Ckian

Oitoua pevyosuHda: pIyBOKCaMiH;
1 TabneTka mMicTuTh pryBokcaMiny maneaty 50 mr a6o 100 mr;

oonomidcHi peyoguHu: MaHiT (E 421), KkpoxManb KyKypyA3ssHUU, KPOXMaJllb
IpesXeaTUHI30BaHUM, HATPilo cTeapuiadymMapaTt, KpeMHII0 JiOKCU KOJOIGHUU
0e3BogHUM, rinpomesnos3a, makporon 6000, Tanbk, TuTany miokcum (E 171).

JIikapcbKa ¢opMma

TabneTKu, BKPHUTI IJIIBKOBOIO 000JIOHKOIO.
OcHOoBHI (pi3uKo-xiMiuHI 81acmMuBoCcmi:

mabsemku, 8Kkpumi naieKosorw 06010HK0W0, no 50 me: Kpyrii, onykii 3 000x O0KiB,
6inoro abo Maiike 0GilIOT0 KOJILOPY, BKPUTI IJTIBKOBOIO 0O0JIOHKOIO, 3 OTHOT0 OOKY - 3
Haci4yKoIo i MapKyBaHHAM «291» 3 060x OOKiB Biff Hel; miameTp - mpubIM3HO 9 MM;
TabJIeTKy MOKHa PO3MiIUTH Ha [Bi piBHI YaCTUHHU.

mabaemku, 8Kkpumi naiekogor 06010HK0, no 100 me: oBambHi, onyKii 3 060x OOKiB,
6inoro abo Mmaiike 6iJIOT0 KOJILOPY, BKPHUTI IJTIBKOBOIO 000JIOHKOIO, 3 OJTHOTO OOKY - 3
Haciukomo i MapkyBaHHAM «313» 3 000X OOKiB Bifi Hel; JOBXKUWHa - TPUOIU3HO 15

MM, IIUPUHA - TpubaIn3HOo 8 MM; Tab/IeTKy MOXKHAa PO3iIMTHU Ha [OBi piBHI YaCTUHHU.

®dapMaKoTepalneBTHYHA Irpyna

AntupenpecanTu. CeneKTUBHI iHTi6iTOpKU 3BOPOTHOTO 3aXOMJIeHHs cepoToHiHY. Kop
ATX NO6A BO0S.

®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

IMocnigKeHHs 3B'sAI3yBaHHS 3 PellelITopaMU MoKa3aiad, 110 (IyBOKCaMiH € IIOTYyKHUM
iHTiGiTOPOM 3BOPOTHOTO 3aXOIJIEHHSI CEPOTOHIHY SK in vitro, Tak i in vivo i Mmae
MiHIMaJIbHY CIIOPIAHEHICTS i3 ImiATUIIaMU CEPOTOHIHOBUX pelenTopis. [IpenapaT Mae
He3HayHYy 3[aTHICTh 3B'S3yBaTUCA 3 Q-aAPEHEPTridyHUMH, [S-aApeHepridyHuMH,
ricraMiHepriYyHUMH, MYCKapUHOBUMH, XOJIiHEPTiYHUMHU a00 HomaMiHEepPTiYHUMU
peLenTopamu.



dnyBOKCaMiH Ma€ BUCOKY CIIOPIOHEHICTh 00 curMa-1 penenTtopis, OO0 AKUX Y
TepaleBTUYHUX J03aX BiH i€ sIK arOHICT.

dapmakokiHemukKa.

BcMOKTYBaHHS.

®nyBOoKCaMiH ITOBHICTIO aOCOpPOYETHC ITiCIIsA mepopabHOTO IpuiioMy. MakcuMaibHa
KOHIIeHTPAallid y Ia3Mi JocsATraeThCs 4yepe3 3 - 8 TOAuH IIicis npuomMmy. Yepes
MeXaHi3M MepIIoro MIPOXOOXKEeHHS cepenHs abcomoTHa 6i0JOCTYITHICTh CTaHOBUTH 53
%.

® He BiIMBaE ONHOYACHUH MIPUNOM 1Xi.

Ha dapmakokiHeTuky npemnapaty ®eBapuH
Pos3nonin.

In vitro 80 % ¢nyBokcaminy 3B’s13yeThbcA 3 Oinkamu nna3mu. O6’eM pO3MOOINTy y
JIIOOWHU CTQHOBUTH 25 JI/KT.

MeTaboJ1i3zM.

®1yBOKCaMiH eKCTEHCUBHO MeTal0JIi3yeThCS y MediHili. Xo4a in vitro roJIOBHUM
isopepmeHTOM, sIKUM Oepe ydacTh Y MeTabomni3mi ¢piayBokcaminy, € CYP2D6, mna3mMoBi
KOHIIeHTpallil B 0ci0 3i 3HMKeHo010 akTuBHiCTI0O CYP2D6 He HabaraTo BUIII, Hi’K B 0Ci0
i3 mo6pum MeTaboITi3MOM.

CepeqnHili mepion HalmiBBUBEOEHHS 3 IJTa3MU CTAHOBUTH Npubiu3Ho 13 - 15 rogun
IIiC/IsT OMHOPA30BOT0 IIPUNOMY 1 TPOXU MOAOBXKYEThCA (17 -22 roguHu) npu
6araTopa3oBoMy ITpuiioMi. PiBHOBaXHa KOHIIEHTpAllisl y m1a3Mi KpOoBi 3a3Bu4dai
mocsiraeTbes npotsiroM 10 - 14 gHiB.

®1yBOKCaMiH €KCTEHCUBHO TPAaHCPOPMYETHCS y MEUiHIli, TOJIOBHUM YUHOM IIIJIIXOM
OKVCJIIOBAJIbHOTO QUMETUJIIOBaHHS, Y pPe3yJibTaTi Y4Or0 YTBOPIOETHCA LIIOHAMEHIIIe
neB'ssTb MeTaboJIiTiB, sIKi BUBOASITHCSI HUPKaMU. [IBa OCHOBHI MeTaboiTu
OEeMOHCTPYIOTh HE3HAUHY (hapMaKOJIOTiYHY aKTUBHICTh. [HIITI MeTabomiTu
dbapmakonoriuio HeakKTuBHi. ®r1yBOoKCcaMiH € moTykHUM iHribiTopoM CYP1A2 Ta
CYP2C19, nmomipno ianrioye CYP2C9, CYP2D6 i CYP3A4.

®dnyBOKCaMiH JEMOHCTPYE JiHiWHY (papMaKOKiHETUKY IIPHU IIPUIOMI pa3oBOl JO3H.
PiBHOBaxHi KOHIIeHTpallil y mJia3Mi € OibIINMHU, HiZK PO3paxoBaHi 3a JaHUMU OIS
pa30Boi [03M, i Ile gucIponopilifine 30iblIeHHS HaNOiNbIll BUpaXXKeHe ITPYU NpUNoMi
BUIIUX NOOOBHUX HO3.

Oco0/IMBi rpynu ODalli€HTiB.




dapmakokiHeTHKa ¢GJIyBOKCaMiHy € OJTHAKOBOIO y 3MOPOBUX IOPOCIIUX, O0CiO JIITHHOTO
BiKy Ta malli€eHTiB i3 HUPKOBOIO HeJOCTaTHiCTI0. MeTaboi3M ¢piyBoKcaMiHy
IIOPYILIYETHCA Y NAlll€HTIB i3 3aXBOPIOBAHHAIMY [IE€YiHKU.

PiBHOBaxkHi KOHIIeHTpallil (IyBOKCaMiHy y IJ1a3Mi KpOBi BOBidi Oi/lbIli y miTel BikoM
Big 6 mo 11 pokiB, HiX y miTelu BikoM Bim 12 mo 17 pokis. [1;ma3mMoBi KOHIIEHTpAIlil ¥
miTeu BikoM Big 12 go 17 pokiB Taki XK, K i B JOPOCIIUX.

IToka3aHHA

e Jlempecisa
e O6cecuBHO-KOMITYIbCUBHI po3nanu (OKP).

HpOTHHOKaSaHHﬂ

[IpenmapaT DpOTUIIOKa3aHUU XBOPUM i3 HiABUIIEHOIO YYTJIUBICTIO 4O (PIIYBOKCAMIiHY
MasieaTy abo 4o Oyab-gKOTo 3 iHIIMX KOMIIOHEHTIB ITpenapary.

