iIHTEHCHBHOI'O MPECUCTEMHOT0 MeTab0/mi3My («e@eKT IepIoro MPOXOIXKEHHI») Y
MeYiHI.

Basyioounuch Ha JaHUX KITiHIYHUX JOCIIIKeHb Ta JOCIifIKeHb in vitro, MoxHa 3p00UTH BUCHOBOK, 110
cepTpasiH MeTabomni3yeTbca 6araTbMa MIIgXaMu, Y TOMY 9HCi 3 y4acTio pepmenTiB CYP3A4,
CYP2C19 ta CYP2B6 (muB. po3nin «B3aeMopist 3 iHIIMMU JTiKapChKUMHU 3acobaMu Ta iHIII BUIU
B3aeMofiifi»). CepTpasliH Ta #0ro OCHOBHUM MeTa0O0JIiT Ie3MeTHUICEPTPaliH TaKOX € cybcTpaTamu P-
TJIKOIIPOTEIHY B yMOBax in Vitro.

Eniminauis

CepeqHiil iepion HamiBBUBEOEHHS CepPTPaJIiHy CTaHOBUThL NIPUOIU3HO 26 ronuH (y miama3oHi Big 22 mo
36 roguH). BionoBigHO 00 TEPMiHAJIBHOIO NIE€PiOAY HalliBBUBEIEHHS CIIOCTEPITAETHCI KYMYIALlis
npernapary (3i 30i/bIeHHSIM H0ro piBHS IPUOIU3HO BABIYi) 40 JOCATHEHHS PiBHOBAXKHUX
KOHIIEHTPAIli}, SKi JocsATalThCst uepe3 1 TUXK[EHb ITiC/Is 3aCTOCYBaHHS mpenapaTty 1 pa3 Ha o6y .
[Tepion HaniBBuBegeHHs N-ge3mMeTuncepTpainy cTaHOBUTH 62-104 rogunu. Ceprpanid ta N-
Ie3MeTUJICEPTPaJliH iHTeHCUBHO MeTab0/Ii3yI0ThCS B OpraHi3Mi JIIOOUHY, iX KiHIleBi MeTaboIiTH
BUBOMSITHCS 3 KAJIOM Ta CEYel0 B OMHAKOBUX KiTbKOCTAX. TiNbKYU OyKe He3HauyHa yacTuHa (< 0,2 %)
CepTpaJliHy BUBOOUTHCS 3 CEUEI0 Y He3MIHeHOMY BUTIIAL].

JIiHitHICMb/HeAIHIUHICMb

dapMaKOKiHEeTHKa cepTpasiHy y giana3oHi 7o3 Big 50 mo 200 Mr € 10303a/1eXKHOI0.
dapmakoKiHemuka 8 OKpeMux 2pynax nayieHmis

Himu 3 OKP

dapmakoKiHeTHKa cepTpaiiHy BUBYanacs y 29 mitei BikoM 6-12 pokiB Ta y 32 MifJiTKiB BIKOM
13-17 pokiB. Y nux nauieHTiB MOCTYIIOBO 30ibIIyBaIu 03y IIISIXOM 11 TUTPYBaHHSA [0 K060BOI f03H
200 mr npotsirom 32 OHiB, mounHao4u 3 7o3u abo 25 Mr, a6o 50 Mr 3 TOCTYIIOBUM 30i/IbIIEHHSIM.
[Tpu 3acTocyBaHHI IIpenapaty y go3ax 25 Mr ta 50 Mr mepeHOCUMICTh Oya OIHAKOBOIO. Y
PiBHOBaXKHOMY CTaHi IpU 3aCTOCYBaHHI npenapaty y fo3i 200 Mr KoHLleHTpallil cepTpaliny y mia3mi
KPOBi y rpyti miteit BikoM 6-12 pokiB 6ynmu mpubau3Ho Ha 35 % BUIlli MOPiBHSIHO 3 TAKUMHU Y TPYIi
MallieHTiB BiKOM

13-17 pokiB i Ha 21 % BulIi TOPiBHAHO 3 peepeHTHOI0 IPyno gopocnux. He cnocrepiranocs
3HAUyIIUX BiIMIHHOCTEH MiX [TOKa3HUKaMHU KJIIPEHCY Y XJIOMYUKIB Ta AiBYaTOK. TaKUM YHUHOM, OIS
3aCTOCYBaHHS IIpemnapary [AiTsaM, 0co0IMBO 3 HU3bKOI0 MACOI0 Tijla, PEKOMEHIYEThCSI HU3bKa
TIoYyaTKOBa [03a i 1 30iNbIIeHHs IpY TUTPYBaHHI 003U 3 KPOKOM y 25 Mr. IligmiTkaM MoXHa
3aCTOCOBYBATH TakKi XK [0O3H, 110 ¥ JOPOCIIUM.

ITionimku ma nauieHmu AiMHb020 BIKY

dapmakokiHeTHUHMH TPOdiNb cepTpasiny y MiAIiTKiB Ta B 0Ci0 MiTHROTO BiKYy 3HAUyIIE HE
BiIPI3HAETHCA Bifl TAKOT0 Y JOPOCIUX BiKOM 18-65 pOKiB.

ITopyweHHA pyHKUIU neyiHKu



Y nani€eHTiB 3 yIIKOOXKEHHSAM IIE€YiHKY Iepiof HaliBBUBEOEeHHS CepPTPasliHy IIO[0BXKYETHCA 1 IIJIoIa
i hapmakokineTnuHo10 KpuBot (AUC) 36inmbinyeThbest BTpUdi (muB. po3ginu «Crocib 3acTocyBaHHS
Ta 703u» Ta «OCOOIMBOCTI 3aCTOCYBAHHS»).

ITopyweHHA PYHKUiIlU HUPOK

Y matieHTiB i3 mopyeHHIM QyHKIIl HUPOK MIOMipHOTO a0 TSKKOT0 CTYIEeHS He Bil3Ha4asnocs
3HAUyIIol KyMyJIIlil cepTpatiny.

dapmakozeHoMiKa

B oci6 3 nogineHuM MeTabosnizamom CYP2C19 piBHi cepTpariny y mia3Mi KpoBi Oyinu npubin3Ho Ha
50 % BuImi mopiBHSHO 3 ocobamu 3i mBuOKUM MeTabomizmom CYP2C19. KniniuHe 3HaYeHHS 1ILOTO
SIBUILIA He 3’siCOBaHe, TOMY TUTPYBaHHS 034 MOTPiOHE, 3aI€3KHO Bif KITiHiYHOI BiAMOBiAi malieHTa.

KitiHiyHi XapaKTepHUCTHKH.
Iloka3aHnHus.
CepTpariH noka3aHuM AJid JIiIKyBaHHS HACTYITHUX PO3JIafiB:

e Benuki menpecuBHi emizogu. 3amobiraHHs pelUANBY BEJTUKUX NETIPECUBHUX eIi30iB.
e [laHiyHi po3naau 3 HagBHICTIO ab0 BifcyTHiCTIO aropadobii.
O6cecuBHO-KOMIynbcuBHUH po3nan (OKP) y mopocnux Ta mitent 6-17 pokis.
CoriapHUM TPUBOXKHUK PO3/Iaf.

[ToctTpaBMaTuuHuM crpecopusi posnap (ITTCP).

IIpomunoka3aHHsi.

[TigBuIeHa YyTNUBICTE [0 Ail040l peuyoBUHHU ab0 [0 Oyab-sIKOi 3 JOMTOMIXKHUX PEYOBHH, 3a3HAYEHUX Y
po3mini «Crnam».

[TpoTunokasaHe OffHOYACHE 3aCTOCYBAHHS CepPTPaiHy pa3oM 3 iHribiTopaMu MOHOAMiHOKCHIA3U
(MAOQO) He3BOPOTHOI fiil y 3B’43KY 3 PU3UKOM PO3BUTKY CEPOTOHIHOBOTO CHHAPOMY 3 IPOsIBAMU TaKUX
CHMIITOMIB K 30y[:KeHHS, TPEMOP Ta rineprepmis. Po3nounHaTy Teparilo cepTpaiiHoM He MOXKHa
ImoHaMMeHIIe IpoTAroM 14 gHiB Mmic/g NPUNKUHEHHS Kypcy JiKyBaHHS iHriOiTopoM MAO HE3BOPOTHOI
mil. 3acTocyBaHHS CepTpPaiHy CJlif IPUIVHUTHY IOHaMeHIIle 3a 7 OHIB J0 MOYaTKy Teparil
inriiTopom MAO He3BOPOTHOI Ail.

[IpoTunokasaHe oOgHOYACHE 3aCTOCYBaHHS CepPTpaJliHy Ta MiMo3uny (AuB. po3din «B3aemomia 3
iHIMMY TiKapCchKUMU 3aco0aMu Ta iHIII BUOW B3AEMOMIN»).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

[IpoTunokasaHi

IH2ibimopu moHoamiHokcuda3u (MAOI)



MAOI He3BopomHoi 0ii (Hanpukaad cenezini)

[TpoTunokasaHe 3aCTOCyBaHHS cepTpajiny pa3oM 3 MAOI He3BOPOTHOI [iii, TAKUMHU SIK CEJIEeTiJliH.
Tepamito cepTpasiHOM MOXHa PO3M0YMHATH He paHille, HiX 4epe3 14 [HIB Mic/sa NPUNUHEHHS KypCy
nikyBaHHS MAQOI He3BOPOTHOI Ail. 3aCTOCYBaHHS CepPTPaiHy CJIif IPUINHUTH [OHaMEHIIIe 3a

7 mHiB {0 moyaTKy Teparil MAOI He3BOpPOTHOI fil (AuB. po3ain «[IpoTUIIOKa3aHHS»).

CesnexmusHull iHeibimop 38opomHoi 0ii MAO-A (moka06emio)

Y 3B’SI3Ky 3 pU3UKOM PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY He CIIifi 3aCTOCOBYBaTU CEPTPAJIiH Y
koMOiHarii 3 cenmekTuBHUM MAOI 3BOPOTHOI Aii, TakuM sIK MOKJioOeMin. Tlicis Bigminu iHTi6iTOpY
MAO 3BopoTHOI il mepiox mo mo4yaTKy Teparii cepTpaniHoM Moxke 6yTH KOpoTiiuM 3a 14 gHiB.
PekoMeHIy€eThCS IPUNTMHUTH 3aCTOCYBAHHS CepTpPaJIiHy I[oOHalMeHIle 3a 7 [HIB [0 MIOYaTKy Teparii
MAOI 3BopoTHOI fmii (muB. po3min «[IpoTUIOKAa3aHHS»).

HecesnexmusHi iHeibimopu MAQO 38opomHoi 0ii (n1iHe30.i0)

AuTubioTuk niHe30:min € cnabkuM HecemeKTUBHUM MAOI 3BOPOTHOI fiii, I1I0 He CITif 3aCTOCOBYBATH
mallieHTaM, SKi MPUKUMalTh CEPTPariH (AuB. po3gin «IIpoTunokasaHHI»).

Bynu 3apeecTpoBaHi TsXKKi 100iYHi peakiiii y maIieHTiB, sKi HellloMaBHO TPUIINHUIIN 3aCTOCYBaHHS
MAOI (Hanpukiag MeTUIEHOBUYM CHHIN) i po3moyany IpuioM cepTpatiny, abo SKi MIpUNuHUIN
Tepariio cepTpasiHoM He3aoBro [0 no4yaTky 3actocyBaHHSI MAOI. Lli peaktii BKI04Yanu Tpemop,
MiOKJIOHiI0, TIOCUJIEHEe TOTOBUINIEHHS, Hy#OTY, OJII0BaHHS, IPUILINBY, 3alaMOPOYEHHS Ta
rimepTepMito 3 IposiBaMH, 1110 HaragyBald HEUPOIENTUYHUN 37I0KICHUU CUHOPOM, CYAOMH 1
JIeTaJIbHUHI HaCJIifoK.

ITimo3uo

Y mocnigkeHHi 3 OMHOKPATHUM ITPUHOMOM HU3bKOI 103U MiMO3uAY (2 MT) CIIoCTepiranocs
36inbIIeHHs PiBHIB miMo3uny npubnu3no Ha 35 %. Lle migBuIlleHHS PiBHIB He acolil0BaIoCcs 3
KomHUMHU 3MiHamMu noka3HuKiB EKI'. Xoya MexaHi3M I1iel B3aEMOMIl HEBIMOMHIH, OMHOYACHE
3aCTOCYBaHHS CepTpasliHy i MiMO3UAY IPOTUIIOKAa3aHe Y 3B’43KYy 3 BY3bKUM TepalleBTUYHUM IHIEKCOM
nimMo3upny (ouB. po3pin «IIpoTunoka3anHs»).

