IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

30/100T®
(ZOLOFT®)

Cknag:

Ait0ya peyoBmHa: CepTpaliH;

0fAHa TabneTka, BKpUTa NiBKOBOK 060/10HKOH), MICTUTb CepTpasiHy rigpoxnopua y KinbKocTi, eKBiBaneHTHIn 50 Mr cepTpaniHy;
A0NOMI>KHIpeYOBMHM:KasbLitorigpodochaTamnrigpart Lenton03aMmikpoKpmcTaniyHariApoKCUnponinuentono3xaTpito KpOXManbrnikonsT, MarHito cteapat, Opadry 6inuii
(rigpokcunponinmeTuaLentonosa, TutaHy aiokena(E 171),nonietunenrnikonsjonicop6ai80), Opadrynpo3oprid(rigpoKCUnponinMeTUALEN0N03BPNIETUNEHTNIKOSb).

JlikapcbKka hopma. Tabnetku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (i3VKO-XIMiYHI BNACTUBOCTI: 6ifli, BKPUTI N/IIBKOBOK 060/IOHKO0 Tab/IeTKN KarcynonoaibHoi (hopmu 3 TUCHEHHAM «Pfizer» 3 ogqHoro 6oky 1a «ZLT 50» 3
iHWOro. TabneTkn MatoTb (OYHKLIOHaNNbHY PUCKY MOoAiny MiXK Hanmcamm «ZLT» Ta «50».

dapmakoTepaneBTUYHa rpyna. AHTUAenpecaHTn. CeneKTUBHI IHFi6ITOpY 3BOPOTHOMO 3aX0n/ieHHS cepoToHiHy. Kog ATX NO6A BO6.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

MexaHi3m aii

CepTpaniH € MOTY)XHUM Ta creumudivyHMM iHriGITOPOM HepoHaNbHOro 3aXOM/eHHA CepoToHiHY (5-HT) in vitro, sike B opraHiami TBapuMH MNPU3BOANUTL [0
noTeHuitoBaHHA edekTiB 5-HT. CepTpasiH Mae nuile gyxe cnabkuii BMNMB Ha NPOLECH 3BOPOTHOIO HEMPOHAILHOTO 3axXOn/IeHHA HopaApeHaliHy Ta fonamiHy. Y
KNIHIYHUX [03aX cepTpasiiH 6/I0KYE 3axX0rnieHHsA CEPOTOHIHY Y TpoMboLmMTax NoAMHN. MpenapaT He NPOSB/SE CTUMYMOBA/IbHOI, CEAATUBHOT, aHTUXONIHEPrivYHOT ab0
KapAiOTOKCUYHOT fii B eKCrepuMeHTax Ha TBapuHaX. Y KOHTPO/IbOBaHWNX AOCNILAXEHHAX 3 Y4YacTHO 340pOBMX A0OPOBO/LLIB CepTpasliH He NPOSABAB CeaTMBHOI Aii Ta
He BMNMBaB Ha MCMXOMOTOPHI (DYHKUIT. 3rifHO 3 BNacCTUBMM MOMY CENEKTUBHMM iHTiOyBaHHAM 3axonneHHs 5-HT, cepTpaniH He NiABULLYE KaTexonaMiHepriyHy
aKTMBHICTb. 3aci6 He Mae alhiHHOCTI [0 MYCKapVMHOBMX (XOMIHEPriYHKX), CEPOTOHIHEPTIYHUX, AO(haMiHEPTiYHNX, afpeHepridyHuX, rictamiHepriynmx, FTAMK a6o
6eH30pia3eniHoBNX peLenTopis. TpmBase 3aCTOCYBaHHA CepTpaliHy Y TBapWH acoLitoBasiocs 3i 3MEHLUEHHSIM KiflbKOCTI HOpagpeHaniHOBUX PeLenTopiB MO3KY, LU0
CMOCTepIracTbCs i NP 3aCTOCYBaHHI IHLLNX ePEKTUBHUX Y KNIHIYHIA NpakTULi aHTUAeNpecaHTiB Ta aHTMOBCECUBHIMX 3ac00iB.

CepTpaniH He CNpPUYMHAE PO3BUTKY MEeAMKAMEHTO3HOrO 3/10BXMBaHHA. Y nnaueb0-KOHTPOIbOBaHOMY MOABINHOMY CNiMOMY paHAOMi30BaHOMY [OCAiAKEHHI
MOPIBHAMLHOIO MOTEHLiaNy 3/10BXUBaHHA CepTpasliHOM, a/inpas3onamoM Ta d-aMgeTaMiHOM 3 Y4YacTHo JI0Aei CepTpasliH He CNPUYMHAB MO3UTUBHUX CYO’EKTUBHUX
eekTiB, WO CBigYMAM 6 NPO MOTeHLian 40 3/10BXMBAHHA. HaBnaku, yYaCHWKW LOCMIMKEHHS, AKi NpuiiMany SK annpasonam, Tak i d-am@eTamiH NOPIiBHAHO 3
nauieHTamu, Ki 3aCTOCOBYyBanv nnaue6o, Mann 3Ha4YHO BULLI MOKA3HUKW CXUbHOCTI A0 3M10BXMBaHHS, eidopii Ta NOTEHUiAHOI MeAMKaMEHTO3HOI 3a/1eXKHOCTI.
CepTpasiiH He CMAPUYMHAB CTUMYNHOBaNbHOrO eqekTy Ta BIiAYYTTS TPMBOXHOCTI, L0 acouitoBanucs 3 npuiiomom d-amdeTamiHy, abo cegaTMBHOT Al Ta
MCMXOMOTOPHUX MOPYLUEHb, L0 acoLitoBa/InCS 3 NpMinoMoM annpasonamy. CepTpasiH He NPU3BOAMTb 40 BUHWKHEHHS MO3UTMBHOIO CTUMY/Y Y Makak Buay pesyc,
BUAPECHMPYBaHUX CaMOCTINHO NPUIMaTK KOKaiH, SK i He € 3aMiCHUKOM pOo3Mi3HaBa/ibHOro CTUMY/Y 5K LWOAOo d-aMieTamiHy, Tak i neHTo6apbiTany y Makak-pesyc.
KniHiyHa eheKTUBHICTb Ta 6E3MEYHICTb

Benvkuin genpecvBHuin posnag,




MpoBoAnnn JOCNILKEHHS 3 Y4YacT0 aMbynaTopHMX MauieHTIB 3 Aenpecieto, Yy AKMX Bif3Hayanaca BiAMOBiAb Ha Tepanito A0 3aBepLUEHHS MOYaTKOBOT 8-TUXXHEBOI
BIAKPUTOI (has3u Tepanii cepTpaniHom y Ao3si 50-200 mr/go6y. Lli nayieHTn (n=295) 6ynu paHLoMi30BaHi y rpynu abo Ans NpofOBXEHHS NPUIOMY cepTpastiHy Y A03i
50-200 mr/poby, abo gns npuiiomy nnauebo nNpoTarom 44 TYHKHIB BiANOBIAHO A0 NOABIMHONO CNINOro AOCNiMKeHHSA. YacTtoTa peynamsiB y rpyni nauieHTis, AKi
npuiiMann cepTpaniH, 6yna CTaTUCTUYHO 3HAYYLLO HUXKYOK MOPIBHAHO 3 NauieHTamu, fKi npuiimann nnauye6o. CepeaHs 403a B yYaCHWKIB, SKi 3aBEPLUMAN Y4YacTb Y
AocnifikeHHi, ctaHosuna 70 mr/ao6y. BigcoToK nauieHTiB, SKi BiANOBINM Ha Tepanito (L0 BU3HAYaNnUCs SK NauieHTH, B SKUX He CrocTepiraBca peumamns) y rpynax
npuinomy cepTpaniHy i nnaue6o craHosus 83,4 % i 60,8 % BignoBigHO.

MocTTpaBMaTUYHKI cTpecosuii posnag (MTCP)

O6’efiHaHI faHi 3aranbHOT KifibKOCTi naujieHTiB 3 MTCP, aki 6pann yyacTb y 3 AOCNIMKEHHSX, CBIAYaTb NPO HXKYMIA BiICOTOK BiANOBIAi Ha Tepanito cepef Y0N0BIKiB
MOPIBHAHO 3 XXIHKaMW. Y [4BOX KMIHIYHMX AOCIIKEHHAX I3 3ara/lbHOK MOMNY/ALIED 3 NO3UTUBHUMUN pe3ynbTaTaMu BifCOTOK NauieHTIB, AKi BIAMOBINM Ha Tepanito,
cepef XXIHOK i YONOBIKIB Yy rpynax nawuieHTiB, AKi npuinmMann ceptpaiH, 6yB NoAibHUM MOPIiBHAHO 3 Nnauebo (KiHKKN: 57,2 % nopiBHAHO 3 34,5 %,; 4onoBiku: 53,9 %
nopiBHAHO 3 38,2 %). KinbKiCTb YOMOBIKIB | XIHOK Cepef, nauieHTIB 3arasibHOT 00’€4HaHOT KiNbKOCTI focnifxeHb ctaHoBuna 184 i 430 BignoBIAHO, NMPU LbOMY
pe3ynbTaTi y XiHOK 6ynn 6ifbll NOCTIMHWMMK, a Y YO/OBIKIB Ha MOYaTKOBOMY PiBHI CMOCTEpiranncs iHwWi 3MiHHI napameTpm (6iNbLue 3/10BXMBaHHS PeYOBMHAMMU,
GinbLUa TPMBAICTb 3aXBOPKOBAHHSA, MPUYNHA TPaBMM TOLLO), LLIO KOPEOBa/IY 3 MEHLLIOKD eqPEKTMBHICTIO Npenapary.

EnekTpodisionoris cepus

Y I'pyHTOBHOMY AOCHiAKeHHI iHTepBany QTcC B piBHOBaXXHOMY CTaHi 3a YMOBW HaATepaneBTUYHNX €KCNO3WLiA Y 340p0BMX A0OPOBONbLIB (Ki OTpUMYyBann 403y
400 mr/go6y, o BABiYI NepeBuLLyBana MakcMMabHy PEKOMEHA0BaHY A060BY A03Yy) BEPXHSI MeXa 2-CTOPOHHLOro 90 % 1 ans BiANOBIAHOT 3a YacoM cepeaHbOT
pi3HMLi QTCF M cepTpaniHoM i nnaue6o, OTprMaHoi METOLOM HaMeHLMX KBagpaTis (11,666 Mc), nepeBuLLyBaia nonepesHbLO BCTAHOB/NEHe MPaHUYHE 3HaYeHHS
10 McC y YacoBiil TouLi Yepe3 4 roAMHU Nicns 3acTocyBaHHA Npenapaty. AHani3 3a/1eXXHOCTI BignoBiai Bif eKCo3uLiT BKadyBaB Ha CNabKuid NO3UTUBHUIA 3B”30K MiXK
QTcF Ta KoHueHTpauieto ceptpaniHy B nnasmi [0,036 mc/(Hr/mn); p < 0,0001]. 3 ornagy Ha Mofenb 3a71eXHOCTI BIAMNOBIAI Bif eKCno3uuii, rpaHNYHe 3HayeHHS
KNiHIYHO 3Ha4yL0ro NofoBXeHHs iHTepany QTcF (To6To Ginbwe 10 mc gna cnporHo3oBaHoro 90 % [l) 36inbluyBanocs LiOHaliMeHLWe B 2,6 pasu, HiXK npu
cepegHin Cmax (86 Hr/mn) nicns 3acToCyBaHHA HaMBULLOT PEKOMeHA0BaHOI A03n cepTpaniHy (200 mr/goby) (aus. po3ginn «Oco6nMBOCTI 3aCTOCYBaHHS,
«B3aeMogis 3 iHLWMMY NiKapCbKMK 3acobamu Ta iHLWWi BUAKW B3aEMOLiN», «M06iYHI peakuii» i «[lepefo3yBaHHA).

O6cecnBHO-KoMMynbcuBHWIA po3nag (OKP) y nauieHTiB AMTa40ro Biky

besneka Ta edgekTuBHICTbL cepTpaniHy (50-200 mr/go6y) BmBYanucst Npu NikyBaHHI AiTein (6—12 pokiB) i nigniTkiB (13-17 pokiB), SKi He Mann aenpecii Ta
nepebyBasin Ha amOynaTOpHOMY JliKyBaHHI 3 MpuBOLY 006CECUBHO-KOMNYNbCUBHOrO po3nagy (OKP). Yepes 1 TxKAeHb MOYaTKOBOrO Mepiogy pasoBOro Chinoro
npuinomy nnauebo nauieHTiB paHAOMI3yBanv y rpynu nNpuiiomy cepTpaniHy a6o nnauebo nNpoTarom 12 TMXKHIB 3 THYUYKMM A03yBaHHAM npenapaty. OiTn (Bikom
6—12 poKiB) pO3MoYMHaIM 3aCTOCYBaHHA npenapaty 3 A03n 25 Mr. Y nauieHTiB, sKi 6ynv paHAOMI30BaHi y rpyny npuinomy cepTpasiHy, CNocTepiranocs 3HavyHo
6iNbLUE MOKPALLAHHS, HiXK Y MaL[ieHTiB, SIKi OTpUMyBann nnaue6o, BifnoBiAHO A0 OLiHKM 3a JUTAY0I 06CECHBHO-KOMMYTLCUBHOIO LKanowo Vens—BpayHa CY-BOCS
(p=0,005), "nob6asnbHOK 06CECBHO-KOMMYNLCUBHOHD LLIKAMOK HauioHanbHOro iHCTUTYTY ncuxivHoro 3gopos’s (NIMH) (p=0,019) Ta wkanot «3aranbHa KiiHivHa
ouiHKa — nokpateHHs» (p=0,002). Kpim Toro, y nauieHTiB y rpyni npuiAoMy cepTpasiHy NOPIBHAHO 3 rPynoto npuiioMy nnaue6o cnocrepiranaca TeHAeHLis [0
OiNbLUOro MOKpPaLLEeHHA 3a LUKAo «3arajibHa K/iHIYHA OLiHKA — TSXKKICTb 3axBoptoBaHHA» (p=0,089). CepepnHs KinbKicTb 6anis 3a wkanoto CY-BOCS Ha
NMoYaTKOBOMY PiBHI Ta cepeAHs 3MiHa KifibKOCTi 6aniB MOPIBHAHO 3 MOYAaTKOBWUM PIBHEM Y Fpyni NauieHTiB, SKi oTpUMyBanu nnauebo, ctaHoBunn 22,25+ 6,151 -
3,4 + 0,82 BiAMNOBIAHO, Y TON Yac AK y rpyni NauieHTiB, AKi OTPUMYBaIN CepTpaiH, cepefHs KiflbKiCTb 6aliB Ha NOYaTKOBOMY PiBHI Ta CepefHs 3MiHa KiflbKOCTi
6aniB MopiBHAHO 3 NOYaTKOBMM piBHeM cTaHoBWUIM 23,36 + 4,56 i -6,8 £ 0,87 BignoBigHO. Y post-hoc aHanisi BigCOTOK NauieHTIB, SAKi Bi4NOBIM Ha Tepanito Ta
BU3HAYaNNCA AK NaLieHTU 3i 3HWXKEHHAM Ha 25 % (4m 6Ginblue) KinbkocTi 6anis 3a wkanow CY-BOCS (nepBUHHUIA napameTp eqeKTUBHOCTI) Bif MOKAa3HWKIB
MOYaTKOBOrO PiBHSA L0 KiHLEBOI TOUKK, CTaHOBMB 53 % Yy rpyni npuiioMy cepTpaniHy nopisHaHO 3 37 %y rpyni nnaue6o (p=0,03).

