IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NEBILVTAM 250
(LEVICITAM 250)

NEBILMTAM 500
(LEVICITAM 500)

Cknag;

Ait0ya peyoBumHa: ieBeTMpaLeTam;

1 TabneTkavicTuTbneBeTMpaleTamy 250 mr a6o 500 wr;

[OMOMI>KHI PEYOBMHM: LIe/H0103a MIKPOKpUCTaTiyHa, KOMOBIJOH, KPOCMOBIAOH, KPOXMaslb KYKYPYA3SHWA NpeenaTuHi3oBaHUIA, MarHito cTeapar, MOKpUTTA A1
HaHeceHHs 060110HKK Opadry 11 White (nonieTuneHrnikonb, CnupT NONiBiHINOBUN, TaslbK, TUTaHy giokeung (E 171)).

JlikapcbKa hopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOIO.
OCHOBHI (pi3nKO-XiMiYHi BNacTUBOCTI: TabNeTKMKPYrnoigopmum,3 ABOONYK/IOK NOBEPXHEHD,BKPUTI N/1IBKOBOKOO0/IOHKOH6i10r0 KOMIbOpY.

dapmakoTepaneBTUYHa rpyna. MNpoTueninentuyHsaco6m./lesetmparetamKogATXNO3A X14.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

JleBeTupaueTam € MOXigHWM MiponifoHy (S-eHaHTIOMep anba-eTun-2-0Kco-1-niponignH-auetamigy), 3a XiMIYHOK CTPYKTYPOK BIAPI3HAETLCA Bif BiJOMMX
MPOTUENINIENTUYHMX NiKAPCbKKX 3aC06iB.

MexaHi3m gii.

MexaHi3m fii neseTvpaleTaMmy HefoCTaTHbO BMBYEHWMIA. Ha nigcTaBi NpoBeAeHUX AOCAIMKEHb in Vitro i in Vivo NpunyckarTb, WO feBeTrpaleTaM He 3MiHIOE
OCHOBHI  XapaKTepUCTMKM HEPBOBOI KMITUHW | HOPMasibHY HelpoTpaHCMiIcito. [ocnifpkeHHs in  vitro nokasanu, WO /feBeTMpaueTaM BNAMBAE Ha
BHYTPIiLLIHbOHEMPOHaNbHI piBHI Ca2* LINSIXOM YaCTKOBOIO MPUrHiueHHs TOKy uepe3 Ca2t kaHanm N-TuUMy Ta 3HUKEHHs! BUBiNbHEHHsS Ca2* 3 iHTpaHelpOHaIbHIX
feno. BiH TakoX 4aCcTKOBO HiBeNtoe NpurHiveHHs TAMK- Ta rniynH-peryns0BaHoro TOKy, 3yMOBJIEHe fi€t0 LMHKY Ta [-kapboniHamn. Kpim Toro, y Xoai AocnigpKeHb
in vitro neseTnpaueTam 3B’3yBaBca 3i CneunivYHUMK AiNSHKaMKU Yy TKaHMHaX MO3KY rpuayHiB. Micuem 3B’A3yBaHHS € BiNIOK CMHaNTUYHMX BE3VKYN 2A, Lo Gepe
yyacTb Yy 37MTTi Be3WKYN Ta BUBIMIbHEHHI HelpoTpaHcMiTepiB. CriopigHeHicTb (Y paHroBoMmy MOPSAKY) feBeTvpaleTamy Ta BiAMoBigHWX aHanoriB 3 OifIKoM
CUHaNTUYHMX BE3NKYN 2A KOpentoBana i3 MOTYXKHICTHO X NPOTUCYA0MHOT Aii y MoAensx ayaioreHHol eninencii y muweid. Lii pesynbTati AaroTb 3MOry NpunycTuTy,
LLL0 B3aEMOZiSt MiXK NleBeTUpALLETaMOM Ta 6i/IKOM CUHANTUYHWX BE3MKY/T 2A MOXE HYaCTKOBO NOSACHIOBATM MexaHi3M NMPoTUeNiNenTUYHOT AiT npenapary.
PapmMaKoaMHaMiYuHI e(heKkTw.

JNeBeTupaueTtam 3abesnevye 3axucT Bif CYAOM Y LUMPOKOMY CMeKTPi MOAenel napuiaibHUX Ta NepBUHHOrEHepani3oBaHUX HanafiB y TBapuH, He CMPUYUHSAOUN
NPOCYA0MHOr0 eheKTy. OCHOBHUIA MeTaboNIT HEaKTUBHUIA.

Y JNOAMHM  aKTUBHICTL nNpenapaTty nigTBepAkeHa fAK LWOoA40 napuiasibHUX, TaK | reHepanizoBaHWX eninenTuyHuX Hanagis (eninenTugopmMHi  Npossu
/thoTonapokcusmasbHa peakuist), Wo CBiAYMTb MPO LWMPOKKIA CNEKTP (hapMaKonoriyHoro Npoqinto nesetmpateTamy.

dapmakoKiHeTVKa.



INeBeTnpaLeTaM xapakTepu3yeTbCA BUCOKOK PO3UYMHHICTIO Ta MPOHMKHICTIO. PapMakoKiHeTUKa Ma€e NiHINHWIA XapakTep, He 3a/1eXM1Tb Bifl Yacy Ta XapakTepu3yeTbCs
HM3bKOK MiXK- Ta IHTpacy6’eKTHOI MIH/IMBICTHO. 1icns NOBTOPHOI O 3aCTOCYBaHHS npenapary KiipeHc He 3MiHIOETbCA. O3HaK BNMBY CTarti, pacy abo UMpKagHoro
pUTMY Ha hapMakoKiHeTUKY He Bif3Hayanocs. Mpodinb hapmakoKiHETUKM BYB NOLIGHNM Y 30,0pOBUX LOOPOBO/LLIB Ta XBOPUX Ha erifencito.

3aBAsKM NOBHOMY Ta NiHINHOMY BCMOKTYBaHHIO piBHI npenapaty y naasMi MoXHa nepegbdauntu, BUXOLAYM 3 MepopasibHOI [03W fleBeTupaLeTamy, BUPaXKEHOT Y MI/Kr
macu Tina. Tomy BiACTeXKyBaTy N1a3MoBi PiBHI neBeTMpaLeTamy HeMae NoTpeow.

Y popocnux Ta [AiTei Bif3Hayanacs 3HauyHa KOpenswis MiXX KOHLEHTpaLieto npenapaty y CUHI Ta nnasMmi KpoBi (CNiBBIgHOLIEHHS KOHLEHTpaLid y cnnHi/nnasmi
Konmeanoca Big 1 fo 1,7 nicns npuitomy TabneTok 415 NepopasibHOro 3acToCcyBaHHA Ta vepes 4 roAWHM Nicns NPUMnoMy OpasibHOr0 PO3YMHY).

Jlopocni Ta nigniTku.

BCMOKTYBaHHA.

JleBeTupaleTam LUBMAKO BCMOKTYETLCA NICNsA MepopasbHOro 3acTocyBaHHA. AGCO/MOTHA NepopasibHa 6i0g0CTynHICTb 6m3bka 40 100 %. MiKoBi KOHUEHTpauil y
nnasmi KpoBi (Cpay) LoCAraroTbes yvepes 1,3 rogvHu nicng npuiioMy npenapaty. PiIBHOBXHWUI CTaH [0CAraETbcs vepes 2 [Hi 3aCTOCYyBaHHA npenapaTy Asidi Ha
po06y. Mikosi koHueHTpauii (Cyax) 3a3BMyali ctaHoBnATb 31 Ta 43 MKr/m nicna pas3osoi fo3u 1000 mMr Ta noBTOpHOT 403n 1000 mr Agivi Ha fo6y BifNOBILHO.
CTyniHb BCMOKTYBaHHS He 3a/1eXMTb Bif, 031 Ta He 3MIHIOETLCA Mif, AIEH0 TXKI.

Posnogin.

[JaHux oo po3noginy npenapaTy y TKaHUHaX II0AMHM HeMae. Hi nieBeTupaletam, Hi MOro OCHOBHUIN MeTabosliT 3HAYHUM YMHOM He 3B’A3yH0ThCA 3 Bifikamy nnasMu
KpoBi (< 10 %). O6’em po3noiny nesetupaletaMmy ctaHoBUTb Big 0,5 g0 0,7 n/Kr, Wwo npruban3HO A0PiBHIOE 3araibHOMY 06°€MY BOAM B OpraHi3mi.

