3ATBEPJIKEHO
Haxa3 MinicrepcTBa

OXOPOHHM 310POB’s1 YKpaiHu

18.12.2018 Ne 2362
PeecTpaniiine mocBigueHHst

Ne UA/0452/01/01

Ne UA/0452/01/03

Ne UA/0452/01/04

IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

JAMIKTAJI
(LAMICTAL)

Cknao:

diroya peuosuHa: TaMOTPUIKUH;

1 Tabnerka MiCTUTH TaMOTPUKUHY 5 MT, 50 Mr a6o 100 mr;

00NOMIdICHI pevuosuHy: KaJIbIIF0 KapOOHAT, T1APOKCHUITPOIIIECIIION03a HU3bKO3aMiIleHa, aJTFOMIiHI0
Mar”ilo CHJIIKaT, HaTpifo KpoxMmanbriikojsar (tum A), mnoBimon K30, caxapuH HaTpiro,
apoMaTH3aTOp YOPHOCMOPOJINHOBHUH, MAarHiIO CTeapar.

Jlikapcbka gopma. Tabierku, m0 JUCIEPTYIOTHCA.

OcHosHi @hizuxo-ximiyni enacmusocmi: Oumi abo OLIi 3 BIATIHKOM, (IS TaOJETOK MO 5 Mr —
J0BracTi, ABOOMYKJ), (a7 Tabnerok mo 50 mr, 100 Mr — GaraTtorpanHi CynepeinTuyHi 3 TJIaJK00
MOBEPXHEI0), TAOJIIETKH 13 3aIIaXOM YOPHOT CMOPOJIUHU. 3 01HOTO 60Ky TabieTok TucHeHHs GS CL2
(mns Tabnerok mo 5 mr), GSCX7 (s tadbmerok mo 50 mr), GSCL7 (mns tabaerok mo 100 mr), 3
apyroro 00Ky — no3a mpemnapary, a came: 5, 50 abo 100. Ha moBepxHi TaOJETOK JOIMYCKAETHCS
MapMypOBICTb.

dapmakorepaneBTuuHa rpyna. [Iporueninentuuni 3acobu. Jlamorpwmkun. Koxg ATX
NO3A X09.

Dapmakonoziuni e1acmueocmi.

MexaHi3m aii

SIk moKa3yroTh pe3yibTaTH (HapMaKOIOTiYHUX JOCTIIKEHb, JAMOTPHIDKMH € Jl€3aJIe)KHUM Ta
MOTEHIIAJIO3JIEKHUM OJIOKATOPOM IOTEHIIAI03aIe)KHUX HATplEBUX KaHaliB. BiH mnpurHiuye
CTiIKy MOBTOPHY aKTHBAIlil0 HEHPOHIB 1 raJibMy€ BUBUIBHEHHS ITyTamary (HelipoMeaiaTtopa, KUl
Bilirpae KIIOYOBY pONb Y BUHMKHEHHI CHiNENTHYHMX Hamaiis). VIMOBipHO, mo muM edexrom
00yMOBJIEH] MPOTUCYIOMHI BIIaCTUBOCTI JIAMOTPUKUHY.

HaTtomicTph 3anuiaroTbcss HEBCTAHOBJIEHUMHU MEXaHI3MH, SIK1 3a0€31e4yI0Th TepareBTUYHUN e(eKT
JaAMOTPUKUHY TIpU OIMOJIIPHOMY PO3JIajii, X04a B3a€EMOJIS 3 MOTEHLIAN03alIeKHUMU HaTPiEBUMHU
KaHaJIaMH BIJITpa€e BaXXJIUBY POJIb.

dapmakoarHaMiuHi eheKTH

JlociaykeHHs BIUIMBY JIIKAPCHKHUX 3aC001B Ha LIEHTPAJIbHY HEPBOBY CHCTEMY BHUSIBHIIN BIJCYTHICTh
PI3HULI Y 3I0pPOBHX J00POBOJIBLIB MIPH 3acToCyBaHHI 240 MI TaMOTPUIKUHY Ta T1ane0o, Toi SK 1
1000 Mr ¢enitoiny, i 10wMr giazemamy CyTT€BO TOTIpIIyBajdu JApiOHY 30pPOBO-MOTOPHY
KOOp/IMHAIIII0, MOTOPUKY OuYel 1 pIBHOBAry Tijia, a TaKOK CIPHUYUHSIIN Cy0 €KTUBHHUM celaTUBHHUNA
eeKT.

B iHmomy nocmimkeHHI pa3oBi mepopaibHi o3u 600 Mr kapOamaszemiHy 3HAYyHO MOTipIIyBaId
IpiOHY 30pOBO-MOTOPHY KOOPJMHAIII0, MOTOPUKY O4Yed Ta PIBHOBAry Tija, a TaKOXX 30UTBIIUIN




YacTOTy CEpLEBUX CKOpoueHb. [Ipu IIbOMYy pe3ysbTaTH 3acTOCYBaHHS JaMOTPUKUHY B J103aX
150 mr i 300 mr He Bigpi3HsUIMCS Bij muianeoo.

BriuB 1aMOTpHDKUHY Ha MPOBIAHICTD CEPILT

Y JochmimKeHHI 3a y4acTIO 3JI0POBHUX JOPOCHMX JOOPOBOJBIIIB BIUIMB IMOBTOPHUX JI03
namoTpukuHy (10 400 mr/mo0y) Ha TPOBIAHICTH cepiisd omiHoBaIu 3a gonomoror EKI y 12
BimBeneHHsAX. [lpu mopiBHSAHHI 3 Mane00 KIIHIYHO 3HAYYHIOr0 BIUIMBY JIAMOTPUDKHHY Ha
inTepBan QT He crocTepiraiocs.

Kniniuna eekTHBHICTh Ta Ge3meka

IIpoghinakmuka enizodie nacmpor 8 nayicHmie 3 OINOIAPHUM PO3LAOOM

EdexTuBHICTD TaMOTPHIUKUHY U TPO(QUIAKTUKHA €Mi30/1iB HACTPOIO B MAIEHTIB 3 OIMOJIIPHUM
poznagom Tumy | oIiHIOBaIM Y ABOX JOCIIKCHHSX.

Hocnimkenuss SCAB2003 — GararorieHTpoBe, MOBIHHO Clile, 3 MOABIHHOK iMiTami€cto, miamnedo-
Ta JTIEKOHTPOJIHOBAHE, PaHIOMI30BaHE JOCHIIKEHHS (IKCOBAHOI 103U JIA JOBTOCTPOKOBOL
npoTAKTUKY PEUUUBHUX 1 pEKYPEHTHHUX €Ii30/1iB JAenpecii Ta/abo MaHii — IpOBOIWIIN 32 Y4acTIO
MaIi€HTIB 3 OIMOJIIPHUM PO3JIaioM | Tumy 3 HasgBHUM a00 HEIIOJABHO MEPEHECEHUM BEITUKHM
nenpecuBHUM emizofoM. [licnms crabimizamii 3a JOMOMOTOI0 MOHOTEpAIii JaMOTPHDKUHOM a0o
JIOIATKOBOI Teparmii MNarieHTH OyJd BHIMAJKOBUM YHHOM PO3MOJIJIEHI B OJHY 3 II'SASTH TPYII
JIKyBaHHSA TPUBAIICTIO A0 76 TwxHIB (18 wmicsmiB): mamorpumkun (50, 200, 400 mr/zo0y), miTii
(piBenb y cuposatiii kposi Big 0,8 1o 1,1 MMomnb/i) a6o mane6o. [lepBHHHOIO KiHIIEBOIO TOYKOIO
OyB «4ac 10 BTpydaHHs 4epe3 emizon HacTpoio (TIME)», ne BTpydaHHAMH BBaKalHcs HOAATKOBA
dapmakorepamnis abo enexkrpokonByibcuBHa Teparis (EKT). Jocaimkenns SCAB2006 mpoBoaunu
3a ananorivauM 31 SCAB2003 pm3aifHOM, ane i3 3aCTOCYBaHHSAM OiJbII THYYKOTO PEXHUMY
no3yBaHHs namoTpumkuHy (Binm 100 mo 400 mr/mo0y) Ta 3a ydyacTO MAIl€HTIB 3 OIMOJISPHUM
po3magom | Tumny 3 HassBHUM a00 HEIMIOJAaBHO MEPEHECEHUM MaHiaKaJIbHHUM eIi30/0M. Pe3ynbTaTn
HaBeneHo B Tadimmi 1.

Tabmums 1
KopoTkuii 3MicT pe3ynbTaTiB JOCHIIKeHb €(EKTUBHOCTI JTAMOTPUIKUHY Uid TPOdiTaKTUKU
€Ii30/1iB HACTPOIO B MAII€HTIB 3 OIMOJISIPHUM po3nanoM I Tumy

YacTka nanieHTiB 0e3 moaii Ha 76-Mmy THKHI

Hocaimxenns SCAB2003 Hocainxenna SCAB2006

Binoasipunii posaan I tumy Binonsipunii posaan I tumy
Kpurepiii Benukuii nenpecuBHuil enizon Benukuii MaHiakaabHUI €mi30]1
BKJIIOYEHHS

Jlamorpumxun | JliTii [Tnauedo | Jlamorpumxun| JliTii [Tnanebo
bes 0,22 0,21 0,12 0,17 0,24 0,04
BTPYYaHHs
p-3HaYEHHS 0,004 0,006 - 0,023 0,006 -
log rank
TECTY
bes mempecii | 0,51 0,46 0,41 0,82 0,71 0,40
p-3nauenns | 0,047 0,209 - 0,015 0,167 -
log rank
TECTY
be3 manii 0,70 0,86 0,67 0,53 0,64 0,37




p-3Hauenns | 0,339 0,026 |- 0,280 0,006 -
log rank
TECTY

JlogatkoBUil aHali3 Yacy JI0 IHEpHIoro JENpecUMBHOTO €mi30ly Ta Yacy J0 Iepuioro
MaHiaKaJIbHOTO/TiNOMaHiaKkalbHOTO a00 3MIIIaHOTO eMmi30Jy II0Ka3aB, IO y TAali€HTIB, SKi
OTPUMYBAJIU JIAMOTPHJKHH, HEPIIUN AECPECUBHUN €130/ HACTaBaB CTATMCTUYHO Mi3HILIE, HIXK Y
namieHTiB  miuane6o-rpynu. CTaTHCTUYHOI PI3HUII Yy dYaci [0 Mepmoro MaHiaKaJbHOro/
rinoMaHiakajJbHOTO a00 3MIIIAHOTO €Mi304y HE BUSBJICHO.

EdekTuBHICTD JIAMOTPUKUHY B TIOE€JHAHHI 31 CTa0ini3aTopaMu HACTPOIO HE BUBUEHA HAICKHUM
YUHOM.

Jimu

Jitu BikoMm Bij 1 10 24 micsiiB

EdexTuBHicTh Ta Oe3neka IOMOMDKHOI Teparii mapuiadbHUX HamaaiB y aitedl BikoM Bix 1 1o
24 MicAIiB OIIHIOBAJIA Y HEBEJIIMKOMY IOABIHHO CIIIMOMY IUIaie00KOHTPOJILOBAHOMY JTOCIIIPKEHHI
BiqMiHM mnpenapary. JlikyBaHHs po3noyanu 177 mamieHTiB 3 THTPYBaHHS JO03M 3a CXEMOIO,
PEKOMEHIOBAHOIO JUIsl iTeH BikoM Bif 2 10 12 pokiB. HaifHWk4y HOCTYHHY 03y JaMOTPHKUHY
MICTSTh TabneTku mo 2 Mr. ToMy B AESIKHX BHITAJKaX CTaHJAPTHY CXEMY JO3yBaHHs IiJ yac (aszu
TUTpyBaHHA OyJO BIJIOBIJHUM YWHOM BIJKOPUIOBAaHO (HANpHKIAJ, LUIAXOM 3aCTOCYBAaHHS
Ta0JICTKH 2 MT 4epe3 JIeHb P PO3PaxyHKOBIH 1031 MeHmie 2 Mr). KoHiieHTpaltii y cupoBaTIii KpoBi
BU3HAYaJIM HANpUKIHLI 2-r0 TWXHS a3y TUTpyBaHHsS Ta (a3u 3acTOCYBaHHsS HACTYIHOI JO3H,
3HIDKEHOT 200 HE IMiIBHINEHOT Yepe3 MOCSITHEHHST KOHIIEHTpaIii, mo nepeunryBand 0,41 Mkr/mia —
MIPOTrHO30BAHUX KOHIIEHTPALIM y TOPOCIUX MAli€HTIB y JaHii yacoBiil Toumli Tepamii. Hampuxkinii
2-TO TWOKHSI JISSIKI TAIlI€HTH MOTpeOyBaiv 3HKEHHS 1031 10 90 %. 38 marieHTiB 3 TepaneBTHIHUM
edeKkToM (3HMKEHHS YaCTOTH CyJIOMHHMX HamaAiB Ha > 40 %) pannomizyBanu y JBi Ipymnu: mianedo
a00 MmomaNbIIMi TPUHOM JIAMOTPHJUKHHY. BinCyTHICTH €(QEeKTHBHOCTI MOJABIIOI Teparii OyIo
3adikcoBaHo y 84 % maunieHtiB 3 rpynu Iuane6o (16 3 19) ta y 54 % mnauieHTtiB 3 Tpynu
namotpwpkuny (11 3 19). Pisaums e Oyna craructuvHo 3Hauymoro: 26,3 %, 95 % Al — 2,6 % <>
50,2 %, p = 0,07.

3arasmom 10 72 TwKHIB 256 marieHTiB BikoM Bif | g0 24 MicsimiB OTpUMYyBaJId JITAMOTPUDKUAH Y
no3ax Bix 1 no 15 mr/kr/no0y. Ilpodins Ge3nekn 1aMOTPUDKUHY B JIiTeH L€l BiKOBOi rpynu OyB
AHAJIOTIYHUM JI0 PO iTI0 OE3MeKH y CTapIIuX AiTel 3a BUHATKOM IporpecyBaHHs cyaoM (> 50 %),
sIKe y JiTeil BIKOM /10 2 POKIB BifI3HAYAIU CTATUCTHYHO YacTimie (26 %), Hix y crapuiux (14 %).
Cunapom JlenHokca — ["acto

JlaHi 111010 MOHOTEpaIii Mpu Hamaaax, NoB’A3aHuX 13 cuHApoMoM JlenHokca — ["'acTo, BiICYTHI.
IIpodinaxTuka emizoaiB HacTpor v aiter (10—12 poxkis) Tta miamTkiB (13—17 pokiB)

VY 0GararoneHTpoBOMY, 3 MapajelbHUMH IpylaMu, MIale00KOHTPOIbOBAHOMY, MOABIHHO ClioMy,
paH/OMI30BaHOMY JOCTI)KEHHI BIJIMIHM IIperapary OIiHIoBaIu Oe3neky Ta eQeKTUBHICTb
namoTpukuHy IR B TabneTkax 3 HeraliHMM BUBUIBHEHHSM SIK JIOJATKOBOI MiATPUMYIOUYOI Tepartii
JUIS BIITEPMIHYBaHHS €Mi30/1B HacTporo y Aited Ta miamiTkiB (10—17 pokiB) 000X cTaTeil, y SKuUX
OyJ10 iarHOCTOBaHO OimossgpHUiA posnan I Tumy i AOCATHYTO pemicii a0o MOKpaIeHHs B pe3yIbTaTi
3aCTOCYBAaHHS JIAMOTPHUJDKMHY B KOMOIHAlli 3 aHTUICUXOTHMYHUMH JIIKAPCBKUMU 3acobaMu abo
IHIIUMU aHTHAenpecanTamMu. [lepBUHHMN aHai3 epEeKTHBHOCTI (4Yac 10 HAacTaHHsS OIMOJIIpHOT
mojii) He TOKa3aB CTAaTHCTUYHO 3Haudymoro pesymnbraty (p = 0,0717), mo cBigumimo mpo
BIACYTHICTh edekTuBHOCTI. Kpim TOro, amamiz Oe3neku 3acBiJUMB MiJBUIIEHUI PpiBEHb
cyilMIanbHOI MOBEAIHKH Yy Tpymi JaMOTpukUHY: 5 % (4 maumieHTH) y mopiBHsAHHI 3 0 y rpymi
1ane6o.

Dapmaxokinemuxa.

AGcopOrtis

3a BIACYTHOCTI BHMPa)XEHOIO IPECHUCTEMHOT0 MeTaboi3My Mpenapar HIBHUAKO Ta IOBHICTIO
abcopOyeTbes 31 LUTYHKOBO-KHMIIKOBOrO TpakTy. Ilicis mepopaibHOro mpuiloMy MakcuMallbHa




KOHIICHTpAIlisl Yy IUIa3Mi KPOBI JOCSTAaeTbcs MpHOIU3HO uepe3 2,5 roauHu. Yac TOCSITHEHHS
MaKCHUMaJIbHOI KOHIIEHTpALlii JEUI0 MOJOBXKY€EThCS y pa3i 3aCTOCYBaHHS MpenapaTy micis iau,
OJIHAK Ha piBeHb aOcopOuii Ie He BIUIMBAE. ICHYIOTh 3HA4YHI MDKIHAMBIAyaJbHI Bapiamil
MaKCUMAaJbHUX KOHIIEHTpAIiil y PIBHOBAXHOMY CTaHi, NMPOTE IHAWBIAYyalbHI MOKa3HUKU OJHOTO
Tali€HTa, K MPaBUIIO, HE BapIIOIOTh.
Posnonin
[Tpubnuzno 55 % npo3u mpemnapary 3B’S3ye€Tbesl 3 OUIKaMHM IUTa3MH KpOBi. TOKCHYHMNA edeKT
BHACIIIJIOK BUTICHEHHS 3 OUIKIB IJIa3MH MAJIOHMOBIpHHA.
PiBens po3noainy cranoButs Big 0,92 mo 1,22 n/kr.
Biotpancdopmartis
BcranoBiieHo, 1110 TOJI0BHUM (DEpMEHTOM, BiIITOBIIAILHUM 32 METa0O0II3M JTaMOTPUIKUHY, € Y J[D-
TIIIOKYpOHiNTpancdepasa.
Jlume He3Ha4yHOK MIpOKO, 3aJIeKHO BIJ [JO03M, JIAMOTPU/DKMH MOXE I1HIYKYBaTH BIIACHUH
MetabomizM. OnHaK BIUIMB IpenapaTy Ha (apMakOKiHETHKY IHIIMX MPOTHUCYIOMHHUX 3ac00iB He
JIOBEICHHUH, a HasIBHI JIaH1 CBIIYaTh, 1[0 B3aEMOJIisI MK JIAMOTPH/DKMHOM Ta 1HITUMU JIIKAPCHKUMHU
3aco0amu, sIKi MeTaboIi3yIOThCS 3a JOMOMOT oo utoxpomy P450, manoiimMoBipHa.
Busenenns
Teopernunuil MIa3MOBUI KIIIPEHC Y 30pOBHX TOOPOBOJBIIIB CTAaHOBUTH MpuOIM3HO 30 MII/XB.
KnipeHc namMOTpuKUHY Bi1IOYBA€EThCSA MEPEBAXKHO IUISIXOM YTBOPEHHS METa0OMITy 3 MOJalbIINM
BUBECHHSM TIIIOKYPOHi/I-KOH FOTOBAaHOTO MaTrepiaiy i3 ceuero. Y He3MiHeHoMy ctaHi MeHIe 10 %
703U BUBOIUTBCA 13 ceuero. Jlume 2 % mepeTBOPEeHOro JIAaMOTPUJDKMHY BHUBOAMTBECS vepes
kumieyHuK. KomipeHC Ta 4Yac HamiBBUBEACHHS 3ajeXaTh BiA 03W. TeOpeTWYHHMH dac
HaITiBBUBEJICHHSI 3 TUIa3MH KPOBI 3JI0POBUX JIOOPOBOJIBIIIB CTAHOBUTH NpUOIM3HO 33 roaunawm (Bix 14
no 103 romgmu). Y AOCHiDKEHHI 3a yYacTIO Mami€eHTiB i3 cuuapomom JKumpbepa cepenHii
TEOPETUYHUH KIIIPEHC y TaKux cy0’ekTiB OyB Ha 32 % HMXK4ul, HK Y KOHTPOJIBHIN rpymi, ajne B
MeXax Jiana3oHy, BU3HAYEHOTO JUIs 3arajibHOi BUOIPKHU MAIli€HTIB.
Ilepion HamiBBUBEACHHS JAMOTPUKUHY CYTTEBO 3aJeKHUTh BiJ JIKapCbKUX 3aco0iB, sKi
3aCTOCOBYIOThCSI OofHOYacHO. CepenHiii yac HAIiBBUBEACHHS MOKE CKOPOTHUTHUCS MPUOIU3HO Ha
14 ronuH TpU CyMICHOMY 3aCTOCYBaHHI TakWX IHAYKTOPIB IIIIOKYpOHi3allii, Sk kapOamaszemiH Ta
¢enitoin, abo 30uTbmMTHCS TPUOAM3HO Ha 70 TOAMH TPU OJHOYACHOMY HPUHOMI TUIBKA
BaJbIpoaty (AuB. po3ain «B3aemois 3 IHITUMU JTIKAPCHKUMH 3ac00aMHM Ta 1HII BHAW B3a€EMOJII).
JIiHIHICTB
Jlo HaliBuIoi AocmikyBaHOi 103U — 450 Mr — QapmakokiHETHKa JAMOTPUDKHUHY TOKa3yBaia
JHIAHY 3aJI€XKHICTb.
Oxpemi epynu nayienmis

