IHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

JIAMIKTAJI

(LAMICTAL)

CKnaao:
ditoua pe4o8uHa: TaMOTPUIKUH;
1 TabneTka MicTUTL TaMOTpPumXuUHYy 5 Mr, 50 mMr abo 100 mr;

0onoMidcHI pevosuHu: KaJbIliio KapOOHAT, TiIpPOKCUIIPOIIIIIeT0I03a HU3bK03aMillleHa,
aIIOMiHiI0 MarHil0 CUIIKaT, HaTPito KpoxMasnbrimkonsaT (tun A), moBigor K30, caxapux
HaTpil0, apoMaTU3aTOpP YOPHOCMOPOAUHOBUY, MarHiio creapar.

JIikapcbKa ¢opma. Tad1eTKH, 10 AUCHEPTIYIOTHCS.

OcHosHi pizuko-ximMiuHi 8aacmusocmi: Gimi aGo Oini 3 BigTiHKoM, (I TaGIETOK 10 5 MT - HOBTacTi,
nBoonykmi), (s Tabnetok mo 50 mr, 100 Mr - 6araTorpaHHi CynepesinTUYHi 3 TI1agKo0 TOBEPXHEID),
TabNeTKH i3 3a1maxoM 4OpHOI CMOpPOAUHU. 3 ofHOro 00Ky TabmeTok TucHeHHs GS CL2 (mnsa TabneTok
o 5 mr), GSCX7 (mns tabmetok mo 50 mr), GSCL7 (mns TabneTok o 100 Mr), 3 Apyroro 60Ky - fo3a
npemnapary, a came: 5, 50 abo 100. Ha moBepxHi TabeTOK OONYyCKAETHCSI MapMypPOBICTh.

dapMakoTepaneBTHYHA rpymna. [Ipotueninentuyni 3acobu. Jlamorpumxus. Kog ATX NO3A X09.

Papmako102iuHi 8 1acmueocmi.

MexaHi3M mil

4K moKa3yoTh pe3ynbTaTé (papMaKoJIOTiYHIX AOCTiAKEHb, TaMOTPUIXKUH € [ie3a/Ie’KHUM Ta
IOTeHIliai03aIekHUM 0JI0KaTOPOM IIOTEeHIian03aIe’KHUX HaTPiEBUX KaHaiB. BiH mpurxiuye crivky
IOBTOPHY aKTWBallil0 HEMPOHIB i raibMye BUBITbHEHHS INTyTaMaTy (HedpoMeniaTopa, SKUM Bifirpae
KJII0YOBY POJIb Y BUHUKHEHHI eliIeNTUYHUX HamafiB). PIMOBipHO, mo 1M epekToM 06yMOBIIeHI
IIPOTUCYIOMHI BJIaCTUBOCTI JIaMOTPUIXKHUHY.

HaromMicTb 3anuiaiThCsi HEBCTAHOBIIEHUMHU MeXaHi3MH, sKi 3a0e3Me4yoTh TepaneBTUYHUN ePeKT
JTAMOTPUAXKUHY IIPH GiloNIsSpHOMY pO3/1afi, X04a B3a€MOZis 3 MOTEeHIliaN03ae’XkKHUMHU HaTPieBUMHU
KaHaJlaM¥ Biflirpae BaXJIUBY POJIb.



dapmakomvHaMiuHi epekTH

HocnigXKeHHS BIUIMBY JIiKapChKUX 3ac00iB Ha IleHTpaIbHy HEPBOBY CUCTEMY BUSBUIM BiICyTHICTD
pi3HUI y 300poBUX NOOPOBOIBIIIB IPH 3aCTOCYBaHHI 240 MT TaMOTPUIXKUHY Ta Ialebo, Tomi K i
1000 mr deniToiny, i 10 Mr miasemamy CyTTEBO HOTipIIyBanu Opi6HY 30p0OBO-MOTOPHY KOOPAMHAILIT0,
MOTOPHKY O4el i piBHOBAry Tifla, @ TAKOXK CIPUYMHSIN Cy0’ €eKTUBHUM CeNaTUBHUM e(eKT.

B inmomy mocrmigxkeHHi pa3oBi mepopanbHi m03u 600 Mr kap6aMaseminy 3HaYHO MOTipIIyBanyu OpibHy
30pOBO-MOTOPHY KOOPAMHAIIiI0, MOTOPUKY OYel Ta piBHOBAry Tijla, a TaK0XK 30iMbIININ YaCTOTY
CeplieBUX CKOpoYeHb. [Ipu 11bOMy pe3y/ibTaTy 3aCTOCYBaHHS JIaMOTPUAKUHY B fo3ax 150 mr i 300 mMr
He Bifpi3Hsnucs Bix mmane6o.

BriyB 1aMOTPUIXKKHY Ha IPOBIAHICTh CePII

Y mocnifKeHHI 3a y4acTiO 3T0POBUX JOPOCTIUX OOPOBOJIBIIB BIIMB IOBTOPHUX 03 JIaMOTPUIKUHY
(mo 400 mr/mo6y) Ha TPOBigHICTH cepIs OIiHIOBamu 3a moroMoroi EKI y 12 BinBemenHsx. [Ipu
TIOpiBHSAHHI 3 myane6o KIiHIYHO 3HAYYIIOT0 BIUIMBY JIaMOTPUAXKUHY Ha inTepBan QT He
CIIoCTepiranocs.

Knigiyaa edeKTUBHICTL Ta Oe3meKa

ITpoginakmuka enizo0ie Hacmpow 8 nauieHmia 3 6inoASAPHUM PO31A00M

EQeKkTuBHICTh TaMOTPUIKUHY AJIS IPOQiTaKTUKY eMli30/1iB HaCTPOIO B MAIiEHTIB 3 OIMOIIPHIM
po3maaoM TUMy I OLliHIOBaNIY y ABOX OOCTIIXKEHHSIX.

Hocnigxenus SCAB2003 - 6araTorieHTpoBe, MOABIHHO ciiille, 3 TOABiHHOIO iMiTaIielo, maanebo- Ta
JiTIEKOHTPOILOBAHE, PAHIOMi30BaHe [OCITimXeHHs (piKCcoBaHOI HO3M [JIST JOBIOCTPOKOBOI
npodilakTUKY PelUAUBHUX i pEKYPEeHTHUX €eMi30MiB fenpecii Ta/abo MaHil - TPOBOOUIN 3a y4acCTIo
MallieHTIB 3 GIMOIIPHUM PO37afoM I TUIY 3 HagBHUM a00 HENIOIaBHO ITIEPEHECEHUM BETTUKUM
mempecuBHUM emizomoM. Ilicms crabimizalrii 3a 4OTOMOT0I0 MOHOTEpAaIil TaMOTPUIXKUHOM ab0
IOIaTKOBOI Teparii nanieHTy 6y BUMTafKOBUM YUHOM PO3IOMiNeHi B OOHY 3 II'SITU I'PYN JTiKyBaHHS
TPUBAJIICTIO 10 76 THXKHIB (18 Mmics1iB): mamorpumxkus (50, 200, 400 mMr/go0y), miTiit (piBeHb ¥
cupoBaTi Kpogi Big 0,8 go 1,1 mMonn/n) abo mnane6o. [TepBUHHOIO KiHI[EBOIO TOUKOIO OyB «4dac [0
BTpy4aHHA 4yepe3d enizon HacTporo (TIME)», e BTpy4aHHSIMU BBaXKaJKCS OONATKOBA
dbapmakoTepartis abo enekTpokoHByabcuBHa Teparmis (EKT). Hocmigxennss SCAB2006 mpoBogumu 3a
aHanoriyuauM 3i SCAB2003 mu3aiiHoM, ane i3 3aCTOCyBaHHAM OiNbII THYYKOTO PeXUMY NO3yBaHHS
namoTtpunxkuny (Big 100 mo 400 mr/mo6y) Ta 3a y4acTio MallieHTiB 3 6imonspHUM po3nagoM I tumy 3
HasiBHUM a00 HellloflaBHO ITepeHeceHUM MaHiaKalbHUM elizonoM. Pe3ynbTaTtu HaBefieHO B Tabmuili 1.

Tabnuus 1

KopoTkuii 3MiCT pe3ynbTaTiB HOCTigXKEeHb e()eKTUBHOCTI IaMOTPUAKUHY [JId IPOQiTakKTUKY €Mi301iB
HACTPOIO B MaIli€eHTiB 3 Gi0oNIsSpHUM po3nafgoM I tumy

YacTKa manieHTiB 0e3 mopin Ha 76-My THKHI

Mocnimxenusa SCAB2003 Mocnimxenusa SCAB2006

Binonsipau# po3nap I Tumy Bimosipaui po3nap I Tumy
Kputepin Benukuii IenpecuBHUN €301 Benukuii MaHiaKalbHUY €mi30[
BKJIIOYEHHS

TTamotpupxus |litiii  [[Tname6o  |[Tamorpumxum |Titis [Tnane6o




be3 0,22 0,21 0,12 0,17 0,24 0,04

BTPYYaHHS
p-3HaueHHs 0,004 0,006 | 0,023 0,006 -
log rank Tecty

bes genpecii 0,51 0,46 0,41 0,82 0,71 0,40
p-3HadenHs (0,047 0,209 - 0,015 0,167 -

log rank Tecty

Be3 maHil 0,70 0,86 0,67 0,53 0,64 0,37
p-3HadeHHs  [0,339 0,026 | 0,280 0,006 -

log rank Tecty

[lopaTkoBU# aHAai3 Yacy [0 IepILIoro OelpeCUBHOIO emi30ny Ta 4acy 4o IepIIoro
MaHiaKaJbHOTO/TimoMaHiaKanbHOT0 ab0 3MilllaHOTOo emi30fy T0Ka3aB, 1110 Y MallieHTiB, sKi
OTPUMYBAJIA TaMOTPUXKIH, [IEePIINH AePeCUBHUY eli30[1 HaCcTaBaB CTAaTUCTUYHO Mi3Hillle, HiX ¥
nalieHTiB mwianebo-rpynu. CTaTUCTUYHOIL Pi3HULI ¥ Yaci [0 IepInoro MaHiakKaabHOTO/
rinomMaHiakamapbHOT0 a0 3MIIIAHOTO eM1i30[1y He BUSIBIIEHO.

EbekTUBHICTh TaMOTPUIXKUHY B ITOENHAHHI 3i cTabinizaTopamMu HaCTPOIO He BUBUEHA HAJIEXKHUM
YUHOM.