[aHi Woao LOoBrocTPOKOBOT 6e3rnekn Ta eDeKTUBHOCTI Npenaparty y Wi nonynauii nawieHTiB AUTA40ro BiKy BifCyTHI.

LiTn



[aHi Npo 3acTocyBaHHSA cepTpasliHy AITAM BIKOM 0 6 POKIB BiACYTHI.

PapmakoKiHe TuKa.

Abcopbuis

MpoTtarom 14-geHHOro npuiioMy ceptpaniHy i3 go3yBaHHAM 50-200 mr (nepopasibHO, 1 pa3 Ha fo6y) y ntofeid, NiK KOHUeHTpauil cepTpaniHy y nniasmi Kposi
[0CAracTbes uepes 4,5-8,4 rofuHM nicns WoaeHHOro NpuiioMy npenapaty. XKa CyTTEBO He 3MiHIOE 6i00CTYNHICTL CepTpaniHy y TabneTKax.

Posnogin

Mprnbnn3Ho 98 % LMPKYNOKYOro cepTpaniHy 3B°A3yeTbCs 3 BiIkamu Niasmu KpoBi.

BioTpaHcdopmauis

CepTpasiH 3a3Ha€ IHTEHCUBHOIO MPECUCTEMHOI0 MeTaboNi3My («e(IeKT MEPLUOro NMPOXOMKEHHS») Y MeYdiHLi.

Basytoumch Ha faHnX KNiHIYHUX AOCMIIKEHb Ta AOCNIAXKEHb N Vitro, MOXHa 3p0BMTI BUCHOBOK, LLLO CepTpasliH MeTaboni3yeTbecs 6araTtbMa LUAsSXaMu, y TOMY YMCHi 3
yuacTio (hepmeHTiB CYP3A4, CYP2C19 1a CYP2B6 (avB. po3gin «B3aemogisi 3 iHWMMKU NiKaPCbKUMK 3ac06aMm Ta iHLWI BUAM B3aEMOfiin»). CepTpaniH Ta 1oro
OCHOBHWIA MeTaboNIT Ae3MeTuCepTpaiH TakoX € cybcTpaTaMu P-rnikonpoTeiHy B yMOBax in vitro.

EnimiHauis

CepefHiin nepiof HaniBBUBELEHHS CepTpasliHy CTaHOBUTb NPWUOAM3HO 26 roguH (y AianasoHi Big 22 Ao 36 roguH). BignoBigHO [0 TepMiHanbHOro nepiogy
HaniBBMBEAEHHS CMOCTEPIracTbCA KyMynsuis npenapaTy (3i 36inblUeHHSM Oro piBHA NPUOGAM3HO BABIYI) A0 [AOCATHEHHS PIBHOBAXHMX KOHLEHTpauil, sKi
focAraloTbCa yepes 1 TWKAEHb NIiCNA 3acToCyBaHHA npenapaty 1pa3 Ha go6y. Mepion HanieBuBeAeHHs N-Ae3meTuncepTpaniHy CTaHOBUTb 62—104 roauHu.
CepTtpaniH Ta N-gesmeTuncepTpaniH iHTEHCMBHO MeTaboNi3yt0TbCA B OpraHi3mi NHOAMHM, IX KiHUEBI MeTaboniTy BUBOAATLCA 3 Ka/lOM Ta CeYetd B OfHaKOBMX
KinibKOCTAX. TiNbKN Ay)Ke He3HavyHa YacTuHa (< 0,2 %) cepTpaniHy BUBOAUTLCA 3 CeYEro Y He3MIHEHOMY BUTNALI.

NiHiAHICTB/HENIHIAHICTb

dapmakoKiHeTUKa cepTpaiHy y fdiana3oHi o3 Big 50 o 200 Mr € [0303a/1eXKHOH0.

dapmakoKiHeT1Ka B OKpeMux rpynax nayieHTiB

[iTn 3 OKP

dapMaKkoKiHETVKa cepTpaiHy BMBYanacs y 29 fiteli Bikom 6—12 pokiB Ta 'y 32 nigniTKiB BikOM

13-17 pokiB. ¥ UMX NauieHTiB NOCTYNoBO 36i/bLUyBann [03Y LWASXOM i TUTPYBaHHA A0 A060BOT 403K 200 Mr NpoTarom 32 AHiB, NOYMHaK0UM 3 1031 abo 25 Mr, abo
50 Mr 3 nocTynoBum 30inblIeHHAM. [py 3acTocyBaHHI npenapaty y fosax 25wMr T1a 50 Mr nepeHocuMMicTb Oyna OAHAKOBOK. Y PIBHOBaXXHOMY CTaHi mpu
3acTocyBaHHi npenapaty y Ao3i 200 Mr KOHUEHTpaLiT cepTpasiHy y nnasmi KpoBi y rpyni fditen Bikom 6—12 pokiB 6ynu npnbam3Ho Ha 35 % BULLi MOPIBHSHO 3
TaKUMW y rpyni NalieHTiB BIKOM

13-17 pokiB i Ha 21 % BuLLi NOPIBHAHO 3 ped)epeHTHOIO TPYMoK0 AOpocnX. He cnoctepiranocs 3HauyLwmx BigMiHHOCTE MiX MOKa3HUKaMK KipeHcy Y X/1I0M4mKiB
Ta AiBYaTOK. TaKMM YMHOM, AN15 3aCTOCYBaHHA npenapary AiTAM, 0CO6/MBO 3 HU3bKOK MAacoK Tina, PeKOMEHAYETHCA HU3bKa NOYaTKOBa 034 i 11 30i/IbLUEHHA Npu
TUTPYBaHHI 031 3 KPOKOM Y 25 Mr. TMigniTkam MOXHa 3aCTOCOBYBATW TaKi X 03K, LLLO 1 JOPOC/IUM.

MigniTKY Ta nauieHTW NiTHLOrO BiKy

dapmakoKiHETUYHWUIA NPoiNb cepTpaniHy y NiANITKIB Ta B 0Ci6 NiTHLOrO BiKY 3HauYLLEe He BiAPi3HAETLCA Bif TaKOro 'y JOpocnnx Bikom 18—65 pokis.

MopyLUeHHs (hyHKLIA NeYiHKu

Y nauieHTIB 3 YLIKOMKEHHAM NeYiHKX nepiof HaniBBMBEAEHHS cepTpaiHy NOAOBXKYETLCA i nnowa nifg gapMakoKiHeTUUYHO Kpreoto (AUC) 36iNbLUYETLCA BTPUYI
(amB. po3ginu «Cnocib 3acTocyBaHHA Ta [03u» Ta «OCOBMMBOCTI 3aCTOCYBaHHS»).

MopyLueHHs (hyHKLA HUPOK

Y nauieHTiB i3 NopyLIeHHAM (YHKLIT HAPOK MOMIPHOro abo TSHXKKOI0 CTYMNeHs He Bi3HauYaiocs 3HauyLLLOT KyMy LT cepTpaniHy.

dapmakoreHomika



B oci6 3 nosisibHUM meTtaboniamom CY P2C19 piBHi cepTpasiHy y nnasmi Kposi 6ynn npubansHo Ha 50 % BuLi NOPIBHAHO 3 0cobamy 3i LWBMAKAM MeTabo/1i3MoM
CYP2C19. KniHiyHe 3Ha4yeHHs Lb0ro ABuULLAa He 3’coBaHe, TOMY TUTPYBaHHS [03M NOTPiGHe, 3a1eXXHO Bif KNiHIYHOT BIAMOBIAI naujieHTa.

KniHiYHI XapaKTepuUcTuKM.
Noka3aHHA.
CepTpaniH NokasaHuii 4nsa NikyBaHHA HACTYMHUX PO3/1aiB:
o Benuki fenpecuBHi enizogu. 3anobiraHHs peunamsy BENUKNX AeNPeCcUBHNX eni3ofiB.
e [aHiyHi po3nagm 3 HasBHICTHO abo BifACYTHICTHO aropadooii.
o O6cecrBHO-KoMNynbeuBHUIA po3nag (OKP) y gopocnnx Ta gitein 6-17 pokis.
o Coujia/ibHUin TPUBOXHWIA po3nag,
e [ocTTpaBmMaTn4HMIA ctpecosuin posnag (MTCP).

MpoTunokasaHHs.

MigBuLLEHA YYTAMBICTb [0 A4iK0YOT pe4oBUHM ab0o 40 OYyAb-AKOI3 JOMOMDKHUX PEYOBUH, 3a3HAUYeHMX Y po3aini «Cknag».

MpoTunokasaHe OAHOYACHe 3aCTOCYBaHHA CepTpaliHy pa3oMm 3 iHri6iTopamyM MoHoamiHoKcupasn (MAQ) He3BOPOTHOT AiT Yy 3B’A3KY 3 PU3MKOM PO3BUTKY
CEPOTOHIHOBOrO CMHAPOMY 3 NPOsiBaMU TakMX CUMNTOMIB SIK 30Yy[pKeHHS, Tpemop Ta rineptepmis. Po3nounHaT Tepanito CepTpaliHOM He MOXKHa LOHaMeHLLe
npoTArom 14 aHiB nicns NPUNUHEHHS Kypcy NikyBaHHA iHri6iTtopom MAO He3BOPOTHOI AiT. 3aCTOCYBaHHS CepTpasliHy CNif NPUNUHUTK LWOHaiMeHLLe 3a 7 AHIB 40
noyatky Tepanii iHribitopom MAQO He3BOPOTHOT fii.

MpoTunokKasaHe 0fHOYaCHe 3aCTOCYBaHHA CepTpasliHy Ta NiMo3ugy (auB. po3ain «B3aemogis 3 iHLWMMUK NiKapCbKMMK 3ac06aMu Ta iHLLI BUAW B3aEMOLIIN»).

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

[MpoTunokasaHi

IHri6iTopn MmoHoamiHokecuaasm (MAOI)

MAOI He3BOPOTHOT AiT (Hanpuknag, cenerinix)

MMpoTrnokasaHe 3aCTOCYBaHHA cepTpaiHy pa3oM 3 MAOI He3BOPOTHOI AiT, TaKUMU K CefieriniH. Tepanito CepTpaliHOM MOXKHa PO3NOYMHATY HE paHille, HiX vepe3
14 gHiB nicnsa NpUNUHEHHS Kypcy nikyeaHHs MAOI He3BOPOTHOT Aii. 3aCcToCyBaHHS cepTpaiHy cnif NPUNUHATK LWOHaMeHLLE 3a 7 AHiB A0 nodvatky Tepanii MAOI
He3BOPOTHOI AiT (AMB. po3A4in «1pOTUMNOKA3aHHA»).

CeneKTUBHUIA iHri6iTOp 380p0THOI AiT MAO-A (MOKNno6emin)

Y 3B’S13Ky 3 PU3NKOM PO3BUTKY CEPOTOHIHOBOrO CUHAPOMY He CAif 3acTOCOBYBaTW CepTpaiiH y KOMGiHauil 3 cenektuBHUM MAOI 3BOpPOTHOI fil, TakuM §K
Mokio6emig. MMicng sigmiHu iHribiTopy MAO 3BOpOTHOT AiT Mepiof 4O noyaTKy Tepanii cepTpasiiHOM MOXe OyTu KOpoTLWMM 3a 14 fHIB. PEKOMEHAYETLCA NPUNUHUTY
3aCTOCyBaHHS CepTpaniHy LWoHaiMeHLLe 3a 7 AHiB A0 noyaTky Tepanii MAOI 3BopoTHOI Aii (AMB. po3ain «MpoTunokKasaHH:»).

HecenekTuBHi iHri6iTopn MAO 3B0poTHOI AiT (niHe3onifa)

AHTUGIOTVK niHe30Nig € cnabkum HecenekTBHUM MAOI 3BOPOTHOI Ail, WO He cnif 3acTOCOBYBAaTM MaljieHTaM, SiKi NpuiiMaroTb CepTpaniH (auB. po3ain
«[POTUNOKA3aHHS»).

Bynu 3apeecTpoBaHi TSXKKi MOBIUHI peakuil y nauieHTiB, AKi HeLWo04aBHO NPUNUHUAK 3acTocyBaHHA MAOI (Hanpuknag MEeTUNEHOBUIA CUHIR) | po3rnoYann Npuinom
cepTpanliHy, abo fAKi MPUNMHUAM Tepanito CepPTPasiiHOM He3afoBro A0 nouyartky 3actocyBaHHs MAOI. Lli peakuii BKIOYanM Tpemop, MIOK/IOHIt0, MOCuieHe
MOTOBUAINEHHSA, HYAOTY, 6/HOBaHHSA, NPUM/MBYW, 3aNaMOPOYEHHS Ta FinepTepMito 3 NPosBamu, WO HaragyBasv HeMpoNnenTUYHWUIA 3N0SKICHUA CUHAPOM, CYAOMU i
neTasbHUIA HacNifoK.




Mimo3ng

Y pocnifeHHi 3 0JHOKPaTHUM NPUIAOMOM HMU3bKOT 4031 NiMo3unay (2 Mr) cnocTepiranocs 36iNbLEHHS PiBHIB NiMo3uay Npr6mn3Ho Ha 35 %. Lle niaBuLeHHS piBHIB
He acouitoBaiocs 3 XXOAHUMM 3MiHaMK NokasHMKiB EKIT. Xoua MmexaHi3M L€l B3aEMOZIT HEBIZOMUIA, OAHOHACHE 3aCTOCYBaHHS CepTpaliHy i NiMO3nAy NPoTMUNOKas3aHe
Y 3B’A3KY 3 BY3bKUM TepaneBTUYHUM iHAEKCOM MIMO3UAY (4MB. po34in «poTUMOKa3aHHA»).