ITH
Knipenc, po3paxoBaHMii 3a1€KHO BiJl MacH Tijla, BUIIMHA y JiTeH, HIK Y AOPOCITUX, 1 HAUBUIIUN Y
niTei BikoM 710 5 pokiB. Ilepiog HaniBBUBENEHHS JaMOTPUKUHY Y JITeH 3arajioM KOPOTIIMH, HIXK
y nopociux. [Ipu ogHOUaCHOMY 3aCTOCYBaHHI 3 TAKUMH 1HIYKTOpaMH €H3UMIB, K kKapOaMaserliH Ta
(eHITOTH, mepio/l HaMIBBUBEACHHS CTAHOBUThH Yy CEPEIHBOMY MPHUOIU3HO 7 FOJMH 1 30UIBIIYETHCS
10 45-50 roauMH HpHU OJHOYACHOMY 3aCTOCYBAaHHI BHMHATKOBO 3 BaJbIPOATOM (JMB. PO3JLI
«B3aemonid 3 IHIIUMU JIIKAPCHKUMHU 3aC00aMHU Ta 1HILI BUJIU B3a€EMOJIIN»).
Jlitu BikoM Bijt 2 710 26 Mics1liB
V¥ 143 nanieHTiB BIKOM Bif 2 10 26 MicsIIB 3 Macow Tija BiAg 3 1o 16 Kr mpu nepopajbHOMY
3aCTOCYBaHHI OJHAKOBMX JI03 3 PO3paxyHKy Ha KilorpaMm macu Tijia Oyno 3aiKCOBAaHO HIDKYMA
KJIIPEHC TIOPIBHSHO 3 TaKUM Y JIITeH BIKOM OLUTbIIE 2 POKIB 3 aHAJIOTIYHOI Macoro Tija. CepemHiit
Yac HAIiBBUBEACHHS Yy JIITEH BIKOM /10 26 MICALIB IPU 3aCTOCYBaHHI (PEPMEHTOIHIYKYIOUOi Teparii
CTaHOBUB 23 TOAMHHU, NPU OAHOYACHOMY Mpuiiomi Banbmpoary — 136 rogun 1 38 roaun 06e3
3aCTOCYBaHHS NIpemnapartiB, gki € iHriditopamu abo iHAyKTOpamMH (pepMeHTIB. MiXKiHIUBITyalbHA
Bapia0eNpHICTh KIIPEHCY y pa3i 3aCTOCYBaHHS MEPOpPaTbHUX 703 Yy MAIlEHTIB BIKOM Bix 2 a0 26
MicsuiB Oyna Bucokow (47 %). IIporHozoBaHi KOHIIEHTpaIii y CHpPOBATIi KpPOBi MAIli€HTIB Ii€l




BIKOBO1 I'pymu OyJIM B MEXKax MOKAa3HUKIB y CTapIIiil rpyIi, xoua npu Maci Tina menme 10 kr geski
MAII€HTH MaJTU BUIII MOKA3HUKH MaKCHUMAaJIbHOT KOHIICHTPAIIIi.

[arieHTH JITHBOTO BIKY

Pesynbrat (hapMakOKiHETHYHOTO aHaJi3y HAIi€HTIB 3 EMUICTICIEI0, AKI Opalu y4acTb B OJHOMY
JOCITIJDKEHH], HEe TIOKa3aJlyd KIIHIYHO 3HAYYIIUX BIAMIHHOCTEH 3a KIIIPEHCOM JaMOTPHUKUHY MIXK
JTITHIMU Ta MOJIOIMMU marieHTamu. [licis ogHOPa30BUX /103 TEOPETHUYHUN KIIIPEHC 3MEHIITYBaBCS
Ha 12 %: 3 35 mur/xB/kr y nanieHTiB BikoM 20 pokiB 10 31 muI/xB/Kr y mami€eHTiB BikoM 70 pOKiB.
[Ticna 48 TwxHIB JiKyBaHHS 3HMKEHHS cTaHOBWIO 10 %: 3 41 MJI/XB y MOJIOIMX MAIlIEHTIB J0
37 Mn/xB y miTHIX. DapMaKOKIHETUKY JIAMOTPUDKUHY TaKOX BHBUAIM Yy 12 310poBHX
JTOOPOBOJIBIIIB JIITHBOTO BiKY, SIKUM 3aCTOCOBYBAIM OAHOpa3zoBy o3y 150 mr. Cepeane 3HaYeHHs
KJIipeHcy B maiieHTiB JiTHhoro Biky (0,39 mu/xB/Kkr) mepeOyBae B MeKax CepeaHiX IMOKa3HHKIB
kiipercy (0,31 — 0,65 mu/xB/KT), OTpUMaHUX Y 9 TOCIIHKSHHSIX 32 YYACTIO TOPOCIUX TAIIEHTIB HE
JITHBOTO BIKY MICJIsl 3aCTOCYBaHHS 0JTHOPa30BUX /103 Big 30 10 450 mr.

[NamienTy 3 nopyumeHasM GYHKIINA HUPOK

12 10OGPOBOJIBIIIB 13 XpOHIYHOK HUPKOBOIO HEOCTATHICTIO 1 6 MAIlI€HTIB HA TeMOI1alli3l OTPUMAaIH
pasoBy no3a 100 mr nmamorpumkuny. Cepeniii kiipeHc craHoBuB 0,42 MuI/XB/KT (Tpy XpOHIYHIM
HUPKOBiKM HemoctatHOCTi), 0,33 Mu/XB/Kr (y Tepioa MiX ceaHcamu remojianizy) ta 1,57 mur/XB/kr
(mig gac remomiainizy) mopiBHSHO 3 0,58 MUI/XB/KT y 310poBUX 100poBOJBIB. CepenHiid mepion
HaITiBBUBEJICHHS 3 IJIA3MH KPOBI CTAaHOBHB 42,9 roauHu (Ipy XpOHIYHINA HUPKOBIM HEAOCTATHOCTI),
57, 4romuun (y mepiox MK ceaHcamMu remopianizy) ta 13,0 romuHmM (i dYac reMomiamizy)
MOPIBHSHO 3 26,2 TOOMHH Y 310pOBUX TOOPOBOJIBIIB. Y cepeanbomy mpubdnusao 20 % (Bix 5,6 mo
35,1) HasgBHOrO B OpraHi3Mi JAMOTPHUKWHY BHBOJWIHMCS BIIPOJOBX YOTHPUTOIUHHOI Ccecil
remozianizy. [loyaTkoBi 103U TaMOTPUIKUHY IS 1€l TPYNU Malli€HTIB HEOOXITHO BU3HAYATH 3
ypaxyBaHHSIM THX JIKApChKUX 3ac00iB, SIKI TMAIi€HT 3aCTOCOBYE OJIHOYACHO. 3SHWKCHHS
HMIATPUMYIOYOi 03U MOKe OyTH e(eKTUBHHMM JUIS MAI€HTIB 31 3HAYHUM MHOPYLIEHHSAM (yHKIIIT
HUPOK.

[NarienTH 3 NOpYIIEHHAM QYHKIIH NeYiHKA

JlocmimpkeHHs: papMaKOKIHETUKH OJTHOPA30BOi 103U MPOBOIMIIOCH 32 y4acTio 24 MAIi€HTIB 3 Pi3HUM
CTyIleHeM mnopyuieHHs (QyHKIIT nedinku Ta 12 370poBHX JOOPOBOIBIIB Y KOHTPOJIBHINA Tpymi. Y
MAIIEHTIB 3 TIEYIHKOBOIO HemoctatHicTio ctyneHs A, B ta C (3a kmacudikamiero Yaitnga — I1°10)
CepeHill TeOpeTUYHUH KITIPEHC IaMOTPUDKUHY CTaHOBUB BiAmoBigHO 0,31 mi/xB/kr, 0,24 M11/XB/KT
ta 0,10 ms/xB/kr nopiBHsHO 3 0,34 MII/XB/KT y JOOpOBOJBIIB KOHTPOIbHOI rpynu. [louaTkoBy,
TUTPOBaHy Ta MIATPUMYIOUY 03U JUIsl MAI€EHTIB 3 MEYIHKOBOK HEAOCTATHICTIO MOMIPHOIO Ta
TSDKKOTO CTYIICHIB HEOOX1THO 3HU3ZUTH.

Jlokniniuni oami 3 6e3nexu

JlocmipkeHHst in VItro mokaszanu, [0 JaMOTPHU/DKUH Yy KOHIICHTPAIlSIX, SKI BiJMOBIIAIOThH
TEepamneBTUYHUM J103aM, TPOSBISiE aHTUAPUTMIUHY aKTHBHICTH kiacy IB. Bin mpurHiuye cepriesi
HaTpi€B1 KaHAIU JIIOJUHU, JEMOHCTPYIOUM IIBUJKY KIHETHKY MOYaTKy W KIHIS, a TaKOX CUJIbHY
MOTEHI[IaJI03aJIeKHICTh, 110 BIANMOBIA€ Jii IHIIMX aHTHAPUTMIYHMX 3aco0iB kiacy IB. VYV
TEpaneBTUYHUX J103aX JAMOTPHU/IKUH HE YIOBUIbHIOBAB IITYHOYKOBY MPOBIIHICTH (3 PO3IIUPEHHSIM
QRS) y 3mopoBux 100pOBOMIBIIB MpU peTenbHOMY HociimkenHi QT. BTiMm y maiieHTiB 3 KIIHIYHO
BOXJIMBUM CTPYKTYpHUM a00 (yHKIIIOHATHPHAM 3aXBOPIOBAHHSIM CEpIsl JIAMOTPHDKHUH MOXKE
MOTEHIIIHO YMOBUIBHUTH HUIYHOUKOBY IMpPOBIAHICTH cepus (3 po3mupeHHsM QRS) i Bukmmkartu
MPOoapUTMItO (IUB. po3ai1 «OcOOIMBOCTI 3aCTOCYBAHHS).

Kainiuni xapakrepucTuku.

Ilokazanns.

Eninencis.

Jopocii Ta 1iTH BikoM Bij 13 pokiB.

JlonatkoBa Teparmisi abo MOHOTepallisi MaplialbHUX Ta TEHEepali30BaHUX HaIajiB eMmuIerncii,
BKJIFOYAIOYH TOHIKO-KJIOHIYHI HAa u.




Hamanu, mnom’s3ani 13 cunHapomoMm JleHHokca-I'acto. JlamikTan mnpu3HA4YarOTh SK JTOJATKOBY
Tepamito, ane mpu cuHApomi JleHHOKca-I'acTo BiH Moxe OyTH TpH3HAUEHUH SIK TOYATKOBHIA
npotueniientuunuii npemnapar (ITEIT).

Jliti BikoM Bix 2 10 12 pOKIiB.

JlomaTtkoBa Teparmis mapiiialbHUX Ta TEHEepadi30BaHMX HAIaJliB €MiJencii, BKIFOYAl0YM TOHIKO-
KJIOHIYHI Halajy Ta Hamaau, acoliioBaHi i3 cuaapomMom JIeHHokca-I"acTo.

MoHoTeparis THIIOBUX aOCaHCIB.

binonapnuu posnao.

Jlopocui (BikoM Bij 18 pokiB).

3ano0iraHHg JENpPEeCUBHUM CTaHAM Yy XBOPHX 13 OIMOJSpHUM posnafoM | Tumy, siKi mepeBaxxHO
CTpaXJal0Th HA JICIPECUBHI CTaHU.

JlamikTan He MoKa3aHui )19 HEBIAKIAAHOT Teparii MaHiaKkaabHUX a00 JAENPEeCUBHUX CITi30/IiB.

Ilpomunokazanns.
JlamiKkTan MPOTUIOKA3aHUH MaIieHTaM 3 BIIOMOIO TiMEPUYYTIMBICTIO 10 JAMOTPUIKUHY a00 OyIb-
SIKOT'O 1HIIOTO KOMIIOHEHTa IIpenapary.

B3aemooia 3 inmumu nikapcokumu 3acodoamu ma inuwii 6UOU 83a€MOOIil.

JlocimipKeHHsT B3aEMO/IM TPOBOIMIIMCS 32 YUACTIO JIUIIE JOPOCIINX MAIliEHTIB.

byno BcranoBneno, mo ypumuH 5’-gudocho (YID)-rmrokyponin Tpancdepaza (YIT) — wme
dbepMeHT, sKuil BignoBigae 3a MeTaOONI3M JIAMOTPHUKMHY. TakuM YWHOM, Ipernapard, 10
IHAYKYIOTb a00 1HTIOYIOTh TIIOKYPOHI3allifo, MOXYTh BIUIMBAaTH Ha TEOPETUYHUN KIIPEHC
namotpupkuny. [Haykropu hepmenty muroxpomy P450 3A4 (CYP3A4) cunpHOI a00 MOMIpHOT i,
AKi, SIK BigoMo, 1HAYKYIOTh YI'T, Takok MOXYyTh MOCHIUTH METa0oli3M JaMoTpukuHy. Hemae
JIOKa3iB TOTO, IO JIAMOTPUDKHH MOXKE CIPHYMHUTH KIIHIYHO 3HAYYIIy CTUMYIIALII0 a0o
npurHideHHs pepmenTiB uuroxpomy P450. JlamoTpumkuH Moke 1HIYKYBaTH BIACHUI METa0OIi3M,
aJie 1ielt e)eKT MOMIpHUH 1 He Ma€ 3HAYHUX KITIHIYHUX HACIIIKIB.

Ti nmpenapaTu, sKi, SK JOBEACHO, MalOTh BIJIIMOBIIHUMA KIIHIYHUK BIUIMB HAa KOHIIEHTpAIliIO
JAMOTPUKMHY, HaBeleHi B Tabmumi 2. CremianbHi pPEeKOMEHJAIii MIOAO0 03YBaHHS LUX
JKapchbKUX 3aco0iB mpezacTaBieHi B po3aini «Croci6 3actocyBaHHs Ta 103u». Kpim Toro, y miii
Ta0JINIII TepepaxoBaHi Ti Mpenaparu, sKi, Sk 0yJI0 TOKa3aHO, MaJi0 YW B3araji HE BIUIMBAIOTh Ha
KOHIIEHTPAIlII0 JTaMOTPUKUHY. SIK MpaBuUlo, HE OYIKYETHCS, IO CYMICHE 3aCTOCYBaHHS TaKHX
npenapariB COpPUYMHUATH OYyIb-IKUW KIiHIYHUN BruB. OJHAK CHiJ 3acTEPerTH TMAalli€HTIB 3
eMLIeTICi€l0, UM CTaH XBOPOOH OCOOIMBO YYTIMBHUH 10 KOMMBAaHb KOHIIEHTPAIlll TaMOTPHIKUHY.

Tabmums 2
BruB sikapcbkux 3ac001B Ha KOHIIEHTPALIO JIAMOTPUUKUHY
Jlikapceki 3aco0u, JlikapceKi 3aco0H, SKi 3MEHIIYIOTh Jlikapceki 3aco0u, sKi Majo 4u
SIK1 T1ABUILYIOTh KOHLIEHTPALII0 JAMOTPUIKUHY B3arajii He BIIMBAIOTh Ha
KOHIIEHTpAL10 KOHIIEHTPALIIO JTAMOTPHJKUHY
JAMOTPHUKUHY
Banempoar ATa3zaHaBip/pUTOHABIp Apurninpa3zon
Kapb6amazenin Bbynponion
Komoinaris denbdamat
«ETHHLIECTPaioJ/IeBOHOprecTpeby»™ | ['abaneHTuH
JloniHaBip/pUTOHABIp Jlako3zamin
denobapbiTan JleBeTupaneram
deHiTOTH JliTiit
[Tpumigon Omnanzarin
Pudamninux OxckapOa3zenin
[TapaneTamoun




[Tepamnanen

[Tperabanin

Tomipamar

3oHi3aMiz

* Jloknagny iH(MOpMaIliio o0 J03yBaHHS TUB. y MAPO3/LIi «3aranbHi peKOMEHAAIII] 3 I03yBaHHS
JUIE OCOOJIMBHX TPYI MarmieHTiB» po3ainry «Crocid 3actocyBaHHS Ta mo3m». [llomo BkasiBok 3
JO3yBaHHSA JJIs1  JKIHOK, SKI TNPUHAMAaIOTh TOPMOHAJIBbHI KOHTPAIENTHUBH, JUB. IMIIPO3ILI
«["opMoHanbH1 KOHTpaLenTUBU» po3aity «Oco0IMBOCTI 3aCTOCYBaHHSD.

Bzaemodis 3 npomueninenmuunumu npenapamamu (I1EIT)

Banbmnpoar, sikuii raibMye MIIOKYPOHi3allii0 JIJAaMOTPUIKUHY, 3HIKYE METa00I113M JIaMOTPUIKHUHY 1
30UIbIIy€e cepenHiil mepioA HamiBBUBEACHHS NpHOIM3HO y 2 pasu. llamieHTam, siKi OZHOYACHO
OTPUMYIOTHh BaJIbIIPOAT, HEOOXITHO 3aCTOCOBYBATH BIJIOBITHUN PEXKHUM JT03YBaHHS (IIUB. PO3ILT
«Croci0 3acTOCYBaHHS Ta JJO3H»).

Hesxi ITIEIT (taki sk ¢eniToin, kapOamasemiH, (eHoOapOiTay 1 NPHUMINOH), MO I1HAYKYIOThH
depmentn 1mroxpomy P450, Takox iHgykyroTh YI'T Ta BHacmiiok HbOTO MHPUCKOPIOIOTH
MeTaboJi3M JaMOTpuKUHY. IlaiieHTaM, siKi OJJHOYACHO OTPUMYIOTh (PeHITOTH, KapOamaserliH,
¢benobapbitan abo mpUMITOH, HEOOXiTHO 3aCTOCOBYBATH BIAINOBIAHUN PEXUM JO3yBaHHS (IUB.
po3min «Crocib 3aCTOCYBaHHS Ta JI03U»).

€ moBigoMJIeHHA Tpo MOOIYHI siBUIA 3 OOKY HEHTPaJbHOI HEPBOBOI CHUCTEMH, IO BKIIOYAIH
3alaMOpPOYEHHS, aTaKCilo, MUIUIONII0, MOMYTHIHHS 30pY 1 HYAOTY Y TAIlI€HTIB, SIKi OTPUMYBAIU
KapOamaseniH 0JIHOYACHO 3 JIJaMOTPUKUHOM. L1 siBHIa 3a3BHUYail 3HUKAIOTH TIPU 3MEHIIICHHI 03U
kapOamazeniny. [lomiOnuii edekr Oyno BUABIEHO TMPU JOCHIIKEHHI JAMOTPUIKUHY Ta
OKCKapOas3eriHy Ha 3JJ0pPOBUX JOPOCIUX TOOPOBOJIBIIX, ajie 3SMEHIICHHS 031 BUBYEHO HE OyII0.

VY nmocnipKeHHI Ha 3I0pOBUX JOPOCIUX JAOOPOBOJBLAX, SKI 3aCTOCOBYBAIN 103y JIAMOTPUKUHY
200 mr Ta no3y okckapOazeminy 1200 mr, Oyyio BUSIBICHO, IO OKCKapOasemiH HE 3MiHIOBaB
MeTabomi3M JIaMOTPU/DKHHY, a JaMOTPUIDKUH Yy CBOIO 4Yepry He 3MIHIOBaB MeTadomi3M
okckapOazeminy. IlamieHTam, sKi OIHOYAaCHO OTPUMYIOTH OKCKapOasemiH, CIiJi 3aCTOCOBYBAaTH
pPEXHUM J03YBaHHS JUIS JOMOMDKHOI Teparii JJaMOTpUKHHOM 0e3 BallblipoaTy i 6e3 1HIyKTOpiB
TIIOKYpoHi3ariiil (quB. po3 it «Crocid 3acToCyBaHHS Ta TO3H»).

VY nocnikeHH1 Ha 3J0pOBUX JOOPOBOIBISX OyJI0 BUSBIIEHO, LII0 CYMICHE 3acTocyBaHHs (hendamary
y o031 1200 mr 2 pa3u Ha 100y 1 JaMOTpuKUHy y 11031 100 Mr 2 pa3u Ha 100y BripogoBxk 10 gHIB
HE MaJlo KJIIHIYHO 3HAYyIIOT0 BIUIMBY Ha (papMaKOKIHETUKY OCTaHHBOTO.

BinnoBigHO [0 J@HUX PETPOCHEKTUBHOTO aHali3y IIJIa3MOBUX pIBHIB Yy TMAIl€HTIB, SKi
3aCTOCOBYBAJIH JIAMOTPUIKHH 3 a00 6e3 rabaneHTHHyY, OyJ0 BUSBIEHO, 1[0 Ta0arieHTHH HE 3MIHIOE
TEOPETUYHHHA KIIPEHC JTAMOTPUKUHY.