Himu
[TiTu BikoM Bing 1 mo 24 micsa1iis

EdekTuBHiCTh Ta 6e31eKa JOMOMiXKHOI Tepallii mapiliabHUX HalafdiB y AiTel BikoM Bif 1 mo

24 MicAIIiB OILiHIOBA/IX Y HEBEJIMKOMY IIOABIHO CNTiIOMY I1arie00KOHTPOIOBAaHOMY
OOCIIiKeHH] BifMiHU npenapaty. JIikyBaHHs po3nodany 177 nauieHTiB 3 TUTPYBAHHS 003U
3a CXeMOI0, pEKOMEHIOBAHOIO IJIs AiTeu BikoM Bif 2 mo 12 pokiB. HauHUXK4y OOCTYIIHY [03Y
JTAMOTPUMAXKHUHY MICTSATh TaONeTKH 1Mo 2 MT. ToMy B ieIKMX BUMIagKax CTaHIapPTHY CXeMYy
MO3yBaHHS Iif 9ac ¢a3u TUTPYBaHHS OYyJI0 BiOIIOBIDHMM YMHOM BifKOPHUTOBAHO (HAIPUKIIA[,
IIJITXOM 3aCTOCYyBaHHS TaONETKU 2 MT 4yepe3 [eHb IIPX PO3PaxyHKOBiU 0031 MeHIIe 2 MT).
KoH1leHTpallil y cMpoBaTIli KPOBi BU3HAYAIM HAMPUKIHIN 2-TO TUXKHS (Pa3u TUTPYBaHHS Ta
($a3u 3acTOCYBaHHS HACTYIIHOI 03U, 3HUKEHOI a00 He MigBUIIeHOI Yepe3 JOCITHEeHHS
KOHI[eHTpalil, 1o nepesuinysanu 0,41 MKr/MII - IPOTHO30BaHUX KOHILIEHTPALIX Y HOPOCINX
TaIli€eHTIB y MaHi YacoBid ToYlli Teparii. HampuKiHIi 2-T0 TUXKHSA [esKi MalieHTu
notpebyBanyu 3HUKEHHS 0034 00 90 %. 38 nalieHTiB 3 TepaneBTUYHUM e(eKTOM (3HUKEHHS
YacTOTH Cy[IOMHUX HamafiB Ha > 40 %) paHpoMisyBanu y ABi rpymnu: nnauebo ato
TIOMIa/IbIINY TPHUMOM JTaMOTPUAXKUHY. BincyTHICTh epeKTUBHOCTI IOaIbINol Tepartii 0y11o
3adikcoBaHo y 84 % martienTiB 3 rpynu miane6o (16 3 19) ta 'y 54 % mairieHTiB 3 rpymnu
namotpupxkuHy (11 3 19). Pisuuns He Oyna CTaTUCTAYHO 3HAUyIIo0: 26,3 %, 95 % I -

2,6 % < >50,2%, p=0,07.

3arasioM 10 72 TUXKHIB 256 nanieHTiB BikoM Bif 1 0o 24 MicAILiB OTpUMyBaJIi IaMOTPUIXKUH y 103aX
Bim 1 go 15 mr/kr/mo0y. IIpodinst 6e3neku 1aMOTPUAXKUHY B HiTel I1i€l BikoBol rpynu OyB
aHaJIoTiyHUM 10 mpodinio 6e3MeKy y CTapIIuX AiTel 3a BUHSATKOM IIPorpecyBaHHs cymoM (= 50 %),
sKe y [iTel BIKOM [0 2 POKIiB Bil3HaYalIu CTaTUCTUYHO YacTime (26 %), HixX y cTapuux (14 %).



CungpoM JleHHOKCa - ['acTo

[aHi momo MOHOTepalil Ipy Hamafax, 0B I3aHuX i3 cuHApoMoM JIleHHOKCa - ['acTo, BiACYTHI.

[TpodimakTHKa emi30oniB HaCTPOI

Y 6araToieHTPOBOMY, 3 MMapaje/IbHUMU I'PyIlIaMH, I1alie00KOHTPOILOBAHOMY, IIOJBIHHO CIIiTIOMY,
paHaoMi30BaHOMY AOCTiAKEHH] BiIMiHU IIpenapaTy oliHioBaau 6e3meKy Ta e(eKTUBHICThb
namoTpuakuHy IR B TabmeTKax 3 HerallHUM BUBITbHEHHSM SIK IOOATKOBOI MigTPUMYI0U0l Teparil ams
BigTepMiHyBaHHS €Ii30MiB HACTPOIO Y miTel Ta mimmiTkiB (10-17 pokiB) 060X cTaTel, y IKUX OyI0
niarHocTOBaHO GimonspHuUM po3napn I Tumy i gocsrHyTO peMicii abo moKpaleHHs B pe3yibTaTi
3aCTOCYBaHHS JJAMOTPUOKUHY B KOMOiHaIlil 3 aHTUIICUXOTUYHUMH JIiIKapChbKUMHU 3acobaMu abo
iHIITUMY aHTHOenpecaHTaMu. [IepBUHHMY aHai3 e(eKTUBHOCTI (Yac M0 HaCcTaHHS OimoIspHOI momil)
He T10Ka3aB CTaTUCTUYHO 3HAUyL[oro pe3ynbraTy (p = 0,0717), 110 CBigYMIO IPO BiACYTHICTH
eexTuBHOCTI. KpiM TOTO, aHasi3 6e3neKky 3acBifuMB MiBUILIEHNH PiBEHDb CyIUAaIbHOI TOBEOIHKY Y
rpyni namoTpumKuHy: 5 % (4 nauienTtu) y nopiBasAHHI 3 0 y rpymi mame6o.

dapmakoKiHemuxka.

AGcopbirist

3a BiICyTHOCTi BUpaxKEHOT0 ITPECUCTEMHOI0 MeTaboJ1i3My IIpemnapar IIBUAKO Ta ITOBHICTIO
abcopOyeThCs 3i MUTYHKOBO-KUIIKOBOTO TPaKTY. I[Ticis mepopanbHOTro MpUitoMy MaKCcuMalbHa
KOHIIEHTpAIlid y MJIa3Mi KPOBi HOCSATAEThCS MPUONMU3HO Yepe3 2,5 roguHu. Yac JoCITHeHHS
MaKCUMaJIbHOI KOHIIEHTpAIlil Aelo MOgOBXKYETHCS ¥ Pa3i 3aCTOCYBaHHS IIpenaparTy Iicis 1oy, omHaK
Ha piBeHb aOcopO1il 11e He BrMBa€. [CHYIOTh 3HAUHI MiXiHOUBINyanbHi Bapiallil MakcHMabHUX
KOHIIEHTpAIlil y PiIBHOBa2KHOMY CTaHi, IPOTe iHAWBiAyalbHi IOKA3HUKU OJHOTO MAallieHTa, K
[IPaBUIIO, HE BapilOIOTh.

Po3mnopin

[TpubnusHo 55 % mo3u mpenaparty 3B’A3yeThcs 3 Oinkamu 1m1a3Mu KpoBi. TokcuyHuM epekT
BHACJIiJOK BUTICHEHHS 3 OilKiB I1a3Mu MaJI0MMOBIPHUM.

PiBens po3nopiny ctanoButs Big 0,92 mo 1,22 n/kr.

BiorpaHcdopmartiis

BcTaHOBIEHO, 1110 TOJIOBHUM (€pPMEHTOM, BillTOBimaIbHUM 3a MeTabo0I1i3M TaMOTPUIKUHY, € V]I O-
TJIIOKYPOHINTpaHcdepa3a.

Jluire HE3HAYHOI MipOI0, 3ajIeKHO Bifl 403U, TAMOTPUOKKUH MOXKe iHIYKyBaTH BlIaCHUM MeTab0ITi3M.
OpHax BIJIMB IIpenapaTy Ha ¢papMaKOKiHETHUKY iHIIUX MPOTUCYOOMHUX 3ac00iB HE MOBeleHuN, a
HasIBHi JaHi CBig4aTh, 10 B3aEMOMIS MiXK JTaMOTPUIXKMHOM Ta iHIIMMH JIiIKAPCHKUMHU 3aco00aMu, SKi
MeTab0i3yI0ThCS 3a JOIOMOrolo 1uToxpoMy P450, ManoiMoBipHa.

BuBenenus

TeopeTUYHUY MIa3MOBUM KIIiPEHC Y 3[I0POBUX MOOPOBOJIBINIB CTAHOBUTH MPU6IU3HO 30 MJI/XB.
KnipeHc mamMoTpunKuUHY BifOyBa€ThCS MTepPeBaXKHO LIIIXOM YTBOPEHHS MeTaboMIiTy 3 IofaiblIIuM
BUBEIEHHAM I'IIOKYPOHIA-KOH I0TOBaHOI'0 MaTepiany i3 ceyerw. Y He3aMiHeHOMY cTaHi MeHIe 10 %
[03U BUBOAUTHCA i3 ceuelo. Jluie 2 % mepeTBOPEHOro 1aMOTPUIXKUHY BUBOOUTHCS Yepe3 KUIIEYHUK.
Kripenc Ta yac HaniBBUBe[eHHS 3ajieXkaTh Bil [0o3u. TeOpeTUYHUN Yac HaliBBUBEOEeHHS 3 IJIa3MU



KPOBi 3[10p0BUX JOOPOBOJBIIB CTaHOBUTH MPuOMM3H0 33 rogunu (Big 14 mo 103 roguH). ¥
MOCITi’KEeHH] 3a y4acTIo NalieHTiB i3 curgpoMom Kunbbepa cepenHitt TEOpeTUYHUM KITIpEHC Y TaKUX
cy06’ekTiB OyB Ha 32 % HUXKYKU, HiK YV KOHTPOJNIbHIM TPyIi, ane B MexkKax [ialla30Hy, BU3HAYEHOI0 s
3araabHOI BUOIPKY IAITi€HTIB.

[lepion HaniBBUBENEHHS TaMOTPUAXKIHY CYTTEBO 3a/I€XKUTh Bifl JIikapChKUX 3ac006iB, sKi
3aCTOCOBYIOTHCS OfHOYAcHO. CepefiHiil Yac HaliBBUBEeHHS MOXKe CKOPOTUTHUCS IPUOIU3HO Ha

14 romuH IIpPU CyMiCHOMY 3aCTOCYBaHHI TaKMX iHOYKTOPIB I'IIOKYpOHi3allil, IK KapbamaseliH
ta (eniToiH, abo 36impmuTUCSA TPUOIN3HO Ha 70 TONUH IPU OGHOYACHOMY IIPUHOMI TiJIbKU
Ba/IbIIPoATy (OuB. po3ain «B3aemMofis 3 iHIIMMU TiKapChbKUMU 3aco0aMu Ta iHIIi BUAU
B3aEMOJII»).

JIiHIWHICTE

o HauBHUIIOI HOCHiAXKYyBaHOL fo3u - 450 Mr - hapMaKOKiHETHKa TaMOTPUIXKUHY [T0Ka3yBala JiHIUHYy
3aJIeXHICTh.

OKpemi epynu nauieHmis
iTn

Kripenc, po3paxoBaHuil 3ajIeKHO Biff MaCH Tijla, BULIUY V AiTeH, HiXK y JOPOCIUX, i HAUBUIIUY Y
aiTeu BiKOM [0 5 pokiB. Ilepion HamiBBUBEOEHHS TaMOTPUIXKKHY Y AiTeH 3arajoM KOPOTIIUH, HiXK y
nopocnux. IIpu ogHOYacHOMY 3aCTOCYBaHHI 3 TAaKMMHU iHIYKTOpaMM eH3KMiB, SIK KapOaMaseIlid Ta
GbeHiToiH, mepion HaNiBBUBENEHHS CTAHOBUTH V¥ CEPEIHbOMY NMPUOIN3HO 7 TOOUH i 30i/IbIIYETHCS 0O
45-50 roguH npu 0OgHOYACHOMY 3aCTOCYyBaHHI BUHSITKOBO 3 BaJbIIpOAaTOM (OUB. po3ain «B3aemMopis 3
iHITMMY NTiKapCbKUMM 3aco0aMu Ta iHII BUOYM B3aEMOIiii»).