He pekoMeHyeThCSI OOHOYACHE 3aCTOCYBAHHS 3 CEPTPAIiHOM

3acobu, ski npueHivytoms I[HC, i anko201b

OnHouacHe 3aCTOCYBaHHA cepTpatiny y fo3i 200 Mr Ha no0y He IOTeHIIi0BaJIO BIJIXB aJIKOTOJIIO,
KapbaMaseminy, rajonepungony 4 GeHiToiHy Ha KOTHITHBHI Ta IICHXOMOTOPHI QYHKIIil Y 3M0POBUX
y4aCHUKIB HOCTIIKEHHS, ONHaK OJHOYAaCHEe 3aCTOCYBaHHS CepTPaliHy 3 aJKOrojeM He
PEKOMEHy€EThCH.

IHWi cepomoHiHepeiuHi AikapcvKi 3acobu
IuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS».

PexomeHOyeThCS 3 00€peXHICTIO MPU3HAYaTH CePTPaliH 3 omioigamMu (TakKuUMHU 5K, GeHTaHiN (110
3aCTOCOBYETHCS IIEPEBAXKHO IIif] Yac 3arajbHOr0 HApPKO3y Ta B Tepalil XpoHiuHoro 60110)), Ta iHIIMMU
CEPOTOHIHEPTiYHNMU IIpenapaTaMy (B TOMY YHUCJIi iHIIMMY CEPOTOHIHEPTiYHUME aHTUeNPeCaHTaMu,
amdeTaMiHaMU Ta TPUIITAaHAMHU).



OcobnuBi 3ano0ikHi 3aX0QX IPU 3aCTOCYBaHHi

ITpenapamu, aki nodoscyroms inmepaan QT

Pusuk nomoBxkeHHs iHTepBany QTc Ta/ab0 MITYHOUKOBUX apUTMii (HapuKIIaf IUTyHOYKOBOI
Taxikapfil TUIy «IipyeT») MoXkKe MifBULTYBaTUCS Y pa3i OGHOYACHOTO 3aCTOCYBaHHA 3 IHIIUMHU
IIperapaTaMy, SIKi MOmoBXKYIOTE iHTepBan QTc (Hanmpukian geski aHTUIICUXOTUYHI 3ac06u Ta
aHTtubioTuku) (muB. po3ninu «OcobNMUBOCTI 3acTOCyBaHHS» Ta «DPapMakofguHaMiKa»).

JIimit

Y nnane60-KOHTPOIbLOBAHOMY HOCITIKEHHi 3 y4acTIO 3M0POBUX NOOPOBOJIBIIIB OMHOYACHUYN ITPUHIOM
CcepTpaJliHy Ta JIiTiio 3HA4yL[0 He 3MiHIOBaB (hapMaKOKIiHETHUKY JIiTii0, ODHAK IPU3BOAUB [0
IIOCHUJIEHHS TPEMOPY IOPiBHSAHO 3 mJaiebo, 10 CBITUYUTH IIPO MOXKINBY (papMaKoOfgUHaMidyHy
B3aeMogito. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI cepTpa’liHy Ta JiTiio ciif 3a0e3neyuTy HaleKHUH
KOHTPOJIb 3a IallieHTaMU.

deHimoiH

Pe3ynbTaTyu nnare60-KOHTPOILO0BAHOTO [OCTIIZKEHHS 3 y4acTIO 300POBUX NOOPOBOJIBIIIB CBiYaTh IIPO
Te, 1110 TPUBAIUY MIPUNOM cepTpasiny y m1o3i 200 Mr/mo0y He MPU3BOOUTH [0 KIIHIYHO BaXKJIMBOTO
inribyBanHs Metaboniamy ¢eniToiny. OnHaK fgaHi 3BiTiB IesIKUX BUNAOKIB CBi4aTh IIPO BUCOKI
€KCIo3Hullil (eHITOIHY y MallieHTiB, SKi 3aCTOCOBYIOTh CEPTPaIiH; PEKOMEHAYETHCS IPOBOAUTHI
MOHITOPUHT KOHIIeHTPalil PeHiTOIHY y IJIa3Mi KPOBi IPOTATOM IIOYaTKOBOTO €TaIly Tepallil
cepTpasiHoM i3 BiAMOBigHUMU KOPEKIisiMU 03U QeHiToiHy. KpiM TOoro, ogHO4YacHe 3aCTOCYyBaHHS
npemnapary 3 (peHiTOIHOM MOKe IIPU3BECTH 10 3HUKEHHS KOHIIeHTPAllil cepTpasiiHy y Ija3Mi KPoBi.
He MoxkHa BUKJTIOUUTU MOXKJIUBICTh 3HUKEHHS PIiBHIB CepTpasliHy y IJIa3Mi KPOBI Iif BIJIMBOM iHIITNX
inmykTopi depmenty CYP3A4, nanpuknan Gpenobapbitany, kapbamaseriny, mpemnapaTisB 3Bipo6oio Ta
pudamminuny.

TpunmaHu

[IpoTsairoM nepiony HicIsipeeCTPaLiiHOr0 HarIaAy HaAXO0OUIU IIOOOUHOKI IIOBIIOMIIEHHS IIPO
BUIIAOKU PO3BUTKY CJIA0KOCTI, rineppediiekcii, mopymeHHss KOOpOUHAILlil, BigTuyTTs 30€HTeXKeHHS,
TPUBOKHOCTI Ta 30yIKEeHHS MiC/Is 0MHOYACHOT0 3aCTOCYBaHHS CepTPaJliHy Ta CyMaTPUITaHy.
CUMITOMYU CEepPOTOHIHEPTiYHOT0 CUHAPOMY MOXKYTh TaK0XK PO3BHMBATUCS IIPU 3aCTOCYBaHHI iHIINX
IIpernapariB LbOT0 XK Kjacy (TpUITaHiB). fKII0 OMHOYACHE JIIKyBaHHS CePTPaiHOM Ta TPUITAaHAMHU €
HeOoOXigHUM 3 KITIHIYHOI TOUKM 30py, PEKOMEHI0BAaHO 3a0€3MeUnTH BillTOBIqHMM HATTISAL 3a
narieHToM (OuB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»).

BapgapuH

OpHoYacHe 3aCTOCyBaHHS cepTpaiiny y go3i 200 mr/mo6y Ta BapdaprHy IPU3BOIUIIO 0
HE3HAYHOT0, ajle CTATUCTUYHO 3HAYYIIOr0 36iNnbIIeHHS TPOTPOMOIHOBOTO Yacy, 110 MOXKe Y JeSKUX
PiOKiCHUX BUIAgKax MPU3BECTH OO NMOPYILIEHb MiXKHAPOIHOT0 HOpMai3oBaHoro BigHoueHHsa (MHB).
Tomy crtif peTenbHO KOHTPOJIIOBATH ITOKA3HUK MTPOTPOMOIHOBOTO Yacy Ha MOYATKY JIiKyBaHHS
CepTpasiHOM Ta IPH KOTO BiMiHi.

B3aemo0is 3 iHWuMuU AikapcvkKumu 3acobamu, 3 OU20KCUHOM, AMEHOA040M, UUMEMUOUHOM

OpHOYacCHe 3aCTOCYBaHHSA 3 UMMETUAUHOM IIPU3BOLUIIO O CYTTEBOI'0 3HUXKEHHS KIIIDEHCY
ceprpaniny. KniniuHe 3Ha4eHHS 1IUX 3MiH He 3’sicoBaHe. CepTpasliH He BIIJIBaB Ha OeTa-
agpeHo6II0KyI0Yi BIaCTUBOCTI aTeHOoIoy. [Ipy 0IHOYAaCHOMY 3aCTOCYBaHHi CepTpasiHy y go3i



200 Mr/mo0y Ta OUTOKCUHY He 0yJI0 BUSABIEHO HiSIKOI B3a€MOI.
Jlikapcuvki 3acobu, w,o 8niusarome Ha pyHKYit0 mpomboyumis

Mozxe migBUIIYBaTUCS PU3UK BUHUKHEHHS KPOBOTEUl IPU OJHOYACHOMY 3aCTOCYBaHHI CeJIeKTUBHUX
inribiTopiB 3BOpOTHOTO 3axomieHHs cepoToHiny (CI33C), BKIo4aloyu cepTpail, 3 TiKapChKUMU
3acobaMu, IO BIIJIMBAIOTL Ha TpoMbonuTapHy GyHKI0 (Hanpukiag HIT3TI, anetuncaninuioBoo
KHCJIOTOIO 1 TUKJIOMigMHOM) ab0 iHIIMMU JTiKapChbKUMM 3aco0aMu, 1110 MOXKYTb 30iTbIIyBaTH PUIUK
KpoBOTeYi (IuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

Bbokamopu Hepsoso-M’ 5130801 nepedaui

CI33C M0XyTh 3MEeHIIIyBaTH aKTUBHICTh XOJIiHECTEPA3H Yy IJIa3Mi KPOBI, 110 IPU3BOAUTE [0
TIOJOBXKeHHs 0JI0KyBaHHS HEPBOBO-M I30BOi ITepefayi MiBakypieM a0o iHmuMu 6110KaTopaMu
HEPBOBO-M SI30BO1 IIepeayi.

3acobu, w,o memaboaizytombvcA 3 yuacmio yumoxpomy P450

CepTpasnin Moxe OisiTu K cnabkuit abo momipuuii inribitop isopepmenty CYP2D6. Tpusanuit
IPUHOM cepTpasiny y no3i 50 Mr/moby mpu3BOgUB OO TOMIPHOTO MifBUILEHHS (Y CEpeOgHbEOMY Ha
23-37 %) piBHOBaXXHHUX KOHIIEHTpAI[ill Oe3UlIpaMiHy y IIja3Mi KpPOBi (TIOKa3HUK aKTUBHOCTI
izopepmenty CYP2D6). KniHiuHO 3HAUyIIIi B3a€MOfIil MOXKYTh BifOyBaTHCS 3 iHIIUMU CyOCTpaTaMu
CYP2D6 3 By3pbKHMHU TepaleBTUYHUMHU [ialla30HaMU, TAKUMU SIK IPOTUAPUATMIiuHi 3acobu Knacy 1C,
30KpeMa nponadeHoH i (rekaiHifl, TPUIMKIIYHI aHTUOETIPECAHTH i TUIIOBI aHTUIICUXOTUYHI 3ac0o0H,
0C06IMBO Ha TJIi 3aCTOCYBAHHS CEPTPAIiHY Y BUIIUX 003aX.

CepTpasliH He BUCTyIa€ KIiHIYHO 3HauyImuM inribitopom izopepmentis CYP3A4, CYP2C9, CYP2C19
ta CYP1AZ2. lle miaTBEpOXKYy€EThCSA Pe3yabTaTaMU [OCIigXKEeHb B3a€MO/Iil ITpenapariB in vivo i3
3acTtocyBaHHSIM cy6cTpaTiB CYP3A4 (eHOOTeHHOTO KOPTU30i1y, Kapbamaseminy, TeppeHanuny,
anmnpa3sojnamy), cyoctpaty CYP2C19 (miazenmamy) i cybctpatiB CYP2C9 (TonbyTraminy, rinibenknaminy i
¢beniToiny). Pe3ynbTaTi JOCHigXKeHS in vitro cBigYaTh PO Te, 1[0 CepPTPaliH Mae JyxkKe Malaui
noTeHItian inribysanus CYP1A2 a6o He Mae 10ro B3ararsi.

[logeHHUY NPUINOM TPHOX CKISHOK I'PEUII(PPYTOBOTO COKY NPU3BOAUB A0 MifBUILEHHS [1JITa3MOBUX
piBHIB cepTpariny Maixke Ha 100 % y mepexpecHOMY JOCTiIXKEHHI y 8 3MOPOBUX 0Ci0 ATIOHCHKOI
HallioHANbHOCTI. TOMy CHIifl yHUKATH IPUXOMY IPEUN(PPYTOBOTO COKY Iif YaCc 3aCTOCYyBaHHS
cepTpaniny (muB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).

Buxopsium 3 pe3ynbTaTiB OCHIIKEHHS B3aEMO/I1 3 TPEUTIPPYTOBUM COKOM, HE MOKHA BUKITIOUUTHU
MOXKJIUBICTb HaBiTh 3HAYHO OiNBINIOTO MiIBUIIIEHHS €KCIIO3HIIii CepTpaliHy TPy OJHOYAaCHOMY
3aCTOCyBaHHI 3 MOTyKHUMHU iHTibiTopamMu pepmenty CYP3A4, Hanpukiap iHribiTopamu mporeas,
KEeTOKOHA30JI0M, ITPaKOHa30JI0M, [103aK0OHa30JI0M, BOPUKOHA30JI0M, KJIIAPUTPOMILIUHOM,
TeJliTpoMinnHOM Ta HedazomoroM. Lle Takoxk cTocyeThbcs momipaux iHriditopis CYP3A4, Hanpukiapg
anpeniTaHTy, eEpPUTPOMIIIUHY, (GIIYKOHA301y, BepalaMiny Ta guiaTiadeMy. Cilig YyHUKATU TPUAOMY
noTyxkHuX iHri6iTopis CYP3A4 mim vac Teparmii cepTpastiHoM.