He pekoMeHAYETbCA 0fHOYACHE 3aCTOCYBaHHA 3 CepTPaTiHOM

3acobu, fki npurHivytTs LIHC, i ankoronb

OpfHoYacHe 3acTocyBaHHS cepTpaniHy y Ao3i 200 Mr Ha go6y He NOTEHLitOBa/Io BN/IMB a/IKOro/ito, kapbamaseniHy, rasionepngony Ym MeHiToIHYy Ha KOTHITUBHI Ta
MCMXOMOTOPHI PYHKLIT Y 340p0OBUX YYaCHWMKIB AOCNIAKEHHS, OfHaK OfHOYaCHe 3aCTOCYBaHHA CepTpasliHy 3 a/IKOro/ieM He peKOMeHAYETbCS.

IHLWI CepOTOHIHepriyHi NiKapcbKi 3aco6m

[nB. po3ain «OcobnMBOCTI 3aCTOCYBaHHS.

PeKOMeHAYETLCS 3 06ePEXHICTIO NpMU3HaYaTN CePTPaiH 3 (PeHTaHiNoM (L0 3aCTOCOBYETLCS NEePEeBaXKHO Mif Yac 3ara/ibHOro HapKo3y Ta B Teparii XpoHiYHOro 60s0),
IHWAMW CEePOTOHIHEPriYHMMKM npenapatamy (B TOMY UMCAI IHLWIMMK CEPOTOHIHEPriYHUMW aHTuAenpecaHTamu, amdgeraMmiHamy Ta TpunTaHamu) Ta iHWWMK
onioTAHMMK 3aco6amm.

Oco6nuBi 3an06iXHI 3aX04MN NMPW 3aCTOCYBAHHI

MpenapaTwu, AKi NOAOBXKYOTb iHTepsan QT

PV3MK NOJOBXeHHS iHTepBasly QTcC Ta/abo LUNYHOUKOBUX apuTMIi (HanpuKNag, WyHOYKOBOT TaxikapAil TUMy «nipyeT») MOXe NiABuLLYBaTMCA Y pasi 04HOYaCHOro
3aCTOCYBaHHA 3 IHLWMMKW MpenapaTamu, fKi NOJOBXYHOTb iHTepBan QTc (Hanpuknag Aeski aHTUNCUXOTUYHI 3aC00M Ta aHTMGIOTKKM) (AMB. po3ginm «OcobnnBocCTi
3aCToCyBaHHs» Ta «PapMaKoanHamiKa).

niTin

Y nnaue60-KOHTPOIbOBaHOMY AOCIAXKEHHI 3 y4acTio 340pOBUX A406POBO/bLIB OAHOYACHWI NPUIAOM CEPTPaiHy Ta MiTit0 3HaYYLLO He 3MiHIOBaB (JapMaKOKiHETUKY
NiTitO, OfHaK NPU3BOAMB [0 MOCWIEHHS TPEMOpY MOPIBHAHO 3 Mnaue6o, WO CBigYMTbL NP0 MOXMBY (PapmMakoAuMHaMiyHy B3aemofito. Mpu ogHovacHoOMy
3acToCyBaHHI CepTpaniHy Ta NiTito cnif 3a6e3nevnTyt HaneXHW KOHTPOb 3a NaLieHTaMu.

PeHiTOoIH

Pe3ynbTaTy NiaLe60-KOHTPObOBAHOI0 JOCNI[KEHHSA 3 YYacTHO 340POBMX A0OPOBO/LLIB CBiAYaTh NPO Te, WO TpUBaIUIA NpUitoM cepTpaniHy y fo3i 200 mr/goby He
MPU3BOANUTL 4O KNIHIYHO BaX/IMBOTO iHribyBaHHA meTaboniamy ¢eHiToiHy. OfHak faHi 3BITIB AeAKMX BMMALKIB CBIfYaTb MPO BUCOKI eKCro3uuii (eHiToiHy Y
nawi€eHTIB, AKi 3aCTOCOBYHOTb CEPTPasliH; PEKOMEHAYETLCS NPOBOAUTN MOHITOPUHT KOHLEHTpaUiT (PeHITOTHY Yy niasMi KpoBi MPOTAroM No4yaTKoBOro etany Tepanil
cepTpasiiHOM i3 BIAMOBIAHUMY KOPeKLUiaMM [031 (PeHIToiHY. Kpim TOro, ogHo4vacHe 3aCTOCyBaHHSA mpenapaTty 3 (PEHITOTHOM MOXEe MPU3BECTU [0 3HVKEeHHS
KOHUEeHTpauil cepTpasiHy y nnasmi KpoBi. He MOXHa BUKIOUATU MOX/IMBICTb 3HWKEHHS PIBHIB CepTpasliHy Yy MiasMi KpoBi Mif BMJMBOM iHWWX iHAYKTOPIB
(hepmeHTy CY P3A4, Hanpuknaf heHobapbiTany, KapbamaseniHy, npenapaTis 3B8ip060H0 Ta pudamMmniyunHy.

TpunTaxu

MpoTarom nepiogy MicNApeecTpawinHOro Harnsgy Hagxoawnu MOOAMHOKI MOBIAOMNEHHS MPO BWMMaAKM PO3BUTKY CNabKOCTi, rineppediekcii, NopyLUeHHSs
KOOpAMHaUii, Big4yTTS 36eHTEXXEHHS, TPUBOXHOCTI Ta 30YKEHHA MicNs 0OAHOYACHOI0 3aCTOCYBaHHA cepTpaiHy Ta cymarpuntaHy. CUMMNTOMU CEPOTOHIHEPTiYHOrO
CUHAPOMY MOXXYTb TaKOX PO3BMBATUCA NPW 3aCTOCYBaHHI iHLWMX NpenapaTis LbOro X Knacy (TpUnTaHiB). AKLLO0 0gHOYaCHE NiKyBaHHA CepTpaiHOM Ta TpUnTaHamu
€ HeO0OXiHNM 3 KNiHIYHOT TOUYKM 30pYy, PEKOMEHL0BAHO 3a6e3neunTy BiAMOBIAHMIA HAarnag 3a nawieHToM (auB. po3ain «OcobnmnBOCTI 3aCTOCYBaHHS).

BapdapuH

OfiHOoYaCcHe 3acTOCyBaHHA cepTpaniHy y fo3i 200 mr/goby Ta BapapuHy npu3BoAUIIO A0 HE3HAYHOrO, ajie CTaTUCTMYHO 3HAYYLLLOro 36i/bLUEHHS MPOTPOMBIHOBOIO
yacy, WO MOXe Y LesKnX pigKiCHUX BUMafKax npu3sBecTn A0 nopyLleHb MiXXKHAPOAHOro HOpMai3oBaHoro BigHowweHHs (MHB). TomMy cnif peTesibHO KOHTPO/IHOBAaTH
MOKa3HWMK NPOTPOMBIHOBOIO Yacy Ha No4aTKy NiKyBaHHS CepTpasiHOM Ta Npw Noro BiAMiHi.




B3aemogisa 3 iHWKUMK nikapcbKumu 3acobamu, 3 AUrOKCUHOM, @TEeHO/0/0M, LMMETUANHOM

OfHoYaCHe 3aCTOCYBaHHS 3 LMMETUAMHOM MPU3BOAWIO [0 CYTTEBOIO 3HWKEHHS KipeHCy cepTpaniHy. KniHiuyHe 3Ha4YeHHs UMX 3MiH He 3’sacoBaHe. CepTpaiiH He
BM/IMBaB Ha 6eTa-apeHO610KYOYi BNacTUBOCTI aTeHonony. Mpu ogHO4aCHOMY 3aCTOCYBaHHI cepTpasiHy y f03i 200 Mr/goby Ta AUroKCUHY He 6Yy/10 BUSIB/IEHO HiSIKOT
B3aEMOLIT.

Jlikapcbki 3aco6u, Lo BNAMBAKTh Ha (PYHKLi0 TpombouuTiB

Moxe MigBuLLYyBaTUCA PU3NK BUHWMKHEHHSA KPOBOTEYI MPU OLHOYACHOMY 3aCTOCYBaHHI CEMIEKTUBHUX IHTIBITOPIB 3BOPOTHOrO 3axorneHHs cepoToHiHy (CI33C),
BK/IIOYAKOUN CepTpasliH, 3 NiKapCbKMMM 3acobamu, WO BrMAMBalOTb Ha TpombouuTapHy (yHKUito (Hanpuknag HM3MM, aueTuncaniumMnoBold KUCIOTOK
TUKNONIAMHOM) ab0 IHLWMMM NiKapCbKUMIM 3ac06ami, L0 MOXYTb 36i/bLLYBaTK PU3NK KPoBOTeYi (AMB. po3ain «OCo6/IMBOCTI 3aCTOCYBaHHS»).

BnokaTopu HepBOBO-M’A30B0OT Nepesayi

CI33C MOXYTb 3MeHLLYBaTW aKTUBHICTb XO/liHECTepa3un Yy Na3mi KPOoBi, WO NPM3BOAUTbL A0 NMOAOBXEHHS 6/10KyBaHHSI HEPBOBO-M’A30BOT Nepedadi MmiBakypiem abo
iHLWKMK 610KaTopaMy HepBOBO-M’A30BOI Nepeaaui.

3acobu, Lo MeTaboni3ytoTheCA 3 y4acTHo LuToxpomy P450

CepTpaniH MOXe AiaTh AK cnabkuii abo NOMIpHWIA iHTiGiTop i3odepmeHTy CYP2D6. Tpusanuii npuitoMm cepTpaniHy y aosi 50 mr/goby npu3Boame A0 NOMipHOro
nigBuLLeHHs (y cepefHboMy Ha 23-37 %) piBHOB&XXHUX KOHLEHTpaLii Ae3unpamiHy Yy nnasMi KpoBi (MOKa3HWK akTUBHOCTI i3odepmeHTy CYP2D6). KniHiuHO
3HauyLLLi B3aEMOAIT MOXYTb BifibyBaTunca 3 iHWMMK cybcTpaTtamm CY P2D6 3 By3bKUMY TepaneBTUUYHUMM fiana3oHamn, TakKMMy K NpoTUapuTMiyHi 3acobu knacy 1C,
30KpemMa nponateHoH i iekaiHig, TPUUMKAIYHI aHTUAENPECAHTU | TUNOBI aHTUMCUXOTUYHI 3aC06U1, 0CO6/IMBO Ha TNi 3aCTOCYBaHHSA CepTpaiHy Yy BULLMX A03aX.
CepTpasiiH He BWUCTYMae KIHIYHO 3Ha4vywym iHribiTopom i3ogepmeHTtis CYP3A4, CYP2C9, CYP2C19 ta CYP1A2. Lle niatBepmXyeTbCs pesy/ibTatamu
focnifikeHb B3aeMOAIT npenapaTiB in vivo i3 3actocyBaHHAM cy6cTpaTtiB CYP3A4 (eHAoreHHOro Koptusony, kapbamaseniHy, TepdeHafguHy, annpasonamy),
cyb6etpaty CY P2C19 (giazenamy) i cybcrpatis CY P2C9 (Tonbytamigy, rnibeHknamigy i oeHiToiHy). PesynbTat 4ocnifpkeHb in vitro ceigyats Npo Te, Wo cepTpaiH
Mae ay>ke Manuii noTeHuian iHribysaHHa CYPL1A2 abo He Mae ioro B3arani.

LLlofeHHWI NpUIAOM TPbOX CK/ISHOK FPerngpyToBOro COKY MNPU3BOAMB A0 MIABULLEHHA MN1a3MOBUX PIBHIB cepTpaiiHy Maivike Ha 100 % y nepexpecHOMy
[OCNIMKEHHI Y 8 340p0BMX 0OCI6 AMOHCHKOT HaLiOHaNbHOCTI. TOMY CNif, YHUKaTV NpUiMoMy rpeingpyToBOro COKy Nif vac 3aCTOCYBaHHS CepTpasiHy (4vB. po3ain
«OCc061MBOCTI 3aCTOCYBaHHS).

Buxogsum 3 pe3ynbTaTiB AOCMIIKEHHA B3aEMOAIT 3 rperindpyTOBMM COKOM, HE MOXHa BUK/IHOUUTI MOXK/IMBICTb HaBiTb 3HAYHO GifNbLLOrO NiABULLEHHS EKCNO3NLLT
cepTpasliHy NPV 04HOYACHOMY 3aCTOCYBaHHI 3 MOTY>XHUMMW iHri6iTopamu (hepmeHTy CY P3A4, Hanpvknag iHri6iTopamMmy npoTeas, KETOKOHA30/10M, ITPaKOHA30/10M,
NM03aKOHa30/10M, BOPWMKOHA30/10M, KNapuTPOMILMHOM, TeNiTPOMIUMHOM Ta Heda3ofoHOM. Lle TakoXX CTOCYeTbCA MoMipHMX iHri6itTopis CYP3A4, Hanpuknag
anpeniTaHTy, epuTPoOMILMHY, IyKOHa30/1y, Bepanaminy Ta guntiazemy. Cnif yHUKaTH npuinomMy noTy>kHUX iHri6iTopis CY P3A4 nig vac Tepanii cepTpaniHOM.

B oci6 3 nosinbHUM meTtabosnizmom CYP2C19 nna3moBi piBHI cepTpaliHy NiABULLYIOTLCA NPU6nM3HO Ha 50 % MopiBHAHO 3 0c06aMun 3 LUBUAKUM MeTabo/i3MoM
CYP2C19 (amB. po3fin «®apMakoKiHETNKa»). He MOXHa BUKIHOUUTU MOXK/MBICTb MIIKAPCLKOI B3aeMOfii 3 NOTY)XHUMUK iHri6iTopamn CYP2C19, Hanpuknag,
OMenpasosiom, 1aH30MpPa30/10M, MaHTOMNPa30s1I0M, pabenpasonom, g1yoKCETUHOM, )/TyBOKCAMIHOM.

Oco6MBOCTI 3aCTOCYBaHHS.

CepoToHiHOBUI cuHApoM (CC) abo 3n05KiCHUIA HeliponenTuuHuin cuHgpom (3HC)

Mpw 3acTocyBaHHi CI33C, BK/IKOYatouy Tepanito cepTpasliHoM, NOBIJOM/IANOCA MPO PO3BUTOK CUHAPOMIB, L0 MOXYTb 6YTV HeGe3neuHUMUN 41 XUTTA, Taknx sk CC
yn 3HC. Pusnk po3sutky CC un 3HC npwu 3actocyBaHHi CI33C 3pocTae npu 04HOYACHOMY 3aCTOCYBaHHI IHLINX CEPOTOHIHEPriYHMX 3aco6iB (BKIHOYAKOUN THLUI
CEPOTOHIHEPriyHI aHTUAenpecaHTW, amMeTamiHK, TpMNTaHK) 3 3ac06amMK, L0 MOPYLUYHOTb MeTabosi3M CepoTOHIHY (BKItovatoun MAOI, Hanpuknag MeTUIEHOBWI
CWHII), aHTUNCUXOTUYHMMK 3ac06amMM Ta THLIMMKW aHTaroHictaMm fogamiHy Ta oniataMu. Y nauieHTIiB Cnif NPOBOAUTM MOHITOPUHI Ha NpeAMET MOsIBU 03HaK Ta
cumnTomis CC um 3HC (amB. po3ain «poTUnoKasaHHA»).