MeTab0oni3m.

MeTaboniam neseTvpaLeTaMy y MOAUHW He3HaYHMA. OCHOBHUM LUNSAXOM MeTabonismy (24 % p[osu) € (hepMeHTHWIA rigponi3 auetamigHoi rpynu. 13ohopmu
MeYiHKOBOro LMToxXpoMy P450 He 6epyTb yyacTi B YTBOPEHHI OCHOBHOro MeTabonity — ucb LO57. igponi3 aueTamigHol rpynu cnocTtepirascs y BeNMKIil KiflbKOCTI
TKaHWH, BKHOYa0Un KNiTUHM KpoBi. MeTabonit uch LO57 hapMakonoriyHo HeakKTUBHUM.

TakoX Oynn BM3HAuYeHi ABa ApyropsgHux MeTtabonitu. OavH yTBOPHOBABCA BHACNIAOK FiAPOKCMAKOBAHHA NiponifgoHoBoro Kinbusa (1,6 % Big gosn), Apyrvin —
BHACNi4OK PO3iMKHeHHs niponigoHosoro Kinbud (0,9 % i gosn).

IHLWI HEBM3HAYEHI KOMMOHEHTW cTaHOBUAW nuLue 0,6 % Bif [103K.

B3aeMHOro nepeTBOPEHHs eHaHTIOMepIB IeBETUPaLLETaMy YM A0ro OCHOBHOIO MeTaboniTy B yMOBaX in Vivo He criocTepiranocs.

Y xopi focnigpkeHb in vitro nesetmpaleTam Ta Moro OCHOBHWIA MeTaboNiT He NPUrHiYyBan aKTUBHICTb OCHOBHMX i30(00pM MeviHKOBOro UMToxpomy P450 ntognHu
(CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 ta 1A2), rmokypoHintpaHcgepasn (UGT1AL ta UGT1AG) Ta enokcuArigpokcunasmn. Takox feBetupaneram He npurHivye
rNHOKYPOHIAaLLito BaNlbNPOEBOI KUCNOTU iNn vitro.

Y KynbTypi renatouuTiB MIOAVHU NeBeTMpaLeTam BUABAAB CNabkuii BNAMB abo K 30BCIM He BrnAmMBaB Ha KoH’torauyito CYP1AL1/2, SULTIEL a6o UGTI1AL
JleBeTupaueTam cnpuunHae cnabky iHaykuito CY P2B6 Ta CY P3A4. [aHi in vitro Ta faHi in vivo LWo/A0 B3aEMOZiT 3 Nepopa/ibHUMK KOHTpaLenTUBamm, JUrOKCUHOM i
Bap(apMHOM BKa3ylTb Ha Te, L0 B YMOBaX in vivo 3Hayywol iHAYKUIT (PepMeHTIB He OYIKYETbCA. TOMY B3aEMOZIA fieBeTMpaLeTaMmy 3 iHLWMMU PeyOoBMHAMM
MasioiMOBIpHa.

BusegeHHs.

Mepiog HaniBBMBEAEHHS MpenapaTy 3 NaasMu y JOPOC/IMX CTaHOBUB 7+1 rofMHY i He 3a/1eXaB Bif, 403K, LUNAXY BBEAEHHS Y NMOBTOPHOI0 3acTOCyBaHHA. CepefHiii
3ara/lbHWin KnipeHc ctaHoBMB 0,96 MA/XB/KT.

OcCHOBHa KifbKIiCTb npenapary, B cepegHboMy 95 % Ao3u, BMBoAMNAacS HUpkamun (npuénmsHo 93 % Ao3u BUBOAMNOCS NPOTAroM 48 roguH). 3 Kasiom BUBOANUTLCS
nuwe 0,3 % fo3w.

KymynaTuBHe BUBEAEHHS 3 CEYet0 NeBeTMpaleTaMmy Ta Moro OCHOBHOIO MeTaboniTy CTaHOBWMNO 66 % Ta 24 % Big A03v BiANOBIAHO B nepLui 48 roguH. Hupkoswuii
KnipeHc neesetupauetamy Ta ucb LO57 ctaHoBUTb 0,6 Ta 4,2 MA/XB/Kr BigNOBIAHO, WO CBIAYMTL NPO BUBEAEHHSA NeBeTUpaLeTamy LLAAXOM rOMepYspHOI hinbTpayii




3 NOAANbLLOK PeabCcopbUietd Y KaHabUsAX | L0 OCHOBHWUIA MeTabonNiT TaKoXX BUBOAUTLCS LUASXOM aKTUBHOI KaHa/bLEBOI CeKpeLil Ha gogady Ao rioMepynsipHoi
(hinbTpauii. BuBeaeHHs neBeTupaLeTaMmy KOpPentoe 3 KNipeHCOM KpeaTuHIHY.

MauieHTu NiTHLOrO BiKY.

Y nauieHTiB NiTHLOrO BiKy Mepioj HaniBBMBEAEHHS 3pocTae Npmban3Ho Ha 40 % (10-11 roamH). Lle noB’A3aHO 3 MOTiPLEHHAM (YHKLiA HAPOK Yy AaHOI nonynsuii
(ams. po3gin «Cnoci6 3acToCyBaHHS Ta [03U»).

MopyLueHHs (hyHKLIT HUPOK.

Buanmunin 3aranbHUii KNipeHc neBeTvpaleTaMmy Ta MOro OCHOBHOrO MeTaboniTy KOPEntoe i3 KNipeHCOM KpeaTWHiHY. TOMY nalieHTam i3 NOMIPHUMK Ta TSHXKKUMU
NOPYLLEHHAMM hYHKLIT HAPOK PEKOMEH/YETLCS KOPUTyBaTV MiATPUMYOUY 1060BY [03Y NeBeTMpaLeTamy BiAMOBIAHO A0 KNipeHCY KpeaTuHiHY (amB. po3ain «Cnocib
3aCTOCYBaHHA Ta J03U»).

Y nauieHTIB 3 aHYpI€Er0 Yy TepMiHabHIN cTagil XBOpoobyn HUPOK Nepiof HaniBBUBELEHHS CTaHOBMB NPUGAN3HO 25 Ta 3,1 roaunHuW BiAMNOBIAHO Y Nepiog MiXK ceaHcaMu
Aianisy Ta nif Yac oro nposeAeHHs. MpoTarom hpakuiiHoro 4-rogMHHOrOo ceaHcy Aianisy smsoaunocs 51 % nesetupaueramy.

MMopyLUeHHS OYHKLIT MeYiHKW.

Y nNauieHTiB i3 Nerkum Ta NOMIpPHUM MOPYLLUEHHAM (PYHKLIT NeYiHKK BIAMOBIAHMX 3MiH KipeHCy NeBeTupaLeTaMy He cnoctepiranocs. Y 6inblOCTi nayieHTiB i3
TSOKKUMU MOPYLUEHHAMYM (PYHKLIT NEYIHKN KNIpeHC feBeTnpaLeTaMmy 3HUXKYBaBCA Ha noHag 50 % yepes CynyTHE NOPYLUeHHSA (PYHKLUIT HUPOK (auB. po3ain «Cnocib
3aCTOCYBaHHSA Ta [03U»).

MegiaTpu4yHa nonynsuis.

[AiTwv Bikom 4-12 pokiB.