[TiTi BiKOM Bif 2 {0 26 MicsIliB

Y 143 nauieHTiB BiKOM Bif 2 0o 26 MicsAIiB 3 Macoo Tina Bif 3 7o 16 Kr mpu nepopajbHOMY
3aCTOCyBaHHI OMHAKOBUX [I03 3 PO3PaxyHKY Ha KijlorpaM Macu Tina 6yno 3adikcoBaHO HUKYUN
KJIipeHC TIOPiBHSHO 3 TAKUM Y [iTel BiKOM Oifnbiie 2 POKiB 3 aHa/IOTigYHOI0 Macoio Tia. CepenHii gac
HalliBBUBEJEHHS y [iTel BiKOM [0 26 MiCAIiB IPU 3aCTOCYyBaHHI (PepPMEHTOIHAYKYI0YO01 Teparil
CTAQHOBUB 23 rOOUHU, IPXU OMHOYACHOMY IIpHUiioMi BanbipoaTy - 136 roguH i 38 rogun 6e3
3aCTOCYBaHHS IIpernaparis, sKi € iHribitopamu abo iHgyKTOpamMu GepMeHTiB. MixkiHguBioyanbHa
BapiabebHICTH KITiPEHCY Y pa3i 3aCTOCyBaHHS IepOpaIbHUX 03 y MAIliEHTIB BIKOM Biff 2 1o 26
MicsiB 6yna Bucokoio (47 %). [IporHo30BaHi KOHIIEHTpALllil y CUpOBaTIi KPOBi MAIi€HTIB 1Ii€i BiKOBO1
rpynu 6ynu B MexKaX IOKa3HUKIB y CTapIlid Ipymi, xoya mpu Maci Tina MeHie 10 Kr gesiki namieHTH
MaJi¥ BHUIIi TOKa3HUKN MaKCHUMalbHOI KOHIIEHTpallil.

[TalieHTH MITHBOTO BiKY

PesynpTaTtu papMakoKiHETUYHOTO aHaIi3y Malli€eHTiB 3 elijencielo, ki Opaau y4acTb B ODHOMY
NOCIIIIXKeHH], He IT0Ka3aJiy KJIiHIYHO 3HAUYIIUX BIIMIHHOCTE! 3a KJIipeHCOM JIaMOTPUIXKUHY MiX
JIITHIMU Ta MOJIOOUMU nalieHTaMu. [licia omHOPa30BUX J03 TEOPETUYHMUY KITipEHC 3MEHILYBaBCS Ha
12 %: 3 35 mi/xB/KT y nauieHTiB BikoM 20 pokiB o 31 mi/XB/Kr y nanieHTiB BikoM 70 poxkis. Ilicns 48
TUXKHIB JIIKyBaHHSA 3HUXKEHHSA cTaHOBUIO 10 %: 3 41 MJI/XB y MOJIOAUX MAI[i€HTIiB A0 37 MJI/XB Y JIiTHIX.
dapMaKoKiHETHKY TaMOTPUAKKHY TaK0XK BUBYaNM y 12 3M0poBUX JOOPOBOJIBIIB IiITHROTO BiKY, IKUM
3aCTOCOBYBajid 0OOQHOPa30By A03y 150 mr. CepefiHe 3HaUEHHS KIiPEHCY B MALli€HTIB JTITHHOTO BiKY
(0,39 mn/xB/KT) mepebyBa€e B Mexkax CepenHix mokasHukiB kiipercy (0,31 - 0,65 Mi1/xB/KT),
OTPUMaHUX y 9 OOCIIIXKEeHHIX 3a y4acCTI0 OPOC/INX MalliEHTIB He JIITHBOTO BiKY IiCJIg 3aCTOCYBaHHS



omHOpa3oBux 103 Big 30 mo 450 mr.

[NarienTy 3 MOPYIIEHHAM (QYHKIIH HUPOK

12 moOGpPOBOIIBIIB i3 XPOHIYHOI0 HUPKOBOIO HEIOCTATHICTIO i 6 MaIli€HTiB Ha remMofiani3i oTpuManu
pa3oBy go3a 100 Mr namotpupxkuny. CepenHi KiipeHc ctaHOBUB 0,42 MJI/XB/KT (IpU XpOHIYHIN
HUPKOBiM HegocTaTHOCTI), 0,33 MI/XB/KT (y mepiof MixK ceaHcaMu reMofiamnidy) Ta 1,57 Mi/xB/Kr (mmig
yac remopianidy) mopiBasHO 3 0,58 MII/XB/KT y 3m0poBUX 100poBObIliB. CepenHilt mepion
HalliBBUBEJEHHS 3 IIJTa3MHU KPOBi CTaHOBUB 42,9 roguHu (IIpu XpOHiYHIM HUPKOBIM HEAOCTATHOCTI),
57,4 ropunm (y nepiof Mixk ceaHcamu remogianisy) Ta 13,0 rogusau (mmig 9ac reMopianidy) MOPiBHSAHO
3 26,2 roguHU y 3[0POBUX M0OPOBONBILB. Y cepegubomy mpubnusuo 20 % (Big 5,6 mo 35,1) HasiBHOTO
B OpraHi3Mi TaMOTPUIXKMHY BUBOAUINCS BIPOOOBXK YOTUPUTOAUHHOIL cecil reMopiani3y. I[louaTKoBi
MO3HU JTAMOTPUOKUHY [JIs ITi€l TPYIH HallieHTiB HeoOXigHO BU3HAYATH 3 YPAXyBAaHHSIM THX JTiKAapPChKUX
3aco0iB, SIKi IaI[iEHT 3aCTOCOBYE OMHOYACHO. SHUXKEHHS MiATPUMYI040i 003U MoxKe OyTU ePeKTUBHUM
[UIS TIALli€HTIB 3i 3HaYHUM IOPYIIEHHAM (QYHKII1 HUPOK.

[NanienTy 3 mopyHIeHHIM MVHKIN IeYiHKI

HocnipxeHHS (papMaKOKiHETUKHM OOHOPa30BOl JO3U IPOBOOUIOCH 3a Y4YacTiO 24 MAaIli€HTiB 3 Pi3HUM
CTyTIeHeM TIOpyLIeHHST QyHKIII meuyinky Ta 12 3mopoBux H0OPOBOJIBIIB Y KOHTPOJbHIN Irpymi. ¥
IAIli€EHTIB 3 IEYiHKOBOIO HefoCTaTHICTIO cTyneHs A, B Ta C (3a knacudikauiero Yaunga - I1'10)
CepenHil TEOPEeTUYHUY KJIiPEHC TaMOTPUAXKUHY CTaHOBUB BifnosigHo 0,31 mi/xs/kr, 0,24 MI1/XB/KT
ta 0,10 mn/xB/kr nopiBHAHO 3 0,34 MI/XB/KT ¥ BOOPOBOJIBIIB KOHTPONIBHOL rpynu. ITogaTKoBYy,
TATPOBaHY Ta MiATPUMYIOUY AO3U [OJIS MAlleHTIiB 3 Ie4YiHKOBOX HEOOCTaTHICTIO IOMIPHOTO Ta
TS2KKOTO CTYII€HiB He0OXiqHO 3HU3UTH.

IoknaiHiyHi OaHi 3 6e3neku

IlocmigxKeHHd in vitro mokKasaiy, 1110 TaMOTPUAXKUH Yy KOHLIEHTPALligX, SKi BiAIOBIAaTh
TepamneBTUYHUM [j03aM, IIPOSBIIsi€ aHTUAPUTMIUHY aKTUBHICTh Kiacy IB. BiH npurHiuye cepuesi
HaTpi€eBi KaHAU JIIOOUHY, IEMOHCTPYIOUU IIBUAKY KIHETUKY [I0YATKY U KiHIIS, a8 TAKOX CUJIBHY
TIOTEHIliaI03aIeXKHICTh, 110 BiATIOBiga€e mii iHMMX aHTUAPUTMIYHUX 3ac00iB Kiacy IB. ¥V
TepalleBTUYHUX [03aX JJaMOTPUXKUH He YIOBIIbHIOBAB IINIYHOYKOBY IIPOBITHICTE (3 PO3MINPEHHAM
QRS) y 3mopoBux 0oOPOBOILIIB TP peTeibHOMY gociigkeHHi QT. BTiM y maIfieHTiB 3 K/IiHIYHO
BaXJIMBUM CTPYKTYPHUM ab0 QyHKITIOHATbHUM 3aXBOPIOBAHHSM CEPIlS TaMOTPUAXKUH MOXKeE
IOTEHI[INHO YIOBUIBHUTY IIJTyHOYKOBY IIPOBIAHICTH cepis (3 po3mupeHHaM QRS) i BUknuKatu
IPOApUTMito (IuB. po3min «OCcoBIUBOCTI 3aCTOCYBAHHSI»).

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

Eninencis.

[Topocni Ta miTy BikoM Bim 13 poOKiB.

IomaTkoBa Tepalis abo MOHOTepaIllis mapIlialbHUX Ta TeHepasli3oBaHUX HAIlafiB eminerncii,
BKJIIOYalO4YM TOHIKO-KJIOHIYHI Hamamu.

Hamapu, nos’si3ani i3 cuagpoMoM JleHHOKCa-I'acTo. JlamikTan Ipu3HavyaloTh K JOLATKOBY Tepallilo,
arne nipu cuHApoMi JlenHOKca-['acTo BiH Moxe OyTH IpU3HAUYEHUU SIK II04YaTKOBUM
npotueninentuynui npenapart (ITEIT).



[liTu BikoM Bim 2 mo 12 pPOKiB.

IlomaTkoBa Tepallis MapiiaJbHUX Ta TeHepali30BaHUX HalafiB eIlinerncil, BKI04Yaydu TOHIKO-
KJIOHIYHI HallagX Ta Hallaau, acollilioBaHi i3 cuHapoMoM JleHHOKCa-I'acTo.

MonoTeparist TUIIOBUX abCaHCIiB.

BinosaspHutl po3aad.

[Topoci (BikoM Bif 18 pokiB).

3anobiraHHs OelMpecUBHUM CTaHAM Y XBOPHUX i3 OimosipHUM po3namoM I Tumy, ki mepeBakHO
CTpaXXJaloTh Ha [EelpeCHBHi CTaHMU.

JlamikTasn He TIOKa3aHUY OJIs1 HEBiAKIIa[HOI Teparrii MaHiaKambHUX a00 OeNpecUBHUX emi30IiB.

IIpomunoka3aHHsA.

JlaMiKTas MpoTUIIOKa3aHUi MallieHTaM 3 BifloMOIO TillepuyTIUBICTIO OO TaMOTPUOKUHY ab0 OyOb-
SIKOT'0 iHIIIOTO KOMIIOHEHTA IIpemnapary.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
HocrnigXXeHHS B3a€MOfiY IPOBOAUIIKCS 3a Y4aCTI0 JIUIIe AOPOCTIUX MallieHTiB.