Mepexig i3 CI33C, aHTUAenpecaHTiB abo aH TMOOCECMBHYX NpenapaTis

ICHYtOTb 06MeXeHi laHi KOHTPObOBaHMX LOCNIKEHb 3 BUBYEHHS ONTUMA/IbHOIO Yacy nepekntoyeHHs 3 CI133C, aHTugenpecaHTis abo aHTMOBCECMBHUX Npenaparis
Ha cepTpaiH. Cnif NPoBOANTY HANIEXXHWUIA MeAMYHWIA OrNsf NPU TakuX 3MiHaxX Y ikyBaHHI, 0CO6MBO NPU NepPexoAi Ha cepTpaniH 3 Takux npenapaTis TPUBaOL Al
AK (DNTYOKCETUH.

IHWI cepoTOHIHEepriyHi 3acobu, Hanpuknag TpunTodgaH, deHdnypamid Ta 5-HT-aroHicTy

OfHoYaCHe 3aCTOCyBaHHsA cepTpaliHy Ta iHWWX 3aco6iB, WO MOCUOKTL eqeKT CEPOTOHIHEPriYHOI HEeMpoTpaHCMICIl, TakMX SK amdgeTamiHu, TpunTogaH,
(heHgnypamiH, 5-HT-aroHicT1 UM poCAMHHI NpenapaTu, npenapaTty 3Bipo6oto (Hypericum perforatum), cnig npoBoauTh 3 06EPEeXHICTHO, | Takol KOMBIHOBaHOT
Tepanii, y pasi MOXIMBOCTI, CNif YHUKaTK (Yepe3 MOXXINBY hapMakognHaMivHY B3aEMOLILO).

MofoB>KeHHs IHTepBay QTC/LWnyHOUKOBa Taxikapais Tuny «mipyeT»

MpoTsarom nepiofy NiCNSPeECTPaLiiHOro 3aCTOCYBaHHA CepTpasliHy NOBILOMASANOCA MPO BMNAaAKM NOAOBXKEHHS iHTepBany QTC i LWAYHOYKOBOI Taxikapail tuny
«ripyeT». binblWicTb BUNaAKIB criocTepiranaca y nauieHTIiB 3 iHWUMK (hakTopamy pUsnKy MOAOBXeHHS iHTepBasly QTC/LWIyHOUYKOBOT TaxikapAil TUMY «mipyeTs.
BnaneB Ha nopoBXeHHs iHTepBany QTc 6yB MiATBEpMKEHWI Yy pochimkeHHi QTcC y 340pOBMX [A06POBOMbLIB i3 CTATUCTUYHO 3HAYYLLMM MO3UTUBHUM
CMNiBBIAHOLLEHHAM €KCMo3uLif-BignoBigb. ToMy cnif, 3 006epeXxHICTIO 3aCTOCOBYBaTW CepTpasiiH NalieHTam i3 [04aTKOBUMMK (haKTopamu PU3MNKY MNOAO0BXKEHHS
iHTepBany QTcC, TaknMu SIK CepLieBi 3axXBOPHOBAHHA, TiMokasiemis abo rinomarHieMis, nofOBXeHHA iHTepBaly QTC y poAvHHOMY aHamHesi, bpafgukapiis Ta
0fjHOYaCcHe 3aCToCyBaHHA NiKapCbKMX 3acobiB, WO MOAOBXYHOTb iHTepBas QTcC (AMB. po3ainn «B3aemogis 3 iHWWMK NiKapCbKMMK 3acobamMu Ta iHWI BUAW
B3aEMOAi» Ta «PapMaKoJnHaMiKa).

MMocuneHHs rinomaxii abo maHiti

MoBigoOMNAN0OCSH NPO BUHUKHEHHS CUMMTOMIB MaHiT/rinomaHii y HeBe/IMKOro BifICOTKa NaLieHTIB, AKi OTPUMYBa/IN 3apPeEcTpoBaHi aHTUAENPEeCaHTW Ta aHTUOBCECUBHI
npenapaTu, BKAKOYaKuM cepTpaiH. Tomy cnif 3 06epeXHiCTio 3aCTOCOBYBaTU CepTpasliH NauieHTam 3 MaHieto/rinomaHieto B aHamHesi. HeobXxifgHWA peTenbHWiA
Harnag nikaps. MNpwv BUABNeHHI 03HaK MaHiaka/lbHOT (ha3un y nauieHTa 3aCTOCYBaHHA CepTpasliHy C/lif NPUMUHUTN.

LLInsodppeHisn

MCUXOTUYHI CUMNTOMW MOXYTb MOCUNIOBATUCA Y NALIEHTIB i3 LLUN30(PEHIEHD.

Cynomu

Mpun Tepanii cepTpasiHOM MOXYTb BMHWUKATW CYAOMMW: CEPTPaNiH He CAif Npu3HayaTu XBOPMM i3 HECTabifIbHOK eninencieto; y XBOpPUX i3 KOHTPO/bOBaHOH
enifiencieto 3aCTOCyBaHHA cepTpaniHy NoTpebye peTenbHOro Harnaay. MNauieHtam, y AKMX BUHUKatOTb CyA0MU, penapart HeoOXiAHO BiAMIHUTK.
Cyiungun/cyiungansHi gymku/cyiumaansHi cnpobu abo KniHiYHi 03HaKM NoripLeHHs

[Jenpecis acouitoeTbea 3 NigBULLEHMM PU3NKOM BUHUKHEHHS CYTUMAANBHUX AYMOK, 3aBAaBaHHA cobi YLLIKOLKEHb Ta cnpob cyiumay (cyiumaanbHuX Aid Ta NposiBiB).
Llein pu3mk icHye 6e3nocepefHbO 40 Yacy AOCArHEHHS 3Ha4yHOT pemicii. OCKiNbKN MOKpaLlaHHA CTaHy XBOPMX MOXe He BifbyBaTuCsA MPOTArOM MepLUMX KifbKOX
TWXXHIB ab0 6inbLLIOro nepiody Tepanii, nayieHTam cnig nepebysaty Nif peTenbHUM Harnsa4oM 0 HaCcTaHHS LbOro NoKpalaHHs. 3arasiom KaiHiYHWiA 10CBif CBIAYUTb
Mpo Te, L0 Ha paHHIX eTanax oOfyXaHHs pU3nK CyiLmay Moxe 36i/1bLUyBaTUCH.

IHWi nNcuxiyHi cTaHu, Ana NiKyBaHHA SKUX MPU3HAYAETbCA CepTpasliH, TaKOX MOXYTb acouitoBaTUCA 3 MiABWLLEHWM PU3UKOM PO3BUTKY CyiumfanbHUX il Ta
nposiBiB. KpiM TOro, Ui CTaHn MOXyTb OyTW CYynyTHIMU 3 BE/IMKUM [EeNPecMBHUM pOo3/1afoM. TakMM YMHOM, aHaoriyHi 3aCTepeXxHi 3axofu, L0 CTOCYHThbCA
NiKyBaHHA XBOPUX 3 BEMKNM AenpecyBHUM PO3N1afoM, HeOOXiAHI | MpK NiKyBaHHI NaLieHTIB 3 IHWXMK NCUXIYHUMMN PO3/1ajamu.

Bigomo, wo Ana nauieHTiB i3 cyiuMaanbHUMK [disMK Ta NposiBaMy B aHaMHe3i abo NauieHTIiB, Y AKUX Lie [0 Mo4yaTKy Tepanil 3Ha4YHOKH MIpOK BUSBSETLCA
cyiunaanbHe MUCNEHHS, iICHYE BiNbLLUMIA PU3MK BUHUKHEHHS CYTUMAIbHMX AYMOK abo cyiuuganbH1X cnpob, y 38°43Ky 3 LUM TM CAif 3HaXOAUTUCA Nif peTenbHUM
HarnsgoM nifg vac nikyeBaHHA. MeTaaHasli3 faHuX, OTPUMaHWX Yy pe3y/bTaTi NpoBeAeHHs nnaue60-KOHTPOIbOBAHUX KNIHIYHUX AOCNILXKeHb i3 3aCTOCYBaHHAM
aHTMAEeNpecaHTiB  JOPOC/MM MauieHTaM 3 MCUXIYHUMMW po3/nafaMu, MokKasas MiABWLLEHUA PU3UK NPOSABIB  CYIUMANbHOT MOBEAIHKM MPU  3aCTOCYBaHHI
aHTUAenpecaHTiB y NauieHTIB BIKOM 40 25 poKiB NOPIBHAHO 3 TaKMM Npu 3aCTOCYBaHHI nauebo.



Cnig 34iMicHIOBaTY peTeNbHWIA Har sz 3a nalieHTamu, 30KpemMa 3a naLieHTamy 3 BUCOKMM PU3MKOM PO3BUTKY CYTLMAANbHOCTI, 0COB/IMBO Ha NoYaTKy Tepanii Ta nicns
Oyab-SKMX 3MiH Y A03yBaHHI npenapaTy. MauieHTiB (Ta 0Ci6, AKi 3a HAMW AOrNsA4al0Tb) HEOOXIAHO NOMepeanTy NPO HEObXIiAHICTb BIACTEXYBATWN OYAb-SKi NPOSBU
KMIHIYHOIO NOTipLUEHHS, BUHUKHEHHS CYTLUMAaNbHOT NOBediHKM abo CyiumMaanbHUX LYMOK, & TakKoX Oy Ab-IKUX HE3BUYHUX 3MiH NOBEAIHKM | HeramHo 3BepTaTmcs 3a
MeAMYHOI LOMOMOIOH MPY BUHUKHEHHI X CUMMTOMIB.

3acTocyBaHHSA iTAM

CepTpaniH He cnif 3acToCOBYBaTU ANs NliKyBaHHS AiTel Ta NigaiTKiB, 3a BUHATKOM MauieHTiB 3 06CECMBHO-KOMMY/IbCUBHUM PO3/1aA0M BiKOM 6-17 poKiB. Y Xopi
KNiHIYHUX AOCAiMKeHb 3 y4yacTio AiTeli Ta MigNITKIB, AKi OTpPUMyBanM aHTUAENpecaHTW, MOPIBHAHO 3 MauieHTamu, SKi oTpuMyBanu nnauebo, uacTiwle
cnocTepirannca cyiumgansHa noeediHka (CyiupngansHi cnpobu Ta cyiumMaanbHi AyMKK) | BOPOXICTb (MepeBaXKHO arpecisi, orno3uuinHa noeefiHka Ta rHiB). AKLLO,
BUXOLAYM 3 K/TIHIYHOT NOTPe6y, piLeHHs BCE XX MPUIAMAETLCA HA KOPUCTb NPU3HAYEHHS LibOro npenapaTy, HeoOXigHWIA peTeNlbHUIn MOHITOPUHT 3a NaLieHTOM LL0Z0
BUAB/IEHHA O3HAK CYTUMAaNbHUX cMMNTOMIB. KpiM TOro, AOCTYMHa TiflbKM 06MeXeHa KiNbKiCTb KNiHIYHMX [0Ka3iB LoA0 6e3neky AOBroTpMBaoro 3aCTOCyBaHHS
npenapaty y Aitei Ta nigniTkis, WO BKIOYAKOTb BM/IMB Ha TX PICT, CTaTeBe A03PiBaHHS, a TaKOX KOrHITUBHWIA i NOBEAIHKOBUIA PO3BMTOK. Y NOCTMapKeTUHIOBOMY
nepiogi 6ynu 3apeecTpoBaHi NOBIAOMIEHHS NPO AeKiNbKa BMNaAKiB YNoOBi/IbHEHOro POCTY Ta CTaTeBOro fo3piBaHHA. KniHiYHa 3HaYyLWicTb Ta NPUUYNHHWIA 3B’SI30K
MOKM LLLO He 3’scoBaHi. Mpu JoBroTpuBaniii Tepanii NawieHTiB AUTAYOro BiKy Nikapi MatoTb 3[4iACHIOBATY MOHITOPUHT Ha NpPeAMET BUABMEHHS BiAXUNEHb Bif HOPM Y
MpoLeci poCTy Ta PO3BUTKY OpraHismy.

AHOMa/bHi KPOBOTeYi/KPOBOBWINBM

Mpu 3actocysaHHi CI33C nosigoMnsanocs nNpo BUNagKy NaTtosoriyHmMx remopariyuHuX suLL, y TOMy YMCAi NPO LWKipHI reMoparivHi asuia (ekxiMosu i nypnypa), Ta
IHLIMX reMopariyHuX ABULL, TakMX AK LUTYHKOBO-KULLIKOBI ab0 FiHEKO/MOriYHI KPOBOTEYi, y TOMY YMC/i KPOoBOTeui 3 fieTanbHUM HacnigkoM. CI33C/I33HC MoxyTb
36iNbLWUNTY PU3NK NICNSANON0rOBMX KPOBOTEY (AMB. PO34in «3aCcTOCyBaHHA Y nepiof BariTHOCTI abo roflyBaHHA rpyaaro» ta ««o6iuHi peakLuii»). PEKOMeHLYeTLCA 3
obepexHicTio 3actocoByBatM CI33C nauieHTam, 0CO6/1MBO MpW OAHOYACHOMY 3aCTOCYyBaHHi 3 NiKapCbKMMM 3acobamu, §Ki, §K BIfJOMO, BMNAMBalOTb Ha
TpoM6OUUTapHY (YHKUi0 (Hanpuknag 3 aHTUKOoarynsHTamu, aTWMoBMMUW aHTUMCUXOTUYHMMMK 3acobamu | (peHoTiasMHamu, OIfIbLIICTIO  TPULMKIIYHUX
aHTUAEeNpPecaHTiB, aLeTUICaNILMNOBOK KUCIOTO Ta HeCTePOiAHMMM npoTu3anansHUMK npenapatamu (HM3IM1)), Ak 1y nayieHTiB 3 remopariyHUMm NopyLIeHHAMN B
aHaMHesi (auB. po3ain «B3aeMogia 3 iHWNMK NiKapCbKMMI 3aC06aMK Ta iHLWI BUAW B3aEMOLIN»).

linoHaTpiemis

Y pesynbTati Tepanii CI33C abo iHribiTopamMy 3BOPOTHOrO 3axOr/ieHHs HopagpeHasniHy i cepoToHiHy (I33HC), BkAouatoun cepTpaniH, MOXe PO3BUHYTUCA
rinoHatpiemis. Y 6aratb0X BuUnafgkax rinoHaTpiemis € pe3ynbTaToM CUHAPOMY HeafleKBaTHOI CeKpeLil aHTUAIYPeTUYHOrO ropmMoHy. INoBigoMafnoca npo BUMALKY
3HVDKEHHS PIBHIO HATPItO y cnpoBatLi KpoBi Hux4e 110 Mmonb/n.