He MoxkHa mpu3HadYaTH OOHOYACHO 3 TH3aHiOWHOM, iHTibiTOpaMu MOHOAMiHOKCUIA3U
(IMAO) (guB. po3minu «B3aemomis 3 iHIMMMU JTiKapChbKUMHK 3aco0aMu Ta iHIIN BUOU

® MOZKHa

B3aeMomii» Ta «OcoBIMBOCTI 3acTocyBaHHs»). JIikyBaHHA ®eBapuHOM
PO3MOYKMHAaTH He paHillle HiXK Yyepe3 ABa THUXKHI IiC/Is IPUINHEHHS IPUAOMY
HeobopoTHUX IMAO a60 HACTYIMHOTO OHS MiCIII MIPUIUHEHHS IPUMOMY 000POTHUX

IMAO (HanpukJiag MoKiobeMiny, miHe30miay).
JIikyBaHHS OyOb-siKUM i3 nmpenapartiB rpynu IMAO MokKHa po3n0oYUHATH He paHile
HiXK 4yepe3 OOWH TUXKOEHD ITIC/II NPUINHEHHS IIPUUOMY CDeBapHHy®.

®

deBapuH -~ He MOXKHAa NPU3HAYATH OOHOYACHO 3 IIiIMO3UIOM Ta paMeJITeOHOM ([UB.

po3minu «B3aeMopis 3 iHIMMMU JIiIKaPCHKUMHU 3aco0aMu Ta iHI BUOK B3a€EMOIiN»).
B3aemonisi 3 iHOIHMH JTiKapChbKHMH 3aCo00aMHu

IHri6iTOPH MOHOAMIHOKCHIA3H.

[IpemapaT He MOXKHa ITPU3HAYaTH y KOMOiHaIlil 3 iHribiTopaMu MOHOAMiHOKCHUIA3H,
BKJIIOYAIOYH JIIHE30JIi[], Yepe3 PU3UK BUHUKHEHHS CEPOTOHIHOBOTO CUHAPOMY (OHUB.
po3gin «IIpoTunoka3aHHI»).

Bronus ¢pyBoKcaMiHy Ha OKKMCIIOBAIBHNN MeTab0JIi3M iHIINX npenapartis.

®dnyBoKCaMiH MOXKe MPUTHiYyBaTHU MeTabo0JIi3M npernaparis, 1110 MeTab0i3yI0ThCS 3a
y4acTIo IeBHUX i30eH3umiB nutoxpomy P450 (CYP). In vitro Ta in vivo OOCHiagKeHHS
OEMOHCTPYIOTh ITOTYKHUM iHriOytouus BinuB ¢piyBokcaminy Ha CYP1A2 ta CYP2C19,



omHak CYP2C9, CYP2D6 ta CYP3A4 inrioymoThcsi MeHII00 Mipolo. [TIpemnapaTu, 110
MeTabo0IIi3yI0ThCS ITepeBaXXHOo 3a y4acTIo IIUX i30(hepMEHTIB, MOXKYTh MAaTH BUIIIi, a y
OesiKMX BUMNaAKax HUXKYi (HampuKiIag KIOIigorpes, SKUM HaJlleXXUTh OO0 IPOJIiKiB)
KOHIIeHTpallil aKkTUBHOI pe4oBHUHY/ MeTabOoJIiTiB y nJjla3Mi KPOBi ITpy OOHOYACHOMY
3acTocyBaHHi 3 pyBokcaMiHOM. JIiKkyBaHHS (PJIyBOKCaMiHOM OJHOYACHO 3 TAKUMHU
IIpenapaTaMu CJIif po3nmoYynHaTh abo KOPUTYBaTH BifiTIOBIMHO OO HallMEHIIIOI, a He
BHUIIOI JO3M 1X TepaleBTUYHOIO Oiana3oHy. [Ipu 11bOMYy CIIii peTenbHO CIOCTEepiraTu 3a
I1J1a3MOBOIO KOHIIEHTpalli€lo, e(eKTUBHICTIO abo 1M0OiYHOI0 Oi€l0 mpelapaTiB CyIyTHLOL
Teparil Ta y pa3i HeoOXimHOCTi 3MeHIINTHU abo 30inMbIIUTHY 1X m03Yy. Lle 0cobmBo
BaKJIMBO BpaxOBYyBaTH ITPU 3aCTOCYBaHHI JTiKapChKUX 3aC00iB i3 By3bKUM
TepaneBTUYHUM iHOEKCOM.

PamenteoH.

[Tpu 3acTocyBaHHi QIIyBOKCaMiHy MajieaTy, HETaWHOTO BUBiJIbHEHHSA y TabJjieTKax 110
100 mMr gBa pa3u Ha moOy mpoTsaroMm 3 OHIB, a ITOTIiM Ipu IMpuiioMi omHiel mo3u 16 mr
paMeJITeOHYy OOHOYACHO 3 (QIyBOKCaMiHy MajieaToM B TabJjieTKaX HETalHOT' O

BuBinbHeHHsT AUC pamMenTeoHny 30inbmnnacs npubamu3ao y 190 pazis, a Cmax
30inmpimuacs npubau3Ho y 70 pas3iB MOpiBHSIHO 3 TUM, KOJIU PaMeITEOH IIpU3HavYalu

sIK MOHOTePaIIito.

CHoonyku 3 BY3bKMM TEPAIleBTUYHNM IHIEKCOM.

Heo06ximHo peTenbHO KOHTPOJIIOBATH CTAH IAIiEHTIB, sIKi OMHOYAaCHO MPUKMMaIOTh
(pnmyBOKCcaMiH i mpemapaTy 3 By3bKUM TepPaleBTUYHUM iHOEKCOM (TakKi K TaKpPUH,
TeodisliH, MeTaJloH, MEKCHUJIeTHH, ¢peHiToIH, KapbaMa3eIliH Ta IUKJIIOCIIOPUH), IKi
MeTabomi3yroThcsa BUHATKOBO CYP a6o 3a yuactio CYP, 110 iHTi6yoThCs
dryBokcaminoM. IIpu HeOOXiMHOCTI pEeKOMEeHA0BaHO CKOPUTYBAaTU HO3U LIUX
JIiIKapChbKUX 3aC00iB.

Y 3B'sI3Ky 3 By3bKMM Te€paAIlleBTUYHUM [ialla30HOM MiMO3UAYy i MOT0 BifOMOIO 30aTHICTIO
nposioHryBaTtu iHTepBas QT, omHOYaCHUM IPUNOM MiMO3UAYy i PpIyBOKcaMiHy
MMPOTUNOKa3aHuM (OuB. po3nin «[IpoTumoka3aHHS»).

TPpULUKITIYHI aHTUOENPECAHTHU Ta HEMPOJIEIITUKH.

[ToBimoMsiyiocs: PO MiABUINIEHHS KOHIIEHTpAIlil ¥ IJIa3Mi KPOBI TPUILMKITIYHUX
aHTU[OENpPECaHTIB (HanpuKiIag KJIOMINpaMiny, iMinpaMiHy, aMiTpUOTUIIHY) 1
HEeMPOJIENTUKIB (HallpuKJiazg Kjo3alliHy, OJlaH3aliHy, KBeTialliHy), siKi TOJIOBHUM
YUHOM MeTaboi3yioThcs muToxpomoM P450 1A2 npu ogHOYaCHOMY 3aCTOCYBaHHI 3
¢pnyBokcaminoM. CJiif pO3rnsHYTH HEOOXiOHICTh 3MEHILEHHS 03U IIUX IpelaparTiB
IIPY OOJaBaHHi J0 JIIKyBaHHSA (PJIyBOKCaMiHOM.

Ben3opgia3eninu.




[Tpu ogHOYacHOMY IIpUUOMIi 3 (PJIyBOKCaMiHOM MOXKe 3POCTaTU KOHIIEHTpAalisd y I1a3Mi
OeH30mia3emniHiB, siKi MeTabo0/Ii3yI0ThCSI OKUCIEeHHSIM (TaKUX SIK TpHUa30JjaM,
Mizma3oaM, ajamnpa3oiiaM i giazemam). o3y 1ux 6eH304ia3eniHiB Ciliff 3MEHIIINTHA IPU
OOHOYACHOMY 3aCTOCyBaHHI 3 (JIyBOKCaMiHOM.

ITigBuIIeHHS KOHIIEHTpPAIlil V I1J1a3Mi KPOBI.