Micna 3acTocyBaHHSA pa3oBoi 4o3n (20 Mr/Kr) AiTaM, XBOpUM Ha eninencito (Big 6 Ao 12 pokis), nepiof HaniBBMBEAEHHS NeBeTMpaLleTamMy CTaHOBMB 6 rOfvH.
Bugnmunia knipeHc, BigKOpUroBaHWiA 3 ypaxyBaHHAM Macy Tina, 6yB npu6ansHo Ha 30 % BULLMM, HXK Yy AOPOCAUX MauieHTiB 3 eninencieto. MMicns noBTOPHOro
nepopanbHOro 3actocyBaHHs (20-60 Mr/kr/goby) y XBopux Ha eninencito giteli (4-12 pokis) neBeTMpaLeTaMm BCMOKTYBABCH LUBUAKO. MiKOBI KOHLEHTpaLiTy nnasmi
KpoBi gocsiranncs vepes 0,5-1 roguHy nicns npuiniomy Ao3un. MNikoBi KOHLEHTpaUiT Ta NaoLa 30HK Nif KPUBOK 3a/1eXXHOCTI KOHLEHTpaLT Bif Yacy 3pocTan NiHiiHO
i 3anexanu Big fo3w. Mepiof HaniBBUBEEHHS CTAHOBMB NPUOG/IM3HO 5 rognH; BUAUMUIA 3araibHUIn KipeHe —

1,1 mn/xs/Kr.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
MoHoTepanis (npenapart NepLioro Bu6opy) nNpu NikyBaHHI:
- NapuiasibHMX Hanagis i3 BTOPMHHOK reHepanisauieto abo 6e3 Takoi y JOpOCnMX i AiTei BiKOM Bif 16 pokiB, y AKX BrepLle AiarHOCTOBaHO eninencito.
AK fofaTkoaTepanis Npu NikyBaHHIi:
- napuianbHWX Hanagis i3 BTOPUHHOLK reHepanisalieto abo 6e3 Takoiy AopocauX i AiTei BiKOM Bifi 6 pOKiB, XBOPUX Ha enifencito;
- MIOKNOHIYHUX CYIOM Y AOPOCANX i AiTeli BiKOM Bif, 12 pOKiB, XBOPUX Ha FOBEHINIbHY MiOK/IOHIYHY eninencito;
- MEPBUHHO FeHepasizoBaHNX CYJOMHMX (TOHIKO-KNOHIYHMX) HanafiB y AOPOCAMX i AiTel BiKOM Bif 12 pokiB, XBOPUX Ha idionaTuuHy reHepanizoBaHy
eninencito.

IMpoTnnoKasaHHA.
MigsuLLEeHa YyTAMBICTb 0 NeBeTMpaleTamy abo 40 iHWMX NOXigHUX MiPONiAoHY, a TaKoX A0 Oy/b-AKMX KOMMOHEHTIB npenapary.

B3aemogis 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.



MpoTueninenTuUYHI NpenapaTw.

MepefpeecTpaLiiHi faHi, OTpUMaHI Yy Xofi KNiHIYHUX A0CNifKeHb, MPOBEAEHMX 3 Yy4acTio A0POC/MX NauieHTIiB, BKA3yHOTb Ha Te, LLO fieBeTMpaLeTaM He YMHUTb
BM/IMBY Ha CUPOBATKOBI KOHLEHTpauil iHLWMX MpOTHeninenTUYHNX npenapatis (peHiTOIH, kapbamaseniH, BafbNpoeBa KWUCOTa, PeHo6ap6itan, naMoTPULKUH,
rabaneHTVH i MPUMILOH), a BOHM Y CBOO Yepry He BM/MBalOTb Ha (DapMaKOKiHETUKY NieBeTmpaLeTamy.

BiacyTHi gaHi WOAO KAIHIYHO 3HA4YyLLOl B3aEMOAIT NiKAPCbKOro 3acoby y nauieHTiB AUTAYOro BiKY, SK i Y AOpOCAMX, SKi oTpuMmyBanv Ao 60 mr/kr/poby
neseTupaLeTamy.

PeTpocneKTuBHa OLiHKa (hapMaKOKiHETUYHOT B3aeMOAIT y AiTel | nigniTKiB 3 eninencieto (Big

4 po 17 pokiB) niaTeepamna, WO AoAaTKoBa Tepanis 3 nepopasibHUM 3acTOCYBaHHSM JieBeTUpaLeTaMy He Br/vBaia Ha PiBHOBaXKHI CMPOBATKOBI KOHLEHTpaLii
OAHOYaCHO 3acTocoBaHMX KapbamaseniHy Ta Baibnpoary. OfHaK [faHi cBifuaTb, WO KipeHC neBeTupauetamy Ha 20 % BWWMIA y AiTeld, AKi NpuiMaroTb
(hepMeHTIHAYKOBaHi NpoTu1eninenTnyHi 3acobu. Kopekuis 1031 He NOTpibHa.

MpobeHeumna.

Mpo6eHeumna (500 mr 4 pa3u Ha Aoby) — npenapar, Wo 6/10Kye CEKPeLLit0 HUPKOBMX KaHasbLiiB, NPUrHiYYe HUPKOBWIA KNTIPEHC OCHOBHOIO MeTaboniTy, afie He camMmoro
nesetupauetamy. OfHaK KOHLUEHTpaLiT Lboro MetabosiTy 3a/IMLLA0TLCA HU3bKUMU.

MeToTpekcaT.

MoBifoMnanM, WO OfHOYACHe 3aCTOCYBaHHS fleBeTMpaueTaMy i MeTOTPeKcaTy 3HUXKYE KIipeHC MeToTpekcaty, Lo MNpu3BOAMUTb 40 36i/bLUEHHA/MOLOBXEHHS
KOHLLEHTpaL|iT MeTOTpeKcaTy B KPOBi [0 NOTEHLIHO TOKCUYHMX PiBHIB. PiBHI MeTOTpeKcaTy i neBeTmpaleTamy B KpPOBi CNif peTeNlbHO KOHTPOOBATK Yy NaLieHTIB,
fKi OTPMMYIOTb NiIKYBaHHA IBOMa MnpernapaTaMm 0fHOYaCHO.

MepopanbHi KOHTpaLenTmMBM Ta hapMakoKiHe TUYHI B3aEMOZIT 3 IHWMMU npenapaTamu.

NeBeTunpaueTtam y Ao60Bii f03i 1000 Mr He 3MiHIOE (hapMaKOKIHETUKY NepopasibHUX NPOTU3anifgHUX 3aco6iB (ETUHINECTPadiony i NeBOHOPrecTpeny); eHAOKPUHHI
nokasHuKK (piBHi JI Ta NporecTepoHy) He 3miHOBanucA. SlieBeTupauetam y fo6oBil fo3i 2000 Mr He 3MiHIOE PapMakKOKiHETUKY AUTOKCUHY i BapthapuHy; 3HaYeHHS
NPOTPOMOIHOBOI0 Yacy 3anuLianncst HeamiHeHMMK. [IMrOKCKH, NepopasnbHi NPOTU3ansifHi 3acobu i BapgapuH, Y CBOKO Yepry, He BNAMBaKOTb Ha (DapMaKOKIHETUKY
neseTUpaLeTamy npy 04HOYaCHOMY 3aCTOCYBaHHI.

[MpOoHOCHI 3aco6u.

B okpeMux Bunagkax NoBigoMIsNAM NPo 3HMXEHHA e(DEKTUBHOCTI NleBeTmpaLeTamy npu 0gHOYaCHOMY 3aCTOCYBaHHI OCMOTUYHOIO NMPOHOCHOIO 3aC00y Makporosny 3
nepopaibHUM fieBeTupaLieTaMoM. TOMy He Cfif NpuiiMaT Makporos nepopasibHO NpPoTArom 1 rofnHu Ao Ta NpoTAroM 1 roguHu nicns NnpuiioMy feBeTrpaveTamy.
I>ka Ta ankorofb.

CTyniHb BCMOKTYBaHHS fleBeTMpaLeTaMy He 3a/1eXUTb Bif NpuiAoMy DKi, ane LWBMAKICTb BCMOKTYBaHHS L0 3HMKEHA Y pasi NpuitoMy pa3oM 3 Dketo. Hemae faHnx
MPO B3aEMOLII0 NIeBeTUPALIETaMy 3 a/IKOro/1eM.

Oc06MBOCTI 3aCTOCYBAHHA.

HupkoBa HeOCTaTHICTb.

MawieHT i3 HUMPKOBOK HEAOCTATHICTIO MOXYTb MOTpebyBaTV KOpeKuil [03M neseTupaueTamy. llauieHTam i3 TSXKKMMU NOPYLUEHHAMM NEeYiHKOBOI (hYHKLT
PEKOMEHAYETLCA MPOBECTUN OLIHKY (DYHKLIT HUPOK Nepes TUM, K BU3Ha4aTu 03y npenaparty (auBe. po3gin «Cnocib 3acToCyBaHHA Ta [03U»).

foCTpe ypa>keHHs HUPOK.

3acTocyBaHHSA nieBeTMpaLeTamy Ay>Ke pifKo CyrnpoBOLXKYBa/I0CA FOCTPUM YPaXKEHHSAM HUPOK, Yac A0 BUHUKHEHHS AKOr0 KOIMBABCA Bif, AeKiNbKOX AHIB f0 AeKiNIbKOX
micAuiB.