Y nauieHTiB NiTHLOrO BiKy MOXe iCHyBaTV OiflbLUMIA PU3MK PO3BUTKY rinoHatpiemii npu 3actocyBaHHi CI33C Ta I33HC. TakoX pu3nK UbOro YCKnajHeHHs MoXe
OyTU NiABULLEHUM Y NaLieHTIB, AKi NpUAMatoTb LiypeTuKuM, abo Y nauieHTiB 3 rinoBoNeMiel0 6y Ab-AKOro iHLIOro NOXOMKeHHA (AMB. iH(hOpPMAaLLito NPO 3aCTOCYBaHHS
nawuieHTaM NiTHbLOro BiKY Y po3ginax «Cnoci6é 3acTocyBaHHSA Ta [03M» i «[106IYHI peakLii»). ¥ nauyieHTiB i3 CUMNTOMATUYHO TiMOHATPIEMIED CNif PO3rNSHYTY
NPUNUHEHHS Tepanii cepTpasiHOM | 3anpoBafMTX BIAMNOBIAHE MeAuMyHe BTpyYaHHs. [0 03HaK i CUMMTOMIB rinoHaTpieMii HaneXarb ronoBHWUM 6iflb, TPYAHOLLI 3
KOHLeHTpaLieto, MoripweHHs nam’aTi, CnayTaHiCTb CBIOMOCTI, CNabKicTb | BTpaTa (hi3nyYHOI piBHOBArK, WO MOXe Npr3BecTn 40 nafiHb. O3HaKM i CUMNTOMW, WO
acouitotoTbCs 3 GiNbLL THKKUMU Ta/abo rocTprmMmn eni3ogamu rinoHaTpiemil, BKNHOYAOTb ra/toLmMHalii, CUHKOME, CYA0MU, KOMY, 3YMUHKY AMXaHHSA Ta fleTa/lbHWi
Hac/niaokK.

CuMMNTOMM BIAMIHWM, WO COCTepiraloTheA NP NPUNUHEHHI Tepanii cepTpaniHom

CumMnTOMM BIAMIHW € YaCTUM ABULLEM MPWU MPUMNMHEHHI Tepanii npenapaToM, 30KpeMa y BMNaAKy panToBOl BigMIHW Tepanii (4MB. po3ain «o6iyHi peakuii»). 3a
JaHUMKN KNIHIYHUX JOCNifKeHb, Y NauieHTiB, AKi NPUNUHUAN 3aCTOCYBaHHA CepTpasiHy, YacToTa peakuii BigMiHM cTaHoBWMA 23 % MOpPiBHAHO 3 12 % Yy naLlieHTiB,
AKi NPOLOBXXYBa/Iv OTPUMYBATU Tepariito CepTPaiHOM.

PY3nK po3BUTKY CUHAPOMY BiMiHN MOXe 3a/1eXaTy Bif KislbKOX (hakTopiB, BK/OUaKOUM TpUBaNiCTb Tepanii, J03yBaHHA Ta WBWUAKICTb 3HWXEHHS [03K. HallyacTille



MOBIAOMNANOCA MPO Taki peakuii AK 3anamoOpOYeHHsi, CEHCOPHI MOPYLUEHHA (BKIKOYalouM MapecTesitd), MOPYLUEHHA CHY (BK/OYatouM 6e3COHHS Ta ACKpasi
CHOBUMAIHHSA), 30YMKEeHHS YM BIiAYYTTS TPUBOXKHOCTI, HyfOTa Ta/abo GNtOBaHHA, TPEMOP i FOMOBHUIA 6inb. 3aranom Wi CMMNTOMW 6ynu nerkoro abo NomipHoOro
CTYNEHS TSHXKKOCTI, OAHaK Y AesKMX NaLieHTiB BOHWM MOXYTb OYTU TSXXKUMUW. 3a3BUYail BOHW BUHWKAKOTh MPOTArOM NepLUmMX KiflbKOX AHIB MiCNs NPUNYHEHHS Tepanii,
ane y Ayxe pigkKiCHMX BuMagkKax Taki CUMATOMM Bif3Hayasmca y MauieHTiB, SKi BMNagKoBO NPOMYCTUAM NPUAOM A03M npenapaTy. Y 6inblwocTi BUNaAKiB L
CUMNTOMW MUHAIOTb CaMOCTIHO NPOTArOM 2 TUXKHIB, X0ua 'y AesKMX NauieHTiB BOHWM MOXYTb TPUBATW [OBLLE

(2-3 micaui um foBLLe). TaKUM YNHOM, PEKOMEHAYETLCA NOCTYNOBO 3MEHLLYBATU 03y CepTpasiHy NpW NMPUMNUHEHHI Tepanii npenapaToM NPoTArom nepiogy Yy Kifbka
TVKHIB Ui MicALiB BiAMOBIAHO Ao noTpe6b nauieHTa (aAMB. po3ain «Cnocib 3acToCyBaHHA Ta J03K»).

AKaTK3iS/NCUXOMO T OPHUIA HECTOKIA

3acTocyBaHHA cepTpasliHy acoLitOETbCA 3 PO3BUTKOM akaTtusii, L0 XapaKTepusyeTbCA CY6’€KTMBHO HEMPUEMHUM abo HEBramMOBHWM HECMOKOEM Ta MOTPebor
pyXaTucs, Lo 4acTo CyNpPOBOMKYETLCA HE3AATHICTIO CUAITU YN CTOATU CMOKINHO. PU3NK BUHMKHEHHS TaKMUX YCKNagHeHb HaBiNbLUNA NPOTAroM NepLumx KifbKoX
TWXKHIB Tepanii. Y nayieHTiB, Y AKUX PO3BUBAOTLCA Lji CUMNTOMM, 36i/IbLLEHHSA 403U MOXe OYTW LUKILIUBUM.

3acTocyBaHHA Npu NeYiHKOBI HeAOCTATHOCTI

CepTpasniH iHTEHCMBHO MeTaboni3yeTbCa y nediHui. 3a pesynbTaTamMy PapMakoKiHETUYHOIO JOCNIMKEHHSA 3 6araToKpaTHMM MPUIAOMOM Mnpenapaty y nauieHTIiB 3i
CTabi/IbHM LPO30M NErKoro CTyneHs CnocTepiranocs nofoBXeHHs rnepiody HaniBBMBeaeHHs Ta 36inblueHHa AUC ab60 Cpg MPMOAN3HO BTPUYI NOPIBHAHO 3 LMK

NMoKasHMKaMmn B OCI6 i3 HOPMasibHOK (DYHKLIIE NeYviHKK. 3HavyLMX BIAMIHHOCTEN Y CTYMeHi 3B’A3yBaHHA npenapaty 3 6inkaMu nnasMu KpoBi MiXX LUMMK ABOMa
rpynamm y4acHVKiB LOCNIIKEHHSA He BUABMEHO. Crig 6yTn 06epeXxxHUMy Npy NpU3HAYeHHi cCepTpasliHy nauieHTaMm i3 NaTosorieto NeviHKn. Y BUMaAKy NpusHayeHHs
cepTpaniHy nauieHTam i3 NopyLUEHHAMMN QYHKLIT NeYiHK1 He0BXiAHO 3BaXKMTN AOUINbHICTb 3MEHLLEHHS 031 abo YacToTu npuitoMy npenapaty. CepTpaniH He cnig
3aCTOCOBYBATU NaLieHTaM 3 TAXKOK NMeYiHKOBOK HeJOCTaTHICTIO (AMB. po34in «Cnocib 3acTocyBaHHA Ta J03U»).

3acTocyBaHHA NP HUPKOBI HeJOCTATHOCTI

CepTpasiH iHTEHCMBHO MeTaboMi3yeTbCA; BUBEAEHHS HE3MIHEHOT CMOMYKW i3 CeYero € APYropsaHnM LASXOM efliMiHauil. Y AOCNIKEHHSX 3 y4acTo MauieHTiB i3
MOPYLLEHHAM (PYHKLIT HAPOK Bif, NIErKOro fo cepefHboro ctyneHs (KnipeHc kpeatuHiHy 30—60 M/xB) abo Bif cepeHbOr0 A0 TAXKKOr0 CTyneHs (KNipeHC KpeaTUHiHY
10-29 mn/xB) thapmakokiHeTnuHi napameTpn (AUCq o4 Ta Cryax) NP 6araTtokpaTHOMY npuitomi npenapaty 6ynu 6e3 cTaTUCTUYHO 3HaYYLWMX BiAMIHHOCTEN Bif, LMX

MOKA3HWKIB Y rpyri KOHTPO/0. Hemae HeobXigHOCTI Y KOPUTYBaHHI [O3W 3a/1eXKHO Bif, CTYMEHS NOpYLLEHb (DYHKLIT HUPOK.

3acTocyBaHHs nayieHTam NiTHLOro BiKy

Y KNiHIYHUX JOCNifpKeHHAX Gpany y4yacTb noHag 700 nauieHTiB NiTHLOrO BiKy (BikOM > 65 pokiB). XapaKkTep i yactoTa po3BUTKY NOGIYHUX peakLiii y nauieHTiB
NITHLOTO BiKy 6y/M NOAIGHUMI A0 TakuX, WO CNOCTepiranCb Yy MONOALINX NaLieHTIB.

OpHak 3actocyBaHHA CI33C Ta 133HC, BKtoYatoum cepTpaniH, acouitoBasiocs 3 BMNaAKaMn KNiHIYHO 3HAYYLLLOT rinoHaTpIieMIl y nauieHTIB MiTHLOrO BiKY, B AKUX
MOXe CNocTepiraTucs GiNbLIMIA PU3NK PO3BUTKY LibOro No6iYHOro ABmLLa (aMB. «I"inoHaTpieMis» Y po3aini «OcobMBOCTI 3aCTOCYBaHHSA»).

Llykposuii fiabeT

Y nauieHTiB 3 LyKpoBMM fiabeToM 3acTtocyBaHHs CI33C MOXe BMAMBATU HAa MOKA3HUKWM TIKEMIYHOIO KOHTPO/. [03yBaHHA iHCYNiHY Ta/abo nepopasibHOro
rinornikeMiyHoro 3acoby MoXxe NoTpedyBaTyt KOPUryBaHHS.

EnekTpoLuokosa Tepanis (ELUT)

KniHiyHMX focnifkeHb, CNPAMOBaHNX Ha BUBYEHHS pU3MKiB ab0 nepesar KOMGIHOBaHOr0 3acTocyBaHHs ELLIT Ta cepTpaniHy, He NpOBOAUNN.

I"peindpy TOBWIA CiK

OfHoYaCHe 3aCTOCYBaHHA CepTpasliHy 3 rperngpyToBMM COKOM HE pPeKOMeHAoBaHe (4MB. po3fin «B3aemofis 3 IHWUMK NiKapCbKMMK 3acobaMu Ta iHLWI BUAK
B3aEMOLin»).

Bnnve Ha pe3ynbTaTu CKPUHIHIOBOro aHanisy ceui

MoBigoMAAN0OCH NPO XUOHO-MO3UTUBHI PE3yNbTaTV IMYHONOTIYHUX CKPUHIHIOBUX TECTIB CeYi Ha BM3HauYeHHs BMICTY GeH30fia3eniHiB y NauieHTIiB, SKi npuiiManm



cepTpatiH. X1MOHO-NO3UTMBHI pe3y/ibTaTyi 3yMOB/IEHI HNU3bKOK CMELMGIYHICTIO BKa3aHOro /1abopaToOpHOro TeCTy Ta MOXYTb CMOCTepiraTucs BNPOLOBXK KislbKOX Ai6
nicns NPUNUHEHHS NiKyBaHHA cepTpaniHOM. [udepeHuitoBaT cepTpasiH Bif 6eH304ia3eniHiB y cedi MOXKHa LISAXOM NPOBeAeHHS YTOUHIOBa/IbHUX TECTIB — ra3oBol
Xpomarorpadii/mMac-crneKTpomeTpii.

3aKpMTOKYyTOBa rnaykoma

MpenapaTu knacy CI33C, y TOMy uncni cepTpaniH, MOXYTb BMIMBATV HA PO3MIP 3iHMLI 3 PO3BUTKOM Mifpiasy. Takuii eheKT MOXe NPU3BOANTU [0 3BYXKEHHA KyTa
OKa 3 NnojasibluMM NiABULLEHHAM BHYTPILUHBOOYHOIO TUCKY Ta PO3BMTKOM 3aKPUTOKYTOBOI r1ayKOMWU, 0CO6/IMBO Y MaLieHTIB 3 BiAMOBIAHOK CXWU/bHICTIO. Takmum
YMHOM, CEpPTPasTiH C/ij, 3aCTOCOBYBATM 3 00EPEXXHICTIO NnaLjieHTaM i3 3aKPUTOKYTOBOHO N1ayKOMOK abo rnayKoMOK B aHaMHE3I.

IHhopmaLis LWoAo AONOMIMKHMX PEYOBUH

Liei nikapcbkuii 3aci6 MiCTUTL MeHLe 1 MMO/b HaTpito (23 Mr) Ha TabneTKy, TO6TO NPaKTUYHO BiNIbHWIA Bif HATPItO.

3acTocyBaHHS y nepiof BariTHOCTI abo rofyBaHHS rpyaato.

BariTHicTb

He icHye fo6pe KOHTPONbOBaHWUX LOCNI[KEHb MpenapaTy 3 Y4yacTi BariTHMX XXIHOK. OfHaK CyTTeBa KiflbKiCTb JaHWX He BMSIBUSIA [OKa3iB LUOLO BUHWMKHEHHS
BPO)KEHNX Baf PO3BUTKY N/OLA BHACNILOK 3aCTOCYBaHHA CepTpasiiHy. Y [OCNI[KEHHAX Ha TBapvHax Oyno BUABMIEHO BM/IMB Ha PENPOLYKTMBHY (YHKLIIO,
BIPOrigHO, Y 3B’A3KY 3 TOKCUYHOLO Ai€t0 npenapaTy Ha opraHiam martepi, CpuynHeHe apmakognHaMivHOK [ieto npenapaty Ta/abo npsmoro hapMakognHamivyHO
[I€r0 NpenapaTty Ha nnig.