[ToreHmiiiHa MeqUMKaMEHTO3Ha B3a€EMOISl MDK JIEBETHpAalleTaMOM Ta JIaMOTPUDKUHOM Oyia
BHBYCHA IIIXOM OI[IHIOBAHHS PIBHS KOHIICHTpaIlllii 000X MpemapariB y CHPOBATII KPOBI Mij Yac
1ale00KOHTPOIFOBAHUX KJIIHIYHUX JOCHIPKeHb. BIiAMOBIIHO 1O IUX [AaHUX, PEUYOBHUHHU HE
3MIHIOIOTh (PapMAKOKIHETHKY OJHA OJIHOI.

PiBHOBa)kHa KOHIIEHTpALlisl JaMOTPUKUHY Yy IUIa3Mi KpPOBI HE 3MIHIOETBCS NpPU CYMICHOMY
3actocyBaHHl 3 mperabamriHom (200 mr 3 pasu Ha 100y). PapMaKOKIHETHYHOI B3a€EMOJIT Mk
JaMOTPUKUHOM Ta MperadaiiHOM HEMae.

TomipamaT He BIUIMBa€E Ha IUIA3MOBY KOHLIEHTpPALlI0 JIAMOTPU/DKMHY.  3aCTOCYBaHHS
JaMOTPUIKUHY Ha 15 % 3011bl1ye KOHIEHTpAIlil0 ToMipamary.

3a maHuUMM JOCITIDKeHHs, 3acTocyBaHHs 30HicaMiny (200-400 mr/mo0y) pa3oM i3 JaMOTPUIKHHOM
(150-500 mr/mo0y) BmpoaoBxk 35 AHIB ISl JIIKYBaHHS €MUIEICII HE Majo CYTTE€BOTO BIUIMBY Ha
(bapMaKOKIHETHKY JJaMOTPUIKUHY.

Ha xoHIeHTpallito JaMOTpUKMHY B IJ1a3Mi HE BIUIMBAJIO CyMiCHE 3aCTOCYBaHHA Jako3aminy (200,
400 a6o 600 mr/mo0y) y mianeGoKOHTPOILOBAHUX KIIIHIYHUX BUMPOOYBAHHIX Y TMAIlIEHTIB 13
napiiabHUMU HamlaIaMu.




VY ol'eqHanomy aHami3i JaHUX 3 TPHOX IUIAIICOOKOHTPOJILOBAHMX KITHIYHUX JOCIIKEHB, IO
JOCTIDKYBAIM JTOAATKOBHM OJHOYACHUHM TPHUIOM TEpaMIIaHET0 y TAIli€HTIB 3 MapliadbHUMH 1
MEPBUHHUMH TEHEPAJTI30BaHUMHU TOHIKO-KJIOHIYHUMH HamaJaMH, HaWBHINA JOCTI/DKEHA 1032
nepamnanenio (12 mr/no0y) 301bImiIa KIipeHe IJaMOTpU DKUY MeHII Hix Ha 10 %.

Xoya omucaHi BHMAJK{ 3MIHM KOHIICHTpAIli 1HIIWX TPOTHEMIJIENTHYHUX IpenapariB y IJia3mi
KpOBi, KOHTPOJIBHI JOCIIPKEHHs TMOKa3aiH, M0 JIAMOTPH/DKMH HE BIUIMBAE HAa KOHIEHTPAIIO Y
IUIa3Mi KPOBI CYIYTHIX MPOTHEIIIENTHYHKUX 3ac00iB. Pe3ynbpraTtu JoCimimKeHs iN Vitro 3acBimumiy,
110 JIAMOTPU/KUH HE BUTICHSIE 1HII MPOTHETIENITUYHI IPenapaTH 3 IXHiX 3B SA3KiB 13 OlIKaMH.
Bzaemooisa 3 inwumu ncuxomponnumu peuosunamu

[Tpu onnouacuomy npuiiomi 100 Mr/no0y n1aMOTpUIKMHY Ta 2 T TIIIOKOHATY JiTiI0 0€3BOAHOTO, 110
3aCTOCOBYBaBCA 2 pa3su Ha 00y Bhnpoaok 6 paHiB 20 310poBUMH  TOOPOBOJIBISIMH,
(hapMaKOKiHETHKA JIITIF0O HE 3MIHIJIACH.

VY nmochimkeHHi 3a y4acTio 12 marieHTiB Oararopa3oBi IepopaibHi J03W OyNpoIioHy HE Mayld
CTaTUCTMYHO 3HAYYLIOTO BIUIMBY Ha (DapMaKOKIHETHKY Pa30BOi JTO3H JIAMOTPHUKHHY 1 TMPU3BEIH
JUIIE JI0 HE3HAYHOTO 3O0LIBINCHHS IUIONI TiJ] KPUBOI «KOHIIEHTpAIliS-4acy TIIFOKYPOHIIY
JAMOTPUIKUHY.

VY nocniJKeHHI Ha 340pOBUX JIOPOCIMX JOOPOBOJBIAX 15 MI oslaH3amiHy 3MEHUIYBalIM IUIONLY i
KPUBOIO «KOHIIEHTpamisg-9acy Ta Cmax JaMOTPHIDKHHY B cepenqaboMy Ha 24 % Ta 20 % BiamosigHo.
A namoTtpuxuH y 1031 200 Mr He BIUTMBaB Ha (papMaKOKIHETUKY OJaH3aIliHy.

baratopa3oBi nepopanpHi g03u JamoTpumkuHy 400 Mr Ha 100y HE CHPUYUHSUIH KIIIHIYHO
3HA4yIIOro BIUIMBY Ha (apMaKOKIHETHKY PHUCHEPUIIOHY IpH IMPUHOMI pa3oBoOi J03U 2 MI Y
JOCIIDKCHHAX 32 y4acTio 14 3710poBuX gopocinux aodpoBonbliB. Ilpu cymicHOMY 3acTocyBaHHI
2 MI' PUCIIEPUIOHY pa3oM 13 JaMOTPUKUHOM y 12 i3 14 moOpoBOJBIIB MOBIAOMIISIIOCS PO
BUHUKHCHHS COHJIMBOCTI MOpiBHAHO 3 1 Ha 20 1OoOpOBONBIIB TIpH 3acTOCYyBaHHI JIHIIE
pucnepuiony. He BHSABIEHO JKOAHOTO BHIIAAKY COHJMBOCTI IpPU 3aCTOCYBAaHHI TUIBKU
JAMOTPHUKUHY.

VY KIiHIYHOMY JTOCIHIJKEHHI 13 3QIy4eHHSIM 18 MOpOCIuX Mali€HTiB 13 OIMOJAPHUM PO3JaaA0M, SIKi
orpumyBaiu namotpukuH (100—400 mr/mo0y), no3u apuminpasony Oyium 30utbmeni 3 10 Mr/go0y
no 30 mMr/moby BOpOJOBK 7 MHIB Ta 3aCTOCOBYBAJIMCA 1€ BOpoaoBxk 7 AHiB. Crocrepiraiocs
3meHmIeHHs! Cmax Ta AUC namotpumkuny npudmusno Ha 10 %.

ExcniepuimMenTy in Vitr0 mokasanu, 110 MPUCYTHICTh aMiTPUNTHIIIHY, OYMpOIOHY, KJIOHa3emamy,
rajionepuaoiay abo Jiopa3ernaMy MIHIMQJIBHOIO MIpPOIO MOXKE€ CIIOBUIBHIOBATH yTBOPEHHS
NEPBUHHOTO MeTalo0iTy JaMOTpuKuHy 2-N-Tiarokyponiny. L{i gocmigu Takox 3acBiTUMIIM, IO
MeTaboMi3M JIaMOTPU/DKMHY HE MPUTHIYYEThCS KIIO3aMIHOM, (DIyOKCEeTHHOM, (HEHEI3UHOM,
PHUCIIEPUIOHOM, CEPTPaTiHOM ab0 TPa30JOHOM. 3a JaHUMM BUBYEHHS MeTabounizmy Oydypanoiy y
MIKpOCOMax TIEUiHKM JIFOJMHH, MOXHA BH3HAUUTH, IO JAMOTPUIKMH HE 3MEHIIYE KIIPEHC
MpemnapariB, siKi MeTaboMi3yI0ThCs, TOIOBHUM YMHOM, 3a qornomMoror CYP2D6.

Bzaemooisa 3 copmonanvrumu konmpayenmusamu.

Bnnue copmonanvrux konmpayenmugie Ha papmaxokinemuxy 1amMompuoACUHy.

VY nmocnipkeHHI 3a y4acTio 16 jKiHOK-T00POBOJIBINB, sIKI 3aCTOCOBYBAJIM TAOJETKY 3 KOMOIHAIIIEIO
«etuHinectpaaion 30 Mkr/neBoHoprectpenb 150 MKr», Oyjo Bif3HA4eHO 30UIBIICHHS BHUBEICHHS
JAMOTPUKUHY TPUOIU3HO y 2 pas3u, M0 Y CBOIO YEepry CIPUYMHUIIO 3MEHIICHHS TUTONI T
KPUBOIO «KOHIIEHTpaLis-4acy Ta Cmax JaMOTPUIKUHY B cepeiHboMy Ha 52 % Ta 39 % BiamoiaHo.
Ilin yac TWKHEBOI MepepBHM B 3aCTOCYBAHHI KOHTpPALIENITUBY (Tak 3BaHOTO THKHA 0Oe€3
KOHTpAILIENITUBY), KOHIIGHTpALlil JIAMOTPUUKMHY B CHPOBATIl KpOBI TOCTYMOBO 3pocTaia,
JocATalodYl KOHIEHTpallii, 1o 0yja mpuOau3HO y 2 pa3u BHILE, HIXK NPU CYMICHOMY 3aCTOCYBaHHI
npenapatiB  (auB. po3ain  «OcobauBOCTI 3acTocyBaHHs»). [lpu cymicHOMY 3acTocyBaHHI
TOPMOHAJIBHUX KOHTPALIETITUBIB KOPEKIIis 103 JJaMOTPU/DKUHY Ha €Tarl TUTPYBaHHS HE MOTpiOHa.
OnHak MATPUMYIOUI JJO3M JaMOTPWKUHY Clif 30iiblryBaTd ab0 3MEHIIyBaTH IOpa3y, KOJU
MalieHTKa MoYMHae abo MPUMUHSE MPUIIOM TOPMOHAIBHUX KOHTpALENTHUBIB (IuB. po3aul «Crocid
3aCTOCYBAaHHS Ta JO3M»).




Bnnue namompuooicuny na papmaxokinemuxy 20pmMoHATbHUX KOHMPAYENMUBIE.

3a JaHUMH JOCHIJKEHb, ¥ 16 jKiHOK-100pOBOJIBLIB TAMOTPUDKUH Y PIBHOBAKHUX KOHIIEHTpPAIIisX
npu 3acrtocyBanHl 300 Mr mpenapary He BIUIMBaB Ha (DapMaKOKIHETUKY €THHLUISCTPAMIONy, IKUH €
YaCTUHOK KOMOIHOBAHOI Ta0JIETKH TepopatbHOro KoHTparentuBy. CrocTepiraiocsi TOCTilHE
HeBeJMKe 301IbIICHHS BUBEICHHS JIEBOHOPTECTPEIIO, IO Y CBOIK Yepry CIPHUYMUHSAIO 3MEHIICHHS
TUTOIII M1 KPUBOIO «KOHIIEHTpaLis-4acy Ta Cmax IEBOHOPreCcTpemto B cepeanbomy Ha 19 % ta 12 %
BiAmoBiHO. CHpPOBATKOBI PiBHI (OJIIKYJIOCTUMYJIIOIOYOTO TOPMOHY, JIOTETHI3YIOUOTO TOPMOHY Ta
ectpamiony, 3adikcoBaHI B JaHOMY JOCTI/DKEHHI, BKa3yBaIM Ha TMociablieHe MPUTHIYCHHS
TOPMOHAJILHOI aKTUBHOCTI S€YHMKIB Yy JI€SKHX JKIHOK, XO4a PIBEHb IPOrecTepoHy B CHPOBATII
KpOBI1 BKa3yBaB Ha BiJICYTHICTh OyAb-KHX TOPMOHAJBHUX O3HAK OBYJIALII y BCix 16 xiHOK. Brums
3MiH PiBHS CHPOBATKOBUX (DOJIKYJIOCTUMYIIOIOUOTO Ta JIFOTEIHI3YI0UOr0 TOPMOHIB Ta HE3HAYHOTO
30UTBIICHHS BUBEJICHHS JICBOHOPTECTPEIIO HA OBYJIATOPHY aKTUBHICTh SIEYHHMKIB HEBIIOMHHU (IUB.
MIIPO31T «3arajibHi peKOMEHAAIIIT 3 J03yBaHHS JUIsl OCOOIMBHUX TPYII Mali€HTIBY po3auty «Crocio
3aCTOCYBAaHHS Ta J03W» LIOA0 A03YBAHHS JUIA KIHOK, SIKi IPHUIMAIOTh TOPMOHAJIbHI KOHTPALCITUBU
Ta miapo3ait «['opMOHaNBHI KOHTpALENTHBUY» PO3aAlTy «OcoOJMBOCTI 3acTOCyBaHHS»). Brums
JAMOTPUDKUHY Y 1000Bid 1031 monan 300 Mmr He mocmifpkyBaBcs. JlocHipKeHHS 1HIIUX
TOPMOHAJIbHUX KOHTPALIETITUBIB TAKOX HE MTPOBOMIINCE.

Bzaemoodisa 3 inwumu nikapcokumu 3acobamu

VY nochimxenHi 3a ydactio 10 40J0BiKiB-TOOPOBOJMBIIB, puaMIiliH MPUCKOPIOBAB KIIIPEHC Ta
CKOpOYYBaB 4ac HAIMBBUBEACHHS JIAMOTPHKUHY 33 PaXyHOK IHIYKIii MEYiHKOBHX (DEpPMEHTIB,
BIIMOBIAAILHUX 3a IJIIOKYpOHi3allil0. Y TMalli€HTiB, $Ki OTPUMYIOTh CYIYTHIO Teparito
pudaMITimuHOM, CIIiJ] 3aCTOCOBYBaTH pEXHUM JIKYyBaHHS, DPEKOMEHIOBAHWW Ui JIKyBaHHS
JAMOTPU/KMHOM 1 BIANOBIAHUMH IHAYKTOpaMH TIOKypoHizamii (auB. posnain  «Crocid
3aCTOCYBAHHS Ta J1031U»).

3a TaHUMH JOCTIHKCHB MPOBEICHUX Ha 3JI0POBHUX JOOPOBOJIBIISX, JIOMIHABIP/PUTOHABIP MPUOIU3HO
B/IBiYi 3HIKYIOTh TUIa3MOBY KOHIICHTPALIII0 JAMOTPUKUHY IIISIXOM 1HAYKIIT TitoKypoHizarii. s
JKyBaHHS MAII€HTIB, SKI BXXE 3aCTOCOBYIOThH JIOMIHABIP/PUTOHABIP, CIIA TOTPUMYBATHUCS PEKUMY
Teparrii, pPeKOMEHJOBAaHOTO NP 3aCTOCYBAaHHI JIAMOTPU/DKIHY Ta 1HIYKTOPIB TIIOKYypOHi3amii (JIuB.
po3ain «Croci0 3acTOCyBaHHS Ta T03U»).

3a JaHuMU JOCIHIHKEHB 33 yYacTIO 3/I0pOBUX JOOPOBOJIBIIB 3aCTOCYBAaHHS aTa3aHaBipy/pUTOHABIPY
(300 mr/100 mr) ynpomorxk 9 axiB 3meHinyBano AUC Ta Cmax TaMOTPHDKUHY B I1a3Mi KpoBi (TIpH
onHopazoBiii 7031 100 Mr) y cepenabomy Ha 32 % Ta 6 % BiamosimHo. IlamieHTam, siki Be
3aCTOCOBYIOTH JIONIHABIP/PUTOHABIP, CIiJA JOTPUMYBATHUCSA BIJAMOBITHOTO PEXHUMY J03yBaHHS
JAMOTPUIKUHY (IUB. po3aul «Croci0 3acTOCYBaHHS Ta 1031»).

3a JaHUMU JTOCIIKEHb Ha 3JJ0POBUX JJOOPOBOJIBIISIX, 3aCTOCYBAaHHSI MapaleTamony 1 T 4oTupu paszu
Ha 100y 3meHIryBasio AUC Ta Cmin TaMOTPHIKHUHY B I1a3Mi KpoBi y ceperabomy Ha 20 % ta 25 %
BIIOBIAHO.

Jlocmimkenns in VItro mpoJeMOHCTPOBAIH, 110 JIUIIE JIAMOTPUKHH, aie He iHoro N(2)-TioKypoHia
MeTaloJIIT, € IHr10ITOpOM opraHiuHuX KaTioHHUX TpaHcnopTepiB 2 (OKT 2) y noTeHIiiHO KITiHIYHO
3Ha4yIMX KoHIeHTpamisx. LI mani cBiguate, mo gamotrpuxuH € iHriditopom OKT 2 3 ICso
noka3zHukoM 53,8 uM. CyMicHe 3acTOCyBaHHS JIaMOTPHJDKHHY 3 JIIKAPCBKUMH 3aco0amu, sKi €
cyoctparamu OKT 2 1 BuBoAATbCA HUpKaMM (Hampukiaa, MeTQopMiH, rabaneHTHH, BapeHIKIIH),
MO’K€ COPUYUHSTH IMiIBUIEHHS MJIa3MOBUX KOHIIEHTpAIii nuX npenapatiB. KiniHidyHa 3HAUUMICTh
BOTr0 e(eKTy 3aJUIIAEThCS HE3 SCOBAHOO, ajie Malle€HTaM, sIKi MapajielbHO MPUIMArOTh Takl
JKapchKi 3ac00H, TAMOTPUKUH 3aCTOCOBYIOTH 3 00E€PEKHICTIO.

Ocobnueocmi 3acmocyeanns.

CrenianabHi 3aCTepEKEHHS

Llkipni sucunanmus

[Iporsarom mepmux 8 THXKHIB Bl MOYATKy JIKYBaHHS JaMOTPUJDKUHOM MOX€ BHHUKATH MOOIYHA
peakilist 3 60Ky LIKipH y BUTJISA1 BUCHUIIAHB. Y OUTBIIOCTI BUNIA/IKIB BUCHIIAHHS MOMIPHI 1 MUHAIOTh




0e3 JIKyBaHHS, OJHAK TMOBIIOMJIUIOCH TIPO BUHUKHEHHS TSDKKHUX IIKIPHUX peakIlii, 110
notpeOyBaii rociitanizanii Ta NpUNUHEHHS JiKyBaHHs JlamikTamoM. Jlo HUX HajeXajlu BUIAIKU
BUHUKHEHHS BUCHUIMAaHb, 110 MOTEHUINHO 3arpoKyBalM >KUTTIO, 30KkpeMa cuHiapoM CTiBeHca —
JI>KOHCOHA, TOKCHUYHUU emifiepMaldbHUN HEKPOIi3 Ta peakilis Ha JIKK 3 €03MHOQUIIEI0 Ta
cucremuanmu nposisamu (DRESS), takosxk BigoMa sik cunapom rinepuytimBocti (HSS) (muB. posmin
«[1o6iyni peakmii»).

[Tamientam, y skux BuUHUKaIM cuHApoM CriBeHca — JI)KOHCOHA, TOKCHYHUH emigepMabHUI
HEKpOJi3 Ta peakilis Ha Jiku 3 eo3uHo(dimiero Ta cucremHumu mnpossamu (DRESS) micns
3aCTOCYBAaHHS JAMOTPHKUHY, IPU3HAYATH MOBTOPHO JIAMOTPUKUH HE MOXKHA. Y JTOPOCIHUX, SKi
Opayii y4acTh y JOCII/DKCHHSX 13 TOTPUMAHHSAM CyYyaCHHX PeKOMEHaliil 3 no3yBanHs Jlamikrany,
4acToTa TSDKKUX IIKIPHUX BUCHIAHb CTaHOBUTH MpuOaum3Ho 1 Ha 500 XBopux Ha emuenciio.
[Tpubnu3HO y MOJNIOBMHM LMX BHIAJKIB JiarHocTyBaBcs cunapom CriBenca — Jlxoncona (1 Ha
1 000).

YacToTa TSKKUX HIKIPHUX BUCUIIAHb Y XBOPHUX Ha OimossipHi po3naau ctaHoBuTh 1 Ha 1 000.

VY nitel pu3uUK BUHUKHEHHS CEPHO3HUX IIKIPHUX BUCHUIIAHb BUILUHN, HIXK Y TOPOCITHUX.

3a maHuUMH JOCIHIHKEHb 3 3aCTOCYBaHHs JlamikTany, yacToTa BUIAJIKiB BUCHIIaHb, IO MPU3BOIUIN
1o rocmiTami3aiii, y aiteit Bapiroe Big 1 Ha 300 1o 1 Ha 100 XBOpHX.

V niTeit nepii 03HaKK MIKIPHUX BUCUIIAHD MOXYTh OyTH MOMUJIKOBO CIIPUMHATI 32 1H(EKIiI0, TOMY
JiKapi MOBUHHI IPUIUIUTHA yBary MOKIMBOCTI PO3BUTKY MOOIYHOT peakiii Ha mpemnapar y IiTei, B
SKMX BUHUKAIOTh BUCHUITAHHS 1 rapsyKa MPOTATOM MEPIIUX 8§ THXKHIB TEparii.