3ara/bHuin aHani3 KpoBi.

Bynu onucaHi pigki BUNaAKW 3HWKEHHA KiNbKOCTi KNITUH KPOBi (HEMTPONEHIs, arpaHy/nouMTo3, NIeMKOoNeHis, TPOMOOLMUTONEHIA | NaHUMTOMEHIA) Yy 3B’A3Ky i3



3aCTOCyBaHHSAM NeBeTUpaLeTaMy — K MpaBWo, Ha NoYaTKy NiKyBaHHS. PeKOMeHAYETbCA NPOBOAMTY MOBHWIA aHani3 KpoBi NalieHTam, Y AKX CNOCTepiraeTbes
3Ha4Ha cnabKicTb, rapsyka, peunamnBHi iHeKUii abo NOpyLLEHHS 3ropTaHHsA KPoBi (po3ain «MobivHi peakuii»).

Cyiuma.

Y nauieHTiB, AKi OTPUMYBa/IM JliKyBaHHA NPOTUENINEeNnTUYHMMKU npenapatamn (y T. Y. NeBeTMpaLeTamoM), Bif3Havyanucs BUMagku cyiuuay, cnpob cyiymay,
cyiumpanbHUX LyMOK Ta nosefiHkn. MeTa-aHasi3 pesy/bTaTiB paHA0Mi30BaHUX Mnaueb0-KOHTPOIbOBaHUX BUNPOOYBaHb NPOTMENINENTUYHUX JTIKAPCbKMX 3ac06iB
nokasaB fesiKe 36i/bLLUEHHS PU3NKY BUHUKHEHHS CYTUMAIbHUX AYMOK Ta NoBefdiHKW. MexaHi3M BUHWKHEHHS TaKoro pU3nKy He BUBYEHWI. Y 3B’A3KY 3 HasBHICTIO
TaKoro pu3nKy CTaH nauieHTIB C/liJ KOHTPO/OBATM LLOAO0 03HaK Aernpecii, CyiumnaanbHUX AyMOK Ta NoBefiHKM i Npu HeOOXIAHOCTI KOPUIyBaTU NliKyBaHHSA. MNauieHTIiB
(abo ix onikyHiB) cnig nonepeanTy NPO HEOBXiAHICTb NOBIAOMANATY NPO 6yAb-AKi CMMNTOMK Aenpecii, CyiunaanbHUX AyMOK Ta NOBEAIHKM CBOEMY NiKapto.
HeHopmanbHa Ta arpecuBHa noBejiHKa.

JleBeTpaueTam MOXe CNPUUYMHUTM MCUXOTUYHI CUMMTOMU Ta MNOPYLUEHHS MOBEAIHKM, BK/IHOYAOUM APaTIBAMBICTb Ta arpecuBHICTb. [auieHTiB, AKi OTPUMYIOTb
NiKyBaHHA fieBeTMpaLeTamoM, C/lif, KOHTPO/KOBATU Ha NpeaMeT PO3BUTKY NMCUXIYHMX O3HaK, L0 CBifYaTb NPO BaXMBI 3MiHWM HAaCTPOO Ta/abo 0cobucToCTi. AKLLO
Taka MoBefiHKa MoMiyeHa, CNif POo3rNsHYTU MOX/MBICTb KOPWUryBaHHA NiKyBaHHA ab0 MOCTYMOBY BIAMIHY JliKyBaHHA. FAKLWO poO3rnisAatoTb MUTaHHA Mpo
NPUMNMHEHHS, ANB. po3fin «Cnocib 3aCTOCYBaHHA Ta 403W».

MocuneHHa cyfom.

AK | npu 3acTtocyBaHHi OyAb-AKMX MPOTMENiNenTUYHUX 3acobiB, feBeTMpaleTaM MOXe MPU3BOAMTM [0 MOCWMEHHS YacTOTW i TSKKOCTI cyfom. Mpo uei
napagokcaibH1A eghekT 34e6inbLLoro noBigoMAAN NPOTArOM MEPLUOro Micaus nicns noyvaTky 3acTOCyBaHHA NeBeTupauetamy abo 36inblueHHs 03K, Ta BiH 6yB
060pOTHMM nicnsa BigMiHW NpenapaTy abo 3MeHLLEeHHS J03K. MavieHTaM Heo6XiHO PEKOMEH/YBATM HErainHO 3BEPHYTUCA 40 CBOIO NiKaps Yy pasi MOCUIEHHSA CYLOM.
MopoB>KeHHs iHTepeany QT Ha EKT .

Bigomo, Wo nig 4yac NOCTMAPKETMHIOBOrO CrOCTEPEXeHHs MOBIAOMAANM NPO PIAKICHI BUMAAKU MoJoBXeHHs iHTepBany QT Ha EKI. JleBeTupaueTtam cnif
3aCTOCOBYBATU 3 06EPEXHICTIO MauieHTaM 3 NOAOBXeHHAM iHTepBasly QTc, nauyieHTam, SKi 04HO4YaCHO OTPUMYBaIM iKW, WO BNMBaKOTL Ha iHTepBan QTc, abo
naieHTam 3 y)ke HassBHUMMW CepLEeBYMUN 3aXBOPIOBaHHAMY abo efleKTPONITHUMM NOPYLLEHHAMMU.

aiTn.

MpenapaT y hopmi TabNETOK He NPUAATHWIA ANS 3aCTOCYBaHHA HEMOB/ISTaM i AiTAM BiKOM A0

6 poKiB.

HasiBHi faHi CTOCOBHO fiTeil He cBigyaTb MPO ICHYBaHHS BMNMBY Ha PO3BUTOK i CTaTeBe fo3piBaHHA. OfHaK [OBrOCTPOKOBWUIA BNIMB Ha 3[4aTHICTb A0 HaBYaHHS,
IHTENEKT, PO3BUTOK, EHAOKPUHHI (PYHKLIT, CTaTeBe A03PiBaHHSA | penpoAyKTUBHY (DYHKLItO0 Y 4iTeil 3a/INLLAETLCA HEBIAOMUM.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.

YKIHKM penpoayKTUBHOIO BIKY.

CneujasibHi peKoMeHaLii CNif HafaTh XXiHKaMm pPenpofLyKTUBHOTIO BiKy. JTiKyBaHHS NIeBETUPaLIETaMOM CAif NepernsaHyTH, AKLLO XXIHKa NiaHye BariTHICTb. AK i npu
3aCTOCyBaHHI BCiX MPOTUENINENTUYHMX 3aC06iB, CNif YHMKATX PanToBOI BigMiHW NieBeTUpaLeTaMy, OCKI/IbKM Lie MOXe NPU3BECTM [0 Hamnagy CyAoM, WO MOXe MaTu
CEpPIO3HI Hacnigky Ana XXIHKWM Ta HEHapOMKEHOI AWTUHW. Y pasi MOXAMBOCTI cnif BiggaBaTv nepeBary MOHoOTepanii, OCKiNbKW NiKyBaHHS [eKi/lbKoMa
NPOTMENINENTUYHNMI 3ac06amMM MOXKe BYTIM NOB’A3aHe 3 BULLMM PU3MKOM BPOMKEHWX Baj, HXX NPY 3aCTOCYBaHHI MOHOTepanii, 3a/1eXXHO Bif KOMOIHaLiT npenaparis.
BariTHicCTb.

Bigomo, W0 Benmka KifbKiCTb NOCTMapPKeTUHIOBUX AaHUX, OAepXXaHWX Bif BariTHMX XIiHOK, AKi 3acTocoByBann neseTupaueTam (6inbe 1800 XIiHOK, cepef AKuX
1500 >XiHOK 3aCTOCOBYBa/v npenapat npoTaroM | TpyMecTpy), He CBIAYUTL NP0 NiABULLEHWI PU3NK 3HAYHUX BPOMKEHMX Baf. ICHYe TiNbKM 06MeXeHa KinbKiCTb
[laHNX NPO PO3BUTOK HEPBOBOI CUCTEMU [AiTel, SKi 3a3HaiM BNAMBY MOHOTepanii npenapaty Jlegiyutam in utero. OAHakK iCHytO4i enigemMionorivyHi AoCnigpKeHHs
(6nm3bko 100 fiTei) He cBigyaTb MPO NiABULLEHWIA PU3UK po3nafiB abo 3aTPUMKM PO3BUTKY HEPBOBOI CUCTeMM. JleBeTUpaLeTam He CAij, 3aCTOCOBYBaTM Y Nepiog,




BariTHOCTI, OKpiM BMUMaAKiB abCcoMOTHOT HEOOXIAHOCTI, @ TaKOX XKIHKaM PernpoAyKTMBHOIO BiKY, AIKI HE 3aCTOCOBYHOTb KOHTpauenyito. Pi3ionorivyHi 3mMiHn y nepiog,
BariTHOCTI MOXYTb 3MiHIOBATM KOHLEHTpaLito fieBeThpaLeTaMy. Y nepiof BariTHOCTI CNOCTepirasocs 3HWKeHHS N1a3MoBOI KOHLEHTpaLii ieBeTmpaleTamy. Take
3HMKEHHA Haibinbw BupaxeHe B Il TpumecTpi (4o 60 % Big NOYaTKOBOI KOHUEHTpaLil go BaritHocTi). Cnif 3a6e3neunT HaNeXHUIn KNiHIYHWIA Harnsg 3a
BariTHUMU XXiHKaMu, AKi OTPUMYIOTb NIeBETUPALETaM.