[Tpu nmpuiiomi pomiHipony y kom0OiHatlii 3 ¢pyBoKCaMiHOM MOKe ITigBUIITyBaTUCS HOTO
KOHIIEHTpaAllis y I1a3Mi, 110 301iIbIIyE PU3UK epeno3yBaHHa. 3 OISOy Ha Iie
nmotpibeH Harmsam 3a ImallieHTaMu, a YV pa3i HeoOXimHOCTI - 3MeHIIIeHHS 03U
pormiHipony (K mif 9ac JiKyBaHHS ()JIyBOKCAaMiHOM, Tak i MiCJisg MOTO0 BigMiHM).

OCKinnbKY KOHIIEHTpPAaLlis IPOIPaHoIoy y Iyla3Mi KPOBi IIPU OOHOYAaCHOMY IIPHUKOMI 3
dbyBOKCaMiHOM 30iTBbIIYETHCS, MOXK€E BUHUKHYTU HEOOXiAHICTh y 3MEHIIIeHH] 10ro
OO3H.

[Tpu 3acTocyBaHHI pa3oM 3 (pIIyBOKCAMiHOM KOHIIEHTpAalis y njia3Mi Bappapury
3HA4YHO 30iNIbIIyETHCS i TPOTPOMOIHOBUM YaC MOIOBXKYETHCH.

30ibIIIeHHSI iMOBIPHOCTI BUHUKHEHHS ITOOIYHOI peakiril.

3adikcoBaHO OKpeMi BUNaJKU KapAiOIOTiYHUX MTOPYIIEHb (KapAiOTOKCUYHOTO e(PEKTY)
IIPY OOHOYAaCHOMY 3aCTOCyBaHHIi (hIyBOKCaMiHy 3 TiOpUOa3uHOM.

PiBenb Kodeiny y mma3mi Moxke 30iTbIINTHUCS IIPU OJAHOYAaCHOMY 3aCTOCYBaHHi 3
dbnyBokcaminoM. MoxKyTh criocTepiraTucs mobiuHi edpektu Kodeiny (TpemMop, BimuyTTs
cepuebUTTS, HYJOTa, HECHIOKiN, 6e3CoHHS). ToMy malieHTaM, SKi BXKUBalOTh 3HAUHY
KiJIbKiCTh HAIOi1B, III0 MiCTSATh KOdeiH, MOTPiOHO 3MEHIIUTH IX CIIOKHUBAHHS, SKIIIO iM
Mpu3Ha4YeHo (QIyBOKCaMiH.

[ITomo TepdeHaguHy, acTEMi30Ty, IIU3ANPUAY, cCungeHadiny ous. po3min «OcoO6IUBOCTi
3aCTOCYBaHHS».

['MIOKypOHigalris.

[IpenapaT He BOJIMBAE Ha I1JIa3MOBY KOHIIEHTpPAIlil0 JUTOKCUHY.

HupkxoBa eKCKpelis.

[IpenapaT He BIJIMBA€E HA IJIa3MOBY KOHILIEHTPAIIiI0O aT€HOJIOIY.

dapMakoguHaMiyHa B3aEMOJIisl.

CepoToOHiIHePriuHi e(peKTU MOXKYTh ITIOCUJIIOBATUCSA Y pa3i Ipu3HadyeHHA (pJIIyBOKCaMiHy
OOHOYACHO 3 iHIIUMU CEPOTOHIHEPTriYHUMMU ITpenapaTtamMu (y T.4. 3 TPUIITaHaMH,
TpamMapaoJsioM, OyrnpeHopdinoM, OynpeHOpdiHOM/HAIOKCOHOM, CEJIEKTUBHUMU



iHribiTopamMu 3BOPOTHOT'O 3aXOIIJIEHHSI CEPOTOHIHY i mpenapaTtaMu 3Bipo00i0) Ta
MOXKYTh IPU3BECTHU IO IIOTEHIIINHO HeOe3MeUHUX OJI XKUTTS CTaHiB (IUB. TAKOXK
po3min «OcobIMBOCTI 3aCTOCYBAaHHS»).

®dnyBOoKCaMiH 3aCTOCOBYBaBCsI B KOMOiHaIIil 3 JIiTiEM ITpU MiKyBaHHI Ba’KKUX XBOPHUX,
PEe3UCTEHTHUX OO0 Tepalil. OgHak JIiTii (a, MOXKIINBO, TAKOXK TPUITO(aH) IOCUIIIOE
cepoToHiHepriuHi edhexkTu ¢pnyBokcaminy. 110 kom0biHallifo CiTig 3aCTOCOBYBaTH 3
00€epeKHICTIO MallieHTaM 3 TAXKKO0I0, pe3UCTEHTHOIO A0 Tepallil gmemnpecieto. [ToTpidbHO
PeTeNbHO CIOCTepiraTu 3a CTAHOM XBOPUX, SIKi 3aCTOCOBYIOTH IIepOopaibHi
AHTUKOATYJISHTHU i QIyBOKCaMiH, TOMY L0 Y HUX MOKe 30i/IbITyBaTUCS PU3UK
BHHUKHEHHS KPOBOTeUi.

4K i mpu 3acTOCyBaHHi IHIIUX ICUXOTPONHUX 3aC00iB, MMalliEHTaM CIii yTPUMAaTHUCS Bif
B2KMBaAHHS aJIKOTOJIIO ITiJT YaC 3aCTOCYBaHHS (PJIyBOKCaMiHy.

Oco006/1MBOCTi 11100 3aCTOCYBaHHSI

Cyiuupng/cyinmpganbHi IYMKH a00 KIiHidyHe OOoTipIIeHHS

Ilenpecis 1moB'ss3aHa 3 NiABUIIIEHUM PU3UKOM CYIIUOaTbHUX OYMOK,
CaMOTIOIIKOMXXEHHS i cyiuumiB (1moB’si3aHi 3 cyinmuaom nomii). Lleit pu3uk 30epiraerbcs
0O OOCATHEHHS peMicil. OCKiNbKM ITOKpallaHHSA IPOTATOM IEePIINX KiJTbKOX TUXKHIB
JIiIKyBaHHS @00 HaBITh IIPOTATOM OiNIbIII TPUBAJIOTO MEepPiofy MOXKe He HACTYIIUTH,
MalieHTy MaloTh mepedyBaTH i IUJILHUM KOHTPOJIEM JIiKapsi, IOKU He Oyme
3a(ikCcoBaHO MOJIIMNIIEHH CTaHy. 3arajbHuUM KIIHIYHUU OOCBIiO CBIOUYUTH, 10 PUIUK
Cyllluay MOKe IIigBUIIYBAaTUCh Ha MOYaTKOBUX eTallaX OnyzKaHHS.

[HI TCUXiYyHi cTaHM, O TiKyBaHHS SKHUX 3aCTOCOBYETHCS (PIIYBOKCAMiH, TAKOXK
MOXKYTh aCOIiIIOBaTUCH 3 MiABUIIEHNM PU3UKOM OB SI3aHUX 3 CylIUZOM nofiv. Kpim
TOTO, TaKi CTaHU MOXKYTh OyTH KOMOPOinHi 3 BEJIMKUM [elIPECUBHUM pO3/1agoM. TomMy
IIPY JIiKyBaHHI MAIliEHTIB 3 iIHIIUMU ICUXIYHUMU PO3/1afaMy HeoOXimHO MUJILHO 3a
HUMHU HarjasggaTH.

Bimomo, 1110 maIfieHTH, SKi MaloTh IIOB’sI3aHi 3 CyIIIMAOM IIOMil B aHaMHe3i, Ta MalliEHTH,
sIKi IEMOHCTPYIOTh BUCOKHH PiBEHb CYIIUAAIbHOI ifeallil 0 mo4YaTKy Tepalil, MaloTh
OiNbIIMYM PU3UK CYIIIUAAIbLHUX AYMOK ab0 CylliugaabHUX CIIP0o0, TOMY BOHU
noTpeOyIOTh PETENbHOTO MOHITOPUHTY IIifl Yac JiKyBaHHS.

[MunpHWY HATIAM 3a HDalieHTaMu, 30KpeMa TUMU, XTO HaJIeXKUTh 00 TPy BUCOKOTO
PU3UKYy, HeOOXImHUU [ Yac MeguKaMeHTO3HOl Tepallil, 0COOJIMBO Ha II0YaTKy
JIIKyBaHHS Ta IIiCJIs 3MiH y JO3yBaHHI.