B oci6 3 moBinmbHuM MeTabosniamom CYP2C19 mra3MoBi piBHI cepTpasiny migBUITYIOThCS MPUOIH3HO
Ha 50 % mopiBHSIHO 3 ocobamu 3 mBUIKUM MeTabomizamom CYP2C19 (muB. po3min
«PapmakoKiHeTHKa»). He MOXKHa BUKIIOYATH MOXKJIABICTD JIIKAPCHKOI B3a€MOZI1 3 MOTYKHUMH
inribiTopamu CYP2C19, HanpuKiam oMempas3ojioM, JJaH30IIPa30JI0M, ITaHTOMPa30JI0M, pabernpa30ioMm,
bnyokceTrHOM, (ITYBOKCAMiHOM.



Ocobaugocmi 3acmocy8aHHA.
CepomoHiHosuil cuHOpom (CC) abo 3a0s5kicHull HetliposenmuyHull cuHOpom (3HC)

[Tpu 3actocyBanni CI33C, BKIIIO4YaOUM Tepalio CepTPaIiHOM, IOBiIOMIISIIOCS IIPO PO3BUTOK
CHHIPOMIB, 110 MOXKYThL OyTH HeOe3neuHuMu Ojis KUTTA, Takux K CC yu 3HC. Pusuk po3sutky CC
yu 3HC npu 3actocyBarHi CI33C 3pocTae npy 0fHOYAaCHOMY 3aCTOCYBaHHI iHIINX CEPOTOHIHEPTiYHUX
3aco0iB (BK/II0UAlOYM iHIII CEPOTOHiIHepriyHi aHTUAenpecanTu, amdpeTaMiny, TPUNTaHU) 3 3acobamu,
110 TOPYIIYIOTh MeTabomi3M cepoToHiny (BKmodaoun MAOI, HanpuKiag MeTUIEHOBUH CUHIM),
AHTUIICUXOTUYHUMHU 3aco0aMM Ta iHIIMMU aHTaroHicTaMu fodaMiHy Ta omioimaMu. YV mallieHTiB CITifg
IIPOBOOWTYH MOHITOPUHT Ha MpeaMeT MosBY 03HaK Ta cuMnToMiB CC yu 3HC (guB. po3min
«IIpoTUIOKa3aHHI»).

ITepexio i3 CI33C, anmudenpecanmis abo aHmuobcecusHux npenapamia

IcHyI0TH 00MexXkeHi laHi KOHTPOJIbOBAHUX [IOCIIi[I>KEHDb 3 BUBUEHHS ONTUMAJIbHOTO 4acy
nepekiodeHHs 3 CI33C, antunenpecanTiB abo aHTHOOCECUBHUX IIpeapaTiB Ha cepTpatil. Cif
IIPOBOIUTY HaleXKHUW MEOUYHUH OTJIS IIPY TaKUX 3MiHax y JIiKyBaHHi, 0COOMMBO IIPHU IepPeXomi Ha
CcepTparliH 3 TaKWX IIpelnapaTiB TPpXUBaol fil K QIyoKCETHH.

IHWwi cepomoHiHepeaiuHi 3acobu, Hanpuk.1ad mpunmogaH, peHpaypamin ma 5-HT-azoHicmu

OpHoYacHe 3aCTOCYBaHHS CepTPasIiHy Ta iHIIKX 3aco0iB, 110 TTOCUITIOIOTh ePEKT CEePOTOHIHEPTiYHO1
HeUpOTpaHCMici], Takux K aMbeTaMiny, Tpuntodas, peHdaypami, 5-HT-aroHicty 4u pocnuHHI
Ipernapary, pemnapaTu 3BipoOoio (Hypericum perforatum), ciif mpoBOOuTH 3 00epexKHICTIO, i Takoi
KoMOiHOBaHOI Tepartii, y pa3i MOXKJIMBOCTI, CITif yHUKATH (Yepe3 MOXKIUBY (papMakogUHAMIYHY
B3aEMOTII0).

ITodoesacenHa inmepsany QTc/wayHoukosa maxikapdia muny «nipyem»

[IpoTsiroM nepiony MicIsipeeCTPaliiHOr0 3aCTOCYBaHHS CepTPaJliHy IOBIOMIISAJIOCS IIPO BUNAOKYU
nofoBxeHH iHTepBany QTc i mIyHOYKOBOI TaxXiKappil TUNy «mipyeT». BinbIIicTh BUIAgKiB
crocTepirasnacs y HallieHTiB 3 iHIIUMHU (paKTopaMu PU3UKY IOA0BKeHHs iHTepBany QTc/ImyHOYK0oBOI
Taxikapfii Tumy «mipyeT». By Ha mogoBxkeHHs iHTepBany QTc OyB migTBepAKeHUM y JOCTigKeHHi
QTc y 3mopoBux MOOPOBOJIBINB i3 CTATUCTUYHO 3HAYYIIUM IIO3UTHBHUM CITiBBiTHOIIEHHSIM
eKCno3uLif-BiamoBigs. ToMy ciif 3 00epekHiICTI0 3aCTOCOBYBATH CEPTPAJIiH MallieHTaM i3
NOOaTKOBUMU (paKTOpaMy PU3UKY MOAOBXKEHHS iHTepBany QTc, TaKUMU K CeplieBi 3aXBOPIOBaHHS,
rinokaniemist abo rimomaruiemisi, momoBxkeHHs inTepBany QTc y pomuHHOMY aHaMHe3i, OpafguKapmis
Ta OHOYaCHe 3aCTOCYBaHHS JIiIKapChKUX 3ac00iB, 1110 O0BKYIOTh iHTEpBan QTc (AuB. po3ninu
«B3aeMopmis 3 iHMMMY NTiKapChbKUMHU 3aco0aMu Ta iHIII BUAM B3aeMOiit» Ta «dapMakKoguHaMiKa»).

ITocuseHHA 2inomaHii abo maHii

[ToBimoMsiNioCs PO BUHUKHEHHS CUMIITOMIB MaHii/rimomaHii y HEBeJIMKOT0 BilCOTKa MAalli€HTiB, SKi
OTPUMYBaJIM 3aPEECTPOBaHi aHTHOENIPECAHTH Ta aHTUOOCECUBHI TpenapaTy, BKII0Yalouy CepTpaliH.
Tomy cmif 3 00epekHICTIO 3aCTOCOBYBATH CEPTPAJIiH IMalliEeHTaM 3 MaHi€l0/TiToMaHi€0 B aHaMHe3i.
HeoOxinHuit peTenbHUM HArmsap dikaps. [Ipy BUsSBIeHH] 03HAaK MaHiakanbHOIL a3y y mallieHTa
3aCTOCYBaHHS CepTpaiHy CJif NIPUIUHUTH.

ITuzoppeHia

[TcuXOTHYHI CHMIITOMY MOXKYTh IIOCUTIOBATUCS y MAIiEHTIB i3 mu3odpeHiero.



Cyodomu

[Tpu Teparmii cepTpasiHOM MOXKYTbh BUHUKATH CyJOMH: CEPTPaliH He CJIifl Ipr3HaYaTh XBOPUM i3
HeCcTabi/IbHOIO EMiJIeTNICi€l0; ¥ XBOPUX i3 KOHTPOJILOBAHOIO ETIiNIeNCi€el0 3aCTOCYBAHHS CepPTPaiHy
notpebye peTenbHOro Harngay. [lamieHTam, y SKUX BUHUKAIOTh CYIOMH, IIperapaT HeoOXimHo
BiIMIiHUTH.

Cyiyuodu/cyiyudanvHi dymku/cyiyudaneHi cnpobu abo KAiHiuHI 03HAKU NO2ipWeHH

Ilempecis acolitoeThCs 3 MigBUIIEHUM PU3UKOM BUHUKHEHHS CYillUJalbHUX TYMOK, 3aBOaBaHHs cOOi
YIIKOMXKeHb Ta crpol cyinupay (cyilupanbHuX Oif Ta nposiBiB). Llel pusuk icHye 6e3mocepeHbO 00
Yyacy HOCATHEHHS 3Ha4yHOl peMmicii. OCKinbKY MOKpaIllaHHs CTaHy XBOPUX MOXKe He BimOyBaTUCS
IIPOTSTOM IIEPIINX KiTbKOX THKHIB ab0 GinbIoro mepiopy Teparii, nmaiieHtam ciif mepe6yBaTu Imif
peTenbHUM HaTrJISOoM OO0 HaCTaHHS I[bOT0 MOKpalllaHHS. 3araaoM KJTiHiYHUM OOCBII CBIAYUTH IIPO TE,
III0 Ha PaHHIX eTanax OfyKaHHS PU3UK CYIIIUAY MOxKe 30iIbITyBaTHC.

[H1m1 ICcuXivHi CTAaHY, OJId JIIKyBaHHS SKUX [IPU3HAYAETHCA CEPTPAJIiH, TAKOXK MOXKYTh aCOL[I0BATUCS
3 IiABUIIEHNM PU3UKOM PO3BUTKY CyIlIMAaNbHUX [iil Ta nTposBiB. KpiM Toro, 11i cTaHU MOXYyTh OyTH
CYIYTHIMU 3 BEJIUKUM [JeIIPECUBHUM PO3/1afoM. TaKUM YMHOM, aHAJIOTiYHI 3aCTepexkHi 3aX0H, 1110
CTOCYIOTHCS JIIKYBAHHST XBOPUX 3 BEIMKUM [IeIIPECHBHUM PO371afgoM, HeoOXifHi i mpu nikyBaHHi
MTAI€EHTIB 3 iIHIMMMHY MICUXIYHUMHU PO3/IafaMu.

Bimomo, 110 1t maIieHTiB i3 cyiuuganbHUMY OisIMU Ta IPOSBaMK B aHaMHe3i ab0 MallieHTiB, y IKUX
I11e 10 II0YaTKY Tepalil 3HauHOI0 Mipoio BUSIBIISIETHCS CyillUanbHe MUCIIEHHS, iCHY€E OiNbIIUI PU3UK
BUHUKHEHHS CYil[uAaabHUX OYMOK a00 cylnuganbHUX cpo0, ¥ 3B’I3Ky 3 IIUM IM CJIifi 3HaXOJUTUCS
Il peTeJIbHUM HarJIaqoM IIif JYac JIiKyBaHHA. MeTaaHalli3 JaHUX, OTPUMAaHUX Y pe3yIbTaTl
IIPOBeeHHs mane60-KOHTPOIbOBAHUX KITIHIYHUMX [OCTIIXKEeHb i3 3aCTOCYBAHHSIM aHTHUOETIPECAHTIB
IDOPOCNIUM TallieHTaM 3 ICUXiYHUMHU PO37afaMH, T0Ka3aB MMiIBUILEHUN PU3UK IPOSIBIB CylIUgaIbHOL
IIOBEMIHKY IIPY 3aCTOCYBaHHI aHTUENIPECAHTIB y MaLli€HTIB BIKOM 0 25 POKiB IIOPIBHAHO 3 TAKUM
IIpY 3aCTOCyBaHHI ma1e6o.

Crmip 3miiCHIOBATY PETENIbHUM Harisn 3a MalliEHTaMu, 30KpeMa 3a MHallieHTaMu 3 BUCOKUM PU3UKOM
PO3BUTKY CYIIMAANbHOCTI, 0COOIMBO Ha IOYaTKy Teparil Ta micisg O6yab-IKuX 3MiH y J03yBaHHI
npemnaparty. IlaieHTiB (Ta ocib, gKi 3a HUMHU OOTJIAAA0Th) HEOOXioHO MONepeuTH PO HeOOXiIHICTh
BifcTexKyBaTH Oy[b-sIKi IPOSIBY KIiHIYHOTO MOTIpIIeHHs, BAHUKHEHHS CYIUIaIbHOl TOBEOiHKY a0
CyilupanbHUX OYMOK, @ TaK0X Oyab-IKUX He3BUUHUX 3MiH ITOBEMiHKY 1 HeraliHO 3BepTaTHUCs 3a
Me[IUYHOI0 [JOIIOMOI'00 IIPY BUHUKHEHH] IIUX CUMIITOMIB.