Mosigomnanocs, Lo 3aCTOCyBaHHA CepTpaiHy y Nepiof BariTHOCTI CNPUYMHSE Y LeAKUX HOBOHAPOMKEHMX (MaTepi AKMX NpuiiMany cepTpasiiH) CUMNTOMM, NOAIGHI
[0 peakLi BigMiHW. Lleli (heHOMEH TaKoX CrocTepiraBcst Npu 3acTocyBaHHI iHWKX aHTMAenpecaHTiB Knacy CI33C. CepTpaniH He peKOMeHAYETbCA 3aCTOCOBYBATU Y
nepiog BariTHOCTI, KpiM BUMaAKIB, KON KTHIYHWUIA CTaH XXIHKW TaKWiA, LLO O4YiKyBaHi nepesaru Bij, 3aCTOCYBaHHA npenaparty nepeBuLLyrOTb NOTEHLINHWIA PUSKK.
Pe3ynbTaTh CNOCTEPEXXEHb BKa3yOTb Ha MiABULLEHNIA (MEHLL HIXX Yy 2 pa3n) pUsnK Nicnsnonorosoi KpoBoTedi y pasi 3actocyBaHHsi CI33C/I33HC npoTtarom micsus
[0 nosoris (auB. po3ginv «OcobnnBOCTI 3aCTOCYBaHHSA» Ta «I106IYHI peakLii»).

Cnip Harnggatv 3a HOBOHApPOMKEHVMU, SKLLO MaTu MPOAOBXYE 3aCTOCYBaHHA CEpTpasiiHy Ha Mi3HIX TepmiHax BaritHocTi, ocobnmso y Il TpumecTtpi. llicns
3aCTOCYBaHHS CepTpaiiHy Ha Mi3HIX CTafiax BariTHOCTI Y HOBOHApPOMKEHUX MOXYTb BUHWMKATW HACTYMHI CUMMATOMW: PecnipaToOpHUA AUCTPeC-CUHAPOM, LiaHo3,
arnHoe, cyaoMu, TeMmnepaTypHa HecTabiflbHICTb, TPYAHOLLI 3 roAyBaHHAM, GNHOBaHHSA, FiNOrnikemis, rinepToHyc, rinoToHyc, rineppednekcis, TPEMOP, CUHAPOM
NiJBULLEHOT HEPBOBO-PethIEKTOPHOT 36YANMBOCTI, APATIBNMUBICTb, MAABICTb, MOCTIAHUIA MNay, COHMMBICTb | TPYAHOLLI 3 3aCUHAHHAM. Lli cumnToMmn MOXYTb ByTH
3YMOB/IEHMM ab0 CePOTOHIHEPTiYHMMU edheKTaMKn, abo CUMMTOMaMK BigMIHW. Y 6ifbLIOCTI BUNAAKIB Ui YCKNaAHEHHS PO3BMBAKOTHLCA 0Apasy X Micas Nosorie umn
HaNGAVHKYMM YacoM (NPOTArOM MeHLL HiXK 24 rouH).

3rigHo 3 AaHMMKM enifeMioNioriyHMX AOCNIMKEHb OYIKYETbCA, WO 3acTocyBaHHA CI33C y nepiof BaritTHOCTI, 0COG/MBO Ha Mi3HIX CTPOKax BariTHOCTI, MOXe
NigBULLYBATN PU3NK PO3BUTKY CUHAPOMY MEPCUCTYIOYOI NereHeBol rinepTeHsil HOBOHapPOMKeHMX. PU3MK crniocTepirascs 3 4acToToK Npu6an3HO 5BMNagKiB Ha
1000 BariTHOCTel. Y 3ara/ibHiin nonynsauii Big3Ha4aeTbCA 1-2 BUNALKN CUHAPOMY MEPCUCTYHOYOI IereHeBoT rinepTeH3it HOBOHapopkeHMX Ha 1000 BariTHOCTEN.
["ofyBaHHA rpyaato

Ony6nikoBaHi faHi WoAo pPiBHIB cepTpaniHy y rpyAHoOMYy Mo/oLi CBig4aTh NpPo Te, WO cepTpaniH i Moro metaboniT N-ge3MeTuncepTpaniH eKCKPeTYHTbCA Y rpyaHe
MOJIOKO Y Maniii KifIbKOCTi. 3arasioM y CMpoBaTLi KPOBi HEMOBAAT BUSABMANN He3HAYHi KOHLEHTpaLii npenapaTy abo KOHUEeHTpauii npenapaTy, HeAoCTYMNHI Ans
BM3HAYEHHS, 32 BUHATKOM OZHOIO BUMAAKY, KON KOHLEHTpaLis npenapary y cCupoBartLi KpoBi HEMOB/IATK CTaHOBMMa Npnbam3Ho 50 % Big KOHUeHTpauiT npenapaty
y cmpoBartLi Kposi MaTepi (ane 6e3 Oy/b-AKOronomiTHOro BM/MBY Ha 3[40POB’S LibOro HEMOB/IATK). Ha faHuiA yac He NOBIAOM/IANOCA NPO NOBiYHY Ait0 NpenapaTy Ha
300pOB’A AiTel, AKUX rofyBain rpyAato XXiHKWU, fKi 3aCTOCOBYBaM CepTpasiH, ase Takuid pU3MK He MOXHa BMK/OYaTW. 3acTOCyBaHHA Mpenapaty y nepiof,
rogyBaHHS rpyaato He peKOMeHA0BaHO, 3a BUHATKOM BUNAAKiB, KON, Ha AYMKY flikaps, KOPUCTb Bif NpuitoMy npenapaTy NepeBuLLye pusmnk.

PepTUILHICTH



[aHi, oTpymMaHi nif yac J4oCnifpKeHb Ha TBapuHaX, He BUSBUIM BNIMBY CEPTPa/IiHY Ha napaMeTpu (oepTubHOCTI.
3BITY JocnifKeHb i3 3acTocyBaHHs aeskmnx CI33C 3 yyacTio Ntofei cBifyaThb, WO BMAMB Ha SKICTb CrnepMu € 060poTHUM. CTaHOM Ha JaHWiA Yyac He 6Yn0 BUSB/IEHO
BMAMBY Ha (PEPTUSILHICTb JIOAVHMN.

34aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKW MeXaHi3MaMu.

KniHiko-thapmakonorivyHi gocnifXeHHs cBigvyaTb NPO BIACYTHICTb BNAUBY CEPTPasliHY Ha NCUXOMOTOPHI (yHKUIT. OfHaK NauieHTIB Cnif nonepempkarn npo Te, Wwo
MCMXOTPOMHI 3aC06M MOXYTb NOPYLUYBaTU MCUXiYHI abo (hi3nyHi peakLii, HeObXiAHI ANA BMKOHAHHSA MOTEHLHO Hebe3neyHMxX 3aBAaHb, TaKUX K KepyBaHHS
aBToM06Ginem abo po6oTa 3 IHWMMK MeXaHi3Mamu.

Cniocib 3acTocyBaHHSA Ta [03Mu.

Cnoci6 3aCTOCYBaHHA

CepTtpaniH npuitmaTi 1 pa3 Ha goby (BpaHLi abo BBEYEPI).

TabneTkun cepTpaiHy MOXXHa NPUAMATIN He3a1eXXHO Bif, BXXMBAHHSA TXI.

[MoYaTOK /liKyBaHHS

[lenpecia Ta OKP

JlikyBaHHS cepTpaniHoOM cnif po3noynHaTt 3 4o3u 50 mr/goby.

ManiyHi posnaam, MTCP Ta couyianbHuii TPUBOXKHUIA po3naf

JlikyBaHHS cnif, po3novmHaTy 3 o3m 25 mr/goby. Yepes 1 TvxkaeHb [03Y cnig nigsuwmti 4o 50 mr 1 pa3 Ha fo6y. byno nokasaHo, WO TaKUil peXxuMm [03yBaHHS
3HUXKYE YacTOTYy PO3BUTKY MOBIYHMX eeKTIB, XapaKTepHUX A4/ NaHIYHUX PO3/afiB Ha NOYaTKOBOMY eTani NiKyBaHHS.

TuTpyBaHHA 003U

[Jenpecis, OKP, naHiuHi po3nagu, couiansHuid TpUBO>KHUIA posnag Ta MTCP

Y naujieHTiB, AKi He BiAnNoOBigatoTb Ha A03y 50 Mr, eheKT MoXe OyTW JOCATHYTMIA Npu NigBULeHHI Ao3n. Kopekwuito fo3u cnig 34iAcHIoBaTU 3 KPOKOM y 50 Mr 3
IHTepBalaMy He MeHLUe OAHOr0 TWXKHA, A0 AOCATHeHHS MakcumasibHoi fo3v 200 mr/poby. Kopekuito fo3v cnif, NpoBOAWMTU He yacTiwe 1pa3sy Ha TWKAEHb,
3BaXKarouu Ha nepiof HaniBBUBELEHHS CepTpasiHy, L0 CTaHOBUTbL 24 rOAVHN.

MepLui NposiBM TepaneBTUYHOTO etheKTy MOXYTb CMOCTEpPiraTncs NPOTAroM 7 AHiB NikyBaHHA. OfHaK /19 LOCATHEHHS TepaneBTUYHOI BiANOBIAI 3a3BMYail NoTpibeH
[OBLUNIA nepiog vacy, 0cobmBo y xsopux 3 OKP.

MigTpumytoya fo3a

[l03yBaHHS NPOTAroM AOBroTpMBanoi Tepanii Cnif YTPUMyBaTU Ha HaNHMXYOMY e(DEKTUBHOMY PiBHI 3 HAaCTYMHMM KOPUIYBaHHSIM 3a/IEXXHO Bij TepaneBTUYHOI
BIANOBIfI.

[enpecis

[oBrotpvsany Tepanito MOXHa TakKOoX 3aCTOCOBYBaTW A1 3anobiraHHsa peunanBy BeNMKUX aenpecBHuX enisogis (BAE). Y 6inbliocTi BUNaAKIB peKOMeH0BaHa
fo3a ana 3anobiraHHa peunamsy BLE € Takor X, K [03a, SKY 3aCTOCOBYBa/IM MPOTArOM NiKyBaHHSA LbOro AernpecuBHOro enisofy. MauieHtam 3 genpecieto cnig
OTpUMyBaTV Tepanito NPOTAroOM LOCTATHLOI 0 Yacy, LLOHaNMeHLLe NPOTAroM 6 MicALiB, Wo6 YNeBHUTMCA Y NOBHIl BiLCYTHOCTI CUMNTOMIB.

MaHiyHi po3nagn Ta OKP

Mpy TpuBani Tepanii y MauieHTiB 3 MaHiyHMMK posnagamn Ta OKP cnig npoBoAMTW perynspHy OUiHKY Tepanii, OCKiNbKM AN umMx posnagis He 6yno
NPOAEMOHCTPOBaHO e(heKTUBHOCTI NpenapaTy y 3anobiraHHi peuuansis.

3acTocyBaHHA AiTAM

[iTn Ta nigniTku 3 06CeCnBHO-KOMMY/IbCUBHUM PO3/1aL0M




MigniTky Bikom 13-17 pokiB: noYaTKoBa f03a CTaHoBMTL 50 Mr 1 pa3 Ha o6y .

[iTn BikoM 6-12 pokiB: novaTkoBa 4o3a CTaHOBUTb 25 Mr 1 pa3 Ha go6y. Yepe3 1 TvxKAeHb 103y MOXKHa 36inbwnTh o 50 Mr 1 pa3 Ha go6y.

Mpy HeoOXiAHOCTI, Y BUNAAKY HeAOCTATHLOIO ePEKTY, MOXMBE MofasibLue MigBULLEHHS f03W 3i 36iblueHHAM Ha 50 Mr 3a 1 pa3 NnpoTArom nepiogy B KislbKa TUXKHIB.
MakcumManbHa gosa ctaHoBuTb 200 Mr/ao6y. OgHak npy NigBULLEHHI 403K NoHag 50 Mr cnifg BpaxoByBaTW 3arasioM HUXKYY Macy Tina AiTein NopiBHAHO 3 JOPOC/TUMN.
He cnig 3miHtOBaTK 403y YacTille, HiXK 1 pa3 Ha TUXKAEHD.

EhekTMBHICTb Npenapaty y fiTel 3 BeNIMKUM LenpecMBHUM PO3/1aZoM NPOAeMOHCTPOBaHa He byna.

[aHi o0 3acTocyBaHHA npenapary AiTsM BikoM 0 6 pOKiB BIACYTHI (AUB. TaKOX po3fin «OcobnmBOCTI 3aCTOCYBaHHS).

3acTocyBaHHs NaLieHTaM NiTHLOro BiKy

MauieHTam NiTHLOrO BiKy [03yBaHHA Mpenapaty cfif nigéupatn 3 06epeXxHICTIO, OCKINbKN i NaLieHT! MOXKYTb MaTy MiABULLEHWNIA PU3NK PO3BUTKY riNoHaTpieMil
(ams. po3gin «OcobAMBOCTI 3aCTOCYBAHHS).

3acTocyBaHHA NPy NeYiHKOBIM HEAOCTATHOCTI

Cnig 6yTn 06epeXxxHMMKN NPU 3aCTOCYBaHHI CepTpaniHy nauieHTaM i3 NaTosiorietd nediHKU. Mpy NopyLIeHHAX (YHKLUIT NeYiHKN HeoOXiAHO 3MEHLWNTM NalieHTam
[o3y abo 4acToTy npuiiomy npenapaTy. CepTpaniH He CAif 3aCTOCOBYBaTW Maui€eHTaM i3 TSXKKOHK MeYiHKOBOK HEeAOCTaTHICTHO, OCKINbKU KMIHIYHI AaHi Wwoa0
3aCTOCYBaHHA npenapaTy TakMM XBOpUM BIACYTHI (AMB. po3ain «OCco6/IMBOCTI 3aCTOCYBaHHSA»).

3acTocyBaHHA NpY HUPKOBI HEAOCTATHOCTI

Mpy NOpYLLEHHAX (YHKLIT HUPOK KOPUTyBaHHS 031 npenapaTy He noTpibHe (AMB. po3ain «OcobiMBOCTI 3aCTOCYBaHHSA»).

CvMnNTOMM BiAMIHW, SIKi CNOCTEpPIratoThCa NPU NPUNUHEHHI Tepanii cepTpaiHOM

Cnif yHMKaTK panToBOro NMPUMMWHEHHS 3aCTOCYBaHHA npenapaty. MNpy NPUNWHEHHI NiKyBaHHSA CEPTPaiHOM, OO 3MEHLUUTM PU3NK PO3BUTKY peakLii CUHAPOMY
BiAMIHW, [03Y CNif NOCTYMNOBO 3MEHLUYBATW WOHaMeHLLe NPOTAroM 1-2 TWXHIB (AMB. po3ainn «Oco6MBOCTI 3aCTOCYBaHHSA» i «IM06IUHI peakuii»). AKwo nicna
3MEHLLEHHSI [031 npenapaty abo MPUMUHEHHS! MOro 3aCTOCYBaHHA 3’ABNAKOTLCS HECTEPMHI CMMMATOMM, MOXe OyTW PO3rfsiHyTe BiAHOBMEHHS 3aCTOCYBaHHS
npenapary y paHille Npu3HayeHil fo3i. Y nogaiblloMy flikap MOXe NPoL0BXKYBaTN 3MeHLLYBaTH 03y, ase 6ibLL MoCTyMnoBo.

aiTw.
CepTpaniH He cnif 3acTocoByBaTW [Ns NiKyBaHHA [iTeil, KpiM [AiTeil 3 06CECUBHO-KOMMYNbCUBHUMK po3Magamy BiKOM Bif 6 pokiB (auB. po3gin «Cnoci6
3aCTOCYBaHHSA Ta [03U»).