3aranbHUM PU3MK BUHUKHEHHS IIKIPHUX BHUCHIIAHb, OYEBUJHO, TICHO IOB’S3aHHUHA 3 BUCOKHUMH
MOYaTKOBHMH JI03aMH JIAMOTPU/DKHAHY Ta TIEPEBUILICHHSIM PEKOMEHIOBAHOI CXeMU 30UTBIICHHS /103
IIpH Teparii TaMOTPUIKUHOM (IuB. po3ai «Crnocid 3acTocyBaHHS Ta A03W»), @ TAKOXK 13 CyMyTHIM
3aCTOCYBAaHHSIM BabIpoaty (auB. po3air «Crocid 3acTOCyBaHHS Ta JI031»).

3 00epekHICTIO CTiJI 3aCTOCOBYBATH JTAMOTPHIKUH JIJIs JIIKYBaHHS XBOPHX, AKI Maju ajeprito abo
BUCHUIIAHHA TpPHU 3aCTOCYBaHHI IHIIMX TNPOTHUEMUICITUYHUX MpernapariB B aHaMHE3l, OCKUIbKH
94acToTa MOSIBM MOMIPHUX BUCHMAHb MICNA JIIKYBaHHS JTAMOTPHKMHOM Y 1€l Tpynu MaIieHTiB
Oyra y Tpu pa3u BUIIOKO, HIXK y TPYyIli €3 TAKOT0 aHaMHE3Y.

Bcranosneno, mo HasBHicTh anenm HLA-B*1502 B oci6 a3iiicbkoro (mepeBakHO KHUTAHCHKOTO 1
TaNCHKOT0) TOXOPKEHHS TOB’si3aHa 3 PU3MKOM BUHHKHEHHs cuHapomy CriBeHca — J[)OHCOHa Ta
TOKCHUYHOTO eMiJIepPMaIbHOTO HEKPOJdi3y Npu MNpUHOMI JaMOTPU/DKUHY. SIKIIO y maiieHTa
miaTBep/pkeHo HasiBHiCTh  aneni HLA-B*1502, nmamMoTpumkuH 3aCTOCOBYIOTH 3  OCOOJIMBOIO
00EpEKHICTIO.

[Ipu mosiBl BUCHIIaHb Ha MIKIP1 CIiJ HETAWHO OTJISTHYTH TAalll€eHTa (SIK JOPOCIIOTO, TaK 1 IUTHUHY) Ta
OPUIMHUTH TpuiioM JlamikTany, SKIIO HEMae JOKa3iB, IO IIKIPHI BUCUIAHHSA HE IOB’sA3aHi 3
npuiiomMoM Tnpenapaty. He pexoMeHAyeThcs MOBTOPHO TOYHHATH JIIKYBAaHHS JIAMOTPUDKUHOM,
KOJIU BOHO OyJI0 NPUNMHEHO 4Yepe3 IOABY BHUCHIIAHb BHACIHIZOK IONEPEIHbOrO JIKYBaHHS
JAMOTPUKUHOM. Y TakOMy pa3i NMpH BHpIMIEHHI NMHUTaHHS IIOJ0 MOBTOPHOTO MpPHU3HAYCHHS
npernapary HeoOXiTHO 3BaXHTH OUYIKyBaHy KOPHUCTb BiJ] JIIKYBaHHS Ta MOXKJIMBHH PU3HK.

Takok TOB1IOMIISITOCH, TIIO MIKipHI BUCHITAHHS € yacTuHOI0 DRESS: Takox BioMoOro sik CHHAPOM
rinepuytiauBocTi. Lleil craH cynpoBOKYeTbCS PI3HOMAHITHUMU CHCTEMHHMH CHMITOMaMH, IIO0
BKJIIOYAIOTh TapsyKky, JiMdaseHonariio, HaOpsK oOJu4YYs, BIAXWUIIEHHS TMOKA3HUKIB KpPOB1 BIJ
HOpPMH, MOpPYIIEHHS (DyHKIIT MEYiHKU Ta HUPOK Ta aCENTUYHUN MEHIHTIT (AuB. po3ain «llo6iuHi
peakuii). CUHAPOM MOK€ MaTH pi3HI CTYNEHI TSKKOCTI 1 3pika MOKE€ MPU3BOIUTH [0
JMCEMIHOBAHOTO BHYTPIUIHHOCYJMHHOTO 3TOpTaHHS KpOBI Ta IOJIIOPraHHOI HEJOCTaTHOCTI.
BaxnuBo BIA3HAYMTH, 10 paHHI O3HAKM TINEPUYYTIUMBOCTI (HANpuUKIaA, Tapsdyka Ta
JimMdaneHomnaTisl) MOKyTh BUHUKATH HaBiTh 32 BIACYTHOCTI WIKIPHMX BHUCHIIAHb. [Ipu HasBHOCTI
TaKMX CUMITOMIB MaIllEHTA CJIiJl HETalHO OTJIIHYTH Ta 3a BIACYTHOCTI 1HIIMX NPUYUH NMPUIUHUTH
npuiiom Jlamikramty.

VY O6inbLIOCTI BUMAJKIB MICIS BIAMIHU IpenapaTy aceNTHUYHUN MEHIHTIT Ma€ 3BOPOTHIN PO3BHUTOK,
ajie y JesKUX BUIIAJKaX MOXKE TMOHOBIIOBATHCS NPU MOBTOPHOMY IMPH3HAYEHHI JIAMOTPUIDKUHY.
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[ToBTOpHE NMpU3HAYEHHS JAMOTPHUIKUHY CHPUYUHSE IIBUIKE MOBEPHEHHS CHMIITOMIB, 1[0 YacTO
MaroTh OUIbIN TSDKKHMM xapaktep. IlamienTam, SKMM JTaMOTPUIKUH OyB BIAMIHEHHWH y 3B’SI3KY 3
MOSIBOI0  ACENTHYHOTO MEHIHTITY TpU MONEPeAHhOMY HMOro TMpPHU3HAYEHHI, MpU3HAYATH
JAMOTPUKUH MIOBTOPHO HE MOKHA.

Takox Oy TOBIIOMJICHHSI TTPO peakiiii (HOTOUyTIMBOCTI, ITOB’sA3aHi 13 3aCTOCYBaHHIM JlaMikTary
(muB. po3min «IloGiunHi peakmii»). Y AEKUIBKOX BHITAJKaX PEaKIlisi BUHUKAJA MPH 3aCTOCYyBaHHI
BHCOKOi 103u (400 mr abo Oinbie), micist 30UIBIICHHS 103U a00 MIBUAKOMY TUTPYBaHHI. SIKIIO y
namieHTa 3 o3HakKaMH (POTOUYTIIMBOCTI (HANPHKIAA, CHIBHHM COHAYHMHA OIK) € Mijgo3pa Ha
($hOTOUYTIIMBICTB, TTOB’s13aHY 13 JIaMiKTaI0M, CJIiJ] PO3TJSTHYTH MOKJIMBICTh IPUITMHEHHS JTIKYBaHHS.
ko mpomoBxkeHHS JiKyBaHHS JlamikTaaoM BBaaeTbCs KIIIHIYHO BHITPABIAHWM, TAIIEHTY CIiJ
PEKOMEHIyBaTH YHUKATH BIUIUBY COHSYHOTO CBITJa Ta IITYYHOTO YJIbTPadioJeTOBOro CBITIA 1
JOTPUMYBATUCS  3aXMCHUX 3axOJiB  (HANpWUKIaJ, BUKOPUCTaHHA 3aXHCHOTO OJATy Ta
COHIIC3aXUCHUX 3aC00iB).

L'emoghacoyumapnuii nimgozicmioyumos (IJII)

[ToBimommsiock mpo Bumaaku [JII' y mamieHTiB, SKi NPUAMaOTh JIAMOTPHIDKUH (IUB. PO3ILT
«Ilo6iyni peakuii»). ['JII' xapakTepu3y€eTbcs TAaKUMH KIIHIYHUMH O3HAKaMH Ta CUMITOMaMH, SIK
JIUXOMAaHKa, BHCHII, HEBPOJIOTIYHI CUMIITOMH, T€MaTOCIZICHOMETallis, JTiM(aaeHOIaTis, IUTONEeHl,
BUCOKHI piBeHb (EPUTHHY B CHPOBATIII KPOBi, TIMEPTPUTIIIEpUAEMis Ta aHOMAJii MEYIHKOBOI
¢byskiii Ta 3ropraHHa. CUMOTOMH BHHHMKAIOTh 3a3BUYail MPOTATOM 4 THXKHIB MICHS MOYaTKy
nikyBanHs. ['JII" Moxxe OyTr HEOE3MEUHUM IS KUTTSL.

[TamieHTiB HEOOXIHO TOMEPETUTH TPO MOXKJIUBI cuMnTomu, moB’s3ani 3 ['JII', Tta mopamutn
HETaiHO 3BEPHYTHCS JI0 JKaps y pa3i IX BUHUKHEHHS i 4ac JIIKyBaHHS JJAMOTPHUIKUHOM.

Cnig HerailHO OOCTEXHTH MAII€HTIB Yy SIKUX CIOCTEPIraloThCsA TaKi CUMITOMH, 1 PO3IIISIHYTH
MomBicTe niarao3y [JII. Tepamito JamMOTPUPKMHOM CIIiJl TPUMUHHUTH, SKIIO AlbTEpPHATHBHA
€TI10JIOTisl BUHUKHEHHS BUIE3a3HAYEHUX CUMIITOMIB HE MOK€ OYTH BCTaHOBJICHA.

Kniniune nocipwenns ma cyviyuoanrbHuil pusux

[Ipu nikyBaHHI XBOpHUX 3 PI3HUMHU TMOKA3aHHSMH, BKIIOYAIOYH EMIJIETCII0, MPOTUEHUICNITUYHUMH
npernapatamMi HOBIJOMIBUIOCH TPO CYilUAaidbHI HaMIpH Ta TOBEHIHKY. 3a JaHUMH MeETaaHali3y
paHAOMI30BaHUX  IJIAIleOOKOHTPOJIBOBAHUX  KIIHIYHUX  JOCHIIDKeHb 13 3aCTOCYBAaHHSIM
MPOTHENJICNITUYHUX TPENapaTiB, BKIIOYAIOYN JAMOTPHIKUH, OYJI0 MPOAEMOHCTPOBAHO HE3HAUHE
30UIBIICHHS PU3MKY CYIIUAAIbHUX HaMipiB Ta MOBEAIHKU. MeXaHi3M LBOT0 PU3MKY HEBIIOMMH,
ajle HasiBHI JIaHI HE BUKJIIOYAIOTh MOXJIMBOCTI 301IbIIEHHS LOTO PU3MKY 4Yepe3 3acTOCyBaHHS
JaMOTpuKUHY. ToMy XBOpUX MOTPIOHO peTeIbHO KOHTPOJIIOBATH HA HAABHICTh Y HHUX O3HAK
cyiuMIanbHUX HAMIpIB Ta MOBEAIHKU. Y pa3l MOSBU TaKUX O3HAK XBOP1 Ta OCOOM, SIKI JOTJISIAI0Th
32 HUMM, IOBUHHI 3B€PHYTHUCH 32 MEUYHOIO TOTIOMOTO10.

VY nauieHTiB 3 OIMOJSPHUMHU PO3JIaJaMU MOTIPIIEHHS CUMIOTOMIB Jernpecii Ta/abo cyiumnanbHOI
MOBEJIHKM MOXe€ CIOCTEpIiraTUCs HE3aJIeXKHO BiJ TOT0, YM 3aCTOCOBYBAJIM BOHH INpemnapaTH Ui
JKyBaHHs OIMOJISPHOrO po3naay, 30kpema Jlamikran. 3a nanieHTamH, K1 JIKyloTbes JlamikranoMm 3
NPUBOAY OIMOJSIPHOIO po3Jaay, HEOOXiAHO YBAaXKHO CIIOCTEpIiraTH NMpH KJIIHIYHOMY HOTIpLICHHI
(110 BKJIFOYAE MOSIBY HOBMX CHMIITOMIB) Ta MpH CYilMIaIbHOCTI, OCOOIMBO HAa MOYATKy Kypcy
mikyBaHHs a00 Mig 4Yac 3MIHM J03yBaHHS. Y JeSKHX TMAIli€HTiB, TUX, XTO Ma€ B aHaMHe3i
cyiuuanbHy MOBEAIHKY a00 IyMKH, Y MOJIOJIUX Ta MAlll€HTIB, K1 JEMOHCTPYBaIX 3HAYHOIO MipOIO
cyiluaaabHI HaMipy A0 MOYaTKy JIKyBaHHs, MOXe OyTH OUIBIIMM pU3MK MOSABU CyilMIATBHUX
OYMOK a00 cyiluIanbHUX cpo0, 110 Oyjie BUMaraTi yBa)KHOTO CIIOCTEPEKEHHSI I11]1 4ac J1KyBaHHS.
[Tpu kIiHIYHOMY MOTIpIIEHH] (BKJIIOYAIOUM MOSBY HOBUX CHMITOMIB) Ta/abo MOsBI CyilMIaTbHUX
HaMipiB/TIOBEAIHKHA, OCOOJUBO SIKIIO Il CHMITOMH € TSDKKHMH, BHHUKAIOTH PanTOBO 1 HE €
YACTUHOIO BXK€ ICHYIOYMX CHMIITOMIB, CIiJi PO3TJISHYTH JOULUIBHICTE 3MIHM TEpPareBTHYHOTO
PEeKUMY, BKITFOUAIOYH TPUITMHEHHS TPUAOMY TIperapary.

LopmonanvHi konmpayenmugu

Bnnue copmonanvrux koumpayenmugie Ha epekmueHicms 1aMOMPUONCUHY
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KomOinamisi  «etuninectpamion 30 Mxr/meBoHoprectpenb 150 MKr»  30UIbIlye  BHBEACHHS
JAMOTPUKUHY MPUOIU3HO Y JBa Pa3H, 110, Y CBOIO YEPTy, 3MEHILY€E PiBEHb JIAMOTPUDKUHY (JIUB.
po3main «B3aemois 3 IHIIMMH JTIKapCbKUMU 3ac00aMM Ta 1HII BUAW B3aEMOIINY ). SHMKEHHS PIBHS
JAMOTPUKUHY MOXE TPHU3BOAUTH 10 BTPATH KOHTPONIO Haj cynomamu. Jlns orpumanHs
MaKCUMaJIbHOTO TEPareBTUYHOTO €()EeKTy B OLIBIIOCTI BHUITAJKIB MOTPIOHO 30UTHIIUTH (LIUITXOM
TUTPYBaHHA) MIATPUMYIOUY 103y JaMOTPWIKUHY (B 1Ba pasu). [licnsa nmpunubeHHS npuiiomy
TOPMOHAIBHUX KOHTPALICTITUBIB KIIPEHC JaMOTPUDKUHY MOXKE 3pOCTaTH yJIBidi. 3O01IbIICHHS
KOHIICHTpALI{ JJAMOTPUDKUHY MOKE NMPOBOKYBATH J10303aJICKHI MOOIUHI peakiii, ToMy MaIlieHTKA
MaroTh TIepeOyBaTH i/l TUIHHUM HaTJISAI0M JIIKaps.

VY KIHOK, Kl IIe He 3aCTOCOBYIOTH MpenapaTH-iHAYKTOPU TIIIOKYPOHi3alil JaMOTPUIKUHY 1 BXKe
3aCTOCOBYIOTH FOPMOHAJIbHI KOHTPALIETITUBU 3 THIXKHEBOIO MEPEPBOI0 MK KypcaMu (Tak 3BaHH
THXKICHb 0€3 KOHTPAICNTHBIB), MOXE CIOCTEPIraTUCs MOCTYINOBE TUMYACOBE ITiIBUIIICHHS PIBHS
JAMOTPUKUHY T 4yac THXKHEBOi mepepBu. Lle mifBUIIEHHS MOK€ MPOBOKYBATU J0303aJI€KHI
noOivHI peakilii, TOMy CIifi pO3TJISHYTH IOLUUIBHICTh KOHTpalemnuii 0e3 THKHEBOi MepepBU Mix
Kypcamu (Hampukiaja, 6e3rnepepBHa ropMOHaIbHA KOHTPAIIETIisl 800 HErOPMOHAIbHI METO/IH ).
B3aeMonito 1aMOTPUIKUHY 3 IHIIMMU NEPOPATbHUMHU KOHTpaLENTHBaMU a00 TOPMOHO3aMiCHUMU
mpernapaTaMu  HE JOCHIDKYBajHM, aje BOHM MOXYTh AaHAJOTIYHUM YHWHOM BIUIMBAaTH Ha
(hapMaKOKiHETHKY JIAMOTPHJKHHY .

Bnnue namompuoosicuny na egpekmusHicms 20pMOHATbHUX KOHMPAYENMUBIE

3a pesynpTaTaMu KIIHIYHOTO JOCIHI/DKEHHS IIOAO BHUBYCHHS B3A€EMOJIi, B SIKOMY Opanu yd4acTh
16 310poBHX JOOPOBOJBIIB, OYyJI0 BUSBICHO HE3HAUHE 30UIBIICHHS BUBEJICHHS JIEBOHOPTECTPEIIO
Ta 3MiHM PiBHS (DOJIIKYJIOCTUMYJTIOIOHYOTO Ta JIOTETHI3yI0UOr0 TOPMOHIB Y CHPOBATIl Y BHIAIKY,
KOJM JIAaMOTPUJDKUH 3aCTOCOBYBABCSI Pa3oM 3 TOPMOHAIBHHUMH KOHTpalleNTHBaMH (KOMOIHAIlis
«eruninectpagion 30 Mxr /meBoHoprectpens 150 mxr») (muB. posnin «B3aemoxis 3 iHIIMMHA
JTKapChKUMHU 3aco0amMH Ta 1HINI BUAM B3a€MOJiN»). BIUMB IUX 3MiH Ha OBYJSIIIO SIEYHUKIB
HEBIJOMHA. AJie HE MOXHA BIJKHIATH MOMJIMBOCTI, IO Yy JEAKHX MAIli€HTIB, SKi OJHOYACHO
MPUIMAIOTh JIAMOTPUDKUH 1 TOPMOHAIbHI KOHTPAIENTHBH, Ii 3MIHU MPHU3BOISATH J0 3HIKEHHS
e(EeKTHUBHOCTI OCTaHHIX. TOMy DAaIlli€HTH TOBHMHHI CBOEYAaCHO TMOBIAOMIIATH NP0 3MIHH B
MEHCTPYaJIbHOMY LIMKJII, HAPUKJIIA PO MOSBY PANTOBOI KPOBOTEYI.

Bnaue namompuodorcuny na cyocmpamu opeaniunux kamionnux mparcnopmepie 2 (OKT 2)
JlaMOoTpuIKUH € 1HTI6ITOPOM HUPKOBOI TYOYJISIpHOI CeKpellii uepe3 OLIKM OpraHidYHUX KaTIOHHHX
TpaHcropTepiB (muB. po3ain «B3aemomnis 3 I1HIIMMH JIIKapChKUMM 3aco0aMyd Ta 1HII BUIU
B3aeMofii»). lle Moxe cHpuyYMHATH 30UTBIIEHHS IUIa3MOBOTO PIBHS JIESKHX TperapariB, IO
eKCKPETYIOThCS TOJIOBHUM YHHOM BHIICHAaBEACHWM NUIAXOM. Tomy 3actrocyBaHHs Jlamikramy 3
cyocrparamu OKT 2, mo MaroTh By3bKHMH TepaneBTUYHHMH 1HIEKC, HAPUKIAJ 3 JOPETUITIIOM, HE
PEKOMEHTYEThCS.

Huzciopogdhonampedykmasa

Jlamiktan € cnabkum 1HTiIOITOPOM AUTiAPOQOIATPEAYKTa3H, TOMY MpU TPUBAJIOMY 3aCTOCYBAHHI
MO>KJIMBUH Horo BIUIMB Ha MeTabomi3M ¢onatiB. OAHaK MpHU TPUBAIOMY 3acTocyBaHHI JlaMmikTamty
He BigOyBasiocsi OyAb-SIKMX ICTOTHHX 3MIH KIJBKOCTI TEMOIJVIOOIHY, CEpEeIHbOro 00’eMy
epUTPOLIMTIB, KOHIEHTpauii ¢ojaTiB y CHpPOBATII Ta EpUTPOLMUTAX MpoTAroM 1 poky Ta
KOHIEHTpalli (hos1aTiB B €PUTPOLIUTAX MPOTITOM 5 POKIB.

Huproea nedocmammuicmo

VY  JOCHIDKEHHSIX OJHOpa3oBOi J03M B MAlllEHTIB 3 TEPMIHAIBHUMM CTaAisIMM HUPKOBOI
HE/I0CTaTHOCTI KOHIIEHTpallii JIJAMOTPHJDKHHY B IJIa3Mi CyTTEBO He 3MiHIoBaiHca. OHAK MOKIMBA
KyMyJIsillis TIIOKYpOHIAHOrO MeTabomity. ToMy mpu JiKyBaHHI Malli€HTIB 3 YPaKEHHSIMHU HHUPOK
HEOOX1THO JOTPUMYBATHUCS 00EPEKHOCTI.