[TamieHTH (a TAKOXK Ti, XTO IIPO HUX IIKJIYETbCS/HATJIANAE) MalOTh OYTU TIONEepeaKeHi
PO HeOoOXigHICTh crmocTepiraTu 3a OyOb-IKUMU KITIHIYHUMU MOTipIIEeHHSIMHU,



CyillMOaJIbHOIO ITOBEeOiHKOI ab0 IyMKaMM Ta He3BUYAaWHUMU 3MiHAMU Yy IIOBEHiHIl Ta
HerarHO 3BEPHYTUCS OO JIiKaps IpU HassBHOCTI LIUX CUMIITOMIB.

AKaTH3iss/ICUXOMOTOPHE 30VIKEeHHS

[MTpuiiom pryBoKCcaMiHy MoxKe OyTHU ITOB’siI3aHUM 3 PO3BUTKOM aKaTu3il, Ka
XapaKTepPU3YETHCA Cy0’'€KTUBHO HEIIPUEMHUM a00 BUCHAKJIMBUM HECIIOKOEM Ta
MoTpeb0I0 PyXaTHUCh, III0 YaCTO CYIIPOBOOXKYETHCS HE3ATHICTIO HEPYXOMO CUMITH UM
cTosiTu. [TosiBa TaKUX SBUII € HAaWOINIbII BipOTiZHOIO IPOTATOM IEPIINX KiTbKOX
THUXKHIB JIIKyBaHHS. 1711 Nalli€eHTIiB, Y SKUX 3 ABJISIOTHCA Il CUMIITOMHU, ITiABUIIIEHHS
003U MOKe OyTU HUIKiIJIABUM.

IMTopymieHHs GYHKIII DeYiHKU Ta HUPOK

Y xBopuX i3 1Me4iHKOBOIO a00 HUPKOBOIO HEJOCTATHICTIO JIIKyBaHHS MOTPiOHO
PO3IIOYUHATU 3 HU3BKUX [103 IIif] peTeIbHUM HarjsagoM JIiKaps.

Pigko mikyBaHHS (prryBoKcamMiHOM Oy/10 OB’ si3aHe 3 IMiABUILEHHSIM aKTUBHOCTI
MIe4YiHKOBUX (DEPMEHTIB, 110 3a3BUYall CyIPOBOAXKYBAJIOCS BiANOBITHUMU KITIHIYHUMU
CUMIITOMaMu. Y TaKUX BUIMAIKaX JIIKyBaHHSA IIpelapaToM CJIif IPUIIVHUTH.

Po3agy HEpPBOBO1 CUCTEMH

He3Baxkawuyu Ha Te, 110 IIPU BUBYEHHI Ha TBAPHUHAX CYJOMHUX BJIaCTUBOCTEU
dbyBOKCaMiHy He BUSBJIEHO, ITOTPiOHO OyTU 00epeKHUM ITpu3HadYadu GpryBoKcaMiH
XBOPUM i3 HasABHICTIO B aHaMHe31l CyqOMHUX po3yafis. Criy yHUKaTU IpU3HAYEeHHA
Imperapary IallieHTaM i3 HecTabiIbHOIO eIlijyiericielo, a 3a CTaHOM ITAIliEHTIB i3
KOHTPOJIbLOBAHOIO EIIJIEIICIEI0 CIIil PETEJIPHO CIIiAKyBaTHU. Y pa3i IOsIBU Y XBOPOTO
cynom abo 30inbIlIeHHS 1X YaCTOTH JIiKyBaHHS IIperapaToM CJIif IPUITHHUTH.

3adikcoBaHO OKpeMi BUNaOK BUHUKHEHHS CEPOTOHIHOBOTO CUHAPOMY ab0 momiOHUX
IO 3JIOSAKICHOTO HEUPOJIEITUYHOI0 CUHAPOMY SBUIL Y 3B'I3KY 3 JIIKyBaHHAM
dbyBOoKCaMiHOM, 0COGIMBO ITPU OMHOYACHOMY 3aCTOCyBaHHi 3 iHIITUMU
CEepOTOHiIHepPTriyHuMH i/a00 HelpoJIenTUYHUMH 3acobaMu abo B KoMOiHaIril 3
oynpeHopdinoM yu 6ynpeHopdiHoM/HanoKcoHOoM. OCKIiNbKHY 1i CHHOIPOMU MOXKYTh
MIPU3BECTH A0 MOTEHIIINHO HeOE3MeUYHUX OJI XKUTTS CTaHiB, TiKyBaHHS
(ryBOKCaMiHOM CIIif TIPUNIMHUTH, AKIIO TakKi mofil (IKi XxapaKTepUu3yoThCI
BUHUKHEHHSM I'PDYIIM CUMIITOMIB, TaKUX fK rillepTepMisi, pUrifHiCTh, MiOKJIOHYC,
HecTabinbHICTh QYHKIIIM aBTOHOMHOI HEPBOBOI CUCTEMU 3 MOXKJIUBUMU IIBUIKUMU
3MiHaMM XKUTTEBO BaXKJIMBUX ITapaMeTpiB, 3MiHaMM IICUXiYHOT'O CTATyCy, BKJIIOUAIO4YU
CILJIyTaHICTh CBIJOMOCTI, OpaTiBJIMBICTh, HAOMIPHY aXXUTallilo, IPOrPeCyrYy oo
PO3BUTKY AEJIipito i KOMK) BUHUKAIOTh, Ta PO3M0OYaTH IIiATPUMYOYe CUMITOMaATUYHE
JIIKyBaHHS.



MeTab0s1i3M Ta po3JIafl XapyyBaHHSA

4K i mpu 3aCTOCyBaHHi iHIIIUX CEJIEKTUBHUX iHTiOITOPIiB 3BOPOTHOT'O 3aXOMJIEHHS
CEpPOTOHIHY, IIPHU IIPUNOMi (QJIyBOKCaMiHy PidKO IIOBIHOMIISAIOCS IIPO TiOHATPIiEMIIO,
1110 3HUKAE IIIiCJId IPUIIUHEHHS 3aCTOCYBaHH Ipernapary. [lesaki Buagku, MOXKJIIUBO,
OyJiu IOB'sSA3aHi 3 CHHOPOMOM ITOPYIIEHHS CEKpellil aHTUAiyPeTUYHOTO TOPMOHY.
Binpuricts moBimoMieHb OyIu MOB'sI3aHi 3 oco6aMu TiTHLOTO BiKY.

Moxe nmopyuryBaTUCh KOHTPOJIb TIiKeMil (30KpeMa TinepriikeMis, rinoriikeMis,
3HUKEHHS TOJIEPAaHTHOCTI OO0 I'JIIOKO3U), 0COOJIMBO Ha PAHHIX CTadisgX JIiIKyBaHHS.
[TamienTaM i3 IyKpoBUM AiabeTOM B aHaMHe3i i yac npuiiomy (GhiyBoKCaMiHy
HeoOXigHO BifKOPUTYBATH N03yBaHHS aHTUOia0eTUYHUX JTiKapChKUX 3aco0iB.

HymoTa, sika iHOAI CyTIpOBOAXKY€ETHCS OIIOBAHHSAM, € HaW4acCTilIMM ITOOiYHUM
edekToM, 110 CIIOCTEPIraeThCs NpPU JiKyBaHHiI piyBokcaMiHoM. Lle# nmobiunui edekxr,
sIK TIPaBUJI0, 3MEHIIYETHCA MIPOTIATOM IMEPIIUX ABOX TUXKHIB JIIKyBaHHS.

Posnagu 3 00Ky opraHiB 30py

[ToBimoMiisijiocss PO PO3BUTOK Mifgpia3y Npu 3aCTOCYBaHHI CETEKTUBHUX iHTiOiTOPIB
3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY (TakKuX K (pryBoKcaMiH). ToMy peKOMEHO0BaHO 3
0co06MBOI0 00epEeKHICTIO IPpU3HavYaTH (QIyBOKCAMiH MallieHTaM 3 ITigBUIIIEHUM
BHYTPIIITHBOOYHUM THCKOM a00 MigBUINIEHUM PU3UKOM BUHHUKHEHHS TOCTPOIL
3aKpPUTOKYTOBOI I'JITayKOMH.