CoayBaHHA rpyaato.

JleBeTupaLieTam NPOHUKAE y rpyLHe MOJIOKO, TOMY FOAYyBaHHA rPYALH0 He peKOMeHA0BaHO. AKLLO XX fieBeTMpaLeTaMm HeobXigHO 3aCTOCOBYBATU Y Nepiof rogyBaHHS
rPYLAH0, HEOOXiHO 3BXKUTM KOPUCTb | PUSMK NIKYBaHHSA, & TaKOX BaXX/INBICTb rOAYBaHHSA rpyAato.

Bnane Ha penpoayKTUBHY YHKLLO.

He BMABNEHO BMNAMBY Ha PENPOAYKTUBHY PYHKLIHO Y AOCMIIKEHHAX Ha TBApUHAX.

MMoTeHLIAHNIA PU3NK ANA NFOAMHU HEBIAOMWIA, TOMY LLLO HEMAE AOCTYNMHUX KNIHIYHUX JaHUX.

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

JleBeTupaueTam He3HayHO abo NOMIPHO BMNJ/IMBAE Ha 34aTHICTb KepyBaTh aBTOTPaHCNOPTOM ab0 NpawutoBaTh 3 iHWMMK MeXaHi3mamMu. Yepes MOXIUBY iHAMBIAYaSTbHY
YYT/IUBICTb 4eAKi NaLieHTU MOXYTb Bif3HayaTy COHNMBICTb, 3aNMaMOPOYEHHS Ta IHLLI CUMMTOMMW, NOB’A3aHi 3 BNJIMBOM Ha LIEHTPasibHY HEpPBOBY CUCTeMY, 0COOMMBO
Ha Mo4yaTKy NliKyBaHHA abo B npoueci 36i/bweHHA Ao3W. TOMY TakMM nauieHTam cnif 6yTn 06epeXXHUMU Npy BUKOHaHHI poo6iT, WO BUMaratoTb MigBULLEHOT
KOHUeHTpauil yBsaru, Hanpuknag npu KepyBaHHi aBTOMOoGifieM abo pob6oTi 3 MexaHismMamu. [lauieHTaM PeKoOMeHAYETbCA YTPUMYBAaTUCA Bif, KepyBaHHS
aBTOTPAHCNOPTHUMM 3aco6amy Ta PO6OTH 3 iIHLIMMKU MexaHi3MamMu, NOKK He By/e BCTAHOB/EHO, LLLO TXHA 34aTHICTb 3aiMaTUCS TaKOK AisSNbHICTIO He NOpYLUEHa.

Cnoci6 3acTocyBaHHs Ta [03W.

TabneTkn NpuiiMaTii BHYTPILLHbLO, 3aMMBat0Ym X AOCTAaTHLO KiNbKICTIO PigNHW, HE3aNEXHO Bif nNpuiioMy iXi. [Lo60BYy 403y PO3NOAINNTMI Ha 2 OAHAKOBMX NPUIAOMMU.
MoHoTepanis.

[Jopocni Ta nigniTKu BiKoM Bif, 16 poKiB.

MoHoTepanito 4opocnunx i Aiteit BikoM Bif 16 pokiB cnif po3nounHaTyt 3 pekoMeHgoBaHoi fo3v 500 mr/goby (250 Mr 2 pasn Ha 4o6y) 3 noganblUnM MiABULLEHHAM
no3u ao 1000 mr/po6y (oo

500 mr 2 pasu Ha fo0by) yepes 2 TxkHI. MoxivBe MigsuLeHHs o3un Ha 500 mr/goby (Ha 250 mr 2 pasun Ha [00Y) KOXHI 2 TUXKHI, 3a/IeXHO Bif, KNIHIYHOIO e(eKTy.
MakcumarnbHa o6oBa fo3a ctaHoBUTb 3000 mMr/go6y (1500 Mr 2 pasu Ha goby).

[iTv Ta nigniTK1 Bikom A0 16 poKiB.

besneka Ta e()eKTUBHICTb 3aCTOCYBaHHA NpenapaTty Jlesiuutam AiTaM i nignitkam 40 16 pokiB K MOHOTepanii He BCTaHOB/IEHI.

[aHi BiACYTHI.

JopaTkosaTepanis.

JoaaTkoBa Tepanis gopocamm (=18 pokiB) Ta nigniTkam (Bikom Bifg 12 A0 17 pokiB) 3 Macoto Tina Big 50 Kr.

Jopocnum Ta AiTaM BikOM Bif, 12 pokiB 3 Macoto Tina 6inbwe 50 Kr fikyBaHHA cnif po3noyvnHaty 3 4o3n 1000 mr/go6by (500 mr 2 pa3u Ha goby). Lle noyaTkoBa fo3a,
L0 NPU3HAYa€eTLCA Y NEePLUMIA AeHb NiKyBaHHA. 3a1eXKHO Bif KNiHIYHOT KapTUHK | NepeHOCMMOCTI npenapaty 4060BY 403y MOXKHa 36inbLWNTK 40 MakcumasibHoi 3000
mr/po6y (1500 mr 2 pasu Ha fo6Y). 3miHtoBaTy 403y Ha 1000 mr/go6y (500 Mr 2 pa3un Ha 406Yy) MOXKHA KOXHI 2-4 TUXKHI.

JoaaTKoBa Tepania AiTsaM BiKOM Bif, 6 pokKiB Ta nigniTkam (Bikom Bif 12 o 17 poKiB) 3 Macot Tina meHwe 50 Kr.

Nikap mae npu3HaunTV HanbiNbLL BiANOBILHY NiKapCbKy (hopMy, CNOCi6 3aCTOCYBaHHSA Ta Ki/IbKiCTb NPUIAOMIB Npenapary 3a/1eXHO Bif Macu Tifna Ta Jo3u.




[iTam BikoM Bif, 6 pOKiB OpasibHWIA po3ymH JleBiLuTaM Cnif 3aCTOCOBYBaTY AJ1s1 LO3yBaHHA npenapaty fo 250 mr, ana 103, He KpaTHUX 250 Mr, KON peKoMeHoBaHe
[,03yBaHHS HEMOX/IMBO OTPUMATK MPUAOMOM [EKiNIbKOX TabMeToK, a TaKOX A4/15 MaLieHTIB, AKi He MOXYTb NPOKOBTHYTY TabeTKU.

Cnip, 3acToCOBYBaTW HaliMeHLWy etheKTUBHY A03y. MoyaTKoBa go3a Ans AUTUHM abo nigniTka 3 Macol Tina 25 Kr NoBMHHA ctaHoBuTWM 250 Mr agidvi Ha o0y,
MaKcuMasibHa fo3a — 750 mr ABidi Ha Joo6y.

[iTam 3 Macoto Tina 6inbLue 50 Kr o3yBaHHA NpU3HaYaTh 3a CXEMOHO, HaBEAEHO A5 JOPOC/UX.

Jlonomi>kHa Teparnis HeMoBATam BikoM Big 1 [0 6 micAuiB.

HemoBnsTam 3acTOCOBYBaTM Npenapar y popMi 0pasibHOro po3ynHY.

[MPUNUHEHHA NiKYBAHHS.