Hayicumu, aAxi nputivaloms iHwi npenapamu, wo Micmamos A1AMOMPUOHCUH

JlamikTan He ciiJl MpU3HAYaTH Malli€eHTaM, K1 BXKe JIKYIOThCS Oy/b-sIKUM 1HIIUM IpernapaToMm, 10
MICTHUTb JIAMOTPHJIKHH, 0€3 KOHCYIbTAIIi1 JTiKapsl.
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bpyeada — mun EKT” ma inwi nopyuienns cepyeso2o pummy i anomaiii npogioHocmi

Aputrmorenna ST-T anomamis 1 tumoBa EKI' bBpyrama cmocrepiranuck y mMami€eHTiB, sKi
3aCTOCOBYBAJIH JIJAMOTPHIKUH.

JocmijpkeHHst N VItro mokaszanu, 00 JIaMOTPU/DKUH Yy KOHIIGHTpAIiSX, SIKI BiIMOBIIAIOTH
TEpaneBTUYHUM J03aM, MOKE YIOBUIBHIOBATH MUTYHOYKOBY IMPOBIAHICT (3 PO3LIMPEHHSIM
komruiekcy QRS) 1 BUKIMKATH MPOAPUTMIIO y MAIIEHTIB 13 XBopoOamu cepisl. JIaMOTpupKUH i€ K
cnaOkuii aHTHapuTMidHUH 3aci6 kimacy IB, mo oOyMOBIIOE TOTEHITIHI PU3UKU PO3BUTKY TSKKHX
a0o0 neTajgpbHHUX cepueBux moxaii. OHOYACHE 3aCTOCYBaHHS HIIMX OJIOKATOPIB HATPi€BUX KAaHAIB
MOXKE TOCHUJIIOBATH TaKl PU3WKH. 3a MiACYMKaMH TJIMOOKOTO aHami3y BIUTMBY Ha iHTepBain QT y
3I0pPOBUX JIOOPOBOJIBIIIB IJAMOTPUKUH Y TeparieBTUIHUX J03ax 110 400 mMr/no0y He YIOBIIHLHIOBAB
[IUTYHOYKOBY TPOBIAHICTH (3 po3mmpeHHsIM KoMmiuiekcy QRS) 1 He mpu3BOAMB 0 TOJIOBKEHHS
iaTepBasty QT. HeoOXigHO peTenbHO 3BaXHUTH JOLUIBHICTH 3aCTOCYBAaHHS JIAMOTPHKUHY
MalieHTaM 13 KIHIYHO 3HAYYIIUMU CTPYKTYPHHUMH a00 (YyHKIIOHAJTbHUMH 3aXBOPIOBAHHSIMH
cepls, TaKUMH SIK CUHApPOM bpyrama abo iHIII cepreBl KaHaJoOIaTii, ceplieBa HEIOCTATHICTS,
imemigyHa XxBOpoOa cepisi, OJiokama cepis a00 NUTYHOYKOBI apuTMmii. SIKImo mnpu3HaYeHHS
JAMOTPUKUHY TaKUM TMAIlieHTaM € KIIHIYHO OOIPYHTOBAaHUM, NEpEe] IMOYAaTKOM 3aCTOCYBAaHHS
mpenaparty CiiJi IPOKOHCYJIbTYBATHCS 3 JIIKapeM-KapA10JI0TOM.

Lonomidicni peuogunu

Opna tabnerka, 0 AUCHEPry€EThCS, MICTUTh MeHIIe Hixk 1 Mmoib (23 Mr) HaTpito, TOMY mpenapar
MO’K€ BBOKATHUCS TAKUM, 1[0 HE MICTUTh HATPIIO.

Poszsumox y dimeii

JIaHUX CTOCOBHO BIUIMBY JIAMOTPH/DKMHY Ha 3pPOCTaHHSA, CTaTeBEe J03piBaHHS, (HOpMyBaHHS
KOTHITMBHHX, EMOLIMHUX Ta MOBEIIHKOBUX (YHKIIII HEMAE.

Eninencia

PantoBe npunuHeHHs npuiiomy JlamikTany, sSK 1 1HIIMX MNPOTHENUIENTHYHUX 3ac00iB, MOXKe
CIPOBOKYBATH 30UTBIIEHHS YacTOTH HamaJiB. 32 BUHATKOM THX BHITQJIKiB, KOJIM CTaH Malli€HTa
BHUMarae panToBOIrO MPUIUHEHHs MPUHOMY Ipernaparty (SK, HallpuKiIa/l, IPU MOsB1 BUCHUIIAHb), A03Y
Jlamikrany il 3MEHITYBaTH MOCTYIIOBO, HE MEHIIE 2 THKHIB.

3a JaHWMH JITepaTypH, TSKKI CMUICNITUYHI HANaaW, BKIIOYAIOUYHM EMUICNITUYHHUMA CTaTyC, MOXYTh
CIPUYMHATH  pabAoMiofi3, TONIOpPraHHYy  HEJOCTATHICTP 1 CHHAPOM  JHCEMIHOBAHOTO
BHYTPIIIHBOCY/IUHHOTO 3TOPTaHHS KPOBI, 1HKOJM 3 JIETaJbHUM HACHiAKOM. AHAJOTiuHI BUNAJIKU
MO>KJIMBI 1 Ha QOHI JiKyBaHHs JlaMiKkTamoMm.

Moxe crnocrepiraTucsi CyTT€BE KJIiHIYHE MOTIpPIIEHHS Yy YacTOTi BUHHMKHEHHS HAaINaliB 3aMiCTh
MOKpAaIlleHHs CTaHy. Y XBOPHX, sIKI MalOTh OlIbIIe HIX 1 TUN HamajaiB, MOKPALEHHS KOHTPOJIIO 3a
OJTHUM TUIIOM HamaJiB CJiJl peTeIbHO 3BAXUTH Y TOPIBHIHHI 13 MOTIPIIEHHSAM KOHTPOJIO 32 1HIIUM
TUIIOM HamafiB. JIiKkyBaHHS JaMOTPHI)KUHOM MO>KE 3aroCTPIOBATH MIOKJIOHIYHI Hama u.

€ naHi, 110 BIAMOBIAL HA JIKYBaHHS JAMOTPHIKHHOM B KOMOIHAIIl 3 iHIyKTOpaMu (hepMeHTIB €
CJIa0IIOI0 HIK HA JIIKYBaHHA JIAMOTPUPKUHOM B KOMOIHAIIT 3 IPOTHENUIEITUYHUMHU 3ac00aMHu, 1110
He 1HIYKYIOTh epMeHTH. [IpuunHa 11boro HeBijoMa.

[Tpu nikyBaHHI AiTell 3 THIOBUMH MaJUMH €MUICSNTUYHUMHU HanagaMu e(eKT 10CsITraeThesl He Y BCIX
MMaI€HTIB.

binonapui poznaou

Himu ma nionimxu (8ixom 0o 18 pokis)

JlixyBaHHsl aHTHUJENpecaHTaMU IOB’S3aHE 3 MIABUILIEHUM PU3HKOM CYIlUJaJbHUX HaMIpiB Ta
MOBEAIHKK y JiTed Ta MATITKIB 3 BEIUKUMU JEMPECHUBHUMH pO3JaJaMd Ta IHIIUMH
MICUXIaTPUIHUMH PO3JIaJIaMHU.

3acmocyeanna y nepioo eazimnocmi abo 200y8anHs 2pyooio.

3araJpHU PU3UK, OB’ sI3aHUM 13 TPUHOMOM MPOTUENUIENTUYHUX IpenapaTinB

XKinkam nitopoaHoro BiKy HOTpiOHa KoHCyibTalis ¢axiBisg. Komm ’kiHKa IUIaHye BariTHICTb,
NPOTHENICITUYHY TEpPaIlilo CIliJ] TMEpPeryISHYTH BIAMOBIJHUM YMHOM. SIKIIO NAallieHTKa BXe
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OTPUMY€ TPOTHUENICNTHYHI TpernapaTti, HeoOXiTHO YHUKATH Pi3KOi BIAMIHH, OCKUIBKH I1€ MOXKE
MPU3BECTU J0 PELUIMBY EMUICHTHYHUX HamaiB i MAaTH CEPHO3HI HACHIAKU Ui KIHKU Ta IJIOLY.
[lepeBary cmig HamaBaTH MOHOTEparmii, OCKUIBKM 3acTOCyBaHHs KoMOiHoBaHoi Tepamii IIEII
30ibIIyE PHU3UKKA PO3BUTKY BPOHKCHHX BaJ IMOPIBHIHO 13 MOHOTEPAII€I0, 3aJIEKHO BIiJ
3actocoBanux [1EII.

Pusuk, nos’si3aHuii 13 NPUHOMOM JIAMOTPHJUKUHY

Bacimnicmo

Benmka KinbKIiCTh JaHMX IIOJO BariTHUX KIHOK, IO OTPUMYBAJIH MOHOTEPAIiI0 JTaMOTPUIKUHOM
MPOTSTOM MEPIIOTO TpuMecTpy BariTHocTi (Outbme 8700), He BKa3ylOTh HA CYTTEBE ITiJIBUIICHHS
PU3HUKY BUHHKHEHHS CEPHO3HHMX BpPOKEHUX Baj PO3BUTKY, B TOMY YHUCII PO3LIUIMHU TyOH Ta
migHeOiHHs. J{ocmikeHHs Ha TBapuHAaX MoKa3alu eMOpiodeTarbHy TOKCHYHICTb.

Sxmo Tepamis JlamikTanoM BBa)XaeTbcsi HEOOXITHOK IMiJ] Yac BariTHOCTI, PEKOMEHAYETHCS HOTO
3aCTOCYBaHHSI Y MIHIMQJIbHO MOXJIMBIH TEpareBTUYHIN 1031.

JlaMOTpUIKMH Mae€ JIeTKUN 1HTIOITOPHUI BIUIMB Ha JUTiApoQoIaT peayKrasy i ToMy, TEOPETUYHO,
MO3K€ MPU3BOIAUTH 10 MiABUILIEHOTO PU3UKY MOPYLIEHHS eMOpiodeTalbHOTO PO3BUTKY BHACIHIJIOK
3HIDKEHHS PIBHS (oJieBoi KUCI0TH (IUB. po3ail «Ocob0nuBocTi 3acTocyBaHHs ). Clil pO3TIISHYTH
MOXJIMBICTh TIpUHOMY (POJTII€BOT KHCIIOTH il Yac IUIaHyBaHHS BariTHOCTI Ta HAa paHHIX CTagisfX
BariTHOCTI.

@i310JI0T14HI 3MIHH 1] 4aC BariTHOCTI MOKYTh BIUIMBATH HA KOHIIEHTPAIIIO JTAMOTPUKUHY Ta/abo
Horo TepaneBTUYHUN ePeKT. [CHYIOTh MOBIIOMIICHHS PO 3HWKCHHS KOHIICHTPAIIIl TaMOTPHDKIHY
B IUIa3Mi IIiJ] 4ac BariTHOCTI 3 TMOTCHIIIMHUM PHU3UKOM BTpPAaTH KOHTPOJIIO Haja Hamamamu. [licis
TIOJIOTIB PIBEHB JIAMOTPUKHHY MOXE IIBHUIAKO 3pOCTATH 3 PU3MKOM BUHUKHCHHS J0303aJIC)KHHX
HeOaxxaHuX sABUIL. TOMy KOHIIEHTpallii JIJAMOTPU/DKUHY B CUPOBATII KPOBI CIIiJi KOHTPOIIOBATH 10,
i 9ac Ta MmicJis BariTHOCTI, @ TAKOX He3abapoM Micist moJoriB. 3a HeoOXiTHOCTI CITiJ aJanTyBaTh
703y JUIsl MIATPUMKH KOHIEHTpallli JaMOTPUKUHY B CHpOBATII Ha TOMY > piBHI, IO ¥ 10
BariTHOCTI, a00 aJanTyBaTH J03y BIAIOBITHO 0 KiIiHIYHOI BiamoBimi. KpiMm Toro, micis mosoris
HEOOX1THO KOHTPOJIFOBATH BUHUKHEHHSI 10303JIEKHUX HEOAKaHUX SBHILL.

Llepiod eo0yeanus epyooro

[ToBigOMISETHCS, 1O JAMOTPUKUH y PI3HUX KOHIEHTpALiiX MPOHUKAE B TPyAHE MOJIOKO, B
pe3yJIbTaTi Yoro 3arajibHa KOHIECHTPALIS JIAMOTPHUDKUHY B HEMOBIISITH MOXKE JTOCATaTH MPUOIU3IHO
50 % BiJ KOHIEHTpALi JaMOTPUPKUHY, 3apeeCTpOBaHOl y Marepi. TakuM YMHOM, y AESKHUX IITEH,
Kl mepe0yBalOTh Ha TPYIHOMY BHIOJIOBYBaHHI, CHpPOBATKOBI KOHIIEHTpALii JIaMOTPUIKUHY
MOXYTb JOCSTaTH PiBHIB, 3a SKUX BUSABISIOTHCS (hapMaKoJIOTiyHI e(eKTH.

HeoOxiaHO cHiBBIIHOCUTH MOTEHIIMHY KOPUCTH BiJl FOJyBaHHS TPYJIHUM MOJIOKOM Ta MOXKJIMBUMN
PU3UK PO3BUTKY HeOaXaHMX peakiid y HEeMOBIATU. SIKIIO >KiHKA, sIKa OTPUMYE JIIKYBaHHS
JTAMOTPUJIKUHOM, BUPIIIY€E TOMYyBAaTH TPYIJII0, HEOOXITHO PETENHHO CIIOCTEPIraTy 3a MAFOKOM Ta
BiJICTE)XyBaTH HeOakaH!1 SBUIIA, TaKi K CelNaTUBHUU edeKT, BUCHUI, HEJOCTATHIA MPUPICT MacH
Tija.

Depmunvricmb

JlociipkeHHsT Ha TBapUHAX HE BUSBUIIN BIUIMBY JIAMOTPU/DKHHY Ha (ePTHIIBHICTD.

30amuicms enaueamu Ha WBUOKICMb peakuii npu KepyeanHi a6mMompancnopmom aoo inumumu
mexanizmamu.

3a 1aHUMU JBOX JOCIIPKEHb 3@ Y4acTO JOOPOBOJIBLIIB OYJI0 BUSIBIEHO, 10 €(EKT JaMOTPUIKUHY,
MOB’SI3aHUN 3 KOOPJIUHALIIEIO 30py, PyXy OYeW, YIpaBIiHHS TiJOM, 1 Cy0’€KTMBHHUN CeJaTMBHUN
edeKT He BIAPIZHAIOTHCS Bl TAKOTO MPH 3acTOCyBaHHI mane6o. [Ipu 3acTocyBaHH1 JaMOTPUIKUHY
y KJIIHIYHUX JOCIIPKEHHSIX MOBIIOMIISUIOCH MPO MOOIYHI peakilii HEeBPOJIOTIYHOTO XapakTepy Taki
SIK 3aIIaMOPOYCHHS Ta IUTLIOMNIS, TOMY TAIll€HTH MOBUHHI CIIOYATKY OIIHUTH BJIAcCHY pPEaKIliio Ha
JKYBaHHS JJAMOTPUDKUHOM, TI€pe]l TUM SIK CICTH 3a KEpPMO aBTOMOOLISA a0 MpaioBaTy 3 IHIIMMU
MexaHi3mMamMu. OCKIIbKM ICHY€ 1HAMBiAyaJdbHa peakilisi Ha MPOTUENIENTUYHI JIKapCchKi 3aco0H,
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MAIIE€HTY CJIi7] TPOKOHCYIBTYBATHUCS 3 JIIKAPEM CTOCOBHO OCOOJIMBOCTEH KEPYBaHHS aBTOMOOLIEM y
IUX BUMNAJKaX.

Cnoci6 3acmocysannsa ma 0o3u.

Jlamikran, TaGneTKH, M0 AUCTIEPTYIOTHCS, MOKHA PO3KOBYBATH, PO3YMHITH Y HEBEIHKINA KUIBKOCTI
BOAU (K MIHIMyM [OCTaTHbOI, 1100 BKPHUTU BCIO TabJeTKy) ab0 KOBTaTH IUIMMH, 3alUBAIOYd
HEBEJIHMKOIO KIJIbKICTIO BoAu. He Hamaraitecss po3IiINTH KyBaJIbHY TaONETKY Ul IPUIioMY.

SIKII0 po3paxyHKOBA J03a JIAMOTPUDKUHY (HANIPHUKIAM, AJIs JIIKYBaHHS JIiTEH, AKi CTpaKAal0Th Ha
eMiJIenCcito, a00 MaIlieHTIB 13 TOPYIICHHIM (YHKIIIT TIEYiHKN) HE € KPaTHOO IIJIMM TabJjieTKaMm, 1034,
10 BBOAUTHCA, IOBUHHA BiAIIOBIAATH HAHOIMKIIH MEHIIIH KIJIBKOCTI IIIJINX TaOJIETOK.

Ilosmopnuti nouamox 1iKy8aHHsI.

JlikapsM cmig OIIHUTH HEOOXIMHICTh 30UIBIIEHHS [O3M J0 MiATPUMYIOYOI MpPU IOHOBJICHHI
npuiiomy JlamikTamy Ui TaIi€eHTiB, SKi 3 Oyb-AKOi MPUYWHU NPUNUHWIN TpuiioM Jlamikraiy,
OCKUTBKU PU3UK PO3BUTKY CEPHO3HOTO BHCHUIIAHHS MOB’S3aHUI 13 BUCOKHMMH MTOYATKOBUMH J103aMHU
Ta TMEPEeBUILEHHSM PEKOMEHJIOBAaHOI CXeMH 30UIbIIEHHS J03U JaMOTPHIKUHY (IUB. PO3.LI
«Oco0MMBOCTI 3aCTOCYBaHH»). UnM OUIBIINI MPOMDKOK Yacy Micis MPUAOMY MONEpeIHbOI 103U,
TUM OLIBINE YBard CiliJ NPUIUIATH 30UTBIICHHIO JO3M 0 MIATPUMYHOUOi. SIKIIo iHTEpBam Bix
MOMCHTY TPUIIMHEHHS MPUHOMY JIAMOTPUDKHHY TIEPEBHINY€E II'SITh IEPIiOJiB HAIIBBUBEIACHHS
(nuB. po3nin «PapMakoKiHETHKA»), CIi MIABUIIUTA A03y Jlamiktamy A0 OiATpUMYIOYOi 3a
ICHYIOYOIO CXEMOIO.

He pexomennyeTbcs MOHOBIEHHS mpuiiomy JlamikTamy Juisi Mali€HTiB, SAKi NPUIMHUIN TPUIOM
Yyepe3 BHCHUI, TOB’S3aHUI 3 IMOMEPEIHBOI0 TEPAIi€l0 JIAMOTPHIDKMHOM, 32 BHHSATKOM BHIIAJIKIB,
KOJIM MOTEHIIIi{Ha KOPUCTD BiJl JTIKyBaHHS SIBHO MEPEBAXKAE PUBHK.

Eninencis.

PexomMenparii momo 30UTbIIEHHS JO3M Ta MIATPUMYIOUl J03U AJiA AOPOCIHX Ta JiTeH BIKOM Bij
13 pokiB (Tabmurs 3), a TaKoX I JIiTei BikoM Bix 2 1o 12 pokiB (Tabmuis 4) HaBeICHO HUXKYE.
UYepes pu3HK PO3BUTKY BHUCHUITY HE CIiJl MEPEBUIILYBaTH MOYATKOBY J03Y Ta TEMII MOJANBIIOTO ii
30inbIIeHHs (AuB. po3auT «OcoOIUBOCTI 3aCTOCYBAHHSD ).

V pasi npunuHeHHs 3actocyBanHs cymyTHixX IIEIT a6o nogasanns inmux I1EIl/nikapcbkux 3aco0iB
JI0 CXEM JIIKYBaHHs, IO MICTSTh JIAMOTPHKHH, CJIiJl BpaXOBYBATH BILIUB, IKHI BOHU MOXYTh MaTH
Ha (papMaKOKIHETUKY JAaMOTPUKUHY (IUB. po3ain «B3aemMosis 3 IHIIMMHU JTIKapChKUMH 3ac00aMu
Ta 1HII BUJIA B3AEMOIII).

Tabmuus 3
PexoMeH10BaH1 CXeMHU JIIKyBaHHs €IUIENCil JUlsl JOPOCIUX Ta aiTeld BikoM BiJ 13 pokiB
Cxema mikyBaHHS 1-it + 2-¥ TeokHi | 3-U + 4-1 3BUYaitHa MATPUMYIOYA 1032
THXKHI
MonoTepamis: 25 mr/mody 50 mr/mody 100 — 200 mr/mo0y
(oguH mpuitom) | (oauH (omuH abo nBa pHUiioMn).
npuiiom) Jl1g nocArHEeHHS MIATPUMYIOUO]1 1031

ii comiyt 301UIBIIYBAaTH MakcuMyM Ha 50
— 100 Mr koHI 0JTMH a00 JIBa THXKHI
710 TOCSITHEHHSI ONTUMAJIbHOT
BI/ITTOBII1.