I'emaTO/IOTiYHI PO3/Tagn

[Tig yac mpuiioMy CeJeKTUBHUX iHTiOiTOPiB 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY
IIOBIIOMJIAJIOCA IIPO BUIIAOKU IIKIPHUX KPOBOBUJIUBIB, TAKUX AK €KXIMO3HU 1 IIypHypa, a
TAaKOXK IHIIIUX reMOoparigyHuX IMPOosiBiB, TAKUX SIK IIJTYHKOBO-KUIIIKOBa KPOBOTeYa abo
TriHeKOJIoTiuHa/ImicIsIpogoBa KpoBoTeua. PeKoMeHI0BaHO 3 0COOIHUBOIO 00€PEeKHICTIO
IMpu3HadaTH TakKi IIperapaTH MallieHTaM, SKi IpuiMaloTh CeIeKTUBHI iHTib6iTOpHU
3BOPOTHHOT'O 3aXOIJIEHHSI CEPOTOHiIHY, 0COOIMBO NallieHTaM JIITHBOT'O BiKY i
ralfieHTaM, sIKi OMHOYaCHO 3aCTOCOBYIOTH JIiKapChKi 3aco0w, 1110 BILJIMBAIOTh Ha
¢yHKI1IIT0O TPOMOOIIMTIB (HampUKiIaL aTUIIOBI aHTUIICUXOTUYHI IIpenapaTy i
dbeHoTia3uHM, GINMBUIICTh TPULUKITIYHUX aHTUAETIPECAHTIB, alle TUJICAITiLINIIOBY
KHCJIOTY, HECTEPOIHI MpoTU3analbHi mpenapaTu), abo mpenaparTu, siKi 30iTbIIYIOTh
PHU3KMK BUHUKHEHHS KPOBOTEYl, a TaKOXK XBOPUM i3 HasABHICTIO reMopariyHux CTaHiB B
aHaMHe3i i XBOpUM 3 HasgBHICTIO CTaHiB, 110 00YMOBITIOIOTh CXUJILHICTh O KPOBOTEY
(30KpeMa TpoMOOLUTOIIEHI]I @00 MOPYIIEeHHS 3ropTaHHSI KPOBIi).

CeneKTHBHI iHTiIOITOPY 3BOPOTHOTO 3axomieHHsa cepoToHiny (CI33C) MOXyTh
MiABUNTyBaTH PU3UK BUHUKHEHHS MiCISIPOOOBOl KPOBOTEYi (OMB. PO3TOinu
«3acToCyBaHHS Y I1epiof BariTHOCTI abo romyBaHHS rpyano» Ta «I1obiuHi peakiIiii»).



Cep1eBi po3nagn

[Tpu ogHOYAacHOMY 3aCTOCYBaHHI 3 (PJIyBOKCaMiHOM MJIa3MOBi KOHIIeHTpallil
TepdeHaguHy, acTeMi3ony abo MU3anpUuaIy MOXKYTh 30iIbIITYBATUCS, IIPU3BOOSAYN OO
IMiABUIIIEHHS PU3UKY IMOOOBXKeHHS iHTepBany QT/mipyeTHol Taxikapmii (torsade de
pointes). Tomy npenapart He CJIif IpU3HavYaTy pPa30M i3 MMM JTiKapChbKUMHU 3aco0aMu.
®yBOKCaMiH MOXKe CIIPUYMHUTH He3HaYHe 3MEeHIIeHHs YacTOTU cepreduTTs (Ha 2 -
6 ymapiB 3a XBUJIUHY).

EnekTpokoHBynbcuBHa Tepanis (EKT)

PekoMeHO0OBaHO 3 0CO0JIMBOIO 00EPEXKHICTIO ITpU3HavaTy PpIyBOKCaMiH B ITO€OHAHHI 3
EKT yepe3 HegoCTaTHICTh JaHUX KITIHIYHUX OOCIIIXKEHb.

Peaxiril BimMiHM npemapary

IcHy€e MOXKJIUBICTE IOSABU pPeakllii BiIMiHU IIpenapaTy OpU NIPUNUHEHH] JIIKyBaHHA
(nyBoKCcamiHOM, ajie HasABHI HOKJIiHIUHI Ta K/IiHiYHI JaHi He galOoTh IIiICTaB BBaXKaTH,
III0 IIe¥ IIpelapaT BUKJINKAE 3aJ1eXKHicTh. HaMbinblI 9acTi CUMITOMMU, PO SKi
MOBIAOMIISJIOCS y 3B’SI3KY 3 BiIMiHOIO (hJIyBOKCaMiHy: 3allaMOPOY€E€HHS, ITOPYIIEHHST
YyTJIMBOCTI (BKJIIOUAIOYM ITapecTe3ito, BidyallbHi MOPYILIEHHS Ta BiO4yTTs
eJIEKTPUYHOTO ypaXKeHHs ), TOPYIIeHHS CHY (BKJIloYalouu O€3COHHS Ta SCKpaBi
CHOBU[IiHHSI), 30yI2KEeHHSsI, OPaTiBJINBICTb, CIIJIYTAaHICTh CBiMOMOCTi, eMOIIiHHY
HecTabiNnbHICTh, TOJIOBHUM 0iflb, HyOOTY Ta/abo OJII0BaHHS, Oiapelo, IMiTIUBICTD,
BiIUyTTsI cepleOUTTS, TPEMOP Ta TPUBOXKHICTh (OUB. po3min «ITobiuHi peakiiii»). B
OCHOBHOMY 1Ii ABHUIlla ci1ab0 abo MOMipHO BUpaxXKeHi Ta IPOXOAsaTh CAaMOCTiMHO, OOHAK
Yy OesIKUX MalliEHTiB BOHU MOXKYTb OyTHU TAXKKUMU Ta/ab0 TpuBanuMu. BoHu 3a3Buyau
CIIOCTEPIralOThCS NPOTATOM MEPIINX OeKiTbKOX OHIB MIiCIsA MPUIIMHEHHS JIIKyBaHHS.
ToMy peKOMeHO0BaHO MOCTYIIOBO 3MEHIITyBaTH A03y (hJIyBOKCAMIiHy [JIsl IPUNUHEHHS
JIIKYBaHHS BiITIOBigHO A0 moTpeb mallieHnTa (ouB. po3nin «Crocib 3acTocyBaHHS Ta
IO3M1»).

MagHig/rinoMaHis

PexomeHn0BaHO 3 0C00IMBOI 00EPEXKHICTIO TpU3HadyaTy QIyBOKCaMiH NallieHTaM 3
MaHi€w/rinoMaHi€o B aHaMHe3i. Clig TpUIMHUTU 3aCTOCYBaHHSA (PJIyBOKCaMiHy y
OyOb-sIKOTO IalliEHTa 3 PO3BUTKOM MaHiaKaJlbHOl (a3u.

[TopyiieHHsI cTaTeBol GYHKITIL

CenekTuBHI iHTi6iTOPY 3BOPOTHOTO 3axomjieHHs cepoToHiHy (CI33C) MOXKYTh
BUKJIMKaTU CUMIITOMH IOPYILIEHHS cTaTeBol GyHKIIl (OuB. po3ain «ITobiuHi peakiii»).
[ToBigoMmIisiyiocst PO HOBTOTPUBAJIE TTOPYILIEHHS CTaTeBOI PyHKIIl, CUMIITOMU SKOTO
MIPOSBIIAIUCSA 1 Iicsa npunuHeHHA 3acTocyBaHHs CI33C.



Ocobu JIITHBOTO BiKY

IaHi 111000 0Ci0 MiTHHOTO BiKYy He MICTSTh MiATBEPOXKEHHS KJTIHIYHO 3HAYYIIIUX
BimMiHHOCTEI HOPMaJbHUX MOOOBUX 103 IMMOPIBHSHO 3 TAKUMH [JISI MOJIOOIINX
nauienTiB. OgHaK AJig MallieHTiB TiTHHOTO BiKy 30iIbIlIeHHS 003U TUTPYBAaHHSM CIIifI
ITPOBOAUTH ITOBINIbHIIIIE i HO3yBaTH 3aBXKAU 3 00EPEIKHICTIO.

Iopocai Mmononoro BiKy (Big 18 mo 24 pokiB)

MeTta-aHari3 nnaneb0-KOHTPOIbOBaHUX KIiHIYHUX AOCHIIXKEHb i3 3aCTOCYBaHHAM
aHTUOENPEeCaHTIB Y AOPOCJIUX IAlliEHTIB BIKOM A0 25 POKIiB 3 ICUXIYHUMHU pPO3IagaMu
IOKa3aB IiABUIIIeHUY PU3UK CYIUMOaIbHOI IOBEOiHKY IPY JIiKyBaHHI
aHTHUpenpecanTamMu (y IMOpPiBHAHHI 3 m1anebo).