Byno BcTaHOBIEHO, 110 ypuguH 5’ -gudocdo (YIO)-rmokypoHin Tpancdepasa (YI'T) - ue dpepmeHT,
SIKUH BifnoBigae 3a MeTab01i3M TaMOTPUAXKMHY. TakKuM YMHOM, IIperapaTH, o iHAYKYIOTs abo
iHTi0yIOTh TIIIOKYPOHi3allilo, MOXKYTb BIIJIMBATHA Ha TEOPETUYHUY KITipEHC JTAMOTPUIKHUHY. [HIyKTOpU
dbepmenTty uutoxpomy P450 3A4 (CYP3A4) cunbHOi abo moMipHOI mii, sKi, 9K Bimomo, iHOyKyo0Th YI'T,
TAK0XkK MOXKYTh IIOCUNTUTA MeTab0I1i3M TaMOTpUIKUHY. HeMae moKasiB TOTO, I10 TaMOTPUAXKUH MOXKe
CIIPUYMHUTH KJTiHIYHO 3HAUYIIY CTUMYISIi0 abo mpurHiveHHs pepMeHTiB uToxpomy P450.
JlaMOTpUAKKH MOXKe iHIyKyBaTH BlIacHUU MeTabo1i3M, aje 1ei eQeKT IIOMipHUM i He Ma€e 3HaYHUX
KJTiHiYHUX HACiOKiB.

Ti npemaparty, 5Ki, IK JOBEOEHO, MalOTh BiITIOBITHMY KIIHIYHKWY BIJIMB Ha KOHIIEHTPAIIil0
JTAMOTPUIXKHUHY, HaBefeHi B Tabmuti 2. CrellianbHi peKoOMeHallil o0 [03yBaHHS X
nmikapchKUX 3aco0iB MpepcTaBieHi B po3aini «Crocib 3acTocyBaHHs Ta go3u». Kpim Toro, y
11ii TabKIIi TepepaxoBaHi Ti mpenapaTy, gKi, K 0yJI0 T0Ka3aHo, MaJjio UM B3araji He
BIIMBAIOTh Ha KOHIIEHTPALII0 JITaMOTPUAXKUHY. AK IIpaBUI0, HE 0YIKYETHCH, 1110 CyMiCHE
3aCTOCYBAHHS TaKHUX MIpenapaTiB CIPUYUHUTE OYOb-IKUY KIiHIYHUY BITUB. OOHAK CIif

3aCTeperTH MallieHTiB 3 eliJierncielo, Yui cTaH XBopobu 0CO0IMBO UYTIUBHN OO0 KONUBaHb
KOHIIEHTpAIlil TaMOTPUIXKHUHY.

Tabnuisa 2

BnuB nikapchKux 3aco0iB Ha KOHIIEHTPAIII0 TAMOTPUIKUHY



JTikapceKi 3aco6u, ski|Jlikapchki 3aco0u, SKi 3MeHINYIOTh JlikapchKi 3aco0u, sIKi Majio 4u
[TiBUIIYIOTH KOHIIEHTPALi0 JIaMOTPUAKUHY B3araJjii He BIIJIMBAIOTh Ha
KOHIIEHTPALIiI0 KOHIIEHTPALi0 JIaMOTPULXKUHY
TTaMOTPUAKUHY
Banbmnpoat ATa3zaHaBip/pUTOHABIP Apurinpason
Kapbama3zerin Bynponioxn
KomOiHatis denbamar
«eTHHiNIeCTpamios/meBoHOprecTpenb»* |[abaneHTHH
JIommiHaBip/pUTOHABIP JTako3aMmif
denobapbiTan JleBeTHpaleTaM
deHiTOIH JIiTin
[Tpumigon OnaH3amnix
Pudamminms Okckap0Oa3emnin
[Tapanetamorn
[lepamnanen
[Tperabamin
Tomipamat
3oHizaMif,

* ToknagHy iHGOpMallifo 010 AO3YBaHHSA AUB. Y MiAp03AiNni «3aranbHi peKoMeHpaallil 3
MO3yBaHHS [JIsT 0COOIMBUX I'PYII MallieHTiB» po3miny «Crmoci0 3acTocyBaHHS Ta mo3u». [lomo
BKa3iBOK 3 MO3yBaHHS OJId XKIHOK, Kl IPUMMaTh TOPMOHAJIbHI KOHTPAIEITUBHY, IUB.
migpo3min «'opMOHaIbHI KOHTpaLUenTUuBM» po3niny «OcoOIuBOCTI 3aCTOCYBaHHS».

B3aemodia 3 npomuenizenmuyHuMu npenapamamu (I1EIT)

Bambnpoart, SIKWii ranbMy€ TIIOKYPOHi3alliio TaMOTPUAIKUHY, 3HUKYE MeTab01i3M TaMOTPUAXKUHY i
30inblIye cepenHil nepion HamiBBUBeIeHHS NPUOIU3HO ¥ 2 pa3u. [lanieHTaM, gKi OGHOYACHO
OTPUMYIOTh BaJIbIIPOAT, HeOOXigHO 3aCTOCOBYBATH BiMOBIIHUY PEXKUM NO3yBaHHS (OUB. PO3TiN
«Croci6 3acTOCyBaHHS Ta HO3U»).

Hesiki [TEII (Taki sk ¢eHiToiH, KapOaMaseriH, GeHoOapOiTan i mpuMinoH), 1110 iIHOYKYIOTh GepMeHTH
nuToxpoMmy P450, TakoX iHgykyoTh YI'T Ta BHACIIOK IIbOTO MPUCKOPIOIOTh META00Ii3M
naMoTpumKuHy. [lanientaM, ki omHOYaCcHO OTPUMYIOTh (DeHiToIH, KapOaMasemniH, herobapbiTanm abo
IPUMiNOH, HeoOXiHO 3aCTOCOBYBATH BiIIOBIIHUM pexXUM J03yBaHHS (OUB. po3min «Cmocid
3aCTOCYBaHHS Ta JO3MU»).

€ noBigomneHHs npo 1nob6iyHi gBUIIA 3 60Ky IeHTPaIbHOI HEPBOBOI CUCTEMH, 1[0 BKTIOYAIN
3aIlaMOPOY€eHH, aTaKCilo, OUIIJIOIi0, IOMYTHIHHS 30PYy 1 HyAOTY y HAlli€HTIB, Ki OTpUMyBau
KapOamaseIiH OqHOYaCHO 3 TaMOTPUMXKUHOM. Li sBuIa 3a3BMYail 3HUKAIOTh IIPU 3MEHIIIeHH] [031
kKap6amasemniny. [TomiOHuM epekT OyI0 BUSIBIEHO IPU AOCTiAKEHH] TaMOTPUIXKIHY Ta
OKckap0Oa3eniHy Ha 3[I0POBUX OOPOCIIUX NOOPOBOIBIX, alle 3MEHIIIEHHS NO3U BUBUEHO He OYII0.

Y mocnifKeHHi Ha 3M0POBUX IOPOCTIKX JOOPOBOJIBIAX, IKi 32aCTOCOBYBaIH 03y JIAMOTPUIKUHY

200 mr Ta mo3y okckapOa3seminy 1200 mr, 6ym0 BUSIBIEHO, 110 OKCKapba3eriH He 3MiHIOBaB
MeTab01i3M TaMOTPUAXKUHY, a TaMOTPHU/IXKHIH Y CBOIO Yepry He 3MiHIOBaB MeTab0mi3M
okckapOasemniny. [TamieHTaM, gKi oqHOYACHO OTPUMYIOTh OKCKapOa3eliH, CIlif 3aCTOCOBYBATH PEKUM
MOo3yBaHHS [JIST HOTIOMiXKHOI Teparil TaMoTpuaXKuHoM 0e3 BalbIpoaTy i 6e3 iHAyKTOpiB
TJIIOKYPOHi3allii (auB. po3min «Cmocib 3acTocyBaHHS Ta HO3U»).

Y mocnifKeHHi Ha 3[M0pPOBUX H0OPOBOIIBIIIX OyI0 BUSBIIEHO, 0 CYMiCHE 3aCTOCyBaHHS (enbamary y



no3i 1200 Mr 2 pa3u Ha mo0y i mamorpumxkuny y mo3i 100 mr 2 pa3u Ha o0y Brponosx 10 oHIiB He
MaJio KJIiHiYHO 3HAYyIIOro BIJIMBY Ha (hapMaKOKiHETHKY OCTaHHBLOTO.

BigmoBigHO M0 maHUX PETPOCIEKTUBHOTO aHai3y IJIa3MOBHX PiBHIB V IAIliEHTIB, SIKi 3aCTOCOBYBAJIH
JAMOTPUOKUH 3 ab0 6e3 rabaneHTHHY, OyI0 BUSIBIIEHO, IO Ta0aleHTUH He 3MiHIOE TEOPeTUYHUM
KJIipEeHC JTaMOTPUAKUHY.

[ToTeHIrifina MegKaMEeHTO3Ha B3a€EMOIisT MiXK JIeBeTHPAIleTaMOM Ta JTaMOTPUAKKUHOM Oyjia BUBUEHA
IIJISTXOM OILIiHIOBaHHS PiBHSI KOHIIEHTpalli# 000X IpemapaTiB y CHPOBATII KPOBi Iif 4ac
1are00KOHTPOIbOBAHMX KIIHIYHUX MOCIiIKEeHb. BimIOBIgHO [0 IIUX JaHWUX, PEYOBUHY HE 3MiHIOIOTh
(dhapMaKOKiHETUKY OOHA OMHOI.

PiBHOBakHa KOHIIEHTpALlid JaMOTPUAXKUHY V IIJIa3Mi KPOBI HE 3MiHIOETLCS IIPU CYMiCHOMY
3acTocyBaHHi 3 perabaninomM (200 mMr 3 pa3u Ha [00y). PapMaKOKiHETUYHOI B3a€MOZI1 MixX
JTaMOTPUAKKAHOM Ta IperadaaiHoM HEMaAE.

TomipaMaT He BIJIMBa€E Ha MJIa3MOBY KOHIIEHTPAIIiI0 TaMOTPUAXKUHY. 3aCTOCYBaHHS JTAMOTPULKUAHY
Ha 15 % 30inbIye KOHIIEHTPALIil0 TollipaMary.

3a maHUMH OOCIigKeHHS, 3acToCcyBaHHS 30HicaMminy (200-400 mr/moby) pa3oM i3 TaMOTPUAKIHOM
(150-500 Mr/mo6y) BopomoBK 35 [HIB [JIS NTiKyBaHHS €ITiNIelcii He Malo CYTTEBOTO BIIJIMBY Ha
(hapMakKOKiHETUKY TaMOTPUIKUHY.

Ha KoHILeHTpaIli10 TaMOTPUIKUHY B IJIa3Mi He BIUIUBAJIO CYMiCHE 3aCTOCYBaHHS JIaKO3aMifny
(200, 400 a6o 600 Mr/mo0y) y nnainebOKOHTPOIbOBAHUX KITiIHIYHUX BUIIPOOYBaHHSX V
Malli€HTIiB i3 mapiiabHUMU HalagaMH.