3acmocysaHHA 0imam

CepTpalliH He CHif 3aCTOCOBYBATH [JIS JTIKyBaHHSA AiTeH Ta IifJIiTKiB, 3a BUHITKOM Ialli€HTIB 3
00CeCHUBHO-KOMITYIbCUBHUM PO3JIaioM BiKOM 6-17 pokiB. Y xoni KiTiHiYHUX JOCHTiAXKEHD 3 Y4acTio
OiTeu Ta MiAJiTKiB, SKi OTpUMYBa/IM aHTUOENPECAHTH, IOPIBHAHO 3 NalliEHTaM¥, IKi OTpUMYBal
naie6o, YacTillle CIIOCTepiraaucs cyilupanbHa MoBeiHKa (CyilluaanbHi CIIpoby Ta CyiluaambHi
OYMKH) i BOPOXKICTH (IIepeBakKHO arpecisi, Ono3ulliiiHa MoBefiHKa Ta IHiB). K0, BUXOASYH 3
KJTiHiYHOI mOTpebu, pillleHHs BCe XK MPUMUMAETLCS Ha KOPUCTD TPU3HAUYEHHS IIHOT0 IIPemapary,
HeoOXiTHMI peTeIbHUY MOHITOPUHT 3a IAlliEHTOM IIOA0 BUSIBJIEHHS 03HAK CYIIUOAIbHIX CUMIITOMIB.
Kpim Toro, mocTymHa TinbKu oOMeKeHa KimbKiCTh KITiIHIYHUX J0Ka3iB 11010 6e31eKH JOBTOTPUBAJIOTO
3aCTOCYBaHHS IIpellapaTty y [AiTel Ta Ii[JIiTKiB, 10 BKJIIOYAIOTh BIJIMB Ha 1X PICT, CTaTeBe AO3piBaHHA,
a TaKOX KOTHITMBHUY i TOBENiHKOBH PO3BUTOK. Y IIOCTMapKETHHTOBOMY Iepiofii Oyu
3apeeCcTPOBaHi MOBITOMIIEHHS IIPO JeKiJbKa BUMAJKIB YIIOBUIBPHEHOT0 POCTY Ta CTAaTEBOT0O
no3piBaHHA. KiliHiYHa 3HAYYLIICTh Ta IPUYUHHNUN 3B’930K IIOKH 110 He 3’'sicoBaHi. [Ipu HoBroTpuBaiin



Teparil malieHTiB UTIYO0T0 BiKy JiKapi MaloTh 3[iMCHIOBAaTH MOHITOPUHT Ha IIpeIMeT BUSIBIEHHS
BiIXWJI€HB Bil HOPM Yy IPOIECI POCTY Ta PO3BUTKY OpraHi3My.

AHOManbHi Kposomeui/Kpososuausu

[Tpu 3actocyBanni CI33C nmoBiZoOMISI0CS PO BUNIAAKY TATOJIOTIYHUX TeMOPariYHuX SABUL, Y TOMY
YUCIIi PO LIKIpPHI reMopariyxi gBuila (eKxiMo3u 1 myprypa), Ta iHIIUX TeMOopariyHuxX gBUIll, TaKUX 9K
IIIJTYHKOBO-KUIITKOBI @00 TiHEKOJIOTiuHI KPOBOTEYi, y TOMY YHUCJIi KPOBOTEYi 3 JIeTalbHUM HACJIigKOM.
CI33C/I33HC M0oXyTh 30iMbIIUTH PU3UK ITiCIISIIONIOIOBUX KPOBOTEY (IUB. PO3[iMu «3aCTOCYBaHHS Y
nepiop BariTHOCTi abo rogyBaHHs rpynmo» Ta «I1o6iuHi peakirii»). PekoMeHOyeThCs 3 06epeKHICTIO
3actocoByBaTu CI33C namieHnTaM, 0COOIMBO NIPX OMHOYACHOMY 3aCTOCYBaHHI 3 JTiKapChbKUMU
3acobaMu, Ki, K BifoMO, BIJINBAIOTh Ha TPOMOOLKMTapHY QyHKII0 (Hampukiaz 3
AQHTHUKOATyJISTHTAMU, aTUTIOBUMY aHTUIICUXOTUYHUMU 3aco0aMu i peHoTiaznHaMu, GinbUIiCTIO
TPULUKITIYHUX aHTUOEIPECAHTIB, alleTUJICAIIIIUIOBO0 KUCI0TOI0 Ta HECTEPOITHUMU
npoTtulananbHuMu npenapaTtamu (HIT3I1)), Ak i y maiieHTiB 3 reMOpariyHuMU MOPYIIEHHSIME B
aHaMHe3i (ouB. po3min «B3aeMomist 3 iHIMMMY JTiIKapChKUMHU 3aco0aMu Ta iHII BUIKW B3aEMOTIN»).

I'inonampiemis

Y pesynbrati Tepamnii CI33C abo iHribiTopaMu 3BOPOTHOTO 3aXOIJIEHHSI HOPagpPeHaIiHy i CepoOTOHIHY
(I33HC), BKIIIOYalOYM CepTPaIiH, MOXKe PO3BUHYTHUCS TilloHaTpieMis. Y Oaratbox BUMlafKax
rinoHaTpieMisd € pe3ynbTaTOM CHHAPOMY HeageKBaTHOI CeKpellil aHTUAIypeTUYHOTO TOPMOHY.
[ToBimOMIISANIOCS PO BUIIAAKU 3HUXKEHHS PIBHIO HATPIilO y CUpOBATIi KpoBi HUXK4Ye 110 MMOmB/I.

Y matieHTiB NTiTHHOTO BiKy MOKe iCHyBaTH OiNbIIui PU3UK PO3BUTKY TillOHATPieMil IpK 3acTOCYyBaHHI
CI33C Ta I33HC. Takox pU3UK I[LOTO YCKIagHEHHS MOXKe OyTH IiABUIIEHUM Y MAlli€HTIB, AKi
IPUIMAIOTh AiypeTUKy, abo y HallieHTiB 3 TimoBoIeMi€l0 6yab-KOT0 iHIIIOT'0 TOXOMAXKEHHS (OUB.
iHdopMalio Ipo 3aCTOCyBaHHA MallieHTaM JIITHHOTO BiKy y po3pinax «Crocib 3acToCcyBaHHS Ta JO3U»
i «ITob6iuHi peakiiii»). Y maImieHTiB i3 CUMITOMaTUYHOIO TilIOHATPIEMIEIO CITil PO3TISIHYTH
IPUIIMHEHHS Tepallii cepTpasiHoM i 3alTpoBaAUTH BiATIOBigHEe MeAu4YHe BTpy4aHHs. [[0 03HaK i
CHMIITOMIB TinlOHaATpieMil HayiexkaTh TOJIOBHUH iy, TPYOHOLII 3 KOHI[EHTPAII€10, OTipIIeHHS
maM’sTi, CIIJTyTaHICTb CBimOMOCTI, c/tabKicTh i BTpaTa ¢i3uyHOI piBHOBATH, III0 MOXKE MMPU3BECTHU 10
nafinb. O3HaKY i CUMIITOMH, III0 aCOIIOIOTHCS 3 OibII TSXKKUMU Ta/ab0 TOCTPUMH eIi3ogaMu
rimoHaTpieMil, BKIIOYaIOTh rallolMHAllil, CHHKOIIe, CyIOMHU, KOMY, 3yIIMHKY OUXaHHS Ta JeTaJbHUN
HACJIiOOoK.

Cumnmomu 8i0OMiHU, W0 cnocmepi2aromsCsA NPuU NPUNUHEHHI mepanii cepmpaniHom

CuMIITOMU BiIMiHU € YaCTUM SIBUIIEM IIPU IPUIKUHEHHI Teparil IpenapaToM, 30KpeMa y BUIagKy
parnToBoi BinMinu Teparmii (auB. po3min «ITobiuHi peakiii»). 3a JAHUMU KITIHIYHUX [OCTIIXKEHD, Y
MAI€HTIB, Ki IPUIIMHUAIINA 3aCTOCYBaHHS CepTpPaliHy, 4aCcTOTa peakwiil BigMiHU cTaHOBUNIA 23 %
opiBHAHO 3 12 % y maifieHTiB, SKi IPOOOBXKYBaIl OTPUMYBATU TEPAIil0 CEPTPaIiHOM.

Pu3vK pO3BUTKY CHHOPOMY BiIMiHM MOXKe 3ajieXaTH Bif KiTbKOX ()aKTOPiB, BKIIIOYAYU
TPUBAJICTh Tepallil, J03yBaHHS Ta IMBUOKICTh 3HUKEHHS f03u. HaluacTille mOBiZOMIIII0CS
IIPO TaKi peakiiil SIK 3allaMOPOYEeHHS, CEHCOPHI ITOPYIIEHH] (BKIII0Ya0uy apecTesiio),
TIOPYIIIEHHS CHY (BKJIIOYalouy 0€3COHHS Ta SCKPaBi CHOBUOIHHS), 30yIKeHHS YU BiTUyTTS
TPUBOXKHOCTI, HyAOTa Ta/abo0 OII0BaHHS, TPEMOP i TooBHUM 6ib. 3arajaoM Li CUMIITOMHU
Oynu merkoro abo MOMIpHOTO CTYyIIeHs TSKKOCTi, OHaK y JesKUX Nalli€HTiB BOHU MOXYTh
OyTH TSXKKUMU. 3a3BUYall BOHM BUHUKAIOTh IIPOTSATOM IEPIINX KiTbKOX MHIB MiCs
IPUNIUHEHHS Teparil, ajne y gyXke PigKiCHUX BUIMIaAKaX TaKi CHMIITOMH Bif3HaA4aJuCs y



TaIli€HTIB, SIKi BUMIagKOBO MPOIyCTUJIX IIPUIOM 03U Ipemnapary. Y OilbIIOCTi BUMAAKIB I
CAMIITOMU MUHAKTL CAMOCTINHO IIPOTATOM 2 THUXHIB, X04a V AesIKUX Ial[leHTiB BOHU MOXYTh
TPUBATH AOBIIIE

(2-3 micsami yu goBiIe). TaKUM YUHOM, PEKOMEHAYETHCS IIOCTYIIOBO 3MEHIIYBAaTH H03Yy
CepTpaliHy Ipy NPUNUHEHHI Tepallil penapaToM MPOTATOM IePiony Y KijlbKa TUXKHIB 94U
Mics1IiB BifimoBigHO Mo moTpeb marrienTa (ouB. po3min «Crocib 3acTOCyBaHHS Ta HO3W»).

AKamusis/ncuxoMomopHutl Hecnoxitl

3acToCyBaHHS CEPTPAJIiHy aCOII0ETHCS 3 PO3BUTKOM aKaTH3ii, I1I0 XapaKTePU3YETHCS CYy0’' EKTUBHO
HelpueMHUM ab0 HEBraMOBHUM HECIIOKOEM Ta IOTPe6O0I0 PyXaTHCs, 110 YaCTO CYIPOBOOKYETHCS
HEe3JaTHICTIO CUAITH Y¥ CTOSITH CIIOKiliHO. PU3UK BUHMKHEHHS TaKWX YCKJIaAHEHDb HalOimbIImii
IIPOTSITOM TEPIINX KiTbKOX TUXKHIB Teparil. Y MaIfi€eHTiB, y SKUX PO3BUBAIOTHCS I[i CUMIITOMH,
36inbIIEeHHS N03U MOXKe OYTH IIKiIJTUBUM.

3acmocysaHHA npu neviHKoBil HedocmamHocmi

CeprpariH iHTeHCHBHO MeTabo0i3yeThCs y MedinIli. 3a pe3ynbraTaMu papMaKOKiHETUYHOTO
IOCTiAKeHHS 3 0araTOKpaTHUM IPUMOMOM IIpenapary y HalieHTiB 3i cTa0iIbHUM IIMPO30M JIETKOT0
CTYIIeHs CIIOCTEepiraaocs MOOOBXKEeHHS mepiony HamiBBuBemeHHs Ta 306inbimenHs AUC a6o C,,,
npuOIKU3HO BTPHYi TOPIBHSAHO 3 IUMH ITOKa3HKWKAaMM B 0Ci0 i3 HOpMaibHOI0 QYHKII€I0 TeYiHKY.
3HaUyLMX BiGMIHHOCTEN y CTYIIeHi 3B'A3yBaHHS NpenapaTy 3 OiikamMu mj1a3Mu KPOBi MiX ITUMU
[IBOMa I'PynaMy yYacHUKIB OOCTIKeHHs He BUsABNIeHO. Crig 6yTu 00epekHUMU MTpU IPU3HAYEHHi
CcepTpaJliHy IaljieHTaM i3 [1aTOJIOTie0 NeYiHKY. Y BUNIafKy IpU3HAYEeHHs CepTpaliHy MnaljieHTaM i3
MOpYyIIeHHAMHU QYHKIIII meuiHKKY HeoOXigHO 3BaXKUTH [OIIJIbHICTh 3MEHINEeHHS 003U ab0 4acToTu
npuiioMy npenaparty. CepTpaliH He CIIifi 3aCTOCOBYBaTH IaIliEHTaM 3 TSKKOI0 II€4iHKOBOIO
HeJ0CTaTHICTIO (OuB. po3xin «Crmocib 3acTocyBaHHS Ta HO3U»).