3acmocysaHHsA y nepiod eazimHocmi abo 200y8aHHsA 2py0010.

EnigemionoriuHi maHi cBig4aTh, I110 IMPUNOM CEJIEKTUBHUX iHTiIOITOPiB 3BOPOTHOTO
3axorieHHs: cepoToHiny (CI33C) mim yac BariTHOCTi, 0cOOIMBO Ha ITi3HiX TepMiHax,
MOZKe 30iTbIIUTU PU3UK EPCUCTYIOYOl JIeTeHEeBOl rinepTeH3il y HOBOHAPOOXKEHUX
(TTJITH). Pu3uk ctaHoBuB IIpubau3Ho 5 Bunankis Ha 1000 BariTHocTei. Y 3aranbHin
nonynsaLii cmocrepiraetscsa 1-2 sunagku ITJII'H Ha 1000 BariTHOCTEIN.

He crmig 3acTocoByBaTu (pjiyBOKCaMiH y IIepiof BariTHOCTI, 3a BUHATKOM BHUIIAQAKiB,
KOJIY KJTIHiYHUM cTaH XiHKU moTpebye nikyBaHHS (QIyBOKCaMiHOM.

Bynu omnucaHi MOOOUHOKI BUIIaAKU CHMIITOMIB BIOMIiHU Y HOBOHAPOAXKEHOTO MiCIIsA
3aCTOCyBaHHSA (pIyBOKCaMiHy HallpUKIiHIII BariTHOCTI. [lic/is 3acTOCyBaHHA
CEeJIeKTUBHUX iHTiOiTOPiB 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY npoTsarom III
TPUMECTPY BariTHOCTI y OeAKUX HOBOHAPOOXKEHUX CIIOCTEPIralucsa YyTPYOHEHHS
romyBaHHS i/abo guxaHHS, CyoOMHU, HeCTaOiMbHICTh TEMIIEpPATYPH, TiMlOTIIiKEMis,
TPEeMOD, MOPYILIEHHSI TOHYCY M’s131B, HEPBOBICTh, LliaHO3, APATiBJIUBICTD, JIeTapris,
COHIIUBICTB, OJIIOBaHHS, IIOPYIIEHHS CHY i IIOCTIMHUY IIJIay, 10 MOXKe IToTpebyBaTu
IMOAOBXKEHHS TOCIIiTai3aIlii.

IlaHi cmocTepeXeHb BKa3yOTh Ha MiABUILIEHUY PU3UK (MEHII HiXK y 2 pa3u)
BHHUKHEHHS ITiCISPOA0BOl KpoBoTedi micns 3acTocyBaHHS CI33C mpoTAroM Micsiis mo
rmosioriB (quB. po3minu «Ocob6mMBOCTI 3acTOCyBaHHA» Ta «[100iuHi peakiiii»).

l'opyBaHHA rpynnaro

®nyBOKCaMiH Yy HEBEJIUKIUA KiJIbKOCT1 EKCKPETYETHCA 3 TPYOHUM MOJIOKOM, TOMY MOT0
He CJIig IpU3Ha4yaTU XiHKaM, AKi rogyoTh I'PYAOo.

QepTUIbHICTh



IocmiaKeHHs PenpOOyKTUBHOI TOKCUYHOCTI ¥ TBAapUH IOKa3aiHu, o (pIyBoKCaMiH
3HUIKYE PEIIPOAYKTHUBHY (DYHKIIIO Y TBAPUH YOJIOBiYOl Ta 2KiHOYO0]1 CcTaTi. AKTyaJIbHICTh
IUX OaHUX [OJId JIIOOUHU HeBinoMma. ®1yBOKCaMiH He CIIiff 3aCTOCOBYBATH Ialll€eHTaM,
sIKi HaMararThCs 3a4aTU JUTHHY, 3a BUHSITKOM BUIIA[KiB, KOJIX KJIIHIYHUU CTaH
MalfieHTa BUMarae JiKyBaHHS (IIyBOKCaMiHOM.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
IHWuUMu mMexaHiamamu.

®eBapHH® y noOoBitt mo3i 150 Mr He BrinBa€e abo Mailixke He BIJIMBA€E Ha 30aTHICTD
KepyBaTU TPAHCIOPTHUMU 3acobaMu i ITpallfoBaTHU 3 MalllMHaAMHU Ta MeXaHi3MaMu. Y
300POBUX AOOPOBOJIBIIIB HE BUSBJIEHO OyAb-IKOT'O BIIJIUBY Ha IICUXOMOTOPHI peaxiiil,
MOB’sI3aHi 3 KepyBaHHSIM aBTOMOOiieM i po00TOI0 3 MeXaHiYHUMU ITpucTposamMu. OgHak
IIOBIOOMJIAAJIOCH PO BUIIAAKV BUHUKHEHHSI COHJIMBOCTI IIifl Yac JIiKyBaHHA
(pryBOKCaMiHOM, TOMYy [0 BCTAHOBJIEHHS IHOAWBiAya/IbHOl peakilil Ha IIpenapaT Uoro
CJIii 3aCTOCOBYBaaTHu 3 00ePEexkKHICTIO.

Cnocid 3acTocyBaHHsS Ta 03U

TabneTku (DeBapHHy® MMOTPiOHO KOBTATH HE PO3KOBYIOUH Ta 3alTMBATH JOCTATHBLOIO
KiIbKiCTIO BOOU.

Ienpecisa (Oopocai).

PekoMeHOoBaHa ImoyaTKoOBa fo3a cTaHOBUThH 50 a6o 100 Mr ogHOpPa30BO BBEYEDI.
PekoMeHOoBaHO 30iblllyBaTH 403y NOCTYIIOBO, HOKU He Oyae MOCATHYTO epeKTUBHOIL
no3u. EQpekTuBHA mo3a 3a3BUYai cTaHoBUThL 100 Mr Ha moOy. Ii ciig migbupatu
iHOUBigyabHO, BIATIOBIAHO MO peakilil XBOporo Ha JiKyBaHHs. [Jo6oBa J03a He Mae€
nepeBumryBatu 300 Mr. Y pa3si nmpu3HadyeHHs 003, 10 IepeBuIlyoTh 150 Mr, 1X Crifg
3aCTOCOBYBATH y KijlbKa IIPUMOMIB. 3TiJHO 3 HaCTaHOBaAaMHU BCecCBiTHBOI Oprasisaiiil
OXOPOHH 3[0POB’S, MiC/ISI OOy2KaHHS XBOPOTO Bifl mempecii JlikyBaHHS HeOOXigHO
MIPOOOBXKYBaTH Ile IPUHANUMHI IIPOTATOM 6 Mics1liB. PekoMeHIoBaHa go3a Ojisd
romnepenKeHHsI BUHUKHEeHHs peluauBy genpecii - 100 mr ¢piayBokcaminy 1 pa3 Ha
no0y.

ObcecusHO-KOMNY.1bCUBHI PO3.1a0U.

Lopocui.

PekoMeHOoBaHa ImoYyaTKOBa [03a CTAHOBUTH 50 MT Ha moOy mpoTAroM nepiuux 3 - 4
OHiB nikyBaHHSA. E(dekTrBHA Ho3a 3BU4arHO cTaHOBUTH 100 - 300 Mr Ha meHb. 103y

ciifg, IIOCTYIIOBO HiJIBI/IH_IYBaTI/I, OOKHU He 6}7)16 OOCATHYTO e(l)eKTI/IBHOi OJO3MH.

®

MaxkcuMasibHa nob6oBa go3a npenapaty ®eBapus - ais gopocnaux - 300 mr.