Y pa3i HeobXifHOCTI NPUNUHEHHS MPUIAOMY NpenapaTy BiAMiHY peKOMeHAYETbCA NMPOBOAUTI NMOCTYNOBO (HanpuKnag, Ans LOpoc/inx Ta NigiTkie 3 macoto Tina 50 Kr
Ta Gifblle — 3meHWwyBaTn 03y 500 Mr 2 pas3n Ha J06Yy KOXXHI 2—4 TWXKHI; Ans AiTei Ta NigniTkiB 3 Macoro Tina MmeHwe 50 Kr — 3meHLyBaTK pa3oBy 403y Chij He
GinbLue HidXX Ha 10 MI/Kr 2 pa3u Ha 400y KOXHI 2 TUXKHI).

OcobnuBi rpynuv NaLieHTIB.

MauieHTn NiTHLOrO BiKY (Bif 65 POKiB).

Kopekuisi 031 peKOMeHAYETLCA NaLieHTaM IITHLOMO BiKY 3 MOPYLUEHOH (DYHKLIEH HUPOK (AMB. po3ain «HMPKOBa HELOCTATHICTbLY).

HupkoBa HeOCTaTHICTb.

[o6oBa f03a NoB1HHA 6YTU IHAMBIAYabHO CKOPUroBaHa Bi4NOBiAHO 40 CTaHy (hYHKLiOHYBaHHA HUPOK.

[ns KopurysaHHS 4031 LOPOC/IMM BUKOPUCTOBYBATWN HABEAEHY HUXKYe Tabnmuio.

[N KopuryBaHHs 1031 3a Tab/mueto Heob6XigHO BU3HAUMTK piBeHb KnipeHcy KpeaTuHiHy (KK) y mn/xs.

KK ons gopocnnx Ta nigaiTkie 3 Macoro Tina 6isbLue 50 Kr MOXKHa po3paxyBsaTtul, BUXOAAUN 3 KOHLEHTPAL,iT CMpOBaTKOBOI0 KpeaTuHIHY, 3a POpPMY/IoH:

[140 — Bik (y pokax)] x maca Tina (Kr)
KK (mn/xB) = x 0,85 (/15 XiHOK)
72 x KpeaTUHIH cMpoBaTKM KpoBi (Mr/an)

MoTim KK Kopurysatu BignoBigHO 4o nnowli nosepxHi Tina (MMT), Sk nokasaHo fani:

KK (mn/xB)
KK (Mn/x8/1,73 m2) = x 1,73
MAT nauieHTa (M2)
PekomeHaLii LWo40 KOPeKLiT 403K Ans AOPOCnUX NaLieHTiB Ta NigniTKiB 3 Macoto Tisia 50 Kr
Ta 6ifibLLE i3 MOPYLUEHHAMU (YHKLIT HUPOK.

Tabnuuq 1
CTyniHb TAXKKOCTI HUPKOBOT KnipeHc KpeaTuHiHy (M1/XB Pexxnm f03yBaHHSA
HeAOoCTaTHOCTI 11,73 M2)
HopmanbHa (hyHKLiS HUPOK >80 Big 500 go 1 500 Mr 2 pasun Ha goby
Jerkuii cTyniHb 50-79 Big 500 go 1000 mr 2 pasu Ha Jo6y
CepefHii CTyniHb 30-49 Bif 250 go 750 Mr 2 pa3un Ha o6y
TSKKWUIA CTYMiHb <30 Big 250 ao 500 mr 2 pa3u Ha goby




TepmiHanbHa cTagis (NawieHTy, Big 500 go 1000 mr 1 pa3 Ha foby**
AKi nepebyBatoTh Ha fianisi*) )

* Y nepLunii ieHb NliKyBaHHSA PEKOMEHAYETLCA NMPUNOM HaBaHTaXyBaslbHOT 103K 750 Mr.

** [Ticna gianisy peKoMeHAyeTbCA NPMInOM A0AaTKOBOT A03n 250-500 Mr.

[ns piTeld 3 HUPKOBOK HEAOCTATHICTIO 03y /ieBeTupaleTaMy Heob6XifHO KopuryBaTu BifnoBigHO A0 HMPKOBOI (DYHKLiT, OCKIifIbKA KNipeHC neBeTupaueTamy
MOB’A3aHNIA 3 HUPKOBOO (hYHKLUIEH. LA peKoMeHdalisi FpYHTYETLCS Ha AOCIIKEHHI 3 y4aCTHO A0POC/IMX MaLiEHTIB 3 MOPYLUEHHAM HUPKOBOT (PYHKLIT.
Ans nignitkis, giteit Ta HemoBNAT KK y Mn/xB/1,73 M2 MOXKHa po3paxyBaTyl, BAXOAAUM 3 KOHLIEHTpaLiT KpeaTUHiHY y cMpoBaTLi KpoBi (Mr/4f), 3aCTOCOBYHOUM TaKy

thopmyny (thopmyna LLiBapua):

3picT (cm) x ks
KK (Mn/x8/1,73 m2) = .
KpeaTuHiH cMpoBaTKK KpoBi (Mr/g)

Y piTeld Bikom Ao 13 pokiB Ta nigniTkiB-giByatok ks = 0,55; y nignitkis-xnonunkis ks =0,7.

PekomeHAaLiT 040 KOPeKUIT 4o3n Ansa Aitein (Bikom Ao 6 pokiB) Ta MigNiTKIB i3 MOPYLUEHHAM
(DYHKLIT HUPOK 3 Macoto Tisia MeHLue 50 Kr

Tabnuyga 2
CTyniHb TAXKKOCTI HUPKOBOT KnipeHc [iTn BiKOM Bif 6 pokKiB Ta NigMITKN 3 Macor
HeJ0CTaTHOCTI KpeaTUHiHy (MN1/XB Tina meHwe 50 kr(1)
11,73 m2)

HopmasibHa (hyHKLiIA HUPOK > 80 10-30 mr/kr (0,10-0,30 mn/kr) 2 pasun Ha [oby
JNerkuii cTyniHb 50-79 10-20 mr/kr (0,10-0,20 mn/kr) 2 pa3un Ha foby
CepeaHiii CTyniHb 30-49 5-15 mr/kr (0,05-0,15 mn/kr) 2 pa3un Ha goby
TSKKWUIA CTYMiHb <30 5-10 mr/kr (0,05-0,10 mn/kr) 2 pa3un Ha goby
TepwmiHanbHa cTagia (nauieHTu, - 10-20 mr/kr (0,10-0,20 mn/kr) 1 pa3 Ha
LLL0 3HAXOAATLCA Ha Aiasisi) 1106y )3

(D) fns gosysaHHs 40 250 Mr, Anst [03, He KPaTHWUX 250 MF, KOM PeKOMEHZOBaHE 03yBaHHS HEMOX/IMBO OTPUMATM MPUAOMOM AEKiNbKOX TaGNeToK, a TaKOXK ANs NaLjieHTiB, siKi He MOXYTb
MPOKOBTHYTY TabNeTKM, Cifj 3aCTOCOBYBATY Opa/ibHIA po3umnH JleBiLuTam.

@y nepLUmnii fieHb NiKyBaHHA PEKOMEHAYETbCA 3aCTOCYBATW HaBaHTaXKyBa/lbHY 03y NieBeTupaletamy 15 Mr/kr.
) nicns Jianizy peKoMeHJyeTbCA 3aCTOCYBaTH 0AATKOBY 403y 5- 10 Mr/Kr.

MeyiHKoBa HEAOCTATHICTb.
[ns nauieHTiB 3i cnabkMM Ta MOMIPHUM MOPYLUEHHAM (DYHKLIT NMEeYiHKM KOPeKLis [031 He MOTPibHA. Y MauieHTIB i3 TAXKUMU NOPYLUEHHAMMN (YHKLIT NEYiHKN

KNipeHC KpeaTUHIHY MOXE He MOBHOK MipOoto BiflobpakaT CTyMiHb HUPKOBOT HEAOCTaTHOCTI. TOMY /18 NaLieHTiB i3 KNipeHCOM KpeaTuHiHy < 60 Mn/xe/1,73 M2
[060BY MIATPUMYHOYY [03Y PEKOMEHL0BAHO 3MeHLLNTN Ha 50 %.
aiTn.



Nikap noBuvHeH Npu3HavaTy HalibiNbLL BIAMNOBIAHY NiKapcbKy (GopMy, LO3YBaHHSA i (POPMY BUMYCKY, 3a/IEXKHO Bif, BiKy, Macu Tina i 4o3u.