3acmocysaHHA npu HUPKOBIU HedocmamHocmi

Ceprparin iHTeHCHBHO MeTab01i3yeThCs; BUBENEHHS He3MiHEHOI CIIONIyKHU i3 cedelo € OPyropsigHUM
IIJISXOM efTiMiHamii. ¥ mociifKeHHSIX 3 y4acTio MallieHTiB i3 mopyleHHAM (YHKIIil HUPOK Bif] IeTKOro
10 CepefHbOro CTyneHs (kiipeHc KpeaTuHiny 30-60 mii/xB) ab0 Bifi cEpeTHBOTO [0 TAKKOTO CTYIIEHS
(xmiperc kpeaTtuniny 10-29 mi/xB) hapmakokineTnyHi napametpu (AUC,,, Ta C,,,) Ipu
OaraTokpaTHOMY IIpuioMi mpemnapaTty Oyau 6e3 CTaTUCTUYHO 3HAUYIIKMX BiTMiHHOCTEH Bifl 1IUX
IIOKA3HUKIB y Ipymi KoHTpoIo. HeMae HeoOXigHOCTI y KOPUTYBaHHI [O3U 3aJIeKHO Bifl CTyNeHS
opyIlIeHb (QYHKIIi HUPOK.

3acmocy8aHHA nauieHmam AimHb020 BiKy

Y k7iHiYHUX JOCHifXKeHHSIX Opanyu ydacTtk nmoHan 700 maiieHTiB MiTHROTO BiKy (BiKOM > 65 POKiB).
XapakTep i yacToTa pO3BUTKY MOOIYHUX peaklfiil y MallieHTiB IiTHHOTO BiKy Oy/IM MOAIOHUMU [0
TaKUX, 110 CIIOCTePiraauch y MOJIOOIINX Malli€HTIB.

Opnak 3acrocyBaHHA CI33C ta I33HC, BKIouarouu cepTpasliH, acoLiloBaiocs 3 BUagKaMy KIiHIYHO
3HAYYLIOI TinmoHaTpieMil y maIieHTiB TiTHBOTO BiKY, B SKUX MOXKe CIIOCTEPiraTucs OiNbInii pu3uK
PO3BUTKY I1b0T0 IOOiYHOTO ABUIla (ouB. «I'imoHaTpieMis» y po3mini «Oco6IMBOCTI 3aCTOCYBAHHS»).

Llykposuti diabem

Y narienTiB 3 mykpoBuM miabeTom 3acTocyBaHHS CI33C MoXke BIJTMBATHU Ha MOKA3HUKYU TIIKEMIYHOTO
KOHTPOITI0. [103yBaHHS iHCYIiHY Ta/a00 mepopanbHOTo TimoraikeMivHoOro 3aco0y Moxe motpedyBaTu



KOPUTyBaHHS.
Enekmpowokxosa mepania (EILT)

KniniyHuX OOCHimXKeHb, CIPSIMOBAHUX Ha BUBYEHHS PU3KKiB a0o rmepeBar KOMOiHOBaHOT'O
3actocyBaHHs EIIT Ta cepTpaliny, He IPOBOLUIIN.

I'petingppymosutl cik

OpHOYacCHe 3aCTOCYBaHHS CepTpasliHy 3 rpeundpyToOBEM COKOM He PEKOMEH[IOBaHe (OUB. PO3Min
«B3aeMopmis 3 iHMMMY JTiKapChbKUMHK 3aC00aM¥ Ta iHIIII BUAM B3aEMOIii»).

Bnaue Ha pe3yabmamu CKpUHiH208020 aHAai3y ceui

[ToBimomusinocst Mpo XUOHO-TIO3UTHUBHI pe3yIbTaTH iIMYHOJIOTIYHUX CKPUHIHTOBUX TECTIB cedi Ha
BHM3HAUYEHHS BMicTy 6eH30/Iia3eniHiB y mallieHTiB, AKi npuiitManyu cepTpatii. XubHO-TO3UTHBHI
pe3ynbTaTy 3yMOBJIeHI HU3BKOIO CIIelU(pigHiCTI0O BKa3aHOTo 1abopaTOPHOTO TECTY Ta MOXKYTh
CIIOCTEPIraTUCS BIPOAOBXK KiTbKOX Hi0 Mic/is MPUIIMHEHHS JTiKyBaHHS CepPTPaiHOM.
IudepennitoBaT cepTpatiH Big 6eH30/ia3emiHiB y cedi MOXKHA LIUISIXOM ITPOBEIEeHHS
YTOYHIOBaJIbHUX TECTIB - Ta30BO1 XpoMaTorpadii/Mac-CrieKTpoMeTpii.

3akpumokymosa 21aykoma

[Tpemapatu knacy CI33C, y ToMy 4ucCi cepTpalliH, MOXKYTh BIIJIUBATH Ha PO3Mip 3iHUII 3 PO3BUTKOM
Migpia3y. Takuii epeKT MOxKe MPU3BOAUTHU OO 3BYXKEHHS KyTa OKa 3 IIOaJIbIINM TiJBUIIEeHHIM
BHYTPIITHbOOYHOTO THCKY Ta PO3BUTKOM 3aKPUTOKYTOBOI IIayKOMHM, 0COBJIMBO Y MaIli€HTIB 3
BiATIOBigHOIO CXUIBbHICTIO. TAKMM YMHOM, CEPTPaIiH CIIiJ] 3aCTOCOBYBAaTH 3 00€peXkKHiCTIO MallieHTaM i3
3aKpPUTOKYTOBOIO TTayKOMOI0 ab0 T7TayKOMOIO B aHaMHe31.

IH¢opmauia wo00 GONOMIHCHUX PEUOBUH

Lle#t mikapcbku# 3acib MicTuth MeHIIe 1 MMosb HaTpito (23 Mr) Ha TabneTKy, TOOTO MPaKTUYHO
BiIbHUY Bif] HATpilO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py000.
BaeimHicmb

He icHye moOpe KOHTPOIbOBAaHUX MOCIIIXKEHD IIPEeapaTy 3 y4acTIO BaTiTHUX XiHOK. OJHaK CyTTEBA
KIiJbKICTh JaHUX He BUSBUIIA [J0Ka3iB 1000 BUHUKHEHHS BPOAKEHUX Baj PO3BUTKY IIJIOfa BHACTIOOK
3aCTOCYBaHHS CepTpaliHy. Y JOCHiIXKeHHSIX Ha TBApHHAX OyJI0 BUSIBJIEHO BIIJIUB HAa PEIIPOOYKTUBHY
(GyHKIIII0, BipOTiIHO, y 3B’A3KY 3 TOKCHYHOIO Ji€l0 IIpelapaTy Ha OpraHi3M MaTepi, CIpUYNHEeHe
(dhapMakoguHaMigHOIO Oi€lo IpemnapaTy Ta/abo mpsiMoio hapMaKoguHaAMidHOIO Ii€lo IpenapaTy Ha
TIJTif.

[ToBimOMIIANIOCH, 1110 3aCTOCYBAHHS CEPTPAJIiHY Y IIepiof BariTHOCTI CIIPUYUHSAE Y OEIKUX
HOBOHAPOMXKEHUX (MaTepi AKUX IPUUMaly CEPTPaIiH) CUMIITOMHM, IOMi0HI 0o peakiiit Binminu. [lei
(heHOMeH TaKOXK CIOCTepiraBcs IpX 3aCTOCyBaHHI iHMKX aHTUAeNpecaHTiB kinacy CI33C. Ceprparin
He PEKOMEHIYETHCS 3aCTOCOBYBATH Y I1EPION BariTHOCTI, KpiM BUIIAMKIB, KOJIYU KIIHIYHUHI CTaH XiHKU
TaKWUY, 1110 0YiKyBaHi llepeBaru Bifl 3aCTOCyBaHHS IIpernapary epeBUILYIOTh IOTEHLINHNUN PU3UK.



Pe3ynbTaTu criocTepekeHb BKa3ylOTh Ha MiABUIEHUYN (MEHII HiX y 2 pa3u) pU3UK MiCIAI0I0T0BOI
KpoBoTeui y pasi 3actocyBanHsi CI33C/I33HC npoTarom micsiid o OJIO0TiB (GUB. pO3Oinu
«0Oco6muBOoCTi 3acTocyBaHHS» Ta «I106iuHi peakirii»).

Criig HarnmsggaTy 3a HOBOHAPOIXKEHUMHU, SKII0 MaTH IIPO0BXKY€E 3aCTOCYBaHHS CepPTpasliHy Ha IMi3HiX
TepMiHax BaritHocTi, ocoO6muBo y III TpumecTpi. ITicist 3acTocyBaHHS cepTpasiHy Ha Mi3HiX CTafisgx
BariTHOCTI Y HOBOHAPO[XKEHNX MOXKYTh BUHUKATH HaCTyIIHi CUMIITOMHU: PECIipaTOPHUU JUCTPEC-
CHHOPOM, 1liaH03, allHoe, CYAOMH, TeMIlepaTypHa HeCcTabibHiCTh, TPYOHOILI 3 TOOYBaHHSIM,
O7ioBaHHS, TIMOTJIiKeMis, TillepTOHYC, TilOTOHYC, Tineppedekcis, TpeMop, CUHAPOM IMigBUIIEHO1
HEPBOBO-PehIEKTOPHOI 30YAJIMBOCTI, OPATiBIUBICTh, MJISIBICTb, TOCTIMHUY I171a4, COHJIUBICT i
TPYAHOILI 3 3acCMHAHHAM. Lli cuMnTOMU MOXYTh OyTH 3yMOBIIeHUME ab0 CEPOTOHIHEPTiYHUMU
eekTamu, abo cuMnToMmamu BimMiHU. Y GiNbINOCTI BUMIAAKiB i YCKITaIHEHHS PO3BUBAIOTLCS OIPa3y
K TIiCJISI ITOJIOTiB UM HAMONMMAKYKUM Y4acoM (IIPOTSITOM MEHIN HiX 24 TOmuH).

3rifHO 3 JAHMMHU eMifeMioNIOTIYHUX [OCiAKEeHb 04iKy€eThCs, 110 3acTocyBaHHsA CI33C y nepion
BariTHOCTi, 0COO/IMBO Ha Ii3HiX CTPOKAax BariTHOCTI, MOXKe IMiABUIINYBATU PU3UK PO3BUTKY CHHIPOMY
IIePCUCTYIOYO] JIeTeHEeBOl rinepTeH3il HOBOHAPOAXKEHUX. PU3MK crocTepiraBcs 3 4acTOTOIO
npubnu3Ho 5 BunagkiB Ha 1000 BariTHocTeH. Y 3arasbHii MOMysIlil Big3Ha4yaeTbCs 1-2 BUMTaAKK
CHHIIPOMY IIEPCUCTYIOYO]I IETeHEBOI rinmepTeH3il HoBoHapomkeHux Ha 1000 BariTHOCTEH.

TI'odyeaHHs 2py00to

Omny6rnikoBaHi AaHi 00 PiBHIB cepTpaiHy y TPyAHOMY MOJIOLI CBig49aTh Mpo Te, 0 CepTpaliH i
rioro MeTabomitT N-ge3MeTuIcepTpasiH eKCKPeTYI0ThCS ¥ IPYIHE MOJIOKO Y MaJlif KilbKoCTi. 3arasom
y CHpOBATIIi KPOBi HEMOBJISIT BUSBIISIIN HE3HAYHI KOHI[EHTpallil mpenapaty abo KOHLIeHTpallii
npenapary, HeJOCTYIIHI /I BU3HAYEHHs, 38 BUHATKOM OLHOI'0 BUIIAAKY, KOJIU KOHLIEHTpAllis
IIpernapaTry y CHPOBaTIli KPOBi HEMOBIISTH CTaHOBMUIIa Tpubnu3Ho 50 % Bif KOHIIEHTpAIlil Tpenapary y
CHpOBaTIi KpoBi MaTepi (ane 6e3 6ymb-IKOTO IOMITHOT'O BILIMBY Ha 3[0POB’d I[bOT0 HEMOBIATH). Ha
IaHUY Yac He MOBiAOMIISI0CS o MOoOiuHy Aifo mpenapaTy Ha 3[0POB’S AiTel, SKUX TOAyBaln
TPYLOIO XKIHKY, SKi 3aCTOCOBYBa/IM CePTPAJIiH, ajle TaKUU PU3UK He MOXKHA BUKIYATH.
3acToCcyBaHHA IIpenapary y llepiof ronyBaHHS IPYLO0 He PEKOMEHI0BaHO, 3a BUHATKOM BUIIA[KIB,
KOJIY, Ha OYMKY JliKapsi, KOPUCTH Bifl IIPUIOMY IIpenapary [IepeBUIly€e PU3UK.

depmusbHicmb

[laHi, oTpuMaHi I Yac OOCIigXKeHb Ha TBapUHaX, He BUSABUJIM BIUIMBY CEPTPAJIiHYy Ha lTapaMeTpu
(bhepTUIbHOCTI.

3BiTH HOCHifXKeHb i3 3acTocyBaHHA gesakux CI33C 3 yuacTio nofen CBigYaTh, 10 BILIUB Ha SKiCTh
crepmu € obopoTHMM. CTAaHOM Ha JaHUM 4ac He OyJI0 BUSBIIEHO BIIJIUBY Ha (HEPTUIBHICTE TIOOUHU.