IMo3u go 150 Mr MoxKHa IMpU¥MaTH OOUH pPa3 Ha OeHb, 0axkaHo BBedepi. Y paszi
npu3HavyeHHs 003 moHag 150 Mr ix ciif po3nomiiuTU Ha 2 - 3 IPUHUOMU IPOTATOM
noOu. fAKiio TepaneBTUYHUN eheKT OyB OJOCATHYTHUH, JTiIKyBaHHS MOXKHa
IMPOAOBXKYBaTH AaJlli y Oo3i, migibpaHii BiIImoBigHO A0 KITiHIiYHOTO edeKTy. AKIIo
IIPOTATOM OeCATU TUXKHIB JIIKyBaHHS MOJIIIIEHHS He HacTae, OOLIbHICTD

® MMOTPiOHO MEepPerIgHyTH. Xo4da

II0JaJbIIOro NpUu3HadyeHHs npenapaty PeBapun
CUCTEeMaTU4HI JOCIIiOXKeHHs TOr0, IK JOBIO MOXKe TPpUBaTU JIIKyBaHHS
dbnyBOoKCcamiHOM, He IpoOBOAUINUCS, Oepy4YHr MO yBaru XpPOHiYHUN XapaKTep 00CECUBHO-
KOMIIYJIbCUBHUX PO3JIafliB, HOLIIJIBHUM € IIPOOOBXKEHHA JIIKyBaHHSA IAL[IEHTIB, Y AKUX
OyJI0 HOCATHYTO KITiHigYHOTO edeKTy, Oinbine 10 TuxkHiB. [TigbupaTu o3y MOTPiOHO
Oy2Ke peTebHO Ta iHAUBiAyanbHO, 100 MalliEHT OTPUMYBaB HMiATPUMYIOYY Teparliio
mpenapaToM y MiHiMasbHiM epeKTUBHIU H03i. [OLiTbHICT, IPOOOBXKEHHS JIIKYyBaHHS
CIIip mepioguyHo nepernspatu. [lamierTaM, v SKUX CIIOCTEPIraeThbCs IIO3UTUBHUU
edekKT Big ¢apMaKoTeparil, AesKi KITiHIIUCTA PEKOMEHOYIOTh IPOBEdeHHSA

CYIIYTHHOI ITOBEAiHKOBOI IICUXOTEepalrii.

JIimu 8ikom 8i0 8 pokis.

[TouyaTKoOBa Ao03a OJid OiTel BiKOM Bim 8 poKiB cTaHOBUTHL 25 MT Ha mo0y, 6akaHo Iepeq
CHOM. [103BOJISIETHCSA IMiABUINYBaTH OO3y Ha 25 MI' KOXKHIi 4-7 OHIB 10 JOCATHEHHS
edpekTuBHOI mo3u. EpexTuBHa mobOoBa mo3a 3a3Budai cTaHOBUTH 50 - 200 mr.
MaxkcuMaJsibHa 0o0oBa mo3a [Jis [miTel He moBUHHA nepeBuiilyBaTtu 200 Mr. V pasi
MIpUIOMY 3arajbHol 10O0BOI mMO3U, SKa nepeBullye 50 Mr, ii ciif po3minuTy Ha 2
NpuroMHu. AKII0 y pa3i Ioaily 03U Ha OBl YaCTHHHU, OOHA i3 YaCTUH BUSBUIIACh
OiIBIIIOO, ITI0 OIIBINTY YACTUHY CJIiO IPUUHSTYA eped CHOM.

Cnig yHUKaTH Pi3KOol BifMiHU JTiKyBaHHSA (hIIyBOKCaMiHOM. [1pu nIpUNMHEHH] JTIKyBaHHSA
(brmyBOKCaMiHOM CIIif HOCTYIIOBO 3HUKYBATHU [03y NPOTATOM 1 - 2 TUXKHIB 3 METOIO
3HUKEHHS PU3UKY PO3BUTKY CUMIITOMIB BimMiHU (OuB. po3minu «ITob6iuHi peakilii» Ta
«OcoOIUBOCTI 3aCTOCYBaHHSA»). AKIIO ITiCIsA 3HUKEHHS O03U ab0 Micisg IpUMTUHEHHS
MIPUIOMY PO3BUBAIOTHCSA HECTEPIHI CUMIITOMM, CJIif TOHOBUTHU IIPUIOM ITOIIEePeqHbOl
mo3u. [ToTiM JTikap MozKe ITPOMOBXKUTU 3HUXKEHHS M03U, ajie OiIbIIl IOCTYIIOBO.

JIiKkyBaHHS$ Malli€HTIB 3 ITeYiHKOBOIO a00 HUPKOBOIO HEJOCTATHICTIO CJIi PO3TIOYUHATH
3 HU3BbKOI OO3M ITig NUIbHUM HarJIaOoM JIiKaps 3a CTAHOM 3[0POB’S Ialli€eHTa.

Himu.

® ne CJIiff 3aCTOCOBYBATHU [Jid JIIKyBaHHS AiTeH Ta MigJIiTKiB (BikoM mo 18

deBapuH
POKiB), 3a BUHATKOM IAIliEHTIB 3 00CECUBHO-KOMIYJILCUBHUM po3nazoM (OKP).
dnyBOKCaMiH He MOXKHa PeKOMEeHAYBaTH OJIs JIIKyBaHHS HeIIpecil y miTeu yepes
HecTauy KJIiHiYHOTO JoCBify 3acTocyBaHHS. CylluaanbHO-00yMOBJIeHa ITOBEdiHKA

(cyiunmpmanbHi cipolOu i cyiliuganbHi IYMKH) i BOPOXKICTh (TOJIOBHUM YHMHOM arpecis,



OIIO3UlliliHa NOBEeiHKa Ta I'HiB) IpU IPOBEAEeHH] KIIIHIYHUX OOCIIIAXKEeHb YacTille
CIIOCTepirajaucs y giTeu 1 miaIiTKiB, SKi OTpuMyBalu aHTUOEIIPECaHTH, B IIOPIBHAHHI 3
rpymnozo mnanebo. AKINo Ha mifgcTaBi KIiHIYHUX TOTPed MPUMHSTO PIlllIeHHS IIPO
JIIKyBaHHS, 3a MalliEHTOM HeOOXimHO BCTAHOBUTHU pPeTEeIbHE CIIOCTEPEKEHHS Ha
mpeaMeT BUHUKHEHHS CyllUAaIbHUX CUMIITOMIB.

KpiMm Toro, moBrocTpokoBi maHi Impo 6e3IeKy 3acTOCYBaHHS IIpernapaTy OiTsaM Ta
MigJIiTKaM CTOCOBHO (pi3MYHOT0, CTaTEBOTO, KOTHITUBHOI'O Ta IIOBEiHKOBOTO
PO3BUTKY HEOOCTaTHI.

Ilepego3yBaHHs

Cumnmomu. CUMIITOMHU BKJIIOYAIOTh CKapru 3 00Ky HITYHKOBO-KUIIIKOBOT'O TPAKTY
(mymoTa, 610BaHHS, Aiapesi), COHJIMBICTE i 3aaMOpoYeHHs. TaK0oXK MOBigOMIIAIIOCS
ITPO PO3/Ia[u CepIeBO-CYOIUHHOI CUCTeMH (TaxiKapmisi, Opagukapmisi, TinoTeH3sis),
NOopyueHHsA PyHKIIil Ie4YiHKHU, CYZOMHU i KOMY.

®dnyBoKCaMiH Ma€ IIMPOKUH Hiara3oH Oe3IeKu IIpU nepenol3yBaHHi. 3 MOMEHTY
BHUXOAY Ha PUHOK IIOBINOMJIEHHS IIPO JIeTaJIbHI BUIIAAKU Y 3B’A3KY 3 IIepeno3yBaHHAM
came ¢yBoKcaMiHOM Oynu HaA3BUUaMWHO pigKi. HaliBullla 3afloKyMeHTOBaHa 103a
dbnyBokcaminy, sika Oyia IpUMHSITA IIAIliEHTOM, CTAHOBUTh 12 . XBOPHUM ITOBHICTIO
onyXKaB. [HKOIU criocTepirajucsa Cepuo3Hillli YyCKIagHEeHHS Y pa3l HaBMUCHOI'O
repeno3yBaHHS IIpenapaTty y KoMm0OiHallil 3 iHIuMHY TiKapChbKUMM 3aco0aMu.

JlIikyeaHHA. He icHye cienin(pivHOTO aHTUAOTY (PIyBOKCaMiHy. Y pa3i nepeno3yBaHHA
HeoOXimHO TKHaAWIIBUAIIE IIPOMUTH IIJIYHOK i pO3TIOYaTH CUMIOTOMATUYHE JIiIKyBaHHS.
Takok peKOMEeHAYETHCS MOBTOPHUM IIPUMOM aKTUBOBAHOTO BYTIJIIS i, SIKIIO
HeOoOXigHO, OCMOTHUYHOTO IIPOHOCHOTO 3aco0y. ®opcoBaHUu miypes3 abo remopmianiis
ManoedeKTUBHi.