Mpenapat y opmi TabneToK He peKOMeHA0BaHWIA A1 3aCTOCYBaHHA AiTAM BIKOM [0 6 pokiB. Lli rpyni nayieHTiB 6akaHO 3aCTOCOBYBaTV npenapar Jlesiuutam y
(hopmi opasibHOro po3unHy. Kpim Toro, HasBHi [03yBaHHS TabMETOK He NiAX0AATh 419 MOYaTKOBOIO NiKyBaHHS AiTei 3 Macoto Tina go 25 Kr, Ana nayieHTiB, SKi He
MOXYTb MPOKOBTHYTU TabnieTku, abo A4ns 3aCTOCYBaHHA [03 A0 250 Mr. Y BCiX BULLEHaBeAeHMX BUMAAKax NiKyBaHHA Cif PO3noyYMHATV npenapaTom Jlesiyurtam,
Opa/IbHUA PO3YMH.

aiTn.
MpenapaT y opmMi TabMeToK He peKOMeHAOBaHWIA A1 3aCTOCYyBaHHSA AiTAM BiKOM 0 6 pokis. MNpenapat JleBiuutam, OpasibHUIA PO34YMH, C/if, 3aCTOCOBYBATM
HeMOoB/ATaM BiKOM Bif 1 micaus i 4iTAM BIKOM 10 6 pOKIB.

Nepeno3yBaHHS.

CumnTomu.

Mpu nepeao3yBaHHI NpenapaToM CrnocTepirasncs COHNMBICTb, 30YIKEHHS, arpecis, NPUrHiYeHHs ANXaHHA, CNyTaHICTb CBIAOMOCTI, KOMa.

NikyBaHHs.

Y BUMNagKy rocTporo rnepefosyBaHHA HeOOXigHO MPOMUTY LUTYHOK abo BMKIMKaTU 6toBaHHA. CrielianbHOro aHTUA0TY HeMae. AKWO HeobXifHO, MPOBOAUTHLCS
CUMMTOMAaTUYHE NiKYBaHHSA

Y T. Y. 3 BUKOPUCTAHHAM remogianisy (BuBoautbes 4o 60 % nesetmpauetamy 1a 74 % nepBUHHOIO MeTaboniTty).

Mo6iyHI peakuii.

HaiyacTiwe noBigomnsam npo Taki No6iYHI peakuyii K Ha30(apuHIiT, COHMMBICTb, FONOBHWIA 6ifb, NiABULLEHY BTOMJIOBAHICTb i 3anamMopoyeHHs. Mpodinb
NOBGIYHMX SBULY, L0 HABOAUTLCH, IPYHTYETHCA HA y3ara/lbHIOKUYOMY aHanisi faHnx nnaueb0-KOHTPObOBaHUX KNIHIYHWUX BMNPOOYBaHb, Y AKUX 3arasioM B30
yyacTb 3416 nauieHTiB, AKi oTpumyBanu fesetupauetam. Lli gaHi AONOBHIOKOTLCA BUKOPUCTAHHAM fieBeTUpaLeTaMy Yy BIiAMOBIAHMX PO3LIMPEHUX BIAKPUTUX
AOCNIKEHHSX, a TaKoXX NOCTMapKETUHIOBMM A0CBiAoM. IMpodinb 6e3nekn neBeTupaleTamy, K NpaBuio, CXOXWIA Y Pi3HMX BIKOBUX rpynax (gopocni i gitv) npu
3aCTOCYBaHHI 3a Pi3HNMMW BCTAHOB/IEHUMM NMOKa3aHHAMM.

Mo6iyHi peakyii, Npo AKi NOBIAOMAAAN B KNiHIYHWUX [LOCNIIKEHHAX (CTOCOBHO AOPOCAMX, MNiANITKIB, AiTEA i HeMOBAST BiKOM Big 1 Micsus) i NpoTArom
NOCTMapKETUHIOBOro Nepiofy, 3a3HayeHi B HaCTYMHI TabnuLi No cucTemi Knacudikauii opraHiB i CUCTEM 3 BU3HAYEHHAM X 4acTOTK. YacToTa BU3HAYaEeTLCS TaKNM
YMHOM: Ay>Ke yacTo (= 1/10); yacTo (= 1/100 fo < 1/10); HeyacTo (= 1/2000 go < 1/100); pigko (= /10000 o < 1/1000) i fyxe pigko (< 1/20000).

Tabnmus 3
Knacu cucTem opraHis 3a ["pynu 3a 4acToTOKO
MedDRA Tly)Ke YacTo YacTto Heyvacrto PigKo
IHbekUiT Ta IHBA3IT HasodapuHrit IH(bekuis
3 6OKYy KpoBi Ta TpombouuToneHis neikoneHis MaHuuUTONEHIs, HETPONeHis,
nimgaTnyHOT cucTemm arpaHynounTos




Kriacu cucTem opraHis 3a
MedDRA

"pynu 3a 4acToTOoH

Jy>Ke 4acTo

YacTo

HeyacTto

Pigko

3 60Ky iIMyHHOI cuctemu

PeakLiis Ha likapcbKuin 3acib 3
€03NHOMINIEID Ta CUCTEMHUMM
nposisamu (DRESS),
rinepyyTnMBICTL (BK/HOYaOUm
aHriOHEBPOTMYHMIN HABPSIK |
aHadinakcito)

3 60Ky meTaboniamy

AHoOpekcis

SHKEHHS MacK Tina,
30iNbLLEHHSA MacK Tina

inoHatpiemis

McuxiyHi posnaam

[enpecisa, BOPOXICTb/
arpecis, TPMBOXHICTb,
6€3COHHS, HEPBO3HICTb/
ApaTiBNMBICTb

Cnpo6u camory6cTBa,
cyiymaansHi AyMKU, NCUXOTUYHI
po3nasm, aHoMasibHa NoBefiHKa,
ralloLMHaLii, rHie, CniyTaHIiCTb
CBIZJOMOCTI, NaHiYHi aTaKku,
aheKTMBHa NabiNbHICTb/3MIHN
HacTpoto, 30y IKeHICTb

Cyiung, posnaam ocobucTocTi,
NOPYLUEHHS! MUCNEHHS, AeNipili

3 60Ky HepBOBOI CUCTEMM

COHNMBICTb, FONOBHWIA

0iNb

Cypomu, nopyLUeHHS
piBHOBaru,
3anamopoyeH-Hs,
netapris, Tpemop

AMHe3sisi, MopYLLEHHS nam’sTi,
MOPYLLEHHA KoopanHavii/
aTakcis, napecTesis, po3naau
yBaru

XopeoaTeTos, AMCKIHE3IS,
rinepkiHesis,

MOPYLLEHHSA X0AW, eHLedanonaTis,
MOCWNEHHA CYL0M

3 60Ky opraHis 30py

Annnonis, po3mMuUTICTb 30py

3 60Ky opraHiB cnyxy Ta Bepturo

piBHOBaru

3 60Ky cepusA MosoBXeHHs iHTepBany QT Ha EKI
3 60Ky OpraHiB uxaHHs, Kawesnb

rPYAHOT KNITKK Ta
cepefoCTiHHA

3 60Ky
LLTYHKOBO-KULLIKOBOI O
TpakTy

Binb y XuBOTI, Aiapes,
aucnencis, 6/110BaHHS,
HyfoTa

MaHKpeaTnT

"enatobiniapHi NopyLleHHs

BiaxuneHHs Big Hopmu
pe3ynbTaTiB NevyiHKoBUX NPob

MeyiHKoBa He,Cl,OCTaTHiCTb, renatunTt

3 6OKY HUPOK i
CevyoBUAiNbLHOT CUCTEMU

["oCTpe yparKeHHA HUPOK




Knacu cucTem opraHis 3a [pynu 3a YacTOTO
MedDRA [lye 4acTo YacTo HeyacTo Pigko
3 60Ky LUKipK Ta NiAWKIpHOT BucunaHHsa Anoneuis, ek3ema, cBepbixk TOKCUYHWIA enigepManbHUT
KNiTKOBUHW Hekponi3, cuHapom CTiBeHca —
[DKOHCOHa, My/NbTU(OPMHa epUTEMa

3 60Ky KiCTKOBO-M’A30BOT M’s30Ba CNabKiCTb, Mia/ris Pabaomionis i NiABWLLEHHS PiBHSA
CUCTEMMW Ta CNOMYYHOT KpeaTUHMOCHOKiHa-31 B KPOBI*
TKaHVHU
3arasibHi NMOpPYLUEHHS | AcTeHis/ nigBuLeHa
peakuii y MicLi BBEEHHSA BTOM/IHOBaHi

CTb
TpaBMU, OTPYEHHA Ta TpaBmu
YCKNafHeHHs npoueayp

* T1OLWMPEHICTb 3HAYHO BULLA Y SNOHLLIB NOPIBHSAHO 3 NaLjieHTaMn He AMOHCLKOr0 MOXOMKEHHS.