Jlesxkum narieHtam OyJiia noTpioHa
no3a 500 Mr/m00y 1St JOCATHEHHS
OaxaHoI BiAIIOBIII.

JonaTkoBa Tepamisi i3 3acToCyBaHHAM BaJbNPoAaTy (1Hr10iTOpa rIOKYpOHi3alii JaMOTPUIKUHY,
JUB. po3/in «B3aeMoist 3 IHIIMMU JTIKAPCHKUMH 3ac00aMH Ta 1HIII BUIAHU B3aEMOJII»)

L1 cxema JTikyBaHHS 12,5 mr/mody 25 mr/mody 100 — 200 mr/mo0y
nepeadavae (mpuitmMaTH 10 (oauH (oauH a0 /1Ba pHiioMH).
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3aCTOCYBaHHS
BaJIbIIPOATYy,
HE3Ba)KAIOUHU HA
3aCTOCYBAHHS 1HIITUX
CYNYTHIX JIIKapChKUX
3aco0iB

25 Mr uepes
JICHD )

MIPUHOM)

JIJ1s nOoCSATHEHHS MATPUMYIOUOT 031
ii comij 301IBIIYBAaTH MAaKCUMYM Ha 25
— 50 Mr xoHI oquH a00 aBa THKHI 10
JIOCSITHEHHS ONTUMAJIBHOI BiIIIOBIII.

JloxaTkoBa Tepamnisi 0€3 3aCTOCYBaHHSI BAJIbIIPOATY TAa i3 3aCTOCYBAHHAM IHAYKTOPIB
IJIIOKYPOHi3alii JaMOoTPUIKMHY (IUB. po3ain «B3aemMois 3 iHIIMMHU JTIKAPCHKUMH 3ac00aMu Ta

1HII BUJIA B3AEMOTIH)

Ll cxema JTiKyBaHHS He
nependavae
3aCTOCYBaHHS
BAJIBIIPOATY, aJie
nepeadavae
3aCTOCYBAaHHS:
deHiToiny,
KapOamaseminy,
denobapOitamy,
MPUMIJIOHY,
pudamminuHy,
JIOTIHABIPY/PUTOHABIPY

50 Mr/mo0y
(oMH TIpUoMm)

100 mr/moby
(1Ba
MIPUHOMHU)

200 — 400 mr/noby

(nBa mpuiiomn).

JIJIss MOCATHEHHS MiATPUMYIOUOi 103U
il cmig 30iMbIIyBaTH MaKCUMyM Ha
100 Mr xo>H1 ouH a00 IBa THKHI 1O
JIOCSITHEHHS ONTUMAJIBHOI BiIIIOBIII.
Jleskum manieHtam Oyna moTpiOHa
no3a 700 mMr/mo0y s JDOCATHEHHS
Oa)xaHoI BiAITOBII.

JonaTkoBa Tepamis 6e3 3aCTOCYBAHHA BAJbIPOATY Ta IHAYKTOPIB IVIIOKYPOHi3amii
JaAMOTPUIKUHY (IUB. po3ait «B3aemois 3 IHIMMHY JIIKAPCHKUMHU 3aC00aMH Ta 1HII BHIU

B3aEMO/TI)

s cxema mikyBaHHS 25 mr/mody 50 mr/moby 100 — 200 mr/mo0y

nepeabdavae (omuH mipuiiom) | (oaMH (omuH abo J1Ba MPUHOMHU).
3aCTOCYBAHHS 1HIITUX MIPUITOM) JUIs. MOCATHEHHS MiITPUMYIOUOi 103U

JiKapCchKuX 3aco0iB, SKi
HE BUSBJISAIOTH

il cmig 30UIbIIyBaTH MakcuMyM Ha 50
— 100 mr xokHiI omuH 200 JBa THXKHI

3HAYHOTO 1HT10ITOPHOTO bi (o) IOCATHEHHS OITUMAIBLHOL
a00 1HIYKTOPHOTO BIJIIIOBI/I.

BIUIMBY Ha

[IIIOKYPOHI3aL10

JaAMOTPHKUHY

[TamienTam, sxi NpuiMarOTh JiKapchbki 3ac00U 3 HEBIJOMHUM BITUBOM Ha (DapMaKOKIHETUKY
JaMOTPHUKUHY (IUB. po3Ail «B3aeMois 3 IHITUMU JTIKApCHKUMH 3ac00aMH Ta 1HII BUAN
B3a€MO/I11»), CII1] 3aCTOCOBYBATH CXEMY JIIKYBaHHS, PEKOMEHIOBaHY JJIsl OJTHOYACHOTO
3aCTOCYBaHHS JJAMOTPHKUHY Ta BaJIbIIPOATY.

Tabmums 4

Jlitu BikoM Bix 2 10 12 pokiB: peKOMeHI0BaHa cxeMa JIKyBaHHs emniencii (3arajipHa 1000Ba 1032

B MI/KT MacH Tijia/no0y

)**

Cxema JiKyBaHHS

1-1 + 2-11 TiKHL

3-i1 + 4-i1 THxkHI

3BHuaiiHa NiATPUMYIOYA 1032

MonoTepanist THTIOBUX
abcaHciB

0,3 mr/kr/mody
(omuH abo Ba
MIpUHOMH Ha

100y)

0,6 mr/kr/mo0y
(omuH abo nBa
MIPUHAOMH Ha

100y)

1 — 15 mr/xr/no0y (oaun abo aBa
npuiiomMu Ha 100Y).

JI1st mocsSITHEHHS T ATPUMYIOUOT
J103H ii cJ1ij] 301IbIyBaTh
MakcumyMm Ha 0,6 Mr/Kr/mo0y KOXHi
OIMH a00 JBa THXKHI 10 TOCATHEHHS
ONTUMAJIBHOT BiAIIOBI],
MaKCHMaJbHa MATPUMYIOUa 1033 —
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| | | 200 mr/n06y.

JlogaTkoBa Teparis i3 3acTOCyBaHHAM BaJbNPoaTy (iHri0iTOpa IIOKYpPOHi3allil JaMOTPUIKUHY,
JUB. po3ait «B3aemMomist 3 IHITMMU JTIKAPCHKUMH 3aC00aMHM Ta 1HIII BUIHM B3a€MOJIII)

L{s cxema JTiKyBaHHS 0,15 mr/xr/no6y* | 0,3 mr/kr/mody | 1 — 5 mMr/kr/mo0y

nepeadoavae (omuH mpuitom Ha| (oxuH npuiiom | (oxuH abo aBa npuiioMu Ha 100Y).

3aCTOCYBaHHS 100y) Ha 7100Y) Jlnst mocATHEHHS MiATPUMYOY0T

BaJIbIIPOATY, 703H ii citijy 301TbITyBaTh

HE3BaKalO4uu Ha MakcumyMm Ha 0,3 Mr/Kr/no0y KokHi

3aCTOCYBAHHS 1HIITUX oJIvH a00 JBa THXKHI JI0 JTIOCSATHEHHS

CYMYTHIX JIKapChKUX ONTUMAaJIBHOI BiOBI/II,

3ac00iB MaKCcHUMaJbHa MATPUMYIOUa 1032 —
200 mr/no0y.

JonaTkoBa Tepamisi 6e3 3aCTOCYBaHHSI BAJIbIIPOATY Ta i3 3aCTOCYBaHHSIM iHAYKTOPiB
JIIOKYPOHi3amii JaMOTPUIKMHY (IUB. po3aut «B3aemois 3 iHIIMMH JIIKAPCHhKUMHU 3aC00aMHU Ta
1HIII BUJIA B3aEMOTIH»)

L{s cxema mikyBanus He | 0,6 Mr/kr/mo0y 1,2 mr/kr/no0y | 5 — 15 mr/kr/moby

nepeadoavae (nmBa mpuitomu) | (aBa mpuitomu) | (oxuH abo aBa MpUHOMH).
3aCTOCYBaHHS

BaJIBIIPOATY, aJie Jlist mocsITHEHHS T ATPUMYIOUOT
nepeabdavae JI03U 11 cI1ij 301IbLIyBaTH
3aCTOCYBAaHHS MakCUMyM Ha 1,2 Mr/kr/mo0y KoxHi
deninTOiNY, OoJIMH a00 ABa TUXXKHI 10 JOCATHEHHS
KapOamaserminy, OIITUMAJIBHOI BiAIIOBi],
denobapOirany, MaKcHUMaJjbHa MATPUMYIOUa 1032 —
MPUMIJIOHY, 400 mr/no0y.

pudamMIinuHy,

JOTiHABIPY/pUTOHABIPY

JonaTkoBa Tepamis 63 3aCTOCYBAHHA BAJbIPOATY Ta IHAYKTOPIB IVIIOKYPOHi3amii
JaAMOTPUIKUHY (IUB. po3ai «B3aemotis 3 IHIIMMHY JIIKAPCHKUMHU 3aC00aMH Ta 1HII BHIU
B3aEMO/TI)

s cxema mikyBaHHS 0,3 mr/kr/mody | 0,6 mr/kr/mo0y | 1 — 10 mr/kr/mo0y

nepeadavae (omuH abo nBa (omuH abo nBa (omuH abo 1Ba MPHUITOMHK)
3aCTOCYBAHHS 1HIINX IpUIOMH) pUIOMH) st nocsirHeHHs TIATPUMYIOUOT
JIKapChbKUX 3ac001B, sIKi JI03U 11 cI1if 301IbITyBaTH

HE YUHATH 3HAYHOI'O MakcumyM Ha 0,6 Mr/kr/mo0y KoxHi
iHTi6iTOpHOTO 200 oInH a00 ABa THMKHI 10 JOCATHEHHS
IHIYKTOPHOTO BILJTUBY ONTUMAJILHOI B1AMOBII,

Ha TJIIOKYPOHI3AIII0 MaKcHUMajbHa MATPUMYIOUa 1032 —
JTaAMOTPHJDKUHY 200 Mr/mo0y.

[TamienTam, sKi NpUMMAOTh JHKAapCchKi 3aco0M 3 HEBIJIOMMM BIUIMBOM Ha (apMaKOKIHETHKY
JTAMOTPUJDKUHY (IUB. po3ain «B3aemomiss 3 1HIIMMHU JIIKAPCHKUMH 3aco0aMu Ta 1HII BUIU
B3a€EMOJIiil»), CIIiJ] 3aCTOCOBYBAaTH CXEMy JIKYBaHHS, fIKa PEKOMEHIYETbCS MJS OJHOYACHOTO
3aCTOCYBAaHHS JJAMOTPHDKHHY Ta BAIBIIPOATY.

* SIkmio po3paxyHKOBa /1032 y MAIl€HTIB, sIKI MPUIMAaIOTh BaJILIIPOAT, CTAHOBUTH MEHIIE | M,
npuiiMaty JlamiKkTaa He peKOMEHIY€EThCS.

** S0 po3paxoBaHa 1032 JAMOTPHKUHY HE MOXKe OyTH TOCSTHYTA 3a TOTIOMOTOIO ILTHX
Ta0JIETOK, 103y CIi OKPYTIUTH O HAUOIMKYIOT 1117101 TaOJIETKHU.

Jlist 3a0e3neueHHs mATpUuMaHHs TePareBTUYHO1 03U HEOOX1HO KOHTPOIIOBATH Macy Tija TUTUHHA
Ta 3MIHIOBAaTH 103y B pa3i 3MiHM MacH Tija. L{iTkoM iMOBIpHO, II0 MAlli€eHTH Yy Billi BiA IBOX 10
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IIECTH POKIB TMOTPEOYIOTh MIATPUMYIOYOi JIO3HM, sIKa HAOIMKAEThCS OO BEPXHBOI MEXI
PEKOMEHIOBAHOTO Jlialla30Hy.
SIKIIO eniIenTHYHUN KOHTPOJb JOCSATAEThCS 3a JAOMOMOTOIO JOJATKOBOI Teparii, 3aCTOCYBaHHS

cynytHix [1EIl Mo>kHa BIAMIHUTH Ta IPOJOBXUTH MOHOTepamito Jlamikranom.

JliTi BIKOM JI0 2 POKIB.

Jani mono edekTuBHOCTI Ta OE3MEKH 3aCTOCYBAaHHS JAMOTPUDKUHY JUIS JIOJATKOBOI Teparii
napuianbHUX HamagiB y JiTed BikoMm Big 1 Micsnsg g0 2 pokiB (auB. po3ain «OcoOmmBOCTI
3aCTOCyBaHHs») oOMexkeHi. [laHl 1010 3acTOCYBaHHS JIAMOTPHUDKUHY TITSAM BiKOM A0 1 wmicsus
BigcyTHi. ToMy, JIaMiKTaa HEe PEKOMEHY€EThCS U 3aCTOCYBaHHS JITSIM BIKOM JI0 2 poOKiB. SKIiio
Ha IiJCTaBl KIIHIYHOI MOTpeOM MPUUHATO pileHHs moxo Tepamii JlamikTasoMm, TUB. poO3aiiv
«Oco0mMBOCTI 3acTocyBaHHs» Ta «DapMaKoIOTIYHI BIACTUBOCTI».

binonsapnuii posnao.

PexomengoBane 301IbIICHHS 03U Ta MIATPUMYIOYi JIO3M IS JOPOCIUX BiKOM Bia 18 pokiB
HaBe/leHI B TaOuuIpiX Hikde. Cxema mepexojly BKJIOYae 30UTBIICHHS 03 JIAMOTPHIDKHHY 0
MIATPUMYIOY0i CTaOULTI3aIIfHO] 103U MPOTATOM IMIECTH THOKHIB (Talmuis 5), micis 4oro iHImm
MICUXOTPOIHI Ta/ab0 TPOTHEMIJIENTUYHI TMpernapaTd MOXYTh OyTH BIAMIHEHI Yy pa3i KIiHIYHOT
nouuteHOCTI (Tabmums 6). Cxemu KOpPUTYBaHHS JO3HM IICIS JOAATKOBOTO TMPH3HAYCHHS IHIIMX
MICUXOTPOIMHUX JiKapchbkux 3aco0iB Ta/abo IIEIl naBeneHo y tabmuii 7. Yepe3 pU3UK PO3BUTKY
BHCHUITY TIOYaTKOBA JI03a Ta TEMI TOJAIBIIOTO MiABUIICHHS 03U HE MOBUHHI NEPEBHIYBATHCS
(nuB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS ).

Ta0mums 5
JHlopocm (Bikom Bix 18 pokiB): peKOMEHAOBaHa cXxema 30UIBIICHHS J03M J0 JOCSATHECHHS

IATPUMYIOYOI cTadiizaniiHoi 7000BO1 103M MPH JIIKYBaHHI OIMOJIIPHUX PO3JIAJIIB

Cxema JiKyBaHHS 1-it + 2-i1 3-1 + 4-ii S5-i insoBa

THXKHI THXKHI THXJICHD crabimizamiitHa 1o3a (6-
1 THOKJICHB )™

MoHoTepamnisi IaMOTPHIKUHOM a00 101aTKOBA Tepailisi 6e3 3acTOCYyBaHHS BAJIBIIPOATy Ta
iHIyKTOpIB IJIIOKYpOHi3alii J1aMOTPpUIKUHY (TUB. po3Aii «B3aeMois 3 IHIIUMU JTIKAPCHKUMHU
3aco0aMu Ta 1HII BUJIA B3AEMO/IIi)

3HAYHOTO 1HT10ITOPHOTO

L1 cxema iKyBaHHS 25 mr/mo0y | 50 mr/mo0y 100 mr/moby | 200 mr/mody —
nependayvae 3acTocyBaHHs | (OIMH (omuH a0o nBa| (oguH abo 3BHYaliHa [[IbOBA J03a
IHIINX JIKapChKUX npuiiom) pUHOMH) JBa JUIsL OTPUMaHHS
3ac00iB, SIK1 HE BUSBIISIOTh MIPUHOMM) OIITUMAJIBHOI BiAMOBIII

(omuH abo nBa

a00 1IHIYKTOPHOTO BIUTHBY MIPUHAOMHU).
Ha TJIIOKYPOHI3AI0 VY kaiHIYHEX
JaMOTPHJDKUHY. JOCTKEHHSX

3aCTOCOBYBAJIHCS 03U
B miamazoni 100—
400 mr/mo0y

JonaTkoBa Tepamisi i3 3acTOCYBaHHAM BaJbLNPOATY (1HT1OITOP TIIIOKYpOHi3alii
JaMOTPHUKUHY — IUB. PO3.ii «B3aemois 3 iHIIMMHU JTiKapCchKUMU 3aC00aMU Ta 1HII BUAH

B3aEMO/TIi)

s cxema mikyBaHHS 12,5 mr/noby | 25 mr/noby 50 mr/moby | 100 mMr/moby —
nepeaoaydae 3actocyBanus | (1mo 25 mr (omuu (omuH abo 3BMYalHA [UILOBA 1034
BaJIbIIPOATy, HE3BAXKAIOYH | Yepe3 JIEHb) | MPUiloM) JiBa JUTSL OTPUMaHHS

Ha 3aCTOCYBaHHS 1HIIINX MIPUHOMHM) OIITUMAIBHOI BiAOBIII
CYITyTHIX JIIKapChKHUX (omuH abo nBa

3ac00iB puiioMn)
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Mo>kHa 3aCTOCOBYBAaTH
MaKCUMAaJbHY 103y

200 mr/mo0y 3ayie:kHO
B1JT KJIIHIYHOT BIIITOBI/I.

JlonaTkoBa Tepamisi 6€3 3aCTOCYBaHHSI BAJIbIIPOATY TAa i3 3aCTOCYBAHHSAM IHAYKTOPIB
IJIIOKYPOHi3alii JaMoTPUIKMHY (IUB. po3ain «B3aemMois 3 iHIIMMH JTIKAPCHKUMH 3ac00aMu Ta
1HII BUJIA B3AEMOTI)

L{s cxema JTiKyBaHHSI HE 50 mr/go0y | 100 mr/go6y | 200 mr/no0y | 300 mr/moby Ha 6-my
nepeadayvae 3acTocyBaHHsl | (OUH (nBa (1Ba THXHI, y pasi
BaJILIIPOATY, aJIe MIPUHOM) MIPUHOMM ) MIPUHOMHU) HEOOX1THOCTI 3BHYaiiHa
nependayvae 3aCTOCYBaHHS L1TbOBA /1032
deHiToiny, 400 mr/no0y
KapOamasemniny, 301IBIIY€THCS HA 7-MY
dbenobapOirany, THOKHI JUTSI IOCSATHEHHS
MPUMIJIOHY, OIITUMAaJIBHOI BIAMOBIAl
pudamIinuy, (1Ba mpuitoMm)
JOTiHABIPY/pUTOHABIPY

[TamienTam, skl NpUAMArOTh JIIKapchki 3aco0M 3 HEBIAOMUM BIUIMBOM Ha (hapMaKOKiHETHKY
JAMOTPHDKUHY (TUB. po3ain «B3aemomis 3 IHIIMMH JIIKAPCBKUMH 3acO00aMH Ta IHIIN BUIA
B3a€MOJIII»), CIIA 3aCTOCOBYBaTH CXeMy 30UIbIIEHHS /03U, SIKa PEKOMEHAYEThCS IS
0JIHOYACHOTO 3aCTOCYBaHHS JIAMOTPUKHHY 3 BAIBIIPOATOM.

* [linpoBa cTabiai3aliifHa 103a 3MIHIOETHCS 3aJICKHO Bl KIIIHIYHOT BiIITOBiII.

Tabnuns 6
Hopocni (Bikom Bix 18 pokiB): miarpumyroda crabimizamiiiHa m000Ba Jo03a ICIs BiIMiHU
3aCTOCYBaHHS CYMYTHIX JIIKAPChKUX 3aCO01B Ui JIKyBaHHS OIMOJISPHUX PO3JIaIiB.
[Ticnst mocsirHEeHHST HEOOX1THOT MATPUMYIOUOT CTa0LTI3aI[iiHOT JO3H 1HIII MICHXOTPOITHI MpenapaTu
MOKYTh OYTH BiIMiHEHI 3T1JTHO 3 HABEJICHUMH HIKYE CXEMaMH.