Y 00'egHaHOMy aHasli3i JaHUX 3 TPHOX I11alle60KOHTPOIHOBAHUX KITIHIYHUX [OCTiAXKEHb, 110
OOCIIXKyBaJly JOJaTKOBUY ONHOYACHUY IIPUIMOM IIepaMIlaHesTio ¥ Mal[ieHTiB 3 IapliaJbHUMU i
[IePBUHHUMU T€Hepali30BaHUMH TOHIKO-KJIOHIYHUMHU HalafaMy, HalBUIIa JOCIiAXKeHa f03a
nepamnanenio (12 mMr/moby) 36inmbiuna KIipeHc TaMOTPUIXKUHY MeHII Hix Ha 10 %.

Xoua onucaHi BUMaAKK 3MiHU KOHI[EHTPAIlil iHIIUX IPOTUENiIENTUYHUX [IperapaTiB y Ia3Mi KpPoBi,
KOHTPOJIbHI JOCTiAKEHHS [T0Ka3asly, 1[0 JIJAaMOTPUIXKUH He BIIJIUBA€ Ha KOHIEHTPALi0 y IIy1a3Mi KpoBi
CYNYTHIX MPOTUEMIIENITUYHUX 3ac00iB. Pe3ynbTaTi OOCTigXKeHb in vitro 3acBiguuiu, 1o
JTAaMOTPHUAXKWH He BUTICHSE iHIM MPOTHEMIIENTUYHI IpernapaTy 3 ixHiX 3B’s3KiB i3 Oinmkamu.

B3aemo0is 3 IHWUMU NCUXOMPONHUMU PEYOBUHAMU

[Tpu ogHOo4acHoMy mnpuitoMi 100 Mr/mo0y TaMOTPUAXKUHY Ta 2 T TIIOKOHATY JIiTito 6€3BOJHOTO, 1110
3aCTOCOBYBaBCA 2 pa3u Ha f00y BIPoAoBXK 6 AHiB 20 3mopoBuMH K0OPOBONBLISAMY, (hapMaKOKiHEeTHKa
JIiTiI0O HEe 3MiHUJIaCh.

Y mocnipkeHHi 3a y4acTio 12 marjieHTiB 6araTopa30Bi mepopaibHi [03u OYIPOIioHy He Manu
CTQTUCTUYHO 3HAUYYIIOTO BIIJIUBY Ha (h)apMaKOKiHETHKY Pa30BOl 03U JIaMOTPUIKUHY i TPU3BENH
JIUIIe 00 He3HAYHOTo 30i/IbIIeHHS IIJTOMI IMiJ KPUBOIO «KOHIIEHTpPALlis-4ac» III0KYPOHiTy
JTaMOTPULKUHY.

Y mocnimkeHHi Ha 3TOPOBUX HOPOCTIUX KOOPOBOIBLSAX 15 MI oJ1aH3aMiHy 3MeHITyBaIy IOy Iif
KPHUBOIO «KOHIIeHTpallisg-4yac» Ta C,., TaMOTPUAXKUHY B cepenHboMy Ha 24 % Tta 20 %
BiIIOBiAHO. A MaMOTpuAXKMH y m03i 200 Mr He BINKUBaB Ha (hapMaKOKiHETUKY OJIaH3alliHY.



Baratopa3osi nepopanbHi 103u namoTpuaxkuny 400 Mr Ha o0y He CIPUYUHSIN KJTiIHIYHO 3HAUYIIOT0
BIIJIUBY Ha (hapMaKOKiHETHKY PUCIEPUOOHY IIPU IPUHOMI pa30BOl AO3U 2 MT ¥ HOCTIAKEHHSX 3a
ydacTio 14 3M0pOBUX KOPOCINX H0OPOBOBLIB. [Ipyu cyMiCHOMY 3aCTOCYBaHHi 2 MI' pUCIIEPULOHY
pas3oM i3 maMoTpumKuHOM Y 12 i3 14 moOpOBOJIBIIIB MOBIOMIISIOCS ITPO BUHUKHEHHST COHIUBOCTI
nopiBHSAHO 3 1 Ha 20 M0OPOBOJIBIIIB ITPK 3aCTOCYBaHHI NKIIEe PUCIIEPUIOHY. He BUABIEHO KOTHOTO
BUMAOKY COHJIUBOCTI IIPX 3aCTOCYBaHHI TiJIbKY JTaMOTPUAKUHY.

Y kriHiYHOMY goCHigKeHHi i3 3amyueHHsIM 18 mopocux mailieHTiB i3 GimonspHUM po3iangoM, SKi
orpumMmyBanu namotrpupgxkug (100-400 mr/moby), no3u apuninpasony 6ynu 36ineieni 3 10 Mr/go0y o
30 Mr/mo0y BIIPOMOBK 7 OHIB Ta 3aCTOCOBYBAJIMCS IIle BIIPOMOBK 7 mHiB. CriocTepiramocs: 3MeHIIeHHS
C,x Ta AUC mamoTpumxkuny npubnu3Ho Ha 10 %.

ExcriepuMeHTH in vitro mokasasd, 0 IPUCYTHICTh aMiTPUNITUITIHY, OYIIPOITiOHY, KIIOHa3elamy,
rasionepunoiy abo nopasenamy MiHiMalIbHOIO MipOI0 MOXKe CIOBiIbHIOBATHA YTBOPEHHS IIEPBUHHOTO
MeTaboIiTy TaMoTpuaKUHYy 2-N-ToKypoHiny. Lli mocmiay TakoxK 3acBig4uiy, 1m0 MeTaboi3M
JTAaMOTPUAXKUHY He IPUTHIUYETHCS KII03amiHoM, GITyOKCEeTHHOM, (PeHen3nHOM, PUCIIEPUIOHOM,
cepTpaniHoM abo TPa30J0HOM. 3a JAHUMH BUBYEHHS MeTabomiamy O6ydypanony y MikpocoMax
MIeYiHKY JIIOOWHY, MOXKHA BU3HAUYUTH, 110 JJaMOTPUIXKKH He 3MEHIIYy€E KIIipeHC npenaparis, gKi
MeTab0i3yI0ThCSI, TOJIOBHUM YHMHOM, 3a gornoMoroio CYP2D6.

B3aemo0is 3 20pMOHANLHUMU KOHMPAu.enmusamu.

Bnaue 20pmoHanvHUX KOHMpavenmueie Ha (papMakoKiHemuKy AaMOmpuo*CuHy.

Y mocnimxeHHi 3a y4acTio 16 XKiHOK-TOOPOBOJIBIIIB, SIKi 3aCTOCOBYBaIM TabIeTKy 3 KoMOiHalli€t0
«eTuHinecrpamion 30 MKr/neBoHoprecTpensb 150 MKr», Oyyo0 Big3HaueHO 36ibIlIeHHS BUBEIeHHS
JTAMOTPUAKUHY IPUOIU3HO ¥ 2 Pa3H, II0 Y CBOIO Yepry CIPUYMHUIIO 3MEHIIeHHS TIJIOII Tl KPHUBOIO
«KOHIIeHTpanisi-yac» Ta C,,, JaMOTPUAXKHUHY B cepegHboMy Ha 52 % Ta 39 % BigmosipHo. ITig yac
THUZKHEBOI IIePEePBU B 3aCTOCYBaHHI KOHTPAIIENITUBY (TaK 3BAHOTO THUXKHS 0€3 KOHTPAIETITUBRY),
KOHIIEHTpAllig TaMOTPUAXKHKHY B CUPOBATILi KPOBi IIOCTYIIOBO 3p0OCTaa, JOCATalouy KOHIIEHTpAIlil, 10
Oyna mpuONIKU3HO y 2 pa3u BUllle, HiXK IIPU CYyMiCHOMY 3aCTOCYBaHHI ITperapariB (OUB. PO3Min
«Oco0nuBOCTi 3acTOCyBaHHS»). [Ipy CyMiCHOMY 3aCTOCyBaHHi TOpMOHAbHAX KOHTPALIETITUBIB
KOPEKIIisl 103 TaMOTPUAXKKHY Ha eTalli TUTPYBaHHS He MoTpiOHa. OgHaK MiATpUMYy0di 103U
JTAMOTPUOKUHY CHIifl 30i/blyBaTH a00 3MEHIITYBATH II0Pa3y, KOJIX MalliEeHTKa T0YHHA€E a00 IPUIHUHSIE
IPUIOM TOPMOHAIBHUX KOHTPAIENTUBIB (OuB. po3min «Crocib 3acTOCYyBaHHS Ta HO3U»).

Bnaug 1amMompuoHCuHy HA (papMaKoKiHemuKy 20pPMOHAbHUX KOHMpauenmusis.

3a maHUMU OOCIigXKeHb, ¥ 16 KiHOK-HOOPOBOJIBIIB TaMOTPUAXKIUH y PiBHOBaXKHUX KOHIIEHTPAMisIX IIpU
3actocyBaHHI 300 MTr penapaTy He BIUIMBaB Ha (hapMaKOKiHETUKY €THHINIeCTPafiomny, SKuil €
YaCcTHHOI KOMOGiHOBaHOI TablIeTKU IepopaIbHOT0 KOHTpanenTuBy. CrocTepiranocs mocTiiine
HeBeuKe 30i/bIIeHHST BUBEIEeHHS JIeBOHOPTECTPEJTIO, 1110 ¥ CBOIO YEPT'Y CIIPUYMHSIIO 3MEHIIIEHHS
IIJTOINI ITiJT KPUBOIO «KOHIIeHTpalig-dyac» Ta C,,,, IeBOHOPTeCTpeo B cepegHboMy Ha 19 % ta 12 %
BigmoBigHO. CUPOBATKOBI PiBHI (OJIKYIOCTUMYIIIOI0Y0I0 TOPMOHY, JIIOTEIHI3yI090ro TOPMOHY Ta
ecTpapiony, 3adikcoBaHi B JTaHOMY [OCTiIXKEHHi, BKa3yBa/lu Ha IociabiieHe MpUrHiYeHHS
TOPMOHAJIbHOI aKTHBHOCTI SEYHUKIB Y NeSIKUX XKiHOK, X04Ya pPiBeHb IIPOTECTEPOHY B CUPOBATIII KPOBi
BKa3yBaB Ha BiICYTHICTh OyOb-IKUX TOPMOHAILHUX 03HAK OBYJIALIl y BCix 16 XKiHOK. Bninus 3min
PiBHSA CHPOBATKOBUX (OJIiKYIOCTUMYJIIOI0YOTO Ta JIIOTEIHI3yI0Y0Tr0 TOPMOHIB Ta HE3HAYHOT0
30inbIIeHHS] BUBEJEHHS JIEBOHOPTECTPEIII0 Ha OBY/ISITOPHY aKTUBHICTh IEYHUKIB HeBioMMii (IUB.
migpo3min «3aranbHi peKoMeHallii 3 Jo3yBaHHS IJIsT 0COOIUBUX I'PYII MallieHTiB» po3miny «Crocio
3aCTOCYBaHHS Ta JO3W» LIOAO OO3YBaHHS OIS XKIHOK, AKi IPUMMAIOTh TOPMOHAJIbHI KOHTPALleIITUBU
Ta migpo3min «'opMoHaIbHi KOHTpalenTuBU» po3miny «OcobIuBOCTi 3aCTOCYBaHHS»). BIIuB



JTAaMOTPUAXKUHY Y m0o00Bi# mo3i moxnam 300 Mr He mocHimXKyBaBcs. [OCTigXKeHHS iHITUX TOPMOHATBHUX
KOHTPALIEIITUBIB TAKOXK HE IIPOBOOUIIUCS.