Nepeno3yBaHHSA.

TOKCUYHICTb

CepTpaniH Mae Aiana3oH 6e3nekn, WO 3aneXnTb Big nonynsauyil nauwieHTiB Ta/abo CynyTHbLOrO 3aCTOCYBaHHSA NiKapCbKMX 3acobiB. oBigomnsnoca npo netasbHi
BUMAAKW Mepefo3yBaHHA CepTpasiiHOM K NPU OKPeMOMY 3aCTOCYBaHHI, Tak i B KOMOIHaLiT 3 iHLWIMMK 3ac06aMun Ta/abo aikoronem. Y 3B8’A3KY 3 LM KOXEeH BUNajoK
nepefo3yBaHHs NOTPebye iIHTEHCUBHOT Tepanil.

CumnTomu

CumnTOMM NMepeao3yBaHHA BK/IKOUatOTb NOBIYHI edieKTK, onocepeaKoBaHi CEPOTOHIHOM, Taki K COHNMBICTb, LUTYHKOBO-KMLLKOBI MOPYLUEHHSA (Hanpuknag HyaoTa Ta
6Nr0BaHHA), TaxikapAia, Tpemop, 30yMKeHHs | 3anaMopoYeHHs. PifLle noBifAomIs10Cs NPO PO3BUTOK KOMMU.

Micna nepefo3yBaHHA CepTpasiHOM MOBILOM/ANOCA MPO MOAOBXeHHA 1HTepBasly QTC/WNYHOUYKOBY Taxikapfito TUMy «mipyeT», TOMY B YCIX BuMagkax
nepefo3yBaHHS CEPTPa/iHOM pPeKOMeHAYEeTbCA npoBoanT EKI-MOHITOpPUHT (amB. po3ginn «Oco6/IMBOCTI 3aCTOCYBaHHSA», «B3aeMogist 3 IHWMMKU NiKapCbKUMM
3acobamu Ta iHLLi BMAW B3aEMOAiN» Ta «PapmakognHaMika).

Tepanis



CneundiyHnMX aHTUAOTIB cepTpasliHy He iCHye. PekoMeHAyeTbeA 3a6e3neunTu i NiATPUMYBaTU NPOXIAHICTb ANXaIbHUX LUNAXIB Ta AOCTATHIN piBeHb OKCUreHaLil |
BEHTUNALIT, AKWO ue HeobXxigHo. MNpw Tepanii nepefo3yBaHHS CMifg MaTW Ha yBasi, WO MPUIAOM akKTMBOBAHOro BYTiNNA, WO MOXHa 3aCTOCOBYBaTM pa3oMm i3
MPOHOCHUM 3ac000M, MOXe OyTW TakMM Xe edeKTUBHUM abo Oifibll eeKTUBHUM 33 MPOMMBAHHSA LUIYHKA. BUKIMKaHHA O/110BaHHSA He PEKOMEHOBaHe.
PeKoMeHA0BaHWIA MOHITOPUHI cepueBol AisnbHOCTI (Hanpuknag EKI), a TakoXX OCHOBHWUX >KUTTEBUX MOKa3HWKIB pa3oM i3 3arabHOK CMMMTOMATUYHOK Ta
NiATPMMYOYOK0 Tepanieto. BpaxoByroum 3Hau4HWIA 06°€M pO3NOAiNy cepTpaniHy, Taki 3axoau fK (opcoBaHWi Aiypes, Aiani3, remonepgysis abo 3amiHHa
remoTpaHcy3isa HaBpAg Yy MOXYTb 6YTU KOPUCHUMN.

Mo6iuHi peakuii.

HaiiuacTilwe crnocTepiracTbCA Takuil NOGIYHWIA edeKT AK HypoTa. Mpy fliKkyBaHHI COLiaibHOTO TPUBOXHOMO po3nagy Y 14 % 4onosikiB, fKi 3aCTOCOBYBa/
cepTpaniH, Big3Havanacsa ctateBa ANCHOYHKLIS (MOPYLLEHHS eAKyNALiT) NopiBHAHO 3 0 % naujieHTiB, SKi OTpuMyBann Nnaue6o. Lii no6ivHi edieKTn € 40303a/1EXXHUMN
| BOHM 4acTO CaMOCTIIHO 3HMKaKOTb NPY NPOLOBXKEHHI Tepanii.

Mpodinb NOBGiYHMX eqeKTiB, WO YacTo CNoCTepirannca y XoAi NpoBefeHHs NOABIMHMX CAiNMX Nnauebo-KOHTPOIbOBAHUX AOCNIAXKEHb 3 yyacTio nauieHTiB 3 OKP,
naHivyHMMK posnagamn, MTCP Ta couiabHUMKU TPUBOXHUMMK po3nagamu, 6yB NOAIGHMM A0 Takoro y nauieHTIB 3 Aenpecieto, fKi 6pann yyacTb Y KNIHIYHUX
LOCTTIKEHHSX.

Hwuxue HaBefleHO AaHi NPo NOGIYHI peakLii, Wo cnocTepiranmca y nepiog nicnspeecTpayiinHoro Harnsgy (YactoTa iX po3BUTKY HeBifoMa) i B XOAi NPOBEAEHHS
nnaLe6o-KOHTPONbOBAHMX KAIHIYHMX JoCNimKeHb (Y AKUX Y Linomy B3snM yyacTb 2542 nauieHTn, SKi OTpUMyBanv cepTpaniH, i 2145 nauieHTis, SKi 0TpumyBanu
nnaue6o) 3 yyacTio xsopux 3 genpecieto, OKP, naHiyHumu posnagamu, MTCP Ta coviafibHUMK TPUBOXHUMU PO3/afamMu.

[JesKi 3 HMKYe HaBeieHUX NMOBIYHMX pPeakLiii MOXYTb 3MEHLLYBaTMCA 33 IHTEHCMBHICTIO Ta YaCTOTOH 3a YMOBW TPMBA/IONO JliKYBaHHA Ta 3a3BM1Yaii He NpU3BOAATL A0
MPUMMHEHHA Tepanil.

Hwuxye HaBefeHa YacTOTa PO3BUTKY MOGIYHMX peakLuiil, Wo cnocTepirannca y XoAi NpoBeAeHHN Nnaue60-KOHTPOMbOBaHUX KAIHIYHUX AOCAIMKEHb Y NaLieHTIB 3
penpecieto, OKP, naHiyHumK po3nagamu, MTCP Ta couianbHUMK TPUBOXHMMUK po3nadamun. HaeefeHo 06°eiHaHI AaHi AoCNifAXKeHb i nicnspeecTpayinHoOro Harnaay
(4acToTa HeBifoma).

YacToTa nobiyHMX peakuiil BigobpakeHa fK: Ayxe yacto (= 1/10); yacTo (Big = 1/100 go < 1/10); HeuacTo (Big = 1/1000 go < 1/100); piako (Big = 1/10000 go < 1
/1000); ayxe pigko (< 1/10000); yactoTa HeBigoMa (4acTOTy He MOXXHA BCTaHOBMTU 3@ HassBHUMW JaHUMM).

IHdpeKLiT Ta iHBa3ii. YacTo: iH(EKLIT BEPXHIX ANXaNbHUX LWAAXIB, (DAPUHTIT, PUHIT; HEYACTO: FaCTPOEHTEPUT, CepeaHii OTUT; PigKO: ANBEPTUKYNITS.

MyxnunHK 1OBPOSKICHI, 3N0SKICHI Ta Hey TO4YHeHI (y ToMy ynchi KicTu Ta noninun). Heyacto: HOBOYTBOPEHHS.

3 60Ky CCTEeM KPOBI Ta niM(haTuyHOI cucTemu. Pigko: nimdageHonatis, TpomeouuToneHis* 8, neiikoneHis*S.

3 60Ky iIMyHHOT cMcTeMuW. HeyacTo: nigBuLLeHa YyTAMBICTb* , Ce30HHA anepris®; piAKo: aHadinakToigHa peakLis*.

3 6OKY eHIOKPUHHOI CUCTeMU. HeuacTo: rinoTMpeos*; piako: rineprnponakTuHemis* 8, cMHAPOM NopyLLEHHS CeKpeL|ii aHTWiyPeTUYHOro ropMoHy* S,

MeTaboniuHi Ta aniMeHTapHi posnagn. YacTo: 3HMKEHHS aneTuTy, MOCWIEHHSI aneTUTy*; PiAKO: rinepxonecTepuHeMisi, LyKpoBWiA AiabeT, rinornikemis*,
rineprnikemisi*8, rinoHarpiemisi* 8.

McuxiyHi nopyLweHHs. [Jyxe 4acto: 6e3COHHSA; YacTo: BifUyTT TPUBOXKHOCTI*, Aenpecis*, 30ymKeHH ™, 3HVXXeHHS Nibigo*, HEPBO3HICTb, AenepcoHanisalis, HiuHi
Xaxu, OpyKCM3M*; HeYyacTo: cyiumaanbHe MUCNEHHs/CYiuMaanbHa NoBefdiHKa, NCUXOTUYHMIA po3nad*, naTonoriyHe MUCNEHHS, anartis, ranouuHauir, arpecis*,
eNOoPUUHINIA HACTPIN* , NapaHos; PiAKO: KOHBEPCIHWIA po3nag* 8, napoHipia* 8, sanexHicTb Bif NiKiB, NyHaTU3M, NepegyacHa eskynaLis.

3 60Ky HepBOBOI cUCTeMU. [ly)XKe YacTo: 3anaMOPOYEHHS, ro/IOBHUIA BiNb* , COHNMBICTL; YacTO: TPEMOP, po3naan pyxy (BK/KoUatoum ekcTpanipaMmigHi CMMNTOMMN, Taki
AK rinepkiHesis, rinepToHyc, AMCTOHIsA, CnNasmu Lienenn abo MOpPYLUEHHS XOAW), NapecTesis*, rinepToHyc*, NOpPYLUeHHS YyBaru, AUCTreB3is; HeYacTo: amHesis,
rinecTesia*, MWMOBI/IbHI M’30Bi CKOPOYEHHSA*, CMHKOME*, rinepkiHesis*, MirpeHb*, cygomu*, noctypasibHe 3anamopOyeHHs, MOPYLUeHHS KOoopAuHauii pyxis,
MOPYLLEHHS MOB/IEHHS; PIAKO: KOMa*, akaTusisi (auB. po3ain «Ocob6nmMBOCTI 3aCTOCYBaHHS»), ANCKIHE3Is, rinepecTesis, cnasm LepedbpasibHUX CyauH (Y TOMY Ymchi



CMHAPOM CKOPOMUHYLLOT LiepebpasbHOi  BasOKOHCTPUKLiT Ta cuHapom Konna — ®nemiHra)*S, ncmxomoTopHe 36y,c|,>+<eHH9|*§ (amB. po3gin «OcobAnBOCTI
3aCTOCYBaHHs»), CEHCOPHI MOPYLLIEHHS, XOPeoaTeToss, TakoX ByNi 3apeeCTPOBaHi CUMMTOMM, LU0 acOLLiFOBA/IMCA i3 CEPOTOHIHOBIM CUMHAPOMOM* a60 3/10SKiCHUM
HeNpPOoNenTUYHUM CUHAPOMOM, Y AeAKMUX BUMNagKax MoB’A3aHUM i3 CynyTHIM MPUAOMOM CEPOTOHIHEPTiYHMX 3ac06iB, Taki AK 36ypKeHHS, CNIyTaHiCTb CBIAOMOCTI,
rnocuieHe NOTOBUAINEHHS, fiapes, )ap, apTepiasibHa rinepTeHsis, pUrigHicTb Ta Taxikapgiss.

3 60Ky opraHis 30py. YacTo: MopyLLEHHs 30py* ; HeYacTO: Miapias*; pifKo: CKOTOMa, rnayKoma, 4unnionisi, (hotoo6is, KPOBOBUNME Y NEPeaHI0 Kamepy oKa* 8, 3iHui
pi3HOro po3mipy*$, posnaaw 30py3, posnaay CNbO30BUAINEHHS.

3 60Ky opraHis cnyxy Ta piBHoBaru. YacTo: A3BiH y Byxax* ; HeyacTo: 6iflb y BYCi.

3 60Ky cepLsi. YacTo: BiguyTTa cepLebuTTs* ; HeYacTo: Taxikapais*, NopyLIeHHs CepLeBol AifNbLHOCTI; PigKo: iHhapKT MioKapaa*$, WnyHouKoBa Taxikapais Tiny
«nipyeT>*8 (auB. po3ginu «Oco6MMBOCTI 3aCTOCYBaHHs», «B3agMOis 3 iHLIMMK NiKapCbKMMK 3ac06aMU Ta iHLLI BUAW B3aEMOfiii» Ta «dapMaKoAMHaMiKax),
Opagukapais, NOAOBXEHHS iHTepBany QTc* (amB. po3ainm «Oco6MBOCTI 3aCTOCYBaHHS», «B3aeMogis 3 iHLWMMKM NiKapCbKMMKM 3ac06aMM Ta iHLLI BUAW B3aEMOLiN»
Ta «PapmaKoguHaMiKa).

3 BOKy CyauH. YacTo: npmMnanBm* ; HeYacTo: NaToNorivyHa KpoBoTeYa (Taka sK LLMYHKOBO-KMLLIKOBA KPOBOTEYa)* , apTepiasibHa rinepteHsis*, rinepemis, rematypis*;
PIAKO: NnepudepnyHa iLemis.

3 BOKy pecnipaTOpHOT CUCTEMU, OpraHis rpyaHol KNiTKW Ta cepefloCTiHHA. UacTo: no3ixaHHS*; HeyacTo: AMCMNHOE, HOCOBa KPOBOTeYa*, 6poHXocnasM* ; pigKo:
rinepBeHTUNALLIA, IHTEPCTULia/IbHE 3aXBOPIOBaHHs fereHb* 8, napuHrocnasm, gucoHis, cTpuaop* 8, rinoBeHTUNALIA, rvKaska.