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

KriHiko-(hapMaKoIoTiuHi AOCTigXKEeHHS CBifYaTh IPO BiACYTHICTD BILIMBY CEPTPAiHy Ha
IICUXOMOTOpPHI ¢yHKIii. OfHaK MaIlieHTiB CIIif orepeaXKaTy IPo Te, 1[0 IICUXOTPOIHI 3aC00u MOXKYThb
MOPYIIyBaTH ICUXiuHi ab0 ¢i3nyHi peakilii, HeoOXimHi /15T BUKOHAHHS MMOTEHIIINHO HeOe3MeUyHUX
3aBIaHb, TAKUX SK KepyBaHHS aBTOM0OineM abo poboTa 3 iHIIUMU MeXaHi3MaMHu.



Cnoci6 3acmocyeaHHss ma do3u.

Cnocib 3acmocy8aHHs

Ceprparnin npuitmatu 1 pa3 Ha mo0y (BpaHIli abo BBeuepi).

TabneTky cepTpaniHy MOXKHa MPUUMATH HE3aleXKHO Bil BXXUBAHHS 1XKi.

Iloyamoxk niKyeaHHs

Henpecisa ma OKP
JIikyBaHHST CepTpajiHOM CIIif] po3moYyuHaTH 3 103U 50 Mr/mo0y.
ITaHiuHi po3aadu, IITCP ma couianvHutli mpusoxcHutl po3aao

JIikyBaHHS CJlifi pO3MOoYuHaTH 3 1031 25 Mr/moby. Yepes 1 TukKmeHb 03y ciif migBummTu 1o 50 mMr
1 pa3 Ha moby. Byso moka3aHo, II0 TaKui peXXUM [03yBaHHS 3HUKYE YACTOTY PO3BUTKY IOOIUHUX
e(eKTiB, XapaKTEpHUX IJIS IaHIYHUX PO3JIafiB Ha I0YaTKOBOMY €Talli TiKyBaHHS.

TumpyeaHHAa do3u

[enpecisa, OKP, naHiuHi po3aadu, coyianbHull mpusodcHul po3aad ma ITTCP

Y marrienTis, ski He BignoBigaloTh Ha 103y 50 Mr, edekT Moxke O6yTU OOCATHYTUHN IIPU MigBUIIEHH]
no3u. Kopexk1iito 1o3u ciiif 3nidCcHI0BaTH 3 KpOKOM vy 50 Mr 3 iHTepBajiaMy He MeHIIe OGHOTO TUXKHS,
10 MOCSTHEHHST MaKcuMasbHOI mo3u 200 mMr/moby. Kopekirito mo3u cif mpoBoguTH He YacTinie 1 pasy
Ha TUXK[EeHb, 3BaXKaluu Ha IIepiof HalliBBUBENEeHHS CepTPaliHy, 0 CTAHOBUTH 24 TOOUHU.

[Tepuii MposBY TepaneBTUYHOTO e(heKTy MOKYTh CIIOCTEPIraTUCS NMPOTITOM 7 OHIB JIiKyBaHHS. OgHAK
IJIST DOCSTHEHHS TepalleBTUYHOI BiiMOBiAi 3a3BKMYal OTpi0eH NOBLIKY ITepiofd Yacy, 0COOIUBO Y
xBopux 3 OKP.

ITiompumyroua do3a

Ilo3yBaHHSA IPOTATOM JOBrOTPHUBAJIOL Teparil CIifi yTpUMyBaT/A Ha HaUHUKYIOMY e(PeKTHBHOMY PiBHI 3
HaCTYIIHUM KOPUTYBAHHSIM 3aJIe2KHO Bij] TepaleBTUYHOI BigIOBIfIi.

Henpecis

IoBroTpuBaly Tepario MOXKHa TaKOXK 3aCTOCOBYBATH [Jig 3arnobiraHHs pPeIluauBY BeIUKUX
nenpecuBHuUX emizoniB (BIIE). Y 6inbmIocTi BUNagKiB peKOMEeHI0BaHa q03a OJIs 3arno0iraHHs
peuunusy BIIE € Takomw X, K [03a, AKY 3aCTOCOBYBaJIX IIPOTATOM JIIKYBaHHS LIbOT'0 AEIIPECUBHOTO
emizony. IlailieHTaM 3 gemnpeciero Ciig OTPUMYBATH Tepallilo IPOTATOM JOCTaTHLOTO Yacy,
IIIOHAUMEHIIIE TTPOTATOM 6 MiCAIIiB, 1100 YIIEBHUTHUCS Y TIOBHIN BiICYyTHOCTI CUMIITOMIB.

ITaHiuHi po3aadu ma OKP

[Tpu TpuBasii Tepartrii y maiieHTiB 3 naHiuHuMEu po3nafamu ta OKP ciig mpoBofuTH perynspHy
OLIiHKY Tepallil, OCKiJIbKY AJIS I[UX Po3JiafiB He Oy/I0 MPOIeMOHCTPOBAHO e(peKTUBHOCTI IIpenapary y
3amobiranHi peruauBiB.

3acmocysdHHA dimam




[imu ma nidaimku 3 06cecu8HoO-KOMNYA1bCUBHUM P03/1a00M
[Mipmitku BikoM 13-17 pokiB: moyaTKoOBa ffo3a cTaHoBUTHL 50 Mr 1 pa3 Ha 700y.

Hitu BikoM 6-12 pOKiB: moyaTKOBa A03a CTaHOBUTD 25 MT 1 pa3 Ha mo0y. Yepe3 1 TUXKAEHDb NO3Y
MoxkHa 30inpmuTu 70 50 Mr 1 pa3 Ha go0y.

[Tpu HEOOXimHOCTI, ¥ BUMIQIKy HEAOCTAaTHLOTO e(heKTy, MOXKIIMBE TTOMabIlle MiABUILIEHHS J03HU 3i
36inmbimeHHsaM Ha 50 Mr 3a 1 pas3 NpoTAToM Iepiofy B KilbKa THKHIB. MaKcuMaJsibHa 103a CTAHOBUTH
200 mr/mo0y. OmHaK mpu HifBUIEHH] 103U moHad 50 MT CIIil BpaxOByBaTH 3arajoM HUXYY Macy Tifla
OiTel MOPIBHSAHO 3 JopocnuMu. He ciif 3MiHIOBaTH [O3y 4acTille, HiX 1 pa3 Ha TUXK[EHbD.

EdekTuBHiCTH IpemapaTy y AiTel 3 BeIUKUM AeIPECUBHUM PO37IafioM IPOAEMOHCTPOBaHa He OyIa.

[laHi 110710 3aCTOCYBaHHS IIpenapaTy OiTIM BiKOM [0 6 pOKiB BifCyTHI (IUB. TAKOXK PO3IiI
«OCc06IUBOCTi 3aCTOCYBAHHS»).

3acmocysadHHA nauiceHMaM AimHb020 8iKY

[TamieHTaM JiTHBOTO BiKy HO3yBaHHS IIpenapary Ciif migbupaT 3 00epexkKHiCTI0, OCKINTbKY I
NalieHTH MOXKYTb MaTH IiABUIIEHN!N PU3UK PO3BUTKY TioHATpieMil (auB. po3min «OcobnuBocTi
3aCTOCYBaHHS»).

3acmocysaHHA Npu neyviHkosill HedocmamHocmi

Cnip 6yTr 06epeKHUMU IIPHU 3aCTOCYBaHHI CepTpaliHy MallieHTaM i3 aToJIoTie0 neyinku. [1pu
NOpYyIIeHHAX (YHKIIIl Te4iHKYA HeoOXifHO 3MEHIINUTH NallieHTaM [03y abo 94acToTy NpuiloMy
npemnapaty. CepTpasiiH He CIIi[i 3aCTOCOBYBATH MalliEHTaM i3 TSIKKOI0 ITeYiHKOBOI HEOCTaTHICTIO,
OCKIiJTbKHM KJTiHiYHi faHi 00 3aCTOCYBaHHS IIpernapaTy TaKUM XBOPUM BifCyTHi (IUB. PO3Min
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

3acmocyBaHHA npu HUPKOBIiU HedocmamHocmi

[Tpu mopymeHHSX QYHKIII HUPOK KOPUTYBAHHS [NO3U IIpelapary He MOTPiOHe (IKUB. po3min
«Oc0o6IUBOCTI 3aCTOCYBaHHS»).

Cumnmomu 8i0MiHU, IKi cnocmepi2arombsCsa NpuU NPUNUHEHHI mepanii cepmpaniHom

Crip yHUKATH palTOBOIO NPUIMHEHHS 3aCTOCYBaHHA Ipenaparty. [Ipu npunuHeHHi niKyBaHHA
cepTpaiHoM, 00 3MEHIIUTY PU3UK PO3BUTKY peaklliii CHHAPOMY BiIMiHHU, HO3Y CJIifl IOCTYIIOBO
3MEHIIyBaTH IIfOHalMeHIIIe MPOTAToM 1-2 TuXHIB (IuB. po3minu «OcobIUBOCTI 3aCTOCYBAHHS» i
«ITo6iuHi peakiiii»). KO mic/s 3MeHIIeHHS 03U IIpenapaTty a0o MPUIIHHEHHS H0r0 3aCTOCYBaHHS
3’ABMNSAIOTHCS HECTEPIIHI CUMIITOMU, MOXKe OyTH PO3TJISHYTe BiIHOBJIEHHS 3aCTOCYBaHHS IIpenapary y
paHilre mpusHaveHil [03i. Y nomanbuoMy jikap MOXKe IIPOI0BKYBaTH 3MEHIYBaTH 03y, ane 6imbI
IIOCTYIOBO.

Himu.

CeprTpaltiH He CJIifl 3aCTOCOBYBATH [JIs1 JIIKyBaHHS AiTeH, KpiM miTe# 3 00CeCHBHO-KOMITYTbCUBHUMHU
po3iaflaMu BiKoM Bifl 6 PoKiB (muB. po3min «Croci0 3aCTOCyBaHHS Ta JO3U»).



Ilepedo3yeanHs.
TokcuuHicmb

CepTpasin Mae fmiama3oH 6e3meKH, 10 3aJI€KUTh Bifl MOMYJIALii mauieHTiB Ta/abo CymyTHLOTO
3aCTOCYBaHHS JiKapCchKux 3aco0iB. [ToBimomisinocs mpo neTanbHi BUIaAKY epefo3yBaHH A

CepTpaiHoOM K IIPY OKPEMOMY 3aCTOCYBaHHi, Tak i B KoMOiHaIlil 3 iHmuMu 3acobamu Ta/abo
ankoroneM. Y 3B’SI3Ky 3 IMM KOXKEH BUIAJOK Ilepefo3yBaHHs MOTPebye iHTeHCUBHOI Teparrii.

Cumnmomu

CuMIToMu Iepeno3yBaHHs BKIIOUAIOTh MOGiYHI epeKTH, ormocepenKoBaHi CEPOTOHIHOM, TaKi K
COHJIMBICTB, IIJTYHKOBO-KUIIIKOBI ITOPYIIEHHS (HalpyKiIag HygoTa Ta O0BaHHS), TaXikapfis, TpeMop,
30ymKeHHS i 3amaMOpoYeHHs. Pifie moBifoMIsANIoCsS PO PO3BUTOK KOMU.

[licns nepeno3yBaHHSA CepTPaiHOM IIOBIIOMIISIIOCS IIPO ITOA0BXKEHHS iHTepBany QTc/IUIyHOUYKOBY
TaxXiKapAilo TUIY «IIipyeT», TOMY B YCiX BUIIafiKaxX IIepefo3yBaHHS CepPTPaliHOM PEKOMEHYEThCS
nposogutu EKI-MoHITOPUHT (AuB. po3minu «OcobIUBOCTI 3aCTOCyBaHHSA», «B3aemogisa 3 iHIIUMHU
JMiKapChKUMU 3aco0aMu Ta iHIIm BUOU B3aeEMOfin» Ta «dapMakoguHaMiKa»).

Tepania

CrnermubiyHux aHTUAOTIB cepTpaliny He icHye. PeKoMeHyeThCs 3a0€3neUnTH i MiATpUMyBaTH
IPOXiAHICTh AUXaNbHUX IUISXIB Ta HOCTATHINM piBeHb OKCUTEHAIlI] i BEHTUIIALLI, SKIIO I1e He0OXimHO.
[Tpu Teparmil mepeno3yBaHHS CJIif MaTU Ha yBa3i, IIJ0 MPUIAOM aKTUBOBAHOTO BYTiNJIs, III0 MOXKHA
3aCTOCOBYBATH Pa30M i3 TPOHOCHUM 3aco00M, MOxKe OyTH TakuM ke ePeKTUBHUM abo GibI
eeKTUBHUM 3a TPOMUBAHHS IITyHKA. BUKTUKaHHS OI0BaHHS He peKOMeHIoBaHe. PeKoMeHI0OBaHUM
MOHITOPHUHT cepIieBoi gissnbHOCTI (Hampuknag EKI'), a TakoXK OCHOBHUX XUTTEBUX ITOKA3HUKIB Pa3oM
i3 3arasibHOI0 CUMIITOMaTUYHOIO Ta MiATPUMYI040I0 Tepalieio. BpaxoByiounu 3HaYHUN 06'eM
PO3MOfIiNy cepTpalliHy, TakKi 3aXonu K popCcoBaHuM fiypes, miamis, remomnepdysis abo 3aMiHHa
reMoTpaHcdy3isd HaBpSO YU MOXKYTh OYTH KOPUCHUMH.