B3aemo0is 3 iHWwuMu AikapcbkumMu 3acobamu

Y mocnipxeHHi 3a ygacTio 10 40/10BiKiB-00OPOBOIBIIIB, pUudaMIIilliH MPUCKOPIOBaB KIIipeHC Ta
CKOPOYYBaB Yac HalliBBUBEEHHS TaMOTPUIXKKHY 3a PaXyHOK iHAYKIIl Te4iHKOBUX (DEPMEHTIB,
BiIIIOBiganbHUX 3a TIIOKYPOHi3allifo. Y MallieHTiB, SKi OTPUMYIOTh CYIIYTHIO Tepariio pudaMIinuHoM,
CJIil 3aCTOCOBYBATH PEXXUM JIiKyBaHHS, PEKOMEHI0BaHUM 14 JIIKyBaHHS JIaMOTPUAKUHOM i
BiATIOBigHMMM IHTYKTOPaMH TJIIOKYPOHi3allil (ouB. po3nin «Crmocib 3acTocyBaHHS Ta HO3U»).

3a JAaHUMH OOCIIiMKeHb IPOBEIeHNX Ha 3T0POBUX NOOPOBOJIBIAX, JIOMiHABID/PUTOHABIP MPUOIH3HO
BABiYi 3HMKYIOTH IJIa3MOBY KOHIIEHTPAIIil0 TaMOTPUAXKHUHY IIJITX0OM iHIYKIil I/MoKypoHi3aii. s
JIIKyBaHH{ MALi€HTIB, gKi BXXe 3aCTOCOBYIOTH JIONIHAaBIP/PUTOHABID, CIIif AOTPUMYBATUC PEXUMY
Teparil, peKOMeHI0BaHOT0 IIPY 3aCTOCYBaHHI TaMOTPUAXKUHY Ta iHAYKTOPIB I'IIOKYPOHi3aril (ous.
po3min «Croci0 3aCToCyBaHHS Ta HO3U»).

3a DaHMMU OOCIiIKeHb 3a YYacTIO 3MOPOBUX NOOPOBOJIBIIIB 3aCTOCYBAaHHS aTa3aHaBipy/pUTOHABIPY
(300 mr/100 mr) ynpomosx 9 pHiB 3MeHInyBano AUC ta C,,, TaMOTPUAKUHY B IJ1a3Mi KpoBi (Ipu
OofHOpa3o0Bi# 1o3i 100 Mr) y cepegaboMy Ha 32 % Ta 6 % BignosigHo. IlalienTaMm, sKi BXe
3aCTOCOBYIOTH JIOIIIHABIP/PUTOHABID, CJIiL HOTPUMYBATHUCS BIATIOBIAHOIO PEXKUMY NO3YBaHHSA
JAMOTPUOXKUHY (OuB. po3min «Crmoci® 3aCTOCYBaHHS Ta HO3U»).

3a MaHWMU OOCiIXKeHb Ha 3[M0POBUX MOOPOBOILITX, 3aCTOCYBaHHS MMapaleTaMony 1 r YOTHpU pa3u
Ha mo0y 3menIryBano AUC Tta C,, TaMOTPHUIXKUHY B IJIa3Mi KpoBi y cepemaboMy Ha 20 % Ta 25 %
BifIIoBigHO.

HocmigxeHHS in vitro TPogeMOHCTPOBAIH, 10 JIUIIe TaMOTPUAXKUH, ajie He horo N(2)-rmoKypoHin
MeTabomiT, € iHribiTopoM opraHiyHuX KaTioHHUX TpaHcnopTepiB 2 (OKT 2) y mOTeHMiHO KTiHIYHO
3Hauymux KoHIeHTpaisax. Lli gaHi cBigyaTs, mo naMoTpupaxu € iHriditopom OKT 2 3 IC;,
noka3HukoM 53,8 pM. CyMicHe 3aCTOCYyBaHHS JTaMOTPUAXKUHY 3 JTIKAPCHKUMHU 3aco0aMH, SIKi €
cyoctpatamu OKT 2 i BUBOOATLCS HUPKaMU (HampukKiazm, MeTGopMiH, rabarneHTHH, BapeHiKIIiH),
MOXKe CIIpUYMHATH MiABUINEHHS [1JIa3MOBUX KOHILIEHTpAI[il [[UX npenapaTiB. KiiHiuHa 3HAYUMICTh
10T0 e(eKTy 3aIUIIa€EThCS He3 sICOBAHOIO, ajie MallieHTaM, SKi apajebHO IPUUMaloTh TakKi
JIiKapChKi 3ac00H, TaMOTPUAXKKH 3aCTOCOBYIOTh 3 00€PeXKHICTIO.

Oco6.1ueocmi 3acmocy8aHHs1.

CrenianbHi 3aCTepekKeHHs _

IIIKipHi BUCUNAHHA

[TpoTtsiroM mepmux 8 TUXKHIB Bif IOYATKY JiKyBaHHS JIaMOTPUIXKUHOM MOXKe BUHHUKATH 1Mo0iuHa
peaxtis 3 60Ky IIKipX y BUTJISAI BUCKIIaHb. Y OiNbIIOCTI BUNIAAKIB BUCHIIAHHS IIOMipHi i MUHAIOTE 6€3
JIiKyBaHHS, ONHAK IOBIOMIISAIOCH IPO BUHUKHEHHS TAXKKUX MIKiPHUX peakilill, 1o notpedyBanu
rocmitamizaliil Ta IpUNUHEeHHS JTiKyBaHHS JlamikTanoM. [0 HUX HaneXalu BUMTaAKW BUHUKHEHHS
BUCHUIIaHb, 10 MOTEHI[IMHO 3arp0oXKyBalii XXKUTTI0, 30KpeMa CuHAPoM CTiBeHca - [I2KOHCOHa,
TOKCUYHUM elliflepMalbHUY HEKPOJIi3 Ta peakllisd Ha JIiKU 3 e03uHO(INi€l0 Ta CHCTEMHUMHU IIPOSIBAMHU
(DRESS), Takox BimoMa gk cuHApoM rinepuytnusocti (HSS) (muB. po3min «ITo6iuni peakirii»).



[TamienTaM, y SKuX BUHUKanMU cuHApoM CTiBeHca - [[:KOHCOHA, TOKCUYHUY ellilepMaibHuK HEKPOJIi3
Ta peakis Ha /KU 3 eo3uHOGiTi€0 Ta cucteMHuME nposgBamu (DRESS) micna 3acTocyBaHHS
JTAMOTPUAXKUHY, TPU3HAYATH IIOBTOPHO JITAMOTPHU/IXKMH HEe MOXKHA. Y JOPOCIHUX, SKi Opamu y4acTh y
OOCHIAXKEHHAX i3 JOTPUMaHHAM Cy4YaCHUX peKOMeHallii 3 Jo3yBaHHA JlaMikTally, 4acToTa TAKKUX
IMKiPpHUX BUCHUIIAHb CTaHOBUTHL Npubnu3Ho 1 Ha 500 xBopux Ha emisnernciio. IIpubau3H0 y I0JI0BUHA
[[UX BUIIA[KIB JiarHOCTyBaBCs cuHApoM CrTiBeHca - [IxxoHCOHa (1 Ha 1 000).

YacToTa TAXKKUX MIKIpHAX BUCUIIAHb Y XBOPUX Ha OimosnsgapHi po3nagu craHoBuTh 1 Ha 1 000.
Y nmiTeil pu3uK BUHUKHEHHS CEPUO3HUX IIKiPHUX BUCUIIaHb BUILIKUM, HiXK Y JOPOCIIUX.

3a JaHUMU OOCTIIIXKEeHb 3 3aCTOCYBaHH4 JlaMiKTasly, 4aCcTOTa BUIIaAKiB BUCUIIAHB, 110 IIPU3BOSUIN HO
rocrmiTamizatii, y giteit Bapitoe Big 1 Ha 300 go 1 Ha 100 xBOpPUX.

Y pmiTed mepimi 03HaKK MIKipHUX BUCHUIIaHb MOXKYTb OYTH ITOMHUIIKOBO CIPUMHSATI 3a iH(}eKIio, ToMy
JiKapi IOBUHHI IPUAINUTY yBary MOXKJIMBOCTiI pO3BUTKY ITOGIYHOI peakilii Ha mpenaparT y AiTel, B
SIKUX BUHUKAIOTh BUCUIIAHHS i rapsiykKa IPOTSATOM IMepIuX 8 TUXKHIB Teparril.

3aranbHUY PU3UK BUHUKHEHHS IIKiPHUX BUCHUIAHb, 0YEBUIHO, TICHO MOB’I3aHUN 3 BUCOKUMU
IIOYaTKOBUMHU [[03aMU JIaMOTPUXKUHY Ta IEePEeBUIIeHHAM PEKOMEHI0BaHOl cxeMu 30i/IbIIeHHS 003
IIPU Teparlil TaMOTPUAXKUHOM (OuB. po3xin «Crmocib 3acTocyBaHHS Ta HO3K»), @ TAKOXK i3 CYIyTHIM
3aCTOCYBaHHSIM BalbIpoaty (OuB. po3min «Crmocid 3aCTOCyBaHHS Ta JO3U»).

3 06epekHICTIO CITif 3aCTOCOBYBATH JTaMOTPUAKUH IJ15 JIIKyBaHHS XBOPUX, IKi Mayiu anepriio abo
BUCHUIIAHHA IIPY 3aCTOCYBaHHI IHIMUX NPOTUENINIENITUYHUX [IpenapaTiB B aHaMHe3i, OCKIJIBKY 4acToTa
TI0SIBY IIOMipHUX BUCUIIAHD IIiC/IS JIIKyBaHHS JIaMOTPUAXKUHOM Y Ii€l TPyNU MalieHTiB Oyia y TpU
pasu BUIIOIO, HiX y rpymi 6e3 TaKoro aHaMHe3y.

BcranosneHo, 1o HasgBHiCTE aneni HLA-B*1502 B oci6 a3iiickKoro (IepeBazkHO KUTAHChKOTO i
TalCbKOT0) IIOXOMXKEHHS I10B I3aHa 3 PU3UKOM BUHUKHEHHS cUHApoMy CTiBeHca - [I?)KOHCOHa Ta
TOKCUYHOTO ellifepMasibHOr0 HEKPOJIi3y IpU NPUKUOMi TaMOTPUAKHUHY. AKIIO0 Y [allieHTa
migTBepaXKeHo HasBHICTD anesi HLA-B*1502, maMOTpUOXXUH 3aCTOCOBYIOTh 3 0COOIMBOIO
00epexHICTIO.