3 60Ky LUNYHKOBO-KMLIKOBOrO TPaKTY. [ly)Ke YacTo: HyAoTa, Aiapesi, CyxiCTb Y pOTi; 4acTo: Aucnencis, 3anop*, 6inb y XXMBOTI*, 6/1t0BaHHSA* , METEOPU3M; HEYaCTO:
MenieHa, naronorii 3 60Ky 3y6iB, e3oariT, rnocuT, reMopoi, rinepcanisauia, gucaris, BigpyKKa, 3MiHU A3UKa; PIAKO: BUPaA3KM Ha CIU30BiA 060M0HLI POTOBOT
MOPOXKHUHU, NaHKPeaTUT* 8, reMmatoxesisi, BUPasKy Ha A3WLLi, CTOMATUT; YaCTOTa HEBiJOMa: MiKPOCKOMIUYHWIA KONIT* .

3 60Ky renaTobiniapHoi cucTemMu. Pigko: NopyLUeHHst YHKUIT NeYiHKK, Cepilo3Hi NopyLUeHHs (YHKLIT NeviHK1 (BKNHOYakoUnM renaTtuT, XXOBTAHULIO Ta NEeYiHKOBY
HefOCTaTHICTD).

3 6OKy LWKipy Ta NiAWKIpHOT KNiTKOBMHW. YacTo: rineprigpos, BUCUMNaHHSA* ; He4acTo: nepiopbiTanbHUA HabpAK* , KpONMB’SHKa*, anonewis*, ceepbix*, nypnypa*,
[epMaTuT, CYXiCTb LUKipW, HABPSAK 061MYYA, XONOLHWUI MIiT; PiAKO: 3apPeeCcTPOBaHO PIAKICHI BUNAAKU TXKKUX NOGIYHMX peakLiil 3 60Ky LUKipKU, TakuxX K CUHAPOM
CriBeHca — [KOHCOHa* Ta enifepMasibHWiA HeKpPOsi3* 8, LWKipHa peakLis*$, GoTouyTAMBICTLS, aHriOHEBPOTUUYHUI HABPSAK, NaTOMOriUHI 3MiHU 3 BOKY TEKCTYpu
BOJ1I0CCH, HETUMOBWIA 3anax LWKipK, 6yNb03HWI LepMaTUT, BE3NKY/IbO3HE BUCUMaHHS.

3 60Ky OMOPHO-PYX0BOT CUCTEMM Ta CrMoay4yHOT TKaHWHU. YacTo: 6i/b y CNvHI, apTpanris*, Mmianris; He4acTo: OCTE0apPTPUT, MOCMUKYBaHHA M’SA3iB, M’30Bi CnasMun™,
M’30Ba CabKiCTb; PiAKO: pabaoMionis*8, ypakeHHs KiCTOK; 4acToTa HeBifoMa: TPU3M® .

3 60Ky HUPOK Ta CeY0BUAIbHOI CUCTEMM.

HeyacTo: nonakiypis, NOpyLleHHsA CeHOBUMYCKaHHS, 3aTPUMKa Cedi, HeTPUMaHHS cedi*, noniypis, HIKTYpis; PiAKO: NOPYLUEHHS CEYOBUMYCKaHHSA* , oNirypis.

3 60Ky penpoAyKTVBHOT CUCTEMMU Ta MONOYHMX 3a/103. [ly>Ke Y4acTo: NOpYLUEHHS eaKyNALiT; YacTo: HeperynsapHUA MEHCTPYaIbHUIA LMK, epeKTUIbHa AUCHYHKLIS;
HeYacTo: cTateBa AMCHYHKLIA, MeHoparis, BariHalbHa KpoBOTeYa, cTaTeBa AUCHPYHKLIA Y XIHOK; pifKo: ranakropes*, aTpodiuyHWin BY/IbBOBAriHIT, BUAINEHHS 3i

CTaTeBMX OpraHis, 6anaHoONoOCTUT* 8, rinekomacTis*, npianiamM*; yacToTa HeBigoMa: NicNANONorosa KpOBOTeLIa*T.

3aranbHi mopylwleHHs. [y)e 4acTo: NiABMLLIEHA BTOM/IOBAHICTb*; 4acTO: 3ara/ibHe He3AyXXaHHA*, 6inb y TFPYAHIA KAiTUi*, acTeHis*, nipekcis*; HevacTo:
nepuhepuyHNn HabpAK* , 03HO6, NOPYLLEHHS XOAU* , crpara; PigKo: rpuXKa, 3HVXXEHHA NepeHOCUMOCTI npenapary.

Jocnig>keHHs. YacTto: 36i/bLUeHHs MacK Tina*; HewacTo: NigBULLEHHS PIBHA anaHiHaMiHoTpacdepasv*, NigBULLEHHS PiBHA acrnapTaTaMiHOTpaHChepasn™ , 3HUKEHHS
Macu Tina*; pigko: NiABWLLEHHS PIBHSA XONIECTEPUHY B KPOBI*, BiAXWNEHHS Bif, HOPMW pe3ynbTaTiB KNiHIYHUX nabopaToOpHUX aHani3iB, NOPYLUEHHS AKOCTI cnepMu,
3MiHa (yHKLiT TpomGoLuTIB* S,

TpaBmMu, 0TPYEHHA Ta YCKNaZHeHHs npouesyp. Yacto: Tpasma.



XipypriyHi BTpyyYaHHa Ta MefuyHi npouenypu. Pigko: npouesypa sBasogunarauii.
* [Mo6iuHi peakLil, ki 6ynn 3apeecTpoBaHi y nicnspeecTpawiiHvin nepiog,.

8 YacToTa noGiuHmx peakLiin NpeAcTaB/ieHa 3a Po3paxyHKOBOK BEPXHLOK Mexeto 95% [0BipyOro iHTepBasy i3 3aCTOCYBaHHAM «mpaBuia TPbOX».

T Lla no6iuHa peakuis 3apeectpoBaHa a1 TepaneBTUyHOT rpynu CI33C/CI33CH (guB. po3ainn «OcobnnBoCTi 3aCTOCYBaHHA» Ta «3acTOCyBaHHS B Mepiof BariTHOCTI
abo roflyBaHHS rpyaato»).

CuHAPOMM BIAMIHM, L0 COCTepiraloTbCA NPU NPUNUHEHHI Tepanii cepTpaniHom

MpunuHeHHA Tepanii cepTpafiHOM (0CO6/MBO Yy BMNAAKY Pi3KOro MPUNMHEHHS Tepanil) 3a3Buyaii NpPU3BOAUTL A0 PO3BUTKY CUMMTOMIB BigMiHK. HalivacTille
MOBIZOMNAETLCA NPO Taki NMOGIYHI ABMLLA AK 3aMaMOPOYEHHS, CEHCOPHI NOPYLLEHHS (BK/OYakOUM napecTesito), NOpYLLEHHS CHY (BKIHOYaroun 6e3COHHSA | ACKpasBi
CHOBW[iIHHS), 30Y[KEHHA ab0 BiAyyTTA TPMBOXHOCTI, HyAoTa Ta/abo 61KOBaHHSA, TPEMOP i FOMOBHUIA 6inb. FK MpaBWno, Ui NOGIYHI sBMLLA GynM Nerkoro a6o
MOMIPHOrO CTYMEHS TSHXKKOCTI Ta MUHAaIM CaMOCTINHO; OAHAK Y AeAKUX MauieHTiB BOHU MOXYTb OYTU TSHKKUMU Ta/abo TpMBaIMMW. Y 3B’S3KY 3 UMM Y BUMagKax,
KONu 6iNblle Hemae HeobXIAHOCTI y Tepanii CepTpaliHOM, PEKOMEHAYETHCA NMOCTYMNOBA BigMiHA MpenapaTy LUISAXOM MOETArHOro 3HVXKEHHA [031 (4VB. PO3Ainu
«Cnoci6 3acTocyBaHHA Ta 03U» Ta «OCO6/IMBOCTI 3aCTOCYBaHHS»).

3acTocyBaHHs nauieHTam NiTHbOro BiKy

3acTocyBaHHA CeeKTUBHUX IHri6GITOPIB 3BOPOTHOro 3axorneHHs cepoToHiHy (CI33C) abo iHribiTopiB 3BOPOTHOrO 3axOr/eHHA HopagpeHasliHy i CepOTOHIHY
(1I33HC), BKkNtOYatOUM cepTpasiH, acouitoBasiocs 3 KAIHIYHO 3HaYyLWMMK BUMagkaMu rinoHaTpiemil y nauieHTiB MITHbOrO BiKY, B SKMX MOXe crocTepiratucs
NiABULLEHNI PU3MK PO3BUTKY LIbOr0 NO6IYHOMO ABMLLA (AMB. Po34in «Ocob6MBOCTI 3aCTOCYBAHHS»).

3acTocyBaHHsA giTAM

Y noHag 600 aiTei, fKi oTpuMyBann cepTpasiH, 3arasbH1in Npodinb NO6IYHMX peakui 6yB y LiNoOMy NOAIGHWUIA A0 TaKOro, WO CroCTepiraBcs y AOCNIIKEHHSX 3
Y4acTio 0pOC/IMX NaLlieHTIB. Y X0A4i KOHTPOMIbOBaHWUX JOC/ILXKEHb Oy 3apeecTpoBaHi HacTyMnHi No6iyvHi peakuii (KiNbKICTb NawieHTiB, AKi NpuiiMany cepTpasiH,
cTaHoBWna 281):

Ayxe vacto (= 1/10): ronosHui 6inb (22 %), 6e3coHHA (21 %), piapes (11 %) i HygoTa (15 %).

YacTo (Big = 1/100 go < 1/10): 6inb y rpyAHin KNiTUi, MaHis, nipekcis, 6/110BaHHSA, BIACYTHICTb aneTuty, abekTBHa NabiNnbHICTb, arpecis, 30y AKeHHs, HEPBO3HICTb,
MOPYLUEHHA YyBaru, 3anamMoOpOYeHHs, rinepkiHesid, MirpeHb, COHMMBICTb, TPEMOp, MOPYLUEHHA 30pYy, CYXICTb Y pPOTi, AMCNENcis, Hi4Hi >kaxu, nigsuLeHa
BTOM/IHOBAHICTb, HETPMMaHHSA Ceyi, BUCUMAaHHSA, akHe, HOCOBa KpoBOTeYa, MeTeopusm. HeuacTto (i = 1/1000 go < 1/100): nososxeHHs iHTepBanly QT Ha EKI™ (gus.
po3ainn «OcobMBOCTI 3aCTOCYBaHHS», «B3aemofist 3 IHWMMK NiKapCbKMMM 3ac06aMu Ta iHLWI BMAW B3aEMOAiN» Ta «DapmMaKoanHaMiKa»), cyilumaansHi cnpobu,
CyAOMU, eKcTpanipaMmigH1iA po3nag, napecTesis, Aenpecis, raaouuHalii, nypnypa, rinepBeHTUNALIA, aHeMIs, MOPYLLUEHHA (YHKLIA NeYiHKK, NiABULLEHHS PiBHSA
anaHiHamiHoTpaHchepasun, LMCTUT, NPOCTUIA reprec, OTUT 30BHILLUHLOIO ByXa, 6ifb y BYCi, 6inb B oui, Migpias, 3arafbHe He3fgy)XXaHHs, rematypisi, MycTyNb0o3He
BUCUMAHHA, PUHIT, TpaBMa, 3HVKEHHS Macu Tina, NOCMUKYBaHHA M’S3iB, HE3BMYalHI CHOBWUAIHHA, anaTis, afnbOoyMiHypis, nonakiypis, noniypis, 6inb y MONOYHUX
3a/103ax, NOPYLUEHHS MEHCTPYaibHOIO LMKy, anonewis, LepMaTuT, YpaXKeHHs LUKipyW, HETUMOBMIA 3anax LUKipW, KPOMnuB’sHKA, 6pyKcu3mM, npunaveu. Yactorta
HeBioMa: eHypes.

EdekTn, XapakTepHi Ans LbOro Knacy nikapcbKux 3acobis

Y pe3ynbTati NpoBefeHHs enifeMionoriyHmx A4OCNi[KEHb, L0 NepeBaXKHO NPOBOAMAN 3 YYacTHO MauieHTiB BikoM Big 50 pokiB, 6yB BUSBNEHWI NiABULLEHWI PUSUK
BUHWKHEHHSI NepenomiB KIiCTOK Yy nauieHTiB, aki oTpumysany CI33C Ta TpUUMKNIYHI aHTugenpecaHTW. MexaHi3M, WO 3yMOB/IKOE MiABULLEHHA LbOro pU3MKY,
HEBIOMWIA.

MoBigOMNEHHSA NPO NiLO3PHOBaHI NOBGIYHI peakLii

MoBiAOMIEHHA NMPO Nifo3ptoBaHi NOGIYHI peakuii y nicngpeecTpayinHUiA Nepiof € BaXX/IMBUM 3axoAoM. Lle A03BoNse NpooBXKyBaT MOHITOPUHI CMiBBiAHOLIEHHS
KOPUCTb/PU3NK NpK 3aCTOCYBaHHI npenaparty. MNpauiBHAKIB rasy3i 0XOPOHM 340p0OB’A NPOCATL NOBIZOMAATY NP0 ByAb-AKi Nif03proBaHi MO6IYHI peakLiii.



TepMiH NpuAaTHOCTI. 5 poKiB.

YMoBW 36epiraHHs.
36epirat npu Temnepatypi HK4Ye 30 °C y HeaOCTYNHOMY ANs AiTei MicLi.

YnakoBkKa.
Mo 14 Tabnetok y 6nicTepi. Mo 2 6nicTepn y KapTOHHIN ynakoBL,i.

Karteropis Bignycky. 3a peLenTom.

BupobHunk. XaynT ®apma JlatiHa C.p.i1./Haupt PharmaLatinaSir.l.

Micue3HaxomkeHHs1 BUpOOHMKa Ta agpeca MicLs NPOBaKeEHHA Or0 Aisi/IbHOCTI.

bopro CaH Miwenb C.C. 156 KM. 47,600 — 04100 JlatiHa (JTT), ITanis/

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

abo

BrpobHuK. MNdarizep MeHohekuypuHr Jorunens MmoX/ Pfizer Manufacturing Deutschland GmbH
Micue3HaxomkeHHs1 BUPOOHMKa Ta agpeca MicLs NPOBapKeEHHA Oro Aisi/IbHOCTI.
BeTpi6wuTeTTe ®Ppaitbypr, Mycsansgans 1, 79090 ®paiibypr, HimeuunHa/

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.

B iHCTpyKUiT, 1o 6y/e BKnafieHa B KAPTOHHY YNakoBKy, 6y/e 3a3HaueHunid uLle Of4uH BUPOOHUK (TOM, Lo OyB 3aiisHWIA NS BUNYCKY cepil).