ITobiyHI peakuii.

Haiiuacriime crocrepiraeThCcsi Takui no0iyHKY edeKT IK HymoTa. [Ipu nikyBaHHi COlialbHOTO
TPUBOXKHOTO po3niazny vy 14 % 4osoBikiB, gKi 3aCTOCOByBaIu CepTpaJliH, Bif3Hayasacs cTaTeBa
nucyHKLisg (MOPYyIIEeHHS esgKysiil) mopiBHsSHO 3 0 % nauieHTiB, ki oTpumyBanu mnamne6o. i
no0iuHi epekTH € 00303a7eXKHUMH i BOHYM YaCTO CAMOCTiHO 3HMKAIOTh IIPYU IIPOLOBXKEHH] Tepartii.

[Tpodins mobiynux edeKTiB, 10 YaCTO CIIOCTEPIranucs y X0/i TPOBedeHHS OABIHUX CITIMUX
n1a1e60-KOHTPOJIbOBAHUX [OCTIIXKEeHb 3 y4acTio marieHTiB 3 OKP, maniunumu po3nagamu, IITCP Ta
COIlia/TbHUMU TPUBOKHUMM po3jafgamu, 0yB MomgibHUM 0 TAKOTO y HAlliEHTIB 3 fenpecielo, ki Opamu
y4acTh Y KJIIHIYHUX OOCIIKEHHAX.

Huxxue HaBefeHO maHi mpo mobivHi peakilii, 1110 criocTepiranucs y mepiof micaspeecTpaliiitHoro
Harnagay (4acToTa iX pO3BUTKY HeBioMa) i B X0fi mpoBeieHHS 11alle00-KOHTPOJIbOBAHUX KITIHIYHUX
OOCIIIXKeHb (y AKUX Y LIIOMY B3sJIM y4acTh 2542 MallieHTH, AKi OTpUMYyBaju CepTpatiH, i

2145 nauieHTiB, SKi OTpUMyBau muanedo) 3 y4acTio XxBopux 3 genpecieio, OKP, naHiuHUMU
po3nagamy, [ITCP Ta couianbHUMU TPUBOXKHUMU PO3JIafiaMu.

Ieski 3 HUXKYe HaBeJeHUX MOOIYHUX peakllii MOXKYTh 3MEHIIIYBATUCS 3a iHTEHCHUBHICTIO Ta YaCTOTOIO



3a YMOBH TPHUBAJIOTO J'IiKYBaHHﬂ Ta 3a3BHYAl He TIIPU3BOOATE OO IIPUIIMHEHHSA Tepani'l'.

Huxxde HaBefieHa 4aCTOTa PO3BUTKY IMOOIYHUX peakllill, 10 CIOCTepiranucs y Xofi MpoBegeHHS
ny1are00-KOHTPOIbOBAHUX KIIiHIYHUX NOCIIIXKEHb V MallieHTiB 3 mempecieto, OKP, maniyHuMU
po3snapmamu, [ITCP Ta couianbHUME TPUBOXKHUMHU po3tamaMu. HaBemeHo 00’enHaHi maHi HOCTioXKeHb i
MiCNISIPEeECTPALiMHOrO0 HAraaAy (4acToTa HEBigoMa).

YacToTa nobiyHMX peakilid BimoOpaxkeHa gK: myxke 4acTto (= 1/10); gacto (Big = 1/100 go < 1/10);
HedvacTo (Big = 1/1000 mo < 1/100); pigko (Big = 1/10000 mo < 1/1000); omy=xe pigko (< 1/10000);
YaCcTOTa HeBimoMa (YaCTOTy He MOXKHA BCTAHOBUTH 3a HASBHUMU JaHWMH).

IHekuii ma ingasii. YacTo: iH(eKIil BepxXHiX AuXaabHUX IIAXiB, GAPUHTIT, PUHIT; HEYaCTO:
raCTPOEHTEPHUT, CepPelHill OTUT; PifIKO: MUBEPTHKYIIT .

ITyxauHu 006POAKICHI, 3105KiCHI ma Heymo4HeHi (y momy 4ucai kicmu ma noainu). Hedacrto:
HOBOYTBOPEHHS.

3 60Ky cucmemu Kposi ma aimpamuyHoi cucmemu. Pigko: mimdageHonaTis, TPOMOOLUTONEHIT*,
NefKomeHisT* .

3 6oky imyHHOi cucmemu. HedacTo: mifBuIlleHa 4yTIUBICTH*, CE30HHA aneprisa*; pigKo:
a”adinmakToimHa peakIris*.

3 6oky endokpuHHoi cucmemu. HedacTo: rinoTupeos*; pigko: rinepnponakTuHeMis*’, CHHIPOM
TMOPYIIEHHS CeKpellil aHTUIiypeTUIHOr0 TOPMOHY*',

MemaboaiyHi ma asimeHmapHi po3nadu. YacTo: 3HUKEHHS alleTUTY, IIOCUJIEHHS aneTuTy*; pigko:
rinepxonecTepuHeMisi, I[yKpoBui miabeT, rimormikemis*, rineprniKeMiﬂ*§, FiHOHanieMiH*§.

IcuxiuHi nopywenHs. [Iyxke 4acTo: 6€3COHHS; YaCTO: BIIUYTTS TPUBOXKHOCTI*, mempecis*,
30ymKeHHS*, 3HUKEHHS N1i0ifo*, HepBO3HICTh, AenepcoHanisallis, HiuHi xKaxu, Opykcu3m*;
HeYacTo: CylllufaibHe MUCJIEHHS/CylluabHa IOBEAiHKa, ICUXOTUYHUY PO3nam®,
[IaTOJIOTiYHEe MUCJIEHHS, alaTis, rajonuHanii*, arpecia*, einopruuyHui HacTpiu*, mapaHos;
pimKo: KoHBepciiiHuil po3nag*’, mapoHipis*’, 3anexHicTh Bif JiKiB, TyHATH3M, IepeqdacHa
eSAKYIIALISA.

3 6oky Hepseosoi cucmemu. [IyxKe 4acTO: 3allaMOPOYEHHS, TOJIOBHUM Oiflb*, COHIUBICTh; YaCTO:
TPEMOD, PO37aau Pyxy (BKIII0YalO4Yu eKCTpalipaMifgHi CUMIITOMHY, TaKi SIK TilepKiHesis,
TimepTOHYC, OUCTOHIS, ClTa3MH Iefienu abo MOPyIIeHHsS X0K), TapecTe3is*, rinepToHyck,
IIOPYIIEHHS YBaru, QUCTreB3isd; HeYacTo: aMHe3id, rinecTe3ida™, MUMOBIIbHI M’ 930Bi1
CKOPOYEHHS*, CUHKOIIe*, TillepKiHe3ia*, MirpeHb*, cynoMu*, IoCTypajibHe 3allaMOPOYEeHHS,
IIOPYIIIEHHS KOOPAKHALlil PyXiB, OPYIIEHHS MOBJIEHHS; PigKOo: KoMa*, akaTusis (OuB. pO3Min
«OcobIMBOCTI 3aCTOCYBaHHA»), DUCKiHEe3is, rinepecTesis, cna3M nepedpanbHUX CynuH (y
TOMY YMCJIi CHHIPOM CKOPOMUHYIIOI lepedpabHOI BA30KOHCTPUKITI Ta CHHAPOM

Konna - ®neminra)*, mcuxoMoTopHe 30yHKeHHS " (TuB. po3min «OcoGIuBOCTi 3aCTOCYBAHH»),
CEHCOpHI MOPYIIeHHs, XOPeoaTeTo3', TaK0XK Oy/IK 3apeecTPOBaHi CHMIITOMH, IO aCOLIIOBAIKCS i3
CepOTOHiHOBI/IM CI/IHJZ[pOMOM* a060 3710gKiCHUM HeﬁpOHeHTH‘{HI/IM CHUHOPOMOM, Y OEeAKUX BAUIIaOKaAX
II0B’SI3aHUM i3 CYyIyTHIM IPUIOMOM CEPOTOHiIHepriyHuX 3aco06iB, Taki K 30yOKeHHS, CIIyTaHiCTh
CBIDOMOCTI, TOCHJIEHE ITOTOBUIINIEHHS, Miapes, XKap, apTepianabHa TinepTeH3is, pUrigHiCTh Ta
Taxikapmis'.



3 6oky opeanie 3opy. HacTo: MOpyIIEeHHS 30py*; He4acTo: Migpia3*; pigko: CKOTOMa, rl1ayKoMa,
muIIonist, poTodobis, KPOBOBUIKB y IIEPEAHI0 KaMepy OKa*', 3iHHIl Pi3HOro po3Mipy*’,
PO3NIafid 30py’, PO3Nafy CIIbO30BUIiIEHHS.

3 60Ky opaaHis cayxy ma pigHosazu. HacTo: O3BiH y Byxax*; HewacTo: 6inb y ByCi.

3 boky cepus. YacTo: BimuyTTs ceprebuTTs*; HeYacTo: TaxXikapmis®, IopyIeHHs cepleBoi
MisIBHOCTI; PifKo: iHpapKT Miokapaa*', IUTyHOYKOBa TaxiKap/is TUIY «IIipyeT»* (JuB. PO3Miu
«Oco6IMBOCTi 3aCTOCYBaHHS», «B3aeMopmist 3 iHIMMU TiKapChbKUMU 3aco0aMH Ta iHIII BUTU
B3aemofiii» Ta «®apMakKoguHaMika»), Opagukapmis, mogoBxkeHHs iHTepBany QTc* (quB. po3minu
«Oco6IMBOCTi 3aCTOCYBaHHS», «B3aeMopis 3 iHIMMU TiKapCchbKUMU 3aco0aMy Ta iHIII BUIU
B3aemofii» Ta «OapMakoguHaMiKa»).

3 60Ky cyOuH. YacTo: IpuIIuBL*; HeYacTO: aTONOriYHa KpoBoTeda (Taka SIK IITyHKOBO-KUIIIKOBA
KpOBOTeYa)*, apTepianbHa rinepreHsig*, rinepemis, reMaTypis*; pigko: nepudepudsa imemis.

3 60Ky pecnipamopHoi cucmemu, opaaHia 2pyo0Hoi Kaimku ma cepedocmiHHsA. YacTo: mo3ixaHHs*;
HeYacTo: IUCIIHOE, HOCOBa KPoBOoTe4a*, OpoHxXocHa3mM*; pifKko: TinepBeHTUNALIS, iIHTEPCTHUIliaIbHE
3aXBOPIOBAHHA JIeTeHbY', TapMHrocnasM, TUCHOHisA, CTPUAOPY, TNIOBEHTUIIALIS, THKaBKa.

3 60Ky WAYHKOBO-KUWK0B020 mpakmy. [ly:Ke 4acTo: HygoTa, giapes, CyXiCTh Y POTi; 9acCTo:
[UCIIENICis, 3amop*, Oinb y XKUBOTI*, OII0BaHHSA*, METEOPU3M; HEYACTO: MeJleHa, TaToJIoril 3 00Ky
3y0iB, e30(ariT, II0CUT, TeMOpPOH, TillepcaiBalis, fucdaris, BifpuxkkKa, 3MiHU I3UKa; PiAKO: BUPA3KU
Ha CJTU30Bif 060JIOHIII POTOBOI MOPOKHUHH, HaHeraTI/IT*§, remMaToxe3sis, BUpa3Ky Ha S3Ulli,
CTOMATHT; YaCTOTa HeBigoMa: MIKPOCKOIIIYHUMN KOJIIT*.

3 6oky eenamobisiapHoi cucmemu. PigKo: mopyuieHHs QyHKII1 IEeYiHKKA, CEPHUO3Hi MOPYLIeHHS
GYHKIII eYiHKY (BKITIOYAI0YX TellaTUT, JKOBTSHUITIO Ta MEeYiHKOBY HEJOCTATHICTBD).

3 6oky wkipu ma nidwkipHoi kaimkosuHu. YacTo: rineprigpos, BUCUIIAHHSI*; HEYACTO:
nepiopbiTanbHUN HAOPSAK*, KPOonuB sHKa*, anonenis*, cBepOix*, myprnypa*, mepMaTUT, CyXiCTh IKipH,
HaOpsSK 00/IMYYsT, XOJIOOHUM ITiT; PiMKO: 3apeeCTPOBAHO PIigKiCHI BUIAIKH TAXKKHUX IMOOIYHUX pPeakIlii
3 60Ky LIKipH, TaKKX 9K CUHApoM CTiBeHca - [IxxoHCOHa* Ta emifepManbHUI HEKpois*, mKipHa
peakis*’, GOTOYyTNUBICTEL', AHTIOHEBPOTHYHKI HAOPSIK, IATONOTIUH] 3MiHHE 3 60Ky TEKCTYpH
BOJIOCCS, HETUIIOBUM 3amax WIKipH, Oy/Ib03HUYN AePMaTUT, Be3UKY/IbO3HE BUCUIIAHHS.