[Tpu mosBi BUCKNaHb Ha LIKIPi CIIii HEraHO OTJISHYTH IallieHTa (K JOPOCJIOro, Tak i AUTHUHY) Ta
NPUNUHUTY OpUKoM JlamikTany, K0 HeMa€e J0Ka3iB, 110 WKIpHI BUCUIIAHHSA HE II0B’g3aHi 3
IIPUMOMOM Ipenapary. He peKoMeHAY€EThCSA MOBTOPHO ITIOYUHATH JIiIKyBaHHS JIJaMOTPUIXKHUHOM, KOJIU
BOHO OyJ10 IPUNIMHEHO Yepes3 MOSBY BUCHUIIaHb BHACIIINOK IIOTIEPEOHBOTO TiKyBaHHS JTAMOTPUOKUHOM.
Y TakoMy pa3i IIpu BUpIlleHHi MATaHHS 11010 IOBTOPHOTO IPM3HAYEeHHS IIpernapaTy HeoOXigHo
3BaXXKUTY OYiKyBaHYy KOPHUCTH Bifi JIIKyBaHHS Ta MOXKJIUBUU PU3UK.

TakoK mOBiHOMIISITIOCH, 1110 IIKipHi BucUIaHHS € YacTuHOI0 DRESS: TakoX BigoMOTo SIK CUHAPOM
rinep4yyTnuBoCTi. Lle#l cTaH CyIPOBOIXKY€ETHCA PI3HOMAHITHUMU CUCTEMHUMHU CUMIITOMaMH, 110
BKJIIOYAIOTh Tapsiuky, niMdaneHonaTiio, HabpsSk o0nuyys, BigXuaeHHs IIOKa3HUKIB KPOBi Bil HOPMH,
TopyLIeHHs QYyHKIII NeYiHKM Ta HUPOK Ta aCeNTUYHUN MEeHIHTIT (oguB. po3nin «[1o6iuni peakiii).
CuHAPOM MOXKe MaTH pi3Hi CTYIIEHI TAXKKOCTI 1 3pigKa MOXe MPU3BOOUTH OO0 AUCEMIHOBAHOTO
BHYTPIIIHbOCYOUHHOTO 3TOPTaHHS KPOBi Ta MOTiOpraHHOI HEAOCTAaTHOCTI. BaXJTMBO BiI3HAYUTH, 110
paHHi 03HaKH TillepUyTINBOCTI (HaIpUKIIaA, rapsdka Ta JdimMdageHonaTiss) MOXKYyTh BUHUKATH HaBiTh
3a BIICYTHOCTI IIKIPHUX BUCUIaHb. [Ipy HaABHOCTI TaKMX CUMIITOMIB NallieHTa CJIi HeraiuHo
OTJISHYTH Ta 3a BiACYTHOCTI IHINUX IPUYUH NIPUNUHUTY IpuiioM JlamikTany.

Y GinbInocTi BumaKiB micys BimMiHM IpenapaTy acelNTUYHUM MEHIHTIT Ma€e 3BOPOTHiH



PO3BHUTOK, alie Y JEAKUX BUIIdJKdX MOZKE IIOHOBJIIOBATUCS IIPU IIOBTOPHOMY NIpU3HaYeHHi
JaMoTpuAXKUHY. [I0BTOpHEe IpU3HaYeHHs JTaMOTPUAKUHY CIIPUYUHSIE IBALIKE [IOBEPHEHHS
CHMIITOMIB, III0 YaCTO MalOTh OiJIbII TSKKUIM XapakTep. [lalieHTaM, IKUM TaMOTPUOKUH OyB
BifMiHEHU} y 3B’s13Ky 3 II0SIBOX0 aCENTUYHOr0 MEHIHTITY IPU IOIepPefHbOMY MOr0 IIPU3HAYEHHI,
[IpU3HavYaTy JIaMOTPUAXKUH IIOBTOPHO HE MOXKHA.

Takox Oynu IOBiIOMIIEHHS IIPO peakilil PoTOUyTIUBOCTI, OB’ sI3aHi i3 3aCTOCYyBaHHSIM
JlamikTany (ouB. po3gin «[1o6iuHi peakuii»). Y mekinbKox BUIagKaxX peaklilisi BUHUKaIa Ipu
3acTocyBaHHi BuCOKOI fo3u (400 Mr abo Ginbirie), micns 30inbineHHS 003U a00 MIBUAKOMY
TATPYBaHHI. JKIIO y Nali€HTa 3 03HaKaM{ (OTOUYTIMBOCTI (HAalIPUKIIa[, CUIbHUN COHIUYHUN
OTIiK) € migo3pa Ha (HOTOYYTIUBICTh, TOB’I3aHy i3 JIaMiKTanoM, Cilig PO3TJISHYTHA MOXKJIUBICTh
[IPUIIMHEHHS JIIKyBaHHA. K0 IPONOBXKEHHS JIIKyBaHHA JIaMIKTalloM BBaXKa€ThCA KIIIHIYHO
BUIIPABAAHUM, [TALIEHTY CJIi PeKOMEHyBaTU YHUKATH BIJIMBY COHAYHOI'O CBIT/Ia Ta
IITYYHOTO YIbTPadioNeTOBOTO CBiTNIa i AOTPUMYBATHCS 3aXUCHUX 3aXOMiB (HapUKIIaf,
BUKOPUCTAHHS 3aXUCHOT0 OAATY Ta COHIIE3aXUCHUX 3aco0iB).

TemodazouumapHui aimgpozicmiouumo3s (I'JIT)

[MoBigomnsinock npo Bunaaku ['JII' y maIfieHTiB, IKi IpuiiMalTh TaMOTPUOKUH (OUB. po3xin «[1obiuwi
peakii»). I'JI' xapaKTepu3y€eThCA TAKUMU KIiHIYHUMY 03HAKaMM Ta CUMIITOMaMH, SIK JINXOMaHKa,
BUCHUII, HEBPOJIOTiUHiI CUMIITOMH, TeNaToCIJIeHoMeTanis, iMpafeHonaTis, TUTONeHil, BUCOKUAU PiBeHb
(GbepuTHHY B CUPOBATIi KPOBI, TiIePTPUTTIIIEpUAEMisa Ta aHOMaJlil Me4iHKOBOl (YHKII1 Ta 3TOPTaHHS.
CuMIToMy BUHUKAIOTh 3a3BHYall IPOTATOM 4 TUXKHIB mmicyg modaTky nikyBaHHs. [JII Moxe OyTu
He0e3NeYHUM M7 KUTTS.

[TarienTiB HEOOXIMHO MOMEPEeIUTH IIPO MOXKIUBI CUMIITOMH, 1OB’s13aHi 3 ['JIT, Ta mopaguTH HeraHO
3BEPHYTHUCH [0 JiKaps y pa3i iX BUHUKHEeHHS TIiJl Yac JTiKyBaHHS JIaMOTPUOKUHOM.

Cnip HeraitHO 00CTEXKUTH MAIliEHTIB ¥ SKUX CIIOCTEPIraloThCS TaKi CUMIITOMH, i PO3TIISHYTH
MOXIuBicTh miarHody ['JII'. Teparito 1aMOTPUAKUHOM CJILT IPUIIUHUTH, IKIO0 aJIbTepHAaTUBHA
€TioNnoris BUHUKHEHHS BUIlle3a3HaYeHUX CUMIITOMIB He MOoXke OyTH BCTaHOBJIEHA.

KniHiuHe nocipweHHA ma cyiuddabHUl pu3uk

[Tpu niKyBaHHI XBOPUX 3 Pi3HUMU [10Ka3aHHSIMY, BKIII0YAOUU EIIiJIelCito,
IPOTUETINENTUYHNMHY IIperapaTaMy IIOBiIOMIISIOCH IIPO CYyillManbHi HaMipyu Ta IOBEHIHKY.
3a maHUMU MeTaaHasli3y paHIOMi30BaHUX M1alle00KOHTPOIbOBAHUX KITiHIYHUX MOCITiIXKEHb i3
3aCTOCYBaHHSM IIPOTHEMIIEITUYHUX IIPerapaTiB, BKITIOYAl0YX JTaMOTPUIXKKH, 0yII0
IIPOJIEMOHCTPOBAHO HE3HAYHe 30i/IbllIeHHS PU3UKY CYyilluJaIbHUX HaMipiB Ta ITOBEiHKHU.
MexaHi3M LIbOT0 PU3UKY HEBIAOMUMU, ajie HasgBHI faHi He BUKJII0YalOTh MOXKJIUBOCTIL
30i/IbIIIeHHS ITbOTO PU3UKY Yepe3 3aCTOCYBAHHS JTaMOTPUAXKUHY. TOMYy XBOpUX IOTPiOHO
peTebHO KOHTPOJIIOBAaTH Ha HasfBHICTh Y HUX O3HAK CylllUaIbHUX HaMipiB Ta MTOBENiHKH. Y
pasi mosiBM TaKWX 03HAK XBOPi Ta 0co0H, SIKi OOTIISIOAI0Th 3@ HUMH, TOBUHHI 3BePHYTUCH 3a
MEOUYHOIO [OIIOMOT010.

Y narieHTiB 3 OiMOMIPHUME PO37IaflaMy NOTipIIeHHS CUMIITOMIB fempecii Ta/abo
CyllManbHOl IOBEOIHKY MOXKE CIIOCTepiraTucs He3alexkKHO Biff TOTO, Y¥ 3aCTOCOBYBaJId BOHU
IpenapaTy O JTiKyBaHHS OioIgapHOTo po3nany, 30KpeMa JlamikTas. 3a malieHTaMu, SKi
nikyloThca JlaMikTasoM 3 MpuBoAy GiloIspHOro po3namy, HeoOXimHO yBaXKHO CIIOCTEPiraTu
IIpY KJTiHIYHOMY TOTipiIeHHi (110 BK/II0Ya€ MOSIBY HOBAX CUMIITOMIB) Ta IIPU CYIIIMAANIbHOCTI,



0Cco0IMBO Ha MOYaTKy KypCy JIiKyBaHHS a0o Iifl 4ac 3MiHM [O3yBaHHA. Y JesSKUX Ialli€HTiB,
THX, XTO Ma€ B aHaMHe3i CcyiluanbHy MOBediHKy ab0 OyMKH, Y MOJIOOUX Ta IMAlli€HTIB, SKi
IEMOHCTPYBa/IX 3HAYHOIO MipoIo CyillManbHi HaMipu 10 IOYaTKY JiKyBaHHS, MOXe OyTu
OiNpIIKY PU3MK IOSBY CyIIMAaNbHUX AyMOK abo0 CcylluaanbHUX CIpo0, 110 Oyfe BUMaraTu
YBaXKHOI'0 CIIOCTEPEXEHH IIif] Yac JIiKyBaHHS.