Cxema JiKyBaHHS ITorouna 1-i1 TvokneHs | 2-1 TMOKIEHb | 3-U THKIEHb
crabim3aniiHa | (MMOYMHAETHCS Ta mami*
o3a 3 IPUTTUHCHHS

JTaMOTPHUIKUHY npuiiomy)
(10 mpUNMHEHHS
npuiiomy)

I[IpununenHs npuiioMmy Bajabnpoary (1HriOiToOp IIOKYPOHI3allil IJAMOTPUIKUHY, TUB. PO3/LT
«B3aeMois 3 IHIIUMU JTIKAPCHKUMH 3aC00aMH Ta 1HIII BUAW B3a€MO/ii») 3aJI€KHO BiJl TOYAaTKOBOT
JI03H JIAMOTPHUKHHY

VY pasi npunuHeHHS 100 mr/noby 200 mr/no6y | [linTpumyroTs 103y
3aCTOCYBAaHHS BaJIbIIPOATY 200 mr/no0y (nBa mpuiioMn)
cTabimizamiiiny 103y

TIONIBOTOIOTR, HE MCPEBUIIYIOUH | 200 mr/n00y 300 mr/noby | 400 mr/no6y | ITiarpumy-
piBH 301IbIIEHHS OLIBII HIXK FOTb 103y

Ha 100 Mr/THxaeHb 400 mr/n06y

[IpununeHHs: npuiioMy iHAYKTOPIB IIIOKYPOHi3alii JaMOTPUAKUHY (IUB. po3all «B3aemonis
3 IHIIIMMH JIIKAPCHhKUMHM 3aC00aMU Ta 1HII BUIA B3aEMO/II» ) 3aJI€KHO B1JI MOYATKOBOT 03U
JAMOTPUIKUHY

s cxema mikyBaHHS 400 mr/mo0y 400 mr/mo6y | 300 mr/mody | 200 mr/moby
3aCTOCOBYETRCS TIPH
MPUITMHEHHI TPHIOMY 300 mr/moby 300 mr/no0y | 225 mr/moby | 150 mr/moby
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deHiToiny, Kapbamaseriny,

dbenobapOiTaty, IpUMIIOHY, 150 mr/mo6y | 100 mr/mo0y
pudamminuny,

JIOTiHABIPY/PUTOHABIPY

200 mr/mo0y 200 mr/no0y

IIpyunuHeHHs NpUiioMy JiKapcbKUX 3ac00iB, sIKi He BUABJIAITH 3HAYHOTO IHTi0iTOPHOTrO 200
iHIYKTOPHOTr0 BIJIMBY HA ITIOKYPOHI3aIil0 JIAMOTPUIKUNY (IUB. po3ait «B3aemois 3
IHITUMH JIKAPCHKUMU 3aC00aMH Ta 1HIIN BUAM B3aEMOJIIN)

L{s cxema JTiKyBaHHS [TinTpuMyIOTh IITLOBY 103y, OTPUMaHy B Pe3yJIbTaTI
3aCTOCOBYEThCS IIPU 30inpmenns (200 mr/no0y 3a 1Ba npuiioMu)
MPUITUHEHH]I TPUHOMY 1HIIIHUX (miamazon o3 100400 mr/mo0y)

JIKapChKUX 3acO0iB, SKi HE
BUSIBJISIFOTH 3HAYHOTO
iHTi0iTOpHOrO 200
IHAYKTOPHOTO BIUIMBY Ha
TJIIOKYPOHI3aIi0
JAMOTPHDKUHY

Jnis mamieHTiB, SKi NPUMMAIOThH JIIKApChKi 3aCO0M 3 HEBIJOMUM BIUIMBOM Ha (apMaKOKiHETHUKY
JaMOTPUKUHY (IUB. po3ain «B3aemopis 3 IHIIMMH JIKApCBKUMM 3aco0aMM Ta 1HII BUIU
B3a€MOJIII»), PEKOMEHJOBaHA CXeMa JIIKYBaHHS JIAMOTPH/DKHHOM Tepeadadae IMOYaTKOBE
HiATPUMAaHHS TIOTOYHOI JIO3H Ta MOJAIIBIITY KOPEKIIII0 JO3H JaMOTPUDKUHY 3aJISKHO BiJl KITHIYHOT
BiAIIoBizl.

* 3a HeoOX1AHOCTI 103y MOxkHa 30unbHuTH 10 400 Mr/m00Yy.

Taomuus 7
Hopocni (BikoM Bix 18 pokiB): Kopekiist J00OBOI T03U MPH JOAATKOBOMY TPHU3HAYEHHI IHITHX
npenapariB JJIs MMAIIEHTIB 13 OIMOIAPHUMH PO3JIaaMHu.
Kninignoro nocBigy 3MiHU 103yBaHHS JIAMOTPHDKUHY IIPH MTPU3HAYCHHI IHIINX MTPENapaTiB HEMae.
[IpoTe, Ha OCHOBI JaHUX I0JI0 B3a€MOJIIi JIKAPCHKUX 3aC00iB, MOXKYTh OyTH PEKOMEHI0BaH1 TakKi
CXEMH.

Cxema NiKyBaHHSA ITorouna 1-#i TvokaeHs | 2-U THXKIEHD 3-i THKIIEHD Ta
crabumizamiiftHa| (TOYNHAETHCS nai
no3a (10 3 I0JJATKOBOT'O
JI0JTATKOBOTO | IPU3HAUEHHS)
NPU3HAYCHHS)

JoaaTkoBe npu3HaYeHHs BaJabNpPoaTy (1HrIOITOp MIIOKYpPOHI3allii TaMOTPUKUHY, IUB. PO3ILIT
«B3aeMois 3 IHIIUMU JTIKAPCHKUMH 3aC00aMH Ta 1HIII BUAW B3a€MO/ii») 3aJI€KHO BiJl TOYAaTKOBOT
JI03H JIAMOTPHUKHHY

BaJILIIPOATY HE3AJIEKHO BiJ
3aCTOCYBaHHS Oy JIb-SKHX
CYNYTHIX JIIKAPChKUX 3aC00IB

L1to cxemy JiKyBaHHS CIij 200 mr/no6y | 100 mr/no0y | ITinrpumyBatu 103y 100 mr/noby
3aCTOCOBYBATH y pasi 300 mr/mo6y | 150 mr/moby | [MinTpumyBatu 103y 150 Mr/mo0y
JIOTATKOBOTO IPU3HAYEHHS 400 mr/no0y | 200 mr/moby | IlinTpumyBatu 110 103y

200 Mr/mo0y

JonaTkoBe NMpU3HA4YeHHs] iHAYKTOPIB IIIOKYPOHi3amil JIAMOTPHIAKHHY NALI€HTaM, fIKi He
npuiiMaloTh Bajabnpoar (AuB. po3aul «B3aemonis 3 1HIIMMM JIIKAPCBKUMU 3aco0amMul Ta 1HIII
BUJIM B3a€MOJII»), 3aJI€KHO B1JI HOYATKOBOI J103H JAMOTPHKUHY:

[{ro cxemy JIIKyBaHHSI CJIiJT 200 mr/no6y | 200 mr/mody | 300 mr/mody 400 mr/mody
3aCTOCOBYBATH Y pasi

JIOTATKOBOTO TIPU3HAYCHHS 150 mr/moby | 150 mr/moly | 225 mr/no0y 300 mr/mo0y
HIDKYE3a3HAUCHUX
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npenapariB 6e3 3acrocyBanus | 100 mr/go0y | 100 mr/no6y | 150 mr/mo0y 200 mr/moby
BaJIbIIPOATY:

¢deHiToiH, kKapbamaseriH,
dbenobapOiTan, MpuUMiIoH,
pudamITinmH,
JOTiHABIp/pPUTOHABID

JoxaTkoBe NMpU3HAYEHHSA JIKAPCbKUX 3aC00iB, IKi He BUSBJISKTH 3HAYHOIO iHTiOiTOPHOrO
a00 iHIAYKTOPHOI0 BIJIMBY HA IIIOKYPOHI3alil0 JaMOTPWIKMHY (IuB. po3ain «B3aemonis 3
IHITUMH JTIKApCHKUMU 3aC00aMH Ta 1HIIN BUAM B3aEMOJIIN)

[{ro cxeMy JIiKyBaHHS CJIiJ] [TinTpuMyIOTh IITLOBY 103y, OTPUMaHy B Pe3yJIbTaTi
3aCTOCOBYBATH y pasi 30imbiienHs (200 mr/no0y; niana3zon mo3 100—400 mr/no0y)
JI0JJATKOBOTO MPHU3HAYCHHS
IHIIKX JIIKapChKUX 3ac00iB, SKi
HE BHSBIISIOTH 3HAYHOTO
iHTi0iTOpHOrO 200
IHAYKTOPHOTO BIUIMBY Ha
TJIIOKYPOHI3aIi0
JAMOTPHUKUHY

VY mnamieHTiB, AKi MPUEMAIOTh JIIKAPCHKI 3acCO0M 3 HEBIAOMHUM BIUTMBOM Ha (hapMaKOKiHETHKY
JaMOTPUKUHY (IUB. po3ain «B3aemomis 3 IHIIMMH JIKAPCBKUMM 3aco0aMM Ta 1HII BUIU
B3a€MOJIII»), CIIiJ 3aCTOCOBYBAaTH CXEMy JIIKYBaHHS, SKa PEKOMEHIYEThCS IS OJHOYACHOTO
3aCTOCYBAHHS JAMOTPHDKUHY Ta BaJIbIIPOaTy.

Biamina 1aMOTPUDKMHY B MALIEHTIB 13 OIMOJISIPHUMH PO3JIaaMHU.

3a JaHUMH KIIHIYHUX JTOCIIKCHB, HE BiJI3HAYAIOCS ITiIBUIICHHS YaCTOTH, CTYICHS TSHKKOCTI 200
TUITy MOOIYHUX peakIiil Mmicis MBUAKOI BIAMIHM JaAMOTPHIKUHY MOPIBHSAHO 3 miane6o. Tomy
MAIi€EHTH MOXYTh IPUITUHATH pUiioM JlaMikTamy 6e3 mocTyoBOro 3MEHIIICHHS JT03H.

Jitu (BikoM 110 18 pokiB).

JlamikTanm HE PEKOMEHIYETHCS ISl 3aCTOCYBaHHS IITAM 13 OINOJSAPHUMH po3iagamMu (BIKOM J0
18 pokiB), OCKUIbKH PAaHIOMI30BaHl1 JOCTIMKEHHS BIAMIHU HE MPOAEMOHCTPYBAIM MOr0 3HAYHOI
e(eKTUBHOCTI Ta TMOKa3ajdd MIJBULICHHS PIBHA cyinuaanbHOCTI (AuMB. po3aian «OcoOiauBOCTI
3aCTOCYBaHH» Ta «DapMaKkoOIMHAMIKA).

3azanvHi pekomenoayii w000 003yeanns Jlamikmainy 051 0coOIUBUX epYN NAYIEHMIB.

JKiHKH, SKi MPUEMAOTh TOPMOHAIbHI KOHTPAIICTITHBH.

3actocyBaHHsI KOMOiHaIIl eTuHinecTpazgion/neBonoprectpen (30 Mxr/150 MKr) miABHUINYE KIIIPEHC
JTAMOTPHU/KUHY TMPUOIM3HO BIBIYi, 110 MPU3BOAUTH A0 3HIDKEHHS PIBHS JaMOTpukuHy. Ilicns
TUTPYBaHHA Moke€ OyTH HEOOXIJHHUM 3aCTOCYBaHHS OUIBII BHCOKHMX MIATPUMYIOUUX 03
JTaMOTPHUKUHY (Maiike BBl OUTBIINX) I JOCATHEHHS MAaKCUMAIBHOT TEPANIeBTUYHOI BiMOBI/II.
[TpoTsroM THXKHS, KOJHM Tperapar He MPUWMaBCs, CIIOCTEPIraiocs JTBOKPATHE ITiIBHINECHHS PiBHS
JamMoTpuKuHy. Jlo303anexHi MoOiYH1 peakiii He BUKIIIOYaoThesa. ToMy Ciil pO3IIISHYTH MUTaHHS
PO 3aCTOCYBAaHHS KOHTpAIICIIIii, 0 HE Tepeadadae THKHS, KOJH MpernapaT He MPUHMAEThCS, SK
Tepamii mepmioi JiHII (Hampukiaa, MOCTIHHUN MPUIOM TOPMOHAJIBHUX KOHTPALENTHBIB abo
HETOPMOHAJIBHI METOIH; NMUB. po3auin «OcoONMBOCTI 3acTOCyBaHHs» Ta «B3aemomis 3 iHIIUMHU
TKapChKUMHU 3ac00aMU Ta 1HIII BUIU B3a€EMOIIiN»).

llouamok nputiomy 20pMOHANIbLHUX KOHMPAUENMUBIE NAUIEHMAMU, AKI NPUUMAIOmMb NiOMPUMYIOYE
003u namompudxcuny ma HE nputivaoms iH0yKmopis 11020 21oKyPOHI3ayii.

[linTpuMytody 103y JaMOTPUIKUHY Yy OUIBIIOCTI BUIMAJAKIB HEOOX1AHO 30LIBIIMTH BABIYL (JIUB.
po3nin «OcobIUBOCTI 3aCTOCYBaHH» Ta «B3aeMoJis 3 IHIIMMU JTIKapChKUMHU 3aco0aMM Ta 1HIII
BUIU B3aeMOJii»). PexkoMeHtyeTbes, 100 BiJ MOYaTKy NpUOMY FOPMOHAJIBHUX KOHTPAIENTHUBIB
no3a JamMoTpumKkuHy 30inbmryBanacs Ha 50-100 mr/mo0y KOXHOTO THOKHS, BIAMOBIIHO JO
1HIUBIIyaTbHOI KIJIIHIYHO1 BiAMOBiAl. 30UIBIICHHS 03U HE TMOBHHHO TMEPEBUIYBATH 3a3HAYCHOTO
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pIBHS, SKIIO TIABKH 3TIHO 3 KJIIHIYHOIO BIIMOBIIIIO Ha JIIKYBaHHS Take NMEPEBUIICHHS HE Oye
HEOOX1THIM.

BumiproBaHHsIM KOHIIEHTpAIlli JaMOTPHUKUHY B CHPOBATIIl JO 1 MICHIS TOYATKY 3aCTOCYBaHHS
TOPMOHAJIBHUX KOHTPAIETITUBIB MOKHA MiATBEPIUTH, 110 0a30Ba KOHIIEHTPALS JAMOTPHIKUHY
MIATPUMYEThCS. 3a HEOOXITHOCTI 103y CIIiJl aJanTyBaTd. Y KIHOK, sIKI IPUHMarOTh TOPMOHAJIbHI
KOHTpAIeNITUBY, M0 IMepeadavyaioTb OJWH TIDKACHb HEaKTHBHOTO JIIKyBaHHS (THOXKICHb 0e3
3aCTOCYBaHHS TabJETOK), KOHTPOJIb PiBHS JAMOTPHUIKUHY B CUPOBATII CJIil IPOBOAUTH MPOTATOM
3-T0 THXKHS aKTHBHOTO JIIKYBaHHs, TOOTO 3 15-ro mo 21-ii neHs UKy TpuiiomMy TabIeTOK.
HeoOxigHO pO3rasHyTH MOXIIMBICTD 3aCTOCYBaHHS KOHTpPALIETITUBHUX IIpenapariB, IO He
nepeadavaroTh THKHS 0e3 mpuiloMy TaOJIETOK, SIK Teparmii mepioi JiHii (HarmpukiIad, NOCTIHHUN
MPUHOM FOPMOHAJIBLHUX KOHTPAIENTUBIB 200 HErOPMOHAIBHI METOH; TUB. po3aiin «OCOOIMBOCTI
3aCTOCYBaHHS» Ta «B3aeMois 3 HIIMMHU JTIKapCHhKUMU 3aCO0aMU Ta iHII BUAHM B3AEMOIN).
Ilpununenns nputiomy 20pMOHANIbHUX KOHMPAUESNMUBIE NAYICHMAMU, SKI _8ce NpUtMaromy
niompumywui _ 0o3u _aamompudxcuny i HE nputivaioms npenapamu, w0 iHOYKYIONb
2NIIOKYPOHIZAYII0 TAMOMPUOHNCUHY.

[TinTpumytody 103y JTaMOTPUDKMHY B OUIBIIOCTI BUMAIKIB HeoOXimHo 3HM3UTH Ha 50 % (muB.
po3ainu «OcoOaMBOCTI 3acTOCyBaHHSI» Ta «B3aeMopis 3 iHIIMMU JTiKapCbKUMHU 3aco0aMM Ta iHII
BHUIU B3a€EMOJii1»). PEKOMEHIYETHCSI TIOCTYIIOBO 3HIKYBATH JTOOOBY J03Y JaAMOTPHIDKUHY Ha 50—
100 mr motuxHs (He Oiabine 25 % Bia 3araabHOI 1000BOI 103U HA THXKIACHB) MPOTITOM 3 THXKHIB,
SKILO HE ICHY€E IHIIMX IMOKa3aHb HA MiICTaBl IHAWBIAYaIbHOT KIIHIYHOT BiAMOBIII.

BumiproBaHHsIM KOHILIEHTpALlii TaMOTPHIKUHY B CUPOBATII1 KPOBI A0 1 MICJIs MOYATKY 3aCTOCYBAaHHS
TOPMOHAJIFHUX KOHTPAICTITUBIB MOKHA MIiATBEPIUTH, IO 0a30Ba KOHIEHTPALiS JTAMOTPHIKIUHY
MIATPUMY€EThCS. Y KIHOK, sIKI 0aXaloTh MPUIUHUTH MPUHOM TOPMOHAIBHUX KOHTPAIENTHUBIB, 110
nepeadavyaoTh OJWH THKICHb HEAaKTUBHOTO JIIKyBaHHA (THDKICHb O€3 3aCTOCYBaHHS TalJIETOK),
KOHTPOJIb PIBHS JAMOTPHKUHY B CHPOBATII KPOBI OBHHEH MPOBOJUTHUCS MPOTATOM 3-TO THXKHA
aKTHUBHOTO JIIKyBaHHA, TOOTO 3 15-T0 1o 21-if 1eHp UKy NPUOMY TaOJIETOK. 3pa3Ku Ui OLIHKU
PiBHA JTaMOTPUKUHY TICJIS MOCTIHHOTO MPUIIMHEHHS MPUIOMY KOHTpalENTUBY HE CIiJl 30upatu
MPOTSITOM MEPLIOTO THXKHS MiCIs IPUITMHEHHS HOTO TPUAOMY .

Ilouamox _mepanii 1amMompuo’CUHOM _V  JCIHOK, AKI _ 8dice  NpUlMAaioms  20PMOHANbHI
KOHMpayenmusu.

[TigBuIIEHHS 103U TIOBUHHO BIJIMOBIIaTH PEKOMEHJAIIsIM 1I0JI0 CTAaHAApPTHOI J03U, HaBEJIEHUM Y
Ta0INLIAX.

Ilouamox i npununeHHs NpUtiomy 20PMOHANbHUX KOHMPAYENMUBI8 NAUiEHmMamuy, sKi _8ice
nputimame _niompumyioyi _003u__iamompudicuny, a__makoxc IIPUUMAIOTH _inoykmopu
2NIOKYPOHIZAYI] IAMOMPUOHCUHY .

KopuryBanHs pekOMEHJ0BaHOI MIATPUMYIOUOI 1031 JIAMOTPHIKUHY HE € 000B’ I3KOBHM.
Oounouache 3acmocy8anus 3 amazanasipom/pumorHasipom.

KopuryBanHsi peKOMEHI0BaHOT /1031 JaMOTPUKUHY B pa3l Horo no/laBaHHs [0 ICHYHOYOi Teparii
aTa3aHaBIpPOM/PUTOHABIPOM HE € 00OB’I3KOBUM.

[TamienTam, sKi BXe IpUUMalOTh MIATPUMYIOUY /103y JJAMOTPUKUHY Ta HE IPUHMAIOTh 1HIYKTOPIB
TIIIOKYPOHi3allii, B pa3i JOAATKOBOIO NMpHU3HAUEHHs aTa3aHaBipy/pUTOHABIpY Moxke OyTH MOTpiOHE
301IBIIEHHS 103U JaMOTPUJKUHY, @ B pasl NPUIIMHEHHS NpHUIOMY aTa3aHaBipy/pHUTOHaBIpY — ii
3MEHIIIEHHS.

KoHTpoib piBHS JIaMOTPUKUHY B IJIa3M1 KPOBI1 CJI1/I TPOBOAUTH A0 Ta MPOTATOM 2 THXKHIB MICIs
noyaTtky a00 NMPUITMHEHHS 3aCTOCYBaHHS aTa3aHaBipy/pUTOHABIPY ISl BU3HAYEHHS HEOOXIIHOCTI
KOPUTYBaHHS J103U JJAMOTPUKUHY (AUB. po3aia «B3aeMonis 3 IHIIMMH JIKapChbKUMHU 3aco0aMH Ta
HIIT BUJIA B3aEMOTIH» ).

OonouacHe 3acmocy8amnts 3 TONIHAGIPOM/PUMOHABIDOM.

KopuryBanHsi peKOMEHI0BaHOI 03U JIAaMOTPHKMHY B pa3i Horo jonaBaHHs /10 iCHYIOUOi Teparmii
JIOTIIHABIPOM/PUTOHABIPOM HE € 000B’ I3KOBUM.
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[TamienTam, siKi B)kK€ TPUHAMAIOTh MIATPUMYIOU] JT03U JIAMOTPHUDKUHY Ta HE IPUHUMAIOTh 1HIYKTOPH
TJIIOKYPOHi3allii, Ipu J0JAaTKOBOMY NpHU3HAYCHHI JIOMIHABIPY/PUTOHABIPY MOXE 3HAJOO0MTHUCS
30UIBbIIICHHS J03H JaMOTPHUUKUHY, a B pa3l MPUITMHEHHS 3aCTOCYBaHHS JIOMIHABIPY/pUTOHABIPY — 11
3MEHIICHHSI. MOHITOPUHT JIAMOTPU/DKUHY B IUIa3Mi CIIiJ] IPOBOAUTH 110 1 MPOTATOM 2-X THXKHIB
micis TodyaTky a00 TNpUIMHEHHS 3aCTOCYBAaHHS JIOMIHABIPY/PUTOHABIpY Il BU3HAYCHHS
HEOOXiTHOCTI KOPUTYBAHHS JI03H JIAMOTPHUUKUHY (IHUB. po3aii «B3aeMonis 3 IHIIUMH JIIKapCbKUMU
3aco0aMu Ta 1HII BUW B3aEMOIIN ).