3 6oky onopHo-pyxo8oi cucmemu ma cnoayyHoi mkaHuHu. YacTo: Oinb y CIiuHi, apTpanris*, Mianris;
HeYacCTO: 0CTE0apPTPUT, IOCMUKYBAaHHS M’s13iB, M'g30Bi cma3aMu*, M’s130Ba c1abKiCTh; PigKo:
pabnoMioniz*, ypaxkeHHs KiCTOK; 4acTOTa HeBijoMa: TPU3M*.

3 60Ky HUPOK ma ceyosudinbHOI cucmemu.

HeuacTo: nomnaxkiypis, mopylIeHHs CEYOBUIIYyCKaHHS, 3aTPUMKa Cedi, HeTpUMaHHS cedi*, momiypis,
HIKTypifl; PiKO: IOPYIIEHHS CEYOBUIIYCKaHHSAY, ONIirypis.

3 60Ky penpodyKkmugHoi cucmemu ma MO/A0YHUX 3d103. [lyXKe 4acTo: MOPYIIeHHS esIKYJIsllii; 94acTo:
HeperylspHUM MeHCTPyaJbHUU LUK, epeKTuIbHa OUChYHKIIiS; He4acTO: cTaTeBa JUChYHKIIIA,

MeHOparis, BariHajbHa KPOBOTeYa, CTaTeBa JUCHYHKIIA y XKIiHOK; PiAKO: rajakTopes®, aTpodidyHuit
BYJILBOBATiHIT, BUMiIEHHS 3i CTaTE€BUX OpraHis, 6aJaHONOCTUTY, FiHEKOMACTiA*, piamiaM*; yacToTa

*t

HeBigoMa: IiCIAII0I0roBa KpoBoTeya .

3aeanvHi nopywerHs. [lyxKe 4acTo: MiABUIEHA BTOMJIIOBaHICTE*; 4aCTO: 3arajbHe



He3[dyKaHHS*, Oi/1b y TPYOHIN KIITII*, acTeHig*, mipekcis*; HedacTo: nepuepuyHui
HaOpsK*, 03HOO, MOPYyIIeHHS XOOu*, cIpara; pifiKo: rpuxka, 3HUKEeHHS ITePeHOCHMOCTi
mpemnapary.

Iocaidocents. YacTo: 30inmbIIeHHST MacH Tina*; HeYacTo: MigBUIIeHHS PiBHS
anaHiHaMiHOTpachepa3w*, migBUIEHHS PiBHSA acnapTaTaMiHoTpaHCchepa3u*, 3HUKEHHS MacH Tina*;
PigKo: MifBUINEHHS PiBHS XOJIECTEPUHY B KPOBi*, BIIXUJIEHHS Bil HOpPMU Pe3y/IbTaTiB KIIHIYHUX
naGopaToOpHKX aHaJIi3iB, MOPYIIEeHHS SKOCTi CIIepMH, 3MiHa QYHKIII TPOMOOLUTIB*,

Tpasmu, ompyeHHs ma yckaad0HeHHsA npouedyp. YacTo: TpaBMa.

XipypeiuHi BmpyuyaHHA ma MeduyHi npouedypu. Pinko: mpouenypa Ba3oquIaTallii.

* TloGiuHi peaxkitil, siki OyM 3apeecTpoBaHi y micaspeecTpalliitHui mepiof.

*YacToTra mobiuHMX peakliiii TpefCcTaBleHa 3a PO3PaXyHKOBOIO BEPXHBOIO MexKelo 95% HoBip4yoro
iHTepBaly i3 3aCTOCYBAaHHSM «IIpaBUjia TPhOX».

" Iz moGiuHa peakuis 3apeectpoBaHa s Tepanestuynoi rpymu CI33C/CI33CH (muB. po3minu
«OcobIMBOCTI 3aCTOCYBaHHA» Ta «3aCTOCYBaHHA B Ilepiof BariTHOCTI abo TogyBaHHS
TPYAII0»).

CuHOpomu 8i0MiHU, W,0 cnocmepi2arombsCa Npu NPUNUHEHHI mepanii cepmpaaiHomM

[IpunvHEeHHS Teparil cepTpaninoM (0co6IMBO y BUMTAAKY Pi3KOT0 MPUNIMHEHHS Teparil)
3a3BUYail IPU3BOOUTE OO PO3BUTKY CUMIITOMIB BinMinu. HalyacTime nOBiIOMIISIETECS IPO
Taki MoOiyHi gBUIA K 3allaMOpPOYeHHs, CeHCOPHI IOPYIIeHHS (BKI0Yal04yy ITapecTesiio),
TIOPYIIIEHHS CHY (BKJTI0Yalouy 0€3COHHS i SICKpaBi CHOBUMIHHS), 30yOKeHHS abo BiguyTTs
TPUBOXKHOCTI, HymOTa Ta/abo O/10BaHHS, TPEMOP i roytoBHUM 6inb. K mpaBuio, i mobiuni
sBUIIa Oynu JIerkoro abo MOMipHOTO CTYTIEHS TSKKOCTi Ta MUHAJIA CaMOCTIMHO; OOHAK y
IesKUX Talli€HTiB BOHU MOXKYTh OyTH TSIXKKUMHU Ta/ab0 TpUBAIUMU. Y 3B'SI3KY 3 LIUM Y
BUIIaAKaX, KOIH Oinbille HeMa€ HeOOXiMHOCTI y Teparii cepTpasiHOM, PeKOMEHOYEThCS
IIOCTYTIOBA BigMiHa IIpemnapaTy LIJITXOM ITOeTAllHOT0 3HMUKEHHS 003U (IuB. po3minu «Crocibd
3aCTOCYBaHHS Ta J03U» Ta «OCcoBGIUBOCTI 3aCTOCYBAHHS»).

3acmocy8aHHA nauieHmam AimHbv020 iKYy

3acTocyBaHHS CEJIEKTHBHUX iHTi0iTOPiB 3BOPOTHOTO 3axorieHHs cepoToHiny (CI33C) abo inribiTopis
3BOPOTHOTO 3aXOIJIEHHSI HOpaApeHaiHy i cepoToHiny (I33HC), Bkio4awouu cepTparliH,
aCoI[il0Basocs 3 KJIiHIYHO 3HAYYIIMMU BUIIagKaMy TiTOHATPiEMIl y MAI[i€HTIiB JIITHOTO BiKYy, B IKUX
MOZK€e CIIOCTepiraTucs MifBUIIEHUN PU3UK PO3BUTKY IIOT0 MOOIYHOT0 SBUINA (OUB. PO3TiN
«OCc06IUBOCTI 3aCTOCYBaHHS»).

3acmocysaHHA 0imam

Y nonag 600 miTeit, SKi OTpUMyBaIM CEPTPaIiH, 3aranbHui Tpodink mobiyHuX peakiiii 6yB y HioMy
nonibHUM MO TAKOTO, IO CIIOCTePiraBcs Y AOCTIMXKEHHSX 3 y4acTIO JOPOC/IUX MallieHTiB. ¥ xofi
KOHTPOJIbOBAaHUX HOCTiAXKeHb Oy 3apeeCcTpoBaHi HacTynHi mobiyHi peakiil (KimbKiCTh MallieHTiB, sSKi
IpuiiMaiy cepTpaid, ctaHoBuma 281):



Iyxe vacTto (= 1/10): ronoBHu# 6inb (22 %), 6e3conns (21 %), miapes (11 %) i aygota (15 %).

Yacto (Big = 1/100 mo < 1/10): 6inb y TpynHiil KiTiTIii, MaHis, mipekcis, 60BaHHS, BifCyTHICTh
aneTuTy, abeKTuBHa NabinbHICTh, arpecis, 30ymKeHHs, HePBO3HICTb, TOPYILIeHHS yBary,
3arnaMOpOYeHHs, TinepKiHe3is, MirpeHs, COHIUBICTD, TPEMOD, IIOPYILLIEHHS 30PY, CYXIiCTh Y POTi,
OUCIIEIICis, HiYHi XKaxH, MifBHIlleHa BTOM/IIOBaHICTh, HETPUMaHHS Cedi, BUCUIIaHHS, aKHe, HOCOBa
KpoBoTeda, MmeTeopu3M. Hewacto (Big = 1/1000 mo < 1/100): nogoBxkeHHs iHTepBany QT na EKT
(ouB. po3minu «Oco6IMBOCTI 3aCTOCYyBaHHS», «B3aeMopis 3 iHIIMMU JTiKapChbKUMU 3aco0aMu Ta iHIIi
BUOY B3aeMomili» Ta «PapMaKoguHaMika»), CylluganbHi cipobu, CymoMH, eKCTpalipaMigHUN po3/af,
napecTesis, fenpecis, ramoluHalil, Iypuypa, FinepBeHTUIALIA, aHeMis, TOPYIIeHHS (PYHKIIIN
NeYiHKY, MigBUINEHHS PiBHA ajlaHiHaMiHOTpaHC(epasy, HIUCTUT, IPOCTUY IepIiec, OTUT 30BHIITHLOTO
Byxa, Oinb y Byci, 6inb B o11i, Migpia3, 3aranbHe He3MyXKaHHS, FeMaTypis, IyCTyIb03He BUCUIIaHHS,
PHHIT, TpaBMa, 3HUKEHHS MacCH Tijlla, IOCMUKYBaHHS M's13iB, He3BUYallHi CHOBUiHHS, amaris,
anb0yMiHypis, monakiypis, momiypis, 6inb ¥y MOJIOYHUX 3a/103aX, IOPYIIEHHS MEHCTPYalbHOTO [UKITY,
aJiomelrisi, ;epMaTuT, ypaxkKeHHs IKipHd, HETUIIOBUY 3amax IIKipu, KPOIUB'THKa, OPYKCH3M,
IpUIIuBU. YacToTa HEBijoMa: eHypes.

Egexmu, xapakmepHi 015 ub020 Kaacy AiKapcbKux 3acobie

Y pesyneTaTi IpoBeneHHS eMileMiOIOriYHUX HOCIIIIXKEeHb, 110 IIePeBaXkKHO IPOBONUIHN 3 YYaCTIO
mairieHTiB BikoM Bim 50 pokiB, OyB BUSIBIEHUN IMigBUILIEHUY PU3UK BUHUKHEHHS IIEPEIOMIB KiCTOK Y
nanieHTiB, gki oTpuMyBaiu CI33C Ta TpULMKITIYHI aHTUAETIPECAHTH. MexaHi3M, 1110 3yMOBIIIOE
MigBUIIIEHHS LILOI'0 PU3UKY, HEBIIOMUU.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuyii

[ToBimoMIIeHHS TIPO Iigo3pioBaHi Mo6iuHi peakiril y miciaspeecTpaliiHui Iepiof] € BaXKIUBUM
3axonoM. Lle mo3Bois€e IPOAOBXKYBaTA MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPU
3aCcToCyBaHHI npemnapaTty. [IpaliBHUKIB raiy3i OXOPOHHU 3[40POB’S MIPOCATh IOBITOMIIATH IIPO
Oymb-siKi mimo3pioBaHi mo6iuHi peakiii.

TepmiH npuOamHocmi. 5 poKiB.

YMoBuU 30epiraHHs.

30epiratu npu TeMiepatypi Hux4e 30 °C y HegOCTyIIHOMY IJIS OiTel Miclii.

YnakoBka.

[To 14 Tabnetok y GmicTepi. [To 2 GmicTepu y KapTOHHIN yIAaKOBIIi.

Kareropis Bigmycky. 3a perenrtom.



Bupo06HuK. Xaynt ®apma Jlatina C.p.n./Haupt Pharma Latina S.r.1.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca MicIisi IPpoBaIXKeHHs HOT0 Tis/TbHOCTI.

Bopro Can Mimens C.C. 156 KM. 47,600 - 04100 Jlarina (JIT), Itamnis/

Borgo San Michele S.S. 156 KM. 47,600 - 04100 Latina (LT), Italy.

abo[]

BupooHuK. I1daiizep Menwdpekuypunr Horunenn ['M6X/ Pfizer Manufacturing Deutschland GmbH

Micne3HaxoaKeHHsI BUPOOHHKA Ta aJipeca Miclisi IpPoBaIXKeHHsI HOr'0 Jis/IbHOCTI.

BerpibmterTe ®paitbypr, Mycsanbaans 1, 79090 ®paiibypr, Himeuunna/

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.

[ B incmpykuii, wo 6yde 8knadeHa 8 KAPMOHHY ynakoeky, 6yde 3a3HavyeHull Aulie 00uH 8UPOOHUK
(moti, wo 6ye 3adisiHull 014 8unycky cepii).