PifIKo cnocTepirannca Bunagkn eHuedanonarii, ska BUHWKana Micna 3acToCyBaHHA feBeTupauetamy. Lii HebaKaHi e(eKTn, K NpaBuio, BUHUKaIN Ha NoyaTky
NiKyBaHHS (Bif AeKiNbKOX AHIB A0 KiNbKOX MicALIB) i 6yM 060pOTHUMM NICNA NPUNUHEHHS NiKYBaHHS.

Onunc oKpeMmnx NoGiIYHUX peakwii.

Pu3MK aHOpeKCIT 3pocTae nNpy OfHOYACHOMY 3aCTOCYBaHHI fieBeTUpaLeTamy 3 TonipamaToM. [pu npossax anonewii y feaknx Bunagkax Bif3Havanocs BifHOB/IEHHSA
BOJIOCAHOIO MOKPUBY NIiCNA MPUMNUHEHHSA 3aCTOCYBaHHSA fIeBeTUpaLeTamy.

Mpy nposiBax NaHUMUTOMEHIT Y AeAKUX BUNALKaX CMOCTEPIraocs NPUIrHIYEHHA KiICTKOBOrO MO3KY.

aiTn.

Bigomo, o cepes nawieHTiB BikoM Big 1 micAud fo 4 pokis 3aranom 190 nauieHTiB OTpUMYBa/I NiKyBaHHS fieBeTUpaLLeTaMoOM Y X041 niaue60-KOHTPOIbOBaHNX Ta
BIAKPUTUX AOAATKOBUX AOCNIKEHb. 60 i3 UMX NauieHTiB OTPUMYBa/IN NiKyBaHHA NeBeTMpaLeTamoM Yy XoAi nnauebo-KoOHTPoNboBaHMX AocnimpkeHb. Cepef nauieHTiB
BiKOM 4—16 pokKiB 3arasiom 645 nauieHTiB OTPUMYBa/IY NiKYBaHHA NIEBETUPALIETAMOM Y XOZi Nnaue60-KOHTPOIb0BaHMX | BIAKPUTKX LO4ATKOBUX AOCIAKeHb. 233 i3
UMX NauieHTIB OTPUMYBanV NiKyBaHHS NIeBETUPALLETaMOM Y XOAi Nnaue60-KOHTPOboBaHMUX AOCNipKeHb. B 060X 3a3HauveHMX BIKOBMUX rpynax Ui faHi 4OMOBHEHI
[aHUMW LLLOZ0 3aCTOCYBaHHS fleBeTmpaLeTamy y nicnapeecTpaliiHunii nepios,.

Kpim TOro, y xogi nicnapeectpayiniHoro JocnifxeHHs 6e3neku NikyBaHHS fieBeTupaLeTaMoM oTpumyBasiio 101 HeMoBAsA BiKOM Ao 12 micAuiB. HoBUX faHUX 3
6e3neKu 3aCTOCyBaHHS NieBeTUpaLeTaMy HEMOB/IATaM 3 eniferncieto Bikom 40 12 micauiB 0TpumaHo He 6yno.

Mpoginb NOGIYHMX peakuiil feBeTMpaLeTaMmy 3araslioM CXOXMWI Yy Pi3HUX BIKOBUX rpynax Ta MpWU BCiX 3aTBeppKeHWX MoKasaHHSAX eninencii. Pe3ynbTaTu WOAo
6e3neKy 3acTOCyBaHHA npenapaty AiTAM, OTPUMaHi y xogi nnaue60-KOHTPObOBAaHNX KIHIYHUX AOCMiMKEHb, BIANOBIAaIM Npodinto 6e3neku neBetvpaleTamy y
[OPOCNX, OKPIM MOGIYHMX peakLiin 3 60Ky MoBediHKM Ta NCUXiKK, AKi Yy AiTen 6ynn yacTilmmu, HiXK y gopocnux. Y aiTeil Ta NigniTkie BikoM Big 4 fo 16 pokiB
6ntoBaHHA (gyXe yacto, 11,2 %), 30ymKeHicTb (4acTo, 3,4 %), 3MiHa HacTporo (4acTto, 2,1 %), ajekTuBHa NabinbHICTL (YacTo, 1,7 %), arpecia (4acto, 8,2 %),
aHoMasibHa nosefiHKa (4acTo,

5,6 %) i netapris (4acto, 3,9 %) cnocTepiranncs 3 6ifbLUOK YaCTOTO, HIXK B IHLINX BIKOBUX rpynax abo y 3araibHOMY npodini 3 6e3nekn. Y HeMOBNAT | AiTein
BiKOM Bif, 1 micausa [0 4 pokiB ApaTiBnMBICTb (4yXe yacTo, 11,7 %) Ta nopyLleHHs KoopAuHauii (4acTo, 3,3 %) crioctepiranucs 3 6i/IbLUO0 YaCTOTOH, HIXK B iHLIKX



BIKOBMX rpynax abo y 3aranibHoMy npodgisi 3 6e3neku.

Bigomo, Wo B AocnifpKeHHI 3 6e3nekn Ons AiTel, ke NPOBOAMNOCSA 3 METOK [OBECTU He HMXKYY eeKTUBHICTb Mpenapary MOPIiBHAHO 3 aKTUBHUM KOHTPO/EM,
OL,iHtOBaBCS BMN/IMB NleBETUPALIETaMy Ha KOMHITUBHI Ta HEPONCKMXOOTiYHI NOKa3HUKKN Y AiTel BiKOM Big 4 A0

16 pokiB 3 napuiaibHMK Hanagamu. JSleBeTupaueTam He Bifpi3HABCS (He 6yB MeHLU e(heKTMBHUM) Bif nnaue6o LoAo 3MiHW Bif, MOYaTKOBOIO PiBHA yBaru i nam’ i
3a Wwkanoto Leiter-R, cyMapHOro nokasHvka nepesBipku nam’sTi y nonynsauyii BiANoBiAHO A0 NPOTOKONY. Pe3ynbTatu, NoB’s3aHi 3 NoBeAiHKOBUMW Ta eMOLiIiHUMM
(DYHKLISIMW, BKa3yBa/IM Ha MOCW/IEHHA Y NALIEHTIB, AKX NiKyBa/M NIEBETUPALLETAMOM, arpec1BHOT NOBEAIHKM, L0 BM3HAYaiacq CTaHAapTU30BaHO | CUCTEMATUYHO, 3
BMKOPUCTaHHAM Basnign3oBaHmx 3aco6is (CBCL — Achenbach Child Behavior Checklist — KOHTponbHWiI? cnMcoK AnTAYO0T noBeaiHKn AxeHbaxa). MosigoMnsnu, wo y
nauieHTiB, AKi OTPUMYBaIM NleBeTMpaLeTam y Xo4i AOCiIpKEHHS MO4ASIbLLIOTO CMOCTEPEXEHHS, Y CepefHbOMY He CMoCcTepirasocs NOripLUeHHs MoBeLiHKOBMX Ta
eMOLIMHMX (DYHKLiN; 30Kpema NoKa3HUKN arpecvBHOT NOBESIHKM He By/n ripLwMMy 3a NOYaTKOBUIA PiBEHD.

TepMiH NpUAATHOCTI. 3 poKK.

YMoBW 36epiraHHs. 36epirat y HeloCTyNHOMY AN AiTei MicLi, B OpuriHanbHiA ynakoBLi npy Temnepatypi He BuLe 25 °C.
YnakoBkKa. o 10 TabneTok y 6nictepi; no 3 ab6o 6 6aicTepiB y KapTOHHI Nayu,.

KaTteropis Bignycky. 3a peLentom.

BupobHuk. TOB «®apma Ctapt».

Micue3HaxomkeHHA BUPOOHMKA Ta afpeca Micua NpoBafyKeHHS NOro 4isNIbHOCTI.
YKpaiHa, 03124, m. Kuis, 6ynbBap Bauiasa Masena, 8.