Tlayienmu nimnvoeo 6iky (8ikom 6i0 65 pokig).

KopuryBanusi 1o3u mpemnapary BIANOBITHO A0 PEKOMEHIOBAHOI CXeMH He € OOOB’SI3KOBHM.
dapmakoKiHETHKAa JaMOTPU/DKMHY B Wi BIKOBIM Trpymni 3HA4YHO HE BIAPI3HIETHCS Bif
(hapMaKOKIHETHKH Y JOPOCIIUX MAIIEHTIB BIKOM 710 65 pOKiB (IUB. po3/ii «DapMaKOKiHETHKAY ).
Hupkoesa neoocmamuicmeo.

[Ipu 3actocyBanHi JlamikTanay mnarieHTam 13 HUPKOBOK HEIOCTATHICTIO CJiJl JOTPUMYBATHCH
obepexxHocTi. J{JIs malieHTiB i3 TEPMIiHAIBHOIO CTa/Ii€10 HUPKOBOI HEJOCTATHOCTI MOYATKOBY J103Y
JAMOTPHUKUHY BCTAHOBJIIOIOTH BIJIMOBITHO JO NPU3HAYEHUX CYIYTHIX JIKApChKUX 3aco0iB;
3MEHIICHHS MIATPUMYIOUOi J03u MOXe OyTH e(eKTMBHUM [UId TAali€HTIB 31 3HAYHUMHU
nopymeHHsMu  QyHKIii  HEUpok  (auB.  po3aiim  «OcCOONMMBOCTI  3aCTOCYBaHHs»  Ta
«DapMaKOKiHETHKAY ).

Ileuinkosa nedocmammuicme.

[TouaTtkoBy, 3pocTarody i MiATPUMYIOUY J03W CIiJl 3MEHIIUTH npuban3Ho Ha 50 % mamieHTam i3
nomipHuM (ctymine B 3a kinacudikariero Yaitna-I1'10) ta va 75 % namientam 13 Tsokkum (ctyminb C
3a knacudikamiero Yaitna-I11"10) cTyneHeM me4iHKOBOT HEJOCTATHOCTI. 3pOCTAr0Uy 1 MIATPUMYIOUY
J103H MOTPiOHO KOPUTYBATH 3aJI€KHO BiJl KJIIHIYHOI BIAMOBIAL (IUB. po3ain «DapMaKkOKiHETHKA ).

Himu.

Jlist JTaMOTPUDKUHY K MOHOTEpAITi1 JIJIs JIIKYBaHHS JIITEH BIKOM 70 2 POKiB a00 JT0aTKOBOT Tepariii
JUIA JTIKyBaHHS JiTell BikoMm 70 1 Micsisg He BuBuYaiach. EQeKkTUBHICTh Ta Oe3Meka JaMOTPUIKIHY
SK JIOJATKOBOI Tepamii mapiiadpHUX HamajgiB y AiTeld BikoM Bix 1 micaus a0 2 poOKiB He
BCcTaHOBJIEHI. ToMy mpenapar He peKOMEHAY€EThCSl 3aCTOCOBYBATH JIITSAM Y LIl BIKOBii KaTeropii.
JlaMOTpW/DKMH HE TOKa3aHWW JUIsl 3aCTOCYBaHHS TiTsAM (10 18 pokiB) 3 OIMOISIPHUM PO3JIaJIOM
yepe3 Te, 110 e(heKTUBHICTh Mpenapary He OyJi0o BCTAHOBJICHO Ta Y 3B’SI3Ky 3 MiIBUILIEHUM PU3UKOM
BUHUKHEHHS CyIlUIaJbHUX HaMIpiB (AUB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHSD).

Ilepeoo3ysanns.

CuMOTOMH Ta O3HAKU

€ NOBIAOMJIEHHS MPO BUMAAKH TOCTPOro Mnepeao3yBaHHs (mpu mpuiiomi 103, mo y 10-20 pasis
MEePEeBUIIYBAIM MAaKCUMaJIbHI TEPaneBTHYHI JI03M), BKIIOYAIOYM JIeTalbHI Bunajaku. CUMITOMaMu
nepeao3yBaHHsl OyJid aTakcisi, HICTarM, MOPYIIECHHSI CBIJIOMOCTI, BETUKI €MUICNTHYHI HAamaau Ta
koMa. Takox TpH Hepeao3yBaHHI MOBIJOMISUIOCh PO po3uIMpeHHs komiuiekcy QRS (3aTpumka
BHYTPIIIIHLOIIUTYHOUKOBOTO TIPOBEJICHHS) Ta TOAOBKeHHs iHTepBany QT. PosmmpenHs koMIuiekcy
QRS no Ginpme Hix 100 Mcex Moke OyTH OB’ s13aHE 3 OLIBII TSKKOI TOKCHYHICTIO.

JlikyBaHHS

VY pa3i mepeno3yBaHHsI MallieHTa HEOOXIHO TOCHITaNi3yBaTW [Uis TPOBENEHHS BiAMOBIIHOI
niaTpuMytodoi tepamii. HeoOxiaHO 3acTocyBaTu Tepamiio, HalpaBieHy Ha 3HUKEHHs abcopOrii
(axTHBOBaHE BYTLLISN), AKIIO I1e HEoOXinHO. [lo/laTkoBe JiKyBaHHS MPU3HAYAETHCS 32 KIIIHIYHUMU
MOKa3aHHSMHU, BPAaXOBYIOUM TMOTEHIIIHI PU3MKH BIUIMBY Ha MLUIYHOYKOBY MpoBiAHICTh. [lpu
Kap/i0TOKCUYHOCTI 3 HEJOCTaTHbOIO BIJIMOBIUII0 Ha JIIKyBaHHS HaTpieM OikapOOHATOM CIliJl
PO3IJISIHYTH JOLUIBHICTh 3aCTOCYBAHHS JIIMIIB BHYTPIIIHbOBEHHO. Hemae nocBiqy 3acTocyBaHHS
reMojiaii3y A JiKyBaHHS Iepeo3yBaHHsA. Y IIECTH J0OPOBOJIBLIB 13 HUPKOBOIO HEJOCTATHICTIO
20 % iaMOTpUDKUHY OYII0 BUBEJICHO 3 OpraHi3My ITi1 9ac 4-TOJMHHOTO CEaHCy reMOIiai3y.
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Io6iuni peaxuii.

[ToGiuHi peakuii UIst TOKa3aHb /0 JIKYBaHHS €Mijerncii Ta OiMoMsSpHUX PO3JaiB, U0 IPYHTYIOThCS
Ha HasBHUX JaHUX KOHTPOJIHOBAHUX KIIHIYHMX JOCIIKEHb Ta I1HIIOTO KIIHIYHOTO JOCBITY,
3a3HayeHi B Tabnmmi 8. YacToTHi Kareropii OTpMMaHi B XOJAi KOHTPOJHOBAHUX KIIHIYHHX
JOCITIDKEHb (MOHOTepanii emnijencii (mo3HaveHi sk 1) Ta OimoiaspHOro po3iany (Mo3HaveHi K §)).
SIK10 9acToTHI KaTeropii 3a KIHIYHUMH JaHUMH JTOCIIHKCHb CIJIETCii Ta OIMOJIIpPHOTO POo3Jiasy
BIJIPI3HSIOTBCS, 3aCTOCOBYETHCS HAWHMIKYA YacTOTAa. 3a BIJCYTHOCTI JaHUX KOHTPOJIbOBAaHUX

KIIIHIYHUX JOCHIIKEHb YaCTOTHI KaTeropii OyJu OTpuMaHi 3 iHIIOTO KIiHIYHOTO JOCBiAY.

Heb6axani peakitii po31moaiJieHi 3a 4aCTOTOK TaKUM YHHOM:
ayxe 4acto (> 1/10); gacto (> 1/100, < 1/10); meuacto (> 1/1000, < 1/100); piako (> 1/10000,
< 1/1000); myxe piako (< 1/10000); HEBiTOMO (HEMOMIIMBO OIIHUTH 3a HAIBHUMHM JTAaHUMH ).

Tabmuns 8

CucTeMH Ta OpraHu [To61uHi peakiii YacTtora
Po3znanu 3 6oky kpoBi | I'ematonoriuni nopymeHHs1, BKIrOUa0YH Hyxe pinko
Ta JiMpaTuIHOT HEUTPOTICHII0, JICHKOIEHII0, aHEMIIO,
CHUCTEMH TPOMOOIIUTOTICHIO, TAHIIUTOTICHIO,

AIUIAaCTHYHY aHEMIl0, arpaHyJIOIMTO3

I'emodaronntapuuii 1iMQporicTionuros (IuB. Hyxe pigko

po3ain «OcobIMBOCTI 3aCTOCYBaHHS)

JIiM(baz[eHonaTi;Il, riceBoniMpoma Hesigomo
Poznanu 3 Goky CHHIPOM TilepuyTIHBOCTI Hyxe piako
IMyHHOI CUCTEMH ['imorammarnoOysinemis Hesinomo
[cuxiaTpuyni Arpecisi, po3paTOBaHICTh Yacro
po3iaau CrmyTaHicTh CBIJOMOCTI, TATIOIIMHALIT, TUKA Hyxe pigko

(pyxoBi Ta/ab0 roj0coBi)

Kommapu Hesigomo

Poznaau 3 Goky
HEPBOBOI CUCTEMU

TosoBHUiA 6inp?

Jly>ke JacTo

Comnusicts'¥, 3amamopouenns ¥, Tpemop’,
0e3COHHs |, TPUBOKHUIA CTaH

Yacto

CHUCTCMHHNMHU l'IpOSIBaMI/I2

ATakcis’ HeuacTo
Hicrarm', acentiunuii MeHiHTIT (nmB. Pinxo
po3ait «OcobIMBOCTI 3aCTOCYBaHHSI»)
HecriiikicTb, po3iaau pyxy, 3aroCTpeHHs Hyxe pinko
xBopobu IMapkincona®, excTpamipaminmi
edexTH, xopeoareTos', 361IblIEHHS YACTOTH
HaraJis
Posnaau 3 60Ky Junnomnis®, neitkicts 30pyt Heuacto
OprasiB 30py KoH FOHKTHBIT Pigxo
Posnamwm 3 6oky IIKT | Hynotaf, 6moannst, niapes?, cyxicts y poti® | Yacro
Poznanu 3 6oky [TeuinkoBa HETOCTATHICTD, TUCHYHKIIISA Hyxe pigko
MIEYIHKHU Ta MEYiHKH®, TTiIBUILEHHS TOKa3HUKIB byHKIIT
’KOBUOBHMBITHUX MEeY1HKU
HIISAXIB
Pozmanu 3 6oky IIkipauii Bucum°t Jy>xe gacto
IIKIpH Ta NIAWKIpHOT | Ajomeltis, peakitii (hOTOYyTIHBOCTI Heuacro
KJIITKOBUHH Mynstudopmua epurema, cunapom CriBenca— | Piako
JlxoHcoHa®
TokcuuHuil eniiepManbHUN HEKPOIIi3 Jyxe pinko
Peakuis Ha 71Ky 3 eo3uHOD1ITIEIO TA Hyxe pigko
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Poznamau 3 60ky Aptpanris® YacTto

CKEJIETHUX M’s31B Ta | BoBuakonomiOHi peakirii Hyxe pigko
3’€IHYBAJIbHOT

TKaHUHU

Poznanu 3 60y Hupok | TyOynoiHnTepcTuIliaabHui HehpUT, CHHAPOM Hesinomo
Ta CUCTEMU TyOyJIOIHTEPCTUIIAIBHOTO HEPPUTY 3 yBEiTOM
CEYOBUIIJIEHHS

§ Yacto

3aranabpHi po31aau Ta CrommoBasnicts!, 6ibt, 6ib y CIIHHI
peaxiii B MicIti

BBCACHHA

Onuc okpeMux HeOaKaHUX peakilii
Temaronoriuni BigxuneHns Ta JiMQaaeHoNnaTis MOKYTh OyTH SIK [OB’A3aHi, TaK i He TOB’sA3aHi 3
peakmiero Ha JikH 3 eo3uHOouIier0 Ta cuctemMHuMu mnposiBamu  (DRESS)/  cunapomom
rinepayTiauBocTi (auB. «OcobauBOCTI 3acToCyBaHHM Ta «Po3maay 3 60Ky iIMyHHOI CHCTEMUY).
2Tako MOBiIOMIISIOCS PO BUCHII SIK YaCTUHY IIbOTO CHHAPOMY, TaKkoX Bigomoro sik DRESS. Ilei
CTaH CYIPOBOJKYBaBCS pI3HOMAHITHUMH CHCTEMHHMH CHMIITOMaMH, BKJIIOYAIOUM TapsuKy,
mimbaaeHonatio, HaOpsaK oONMYYs, BIAXWUJICHHS Yy MapameTpax KpoBi Ta MOpYLIEHHS (QyHKIT
nediHKu Ta HUPOK. CHHAPOM MOXe MaTH Pi3HI CTYNEHI TSHKKOCTI Ta y PIAKUX BHUIAJKAX MOXKE
HOPU3BOJUTH JIO JUCEMIHOBAHOTO BHYTPIIIHBOCYJMHHOI'O 3rOpPTaHHS KpOBI Ta MOJIOpPraHHOI
HEIOCTAaTHOCTI. Ba)xJIMBO Bi3HAUNTH, IO PaHHI O3HAKU TiNEPUYyTIMBOCTI (HANIPUKIIAI, TapsyKka Ta
JaimMdaneHomnaTisl) MOXYTb 3 SBISATHCS HaBITh 3a BIACYTHOCTI LIKIPHOIO BHUCHITy. 3a HasBHOCTI
TAaKWX CHMIITOMIB MAIli€HTa CIIiJl HEraiiHO OOCTEXHUTH Ta, 33 BiICYTHOCTI 1HIINX NMPUYUH, BIIMIHUTH
npuiiom JlamikTany.
311i peakuii cocTepiramucs B KIiHi4HiH TPAaKTHI HPH iHIINX KIiHIYHEX CTAHAX.
Byno Big3HaueHO, 110 TaMOTPUIKUH MOXKE MOTIPIIyBAaTH CUMIITOMH MapKiHCOHI3MY B Malli€HTIB 13
xBopoOoro TlapkiHCOHA, Ta OKpeMi MOBIIOMJICHHS PO eKCTparmipaMigHi ePeKTH Ta XOpeoaTeTo3 y
MaIieHTiB 6€3 IbOro CTaHy.
4 Tlopymenns QyHKIIT MeYiHKY 3a3BHYall ACOI[IOETHCS 3 PEAKIiAMH TilepuyTIMBOCTI, alle OIUCaHi
OKpeMi BUMAIKU 0e3 BUPAKEHUX CUMIITOMIB TilepUyTIUBOCTI.
®V KJTiHIYHEX JOCTiIKEHHAX cepel JOPOCUX IKipHHI BUCHI crocTepiraBcs y 8—12 % maiienTis,
0 OpuiMald JaMOTPHIDKHMH, Ta y 5—6 % mamieHTtiB, mo npuiiManu ruiane6o. Bucum OyB
MPUYMHOIO BiAMIHM mpenapatry B 2 % mnamientiB. lIkipHuil BucHIT MaB MakyJo-HamyibO3HHUM
XapakTep, HaiyacTille BUHUKAB MPOTATOM BOCBMH THIKHIB BiJl IOYATKY JIIKYBaHHS Ta 3HUKaB MiCIs
Biaminu Jlamiktany (auB. po3ain «OcoOaMBOCTI 3aCTOCYBaHH»). [TOBiIOMIISITOCS TIPO BUHHUKHEHHSI
TSOKKUX MOTEHIIITHO HeOe3MeuHuX Ui XKUTTS MIKIPHUX peakilii, BKiItoyaoun cuHapom CTiBeHca—
JUKOHCOHA, TOKCHYHMH emifiepMaibHUA Hekpomi3 (cuHapoM Jlaenna) Ta peakuilo Ha JIKH 3
eosuHOGmier0 Ta cucremHnmE TposiBamu (DRESS). Xoua OinbInicTh MAIli€HTIB MICHs BiIMIiHA
JAMOTPUKUHY OJYXKYIOTh, y JESIKHX Malll€HTIB 3aJIMLIAI0OThC HE3BOPOTHI PyOLi; y PIAKICHUX
BUTAJIKaX 1[I CAHIPOMH MPU3BOIIIIH JI0 CMepTi (HB. po3iia «Oco0IMBOCTI 3aCTOCYBAHHS).
3aranbHUll pU3UK BUHUKHEHHS IIKIPHOTO BUCHITY, BOYEBH/Ib, TICHO MOB’s13aHUM 13:
- BUCOKUMH TIOYaTKOBUMH JI03aMH JIAMOTPH/DKHHY Ta TEPEBUIICHHSM PEKOMEHJIOBAaHOI CXEMHU
30UIBIIIEHHS IO3U TIPH Tepartii TaMOTPUIHKUHOM (uB. po3ain «Crocib 3acTOCYBaHHS Ta A03U»);
- mapa’jeJbHUM 3aCTOCYBAHHSAM BalbIpoary (IuB. po3ain «Croci 3acTocyBaHHS Ta J03U»).
IcHYIOTH TOBIIOMJICHHS NMPO 3HMKEHHS MiHEpaJIbHOI INIIBHOCTI KICTKOBOI TKAaHHMHM, OCTEOIEHIIO,
OCTEONOpO3 Ta MEPeIOMU y MAII€HTIB, sKI NepedyBaloTh Ha TpUBAJIN Tepamii JIAMOTPUHKUHOM.
MexaHi3M, 3a JOIOMOTI'OI0 SIKOTO JaMOTPHUKUH BIJIMBA€E Ha KICTKOBUN MeTabo0I1i3M, HE BU3HAYECHO.
3BiTYBaHHs PO III03POBaHl HOOIYHI peakii
[ToBimomneHHss mpo MoOiYHI peakwii micis peecTpamii JTIKapChKOro 3aco0y Mae BaXJIMBE
3HaueHHs. Lle 1ae 3Mory MpOBOJUTH MOHITOPUHI CHIBBIJIHOIIEHHS KOPHUCTH/PU3MK MpU
3aCTOCYBaHHI 1IOTO JIIKAPCHKOTo 3aco0y. MennyauM Ta dapMalieBTUYHUM IpaIliBHUKAM, a TaKOX
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mamieHTaM a0o iXHIM 3aKOHHMM TPEACTaBHUKAM CJiJ] TOBIOMJISTH TPO YCI BHUITAJKH
Mi03pIOBAaHUX TMOOIYHUX peakliid Ta BIJCYTHOCTI €(EKTHBHOCTI JIKApChKOro 3acoly dyepes
ABTOMAaTH30BaHy iHdopmariiny CUCTEMY 3 (dhapMakoHarIsI Ay 3a
nocuinannsaM: https://aisf.dec.gov.ua.

Takox mpo ycl BUMAAKA TMiJO3PIOBAHMX TMOOIYHUX peakiii Ta BIACYTHOCTI €(QEKTHBHOCTI
nikapcebkoro 3aco0y moxkHa nosinomisitd TOB «'makcoCmitKnsitn ®@apmackiortikaic Ykpaina» 3a
itogo6osum teaedonom (044) 585-51-85 abo na email 0ax70065@gsk.com.

Tepmin npuoamnocmi. 3 poku.

YmoBH 30epiranus.
30epiratu y cyXxoMy Ta 3aXHMIICHOMY BiJ CBITJIa MicIli mpu Temnepatypi Hmwkue 30 °C.
30epiraTy B HEJOCTYITHOMY JIJIsl JITEH MICIII.

Ynakoska.

ITo 14 Tabnerok no 5 mr abo mo 50 mr a6o mo 100 mr B 6micTepi; mo 2 6icTepu B KAPTOHHIH
KOpOOIli 3 MapKyBaHHSM YKPaiHCHKOI MOBOIO.

ITo 14 tabnerox no 50 mr a6o no 100 mr y GaicTepi 13 3aXUCTOM BiJl BIIKPUBAHHS AITbMH; 110 2
OJricTepy B KapTOHHINA KOpOOIIi 3 MapKyBaHHSM YKPaiHCHKOK MOBOIO.

I[To 30 Ttabneroxk mo 5 mr y ¢aakoHi 3 TOJIETHJIIEHY BHCOKOI INUIBHOCTI 13 3aXHCTOM BiJ
BIJIKpUBaHHS JITbMHU; 110 1 (hj1akoHy B KapTOHHIN KOPOOILll 3 MapKyBaHHSM YKPaiHCHKOIO MOBOIO.

Kareropis Binmycky. 3a peuenrom.
Bupoouuk. leadapm IToznans C.A., [Tonsmia/Delpharm Poznan S.A., Poland.

Micue3naxo/:keHHs1 BUPOOHMKA Ta aJpeca Micls NPOBAXKeHHs HOro JifAJIbLHOCTI.
189, Byn.I'pronBanbaceka, 60-322 [To3uans, [Toapmia/189 Grunwaldzka Str., 60-322 Poznan, Poland.

Jara octannboro neperasay. 08.05.2025
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