IToGiuni edpexTn

[ToGiuHi siBHINA, SKi CIIOCTepiramucs mif 4ac KIiHIiYHUX BUIPOOYBaHb 3 YKa3aHOIO
HUKYe 4aCcTOTOIO, YacTo Oyu MOB'sd3aHi i3 3aXBOPIOBaHHSIM i He 000B’I3KOBO Majlu
BIOHOILIEHHA [0 JIIKyBaHHSI.

ITobiuHi edpexkTu KnacudikoBaHi 3a YaCTOTOI TAKUM YUHOM

Iyowce wacmo: = 1/10.
Yacmo: =1/100 go <1/10.

Heyacmo: =1/1000 oo <1/100.



Pidoko: =1/10000 go <1/1000.
Iyoce pidko: < 1/10000.
Yacmoma Hegi0oMda: HEMOXKJIUBO OLIIHUTHU Ha HifCTaBi iCHyIOUYUX OHaHUX.

EHOoKpuHHI po3aadu

Yacmoma Hesgidoma: TineprpolakKTUHEMIisI, HeaJeKBaTHa CEKpelisi aHTUAIYPETUUHOT O
rOpMOHa.

Po3snadu memabosaizmy i Xxapuy8aHHA

Yacmo: aHOPEKCid (BTpaTa alleTUTy).
Yacmoma Hesgidoma: TinoHaTpieMis, 30inbiieHHST a00 3MEHIIIeHHSI MacCH Tina.

IlcuxiyHi po3iadu

Hevyacmo: ranonynHallil, CIyTaHiCTh CBiTOMOCTI, arpecis.
Pioko: maHis.
Yacmoma Hesgidoma: cylllmganbHa ifeamnis, cylliugaabHa MOBEOiHKA.

Po3saou 3 60Ky Hepsosoi cucmemu

Yacmo: 30yaKeHHs, HEPBOBICTb, TpUBOTra, 0€3COHHS, COHJIUBICTh, TPEMOP, TOJIOBHUM
0isb, 3aIIaMOPOYEHHSI.

Heuacmo: ekcTpanipaMifgHi po31agu, aTakcCid.
Pioko: cymoMmu.

Yacmoma Hegidoma: CepOTOHIHOBUM CHHOPOM; SIBHINA, ITOTIOHI O 3JI0SIKiCHOTO
HEWPOJIEIITUYHOTO0 CUHAPOMY; aKaTU3isI/TICUXOMOTOPHE 30yIKEHHS; ITapecTe3is;
OUCTEeB3isd.

Po3sadu 3 60Ky op2aHis 30py

Yacmoma Hegidoma: TiiayKoMa, Migpia3.

Po3sadu 3 60Ky cepus

Yacmo: BiguyTTs ceplieOUTTsI/Taxikapmis.

Po3sadu 3 60Ky cyOuH

Heuacmo: rinoTeH3sisa (opTocTaTU4Ha).



Yacmoma Hegi0oMa: KpoBOTeYa (BKJIIOUAIOUX IITYHKOBO-KUIIIKOBY KDOBOTEYY,
riHEKOJIOTiYHy KPOBOTEYY, eKXiM03, Iypuypy).

IITayHKOBO-KUWKO8I po31adu

Yacmo: 6inb y JKUBOTI, 3aI10p, Oiapes, CyXiCTh y POTi, OUCIIEICisi, HymoTa, OJ1I0BaHHS.

I'enamobiniapHi po3aadu

Pioko: mopyueHHsS QYHKIIi1 T€YiHKH.

Po3sadu 3 60Ky wkipu i niOWKipHUX MKAHUH

Yacmo: rineprigpos.

Hevacmo: mikipHi peakilil rinmepyyTIUBOCTI (BK/TI0Yal04X BUCUTIaHHS, CBepOixXK,
QHTiIOHEBPOTUYHUYN HAOPSK).

PiOxo: peakilis CBITJIOUyTIUBOCTI.

Po3sadu 3 60Ky 0nOPHO-pYyXo08020 anapamy i cno/ay4YHoli ma Kicmkos8oi mKaAHUHU

Heuyacmo: apTpasiris, Mmianris.
Yacmoma HesidoMma: TIepeIoMHU KiCTOK*.

*EnigeMiosioriyHi JOoCHigXKeHHs, 110 IepeBaXHO IIPOBOAUIIMCA 3a Y4aCTIO XBOPUX
BikoM Bif 50 poOKiB, moKa3aiu IMiABUIIEHUN PU3UK IEePEIOMIB KiCTOK Y XBOPHUX, SAKi
orpuMyioTh CI33C (ceneKTUBHI iHTiGiTOPY 3BOPOTHOTO 3aXOMJIEHHS cepoToHiny) i TLIA
(TpUUUKIIIYHI aHTHUOEeNPecanTu). MexaHi3M, 110 IPU3BOOUTD OO0 IILOTO PU3UKY,
HEeBIOOMUMU.

Po3sadu 3 60Ky HUPOK ma ceyosudi/ibHOi cucmemu

Yacmoma Hegidoma: po37iagy CEYOBUIIYCKaHHS (BKJIIOUAIO4YM 3aTPUMKY Cedi,
HeTpHUMaHHS Cedi, IToJIaKiypio, HIKTypilo Ta eHype3).

Po3sadu 3 60Ky penpo0yKkmueHOi cucmemu i MOA0YHUX 3ad/103

Hevyacmo: iopy1ieHa (I1i3Hs) eIKyIsaIlis.
Pidoko: ramakTopes.

Yacmoma Hegidoma: aHOpPTra3Misi, MEHCTPYyaJIbHi po31agu (Taki SK aMeHopes,
rimoMeHopesi, MeTpoparisi Ta MeHoparis), micaapogoBa KpoBoTeda**,



**TIpo 110 MOAiI0 MOBIHOMIISINIOCE Y 3B’ 13Ky 3 (hapMaKoTeparneBTUYHO0 rpynoio CI33C
(muB. po3minu «Oco6IMBOCTI 3aCTOCYBaHHSI» Ta «3aCTOCYBaHHS Y IIePiofl BariTHOCTI
abo romyBaHHS T'PYOOIO»).

3azaavHi po3iadu

Yacmo: acTeHis1, 3arajibHe He3OyKaHHS.
Yacmoma Hegi0omMa: CHHOPOM BigMiHM IIpenapary, y T.4. Y HEMOBJIST.

CuMnOTOMHM BiIMiHH, SIKi CIIOCTEPIralOThCS NPU NPUNNHEHHI NpuiioMy GpIyBoOKCcaMiHy

Bigmina nmikyBaHHS (piryBokcamMiHoM (0cOOIMBO pi3Ka) 3a3BUYal NPU3BOAUTH 10 ITOSIBU
CHMIITOMIB BiMiHU. 3 METOI YHUKHEHHS CUMIITOMIB BifMiHU PEKOMEHI0BaHO
IIOCTYIIOBO NPUMIUHATH 3aCTOCYyBaHHSA (PIIYBOKCaMiHy 3 IIOCTYIIOBUM 3MEHILIEHHIM
mo3u (ouB. po3minu «Crnocib 3acTocyBaHHS Ta Ho3u» Ta «OcoOIMBOCTI
3aCTOCYBaHHS»).

TepMiH NpUIATHOCTI
3 POKHU.
YMmoBHu 30epiranus

30epiraTtu B OpUTiHANIbHIN YIAKOBIIi TPpU TeMIlepaTypi He Buile 25 °C. 306epiratu y
HEeOOCTYIIHOMY [JIA OiTeu Mici!

YnakoBkKa

Tabnetku po3dacoBaHi y 6mictepu 3 IIBX/TIBIIX-amoMmiHito mo 15 TabneTok y 6micTepi,
mo 1 ab6o 2 GicTepu y KapTOHHi#M KopooO11i; abo mo 20 TabneTok y 6iicTepi, 1mo
3 OnicTepu B KapTOHHiN KOPOOLIi.

KaTeropist Bignnycky
3a penemnTomMm.
BupooHuK

Maiinan JlabopaTtopi3z CAC, ®panuisa / Mylan Laboratories SAS, France.

Micue3HaxoIKeHHsI BHPOOHHKA Ta aJpeca MicCIIsi MIPOBadXKeHHsI HOTr 0
oisinbHOCTI. PyT fe BenwBing, JIvito ai Menap, 01400, [ITaTturion-ciop-1llanapos,
®pantisg / Route de Belleville, Lieu dit Maillard, 01400, Chatillon-sur-Chalaronne,



France.