[Tpu KniHiYHOMY MOTipINEHH] (BKII0YAl0YX MOSIBY HOBUX CUMIITOMIB) Ta/abo mosiBi
CcyiMmanbHUX HaMipiB/MOBEMiHKY, 0COOIUBO SKIIO IIi CUMIITOMY € TSIXKKUMHU, BUHUKAIOTh
parToBO i HE € YaCTUHOIO BXKe ICHYIYHUX CUMIITOMIB, CITifl PO3TISHYTH OOLIIbHICTL 3MIHU
TepamneBTUYHOT0 PeXKUMY, BKIIIOUAO4Yy IPUIMHEHHS IPUIMOMY IIpernapary.

FOQMOH(I/IbHi KOHMpauenmusu

Bnjaug 20pMOHAAbHUX KOHMPAU,enmueie Ha e(peKkmusHicmb 1aMOMPUOHCUHY

Kowmobinanis «etuninecrpagion 30 MKr/neBoHOprectpenb 150 MKr» 306ibIy€e BUBeIEHHS
JTaMOTPUAKUHY IPUOIU3HO ¥ ABa pasH, 110, V CBOI Yepry, 3MEHIIY€e piBeHb TaMOTPUIXKUHY (OUB.
po3min «B3aemois 3 iHIIKUMHU JTiKAPCHbKUMU 3aco0aM¥u Ta iHII BUOKM B3a€MOMii»). 3HUKEHHS PiBHS
JTAMOTPUAXKUHY MOXKe ITPHU3BOAUTH 10 BTPATU KOHTPOJIIO HAJl CymoMaMu. [IJI1 OTPpUMaHHS
MaKCHUMaJIbHOTO TEPAeBTUYHOr0 edeKTy B OiNbIIOCTI BUMAMKIB MOTPIOHO 30iMbIIUTH (IIUITXOM
TUTPYBaHHS) MiATPUMYIOUY HO3Y JTAMOTPUIXKUHY (B IBa pa3u). [1ic/ig NIpUNUHEHHS IPUINOMY
TOPMOHAJIbHUX KOHTPAIETITUBIB KITipeHC TaMOTPUIXKUHY MOXKe 3POCTaTH yABiui. 30iblIeHHS
KOHIIEHTPAIli!l TaMOTPUIXKUHY MOXKe ITPOBOKYBATH [10303aJieXKHi Mo6iuHi peakiii, Tomy
NaIi€HTKY MaloTh repe0yBaTH IIifl MUIbHUM HaTJIII0M JliKaps.

Y XKiHOK, 9Ki 1lle He 3aCTOCOBYIOTh IIpenapaTu-iHAyKTOPY TII0OKYPOHi3alil TaMOTPUAKUHY 1 BXKe
3aCTOCOBYIOTh TOPMOHa/IbHI KOHTPAILENITHBY 3 TUKHEBOIO ITIEPEPBOI0 MiXK KypcaMHu (Tak 3BaHUU
TUXKEeHb 663 KOHTPALIEIITUBIB), MOXKe CIIOCTEPIraTUCs MOCTYIIOBe TUMYACOBe MiIBUILIEHHS PiBHS
JTAMOTPUOXKHUHY IIi[l Yac TUXKHEBOI nepepsu. Lle mifBuUIlleHHS MOXKe IIPOBOKYBATH N0303ajeXKHi
no0iyHi peakiii, TOMY CJIifi pO3T/ISIHYTH AOINIBHICTE KOHTpaleniil 6e3 TUKHEBOI TepepBy Mixk
KypcaMu (HampuKiaf, 0e3nepepBHa ropMOHaIbHa KOHTPalenIlis abo HeropMoHalbHI METOIH).

B3aeMopiio 1aMOTpUIKUHY 3 iHIIUME IIepOpalbHUMU KOHTpaleNTuBaMyu ab0 TOpPMOHO3aMiCHUMH
IpernapaTaMy He AOCIIIXKYBajH, ajle BOHU MOXYTh aHAJIOTIYHUM YMHOM BIIJIUBATH Ha
(bapMaKOKiHETUKY TaMOTPUIXKUHY.

Bnaug 1amMompuoHCcuHy HA epeKmu8HiCmb 20pPMOHAAbHUX KOHMpauenmueis

3a pe3ynbTaTaMu KJIiHIYHOTO AOCTiAKEHHS 100 BUBYEHHS B3a€EMO[Iii, B AKOMY Opasu y4acTb

16 3gopoBux MOOPOBOBLIIB, OyI0 BUSIBIEHO He3HaUHe 30iNblIeHHS BUBENEHHS JIEBOHOPTECTPEJIIO Ta
3MiHU piBHA (OJIKYIOCTUMYJIIOI0UOI0 Ta JII0TEIHi3yI040ro TOPMOHIB Y CUPOBATIi y BUNIAAKY, KOMIX
JTAMOTPHUAKKH 3aCTOCOBYBABCS pa30M 3 FOPMOHAIbHUME KOHTpallenTuBaMu (KombiHalris
«etuHinectpamion 30 MKr /neBoHoprecTpens 150 MKr») (muB. po3min «B3aeMomisa 3 iHITMMHU
JiKapChbKUMU 3aco0aMy Ta iHIII BUAY B3a€MOfil»). BIIUB 1[uxX 3MiH Ha OBYJIAII0 S€EYHUKIB
HeBigoMuiu. Asie He MOXKHa BifKHAOaTA MOXKIIMBOCTI, 110 y AESIKUX IAlli€HTiB, IKi OMHOYACHO
IPUMMAIOTh TaMOTPUAXKKH i TOPMOHa/IbHI KOHTPALENTUBHY, 1li 3MiHUA IPU3BOOSATE A0 3HUKEHHS
e(ekTUBHOCTI 0cTaHHIX. TOMy IallieHTH IOBUHHI CBOEYACHO MOBIIOMISATH IPO 3MiHU B
MeHCTpyaJIbHOMY IIUKJIi, HallPpUKJaf PO MOSBY PalTOBOl KPOBOTEY.

Bnaug aamompuddcuHy Ha cybcmpamu op2aHivHUX kamioHHux mpaHcnopmepis 2 (OKT 2)



JlaMOTpUXKUH € iHTi0iTOPOM HUPKOBOI TyOyIApHOI CceKpelil yepe3 OiTKM OpraHiyHUX
KaTiOHHUX TPAHCIOPTEPIB (OUB. po3Min «B3aeMopmis 3 iHIMMU JTiKapChKUMU 3aco0aMu Ta
iHIi Bugu B3aeMopiii»). Lle Moxe CIPUYUHSATH 30i/IbIIeHHS IJTa3MOBOTO PiBHS OESIKUX
IIpernaparis, 1[0 eKCKPETYThCS TOJIOBHUM YMHOM BUIleHABEOEHUM IUIAXOM. ToMy
3acTocyBaHHs JlamikTany 3 cyoctpatamu OKT 2, 1m0 MaloTh By3bKUM TepaleBTUYHUMN iHIIEKC,
HaIpUKIIag 3 0OGeTUIigoM, He PeKOMEHIYEThCS.

[Tuziopogosampedykmasa

JlamikTan € cnabkuM inribiTopom gurigpodonaTpenykrasu, TOMY IIpU TPUBAJIOMY 3aCTOCYBaHHi
MOXKJIMBUY MOT0 BIIJIUB Ha MeTaboi3M ¢osnaTiB. OgHak Mpy TPHUBAJIOMY 3aCTOCyBaHHi JlaMikTany He
BimOyBasocsl OyOb-IKUX iCTOTHUX 3MiH KiJIbKOCTi reMorjio0iHy, cepeqHboro 00’eMy epUTPOIUTIB,
KOHIIEHTpaIlil (onaTiB y CUPOBATIi Ta EPUTPOLMTAX IPOTATOM 1 POKY Ta KOHIEHTpaIllil (honaTtiB B
€PUTPOLIUTAX IPOTATOM 5 POKIB.

Hupkosa HeOocmamHicmb

Y mocnigkeHHSIX 0OMHOPA30BOi MO3M B MAIiEHTIB 3 TEPMiHATBHUMU CTaHiIMU HUPKOBOI HEIOCTATHOCTI
KOHIIEHTPaIlil TaMOTPUAXKUHY B IJIa3Mi CYTTEBO He 3MiHIOBaMKCSI. OgHaK MOXKJIMBA KyMyJISIis
TJTIOKYpOHigHOT0 MeTabosmitTy. ToMy npu NiKyBaHHI MMalieHTIB 3 ypaxkeHHSIMU HUPOK He0OXimHO
NOTPUMYBATUCS 00€PEKHOCTI.

IMauieHmu, AKi npuluMarmMe iHWI npenapamu, uLo0 Micmsams AdMOMPUOHCUH

JlaMikTasn He C/Iif MpHU3HaYaTH MallieHTaM, SIKi BXe JTKyIThCS OyOb-IKUM iHIIUM IIpenapaToM, 10
MICTUTh TaMOTPUIXKUH, 0€3 KOHCYJIbTALlil JTiKaps.

Bbpyeada - mun EKI” ma iHWi nopyweHHA cepueso2o pummy i aHomasii nposioHocmi

Apurmorenna ST-T anomanis i TunoBa EKI' Bpyrama crocTepiramuch y Mali€HTiB, siKi 3aCTOCOByBaIK
JTaMOTPUIKUH.

HocnipKeHHs in vitro mokasaJy, 110 JaMOTPUAXKKH Y KOHIIEHTpallifX, sSKi BiI0OBiAaTh
TepalleBTUYHUM [03aM, MOXKe YIIOBIJIbHIOBATH IIJTyHOYKOBY IIPOBIAHICTH (3 PO3MUPEHHSAM KOMILIEKCY
QRS) i BUKIMKATH IPOAPUTMIiIO y MAIiEHTIB i3 xBopoOaMu cepiisi. JJaMOTPUAKUH i€ SK CabKui
aHTHapPUTMidHUM 3acib Kiacy IB, 1o 00yMOBIIIO€E TOTEHIIWHI pU3UKH PO3BUTKY TIKKHUX a0
NeTaNbHUX CepleBUx mofi. OgHOYacHe 3aCTOCYBaHHS iHIINX 6JI0KATOPiB HAaTPieBUX KaHalliB MOXe
TIOCUJIIOBATH TakKi PU3UKHU. 3a MificyMKaMu riIuboKOro aHasi3y BIIMBY Ha inTepBan QT y 3mopoBux
noOpPOBOJIBIIIB TAMOTPUIKUH V TEPAeBTUUHUX f03ax [0 400 Mr/no0y He YIOBiIbHIOBAB IIIYHOUYKOBY
IPOBIAHICTH (3 po3mupeHHAM KoMmiiekcy QRS) i He npu3Bopus [0 nogoBxkeHHs iHTepBany QT.
Heo06xigHO peTenbHO 3BaXKUTHU AOLINBHICTE 3aCTOCYBaHHS JTAMOTPUAKKHY TallieHTaM i3 KITiHiYHO
3HAQYYIIMMU CTPYKTYPHUMU ab0 QyHKITIOHATbHUMY 3aXBOPIOBAaHHSIMHU CEPLS,, TAKUMHU SIK CUHIPOM
Bpyrapa a6o iHmni cepueBi KaHanonarii, ceplieBa HeflOCTaTHICTh, imeMiyHa xBopoba cepuis, 6710Kana
cepus ab0 IUTYHOYKOBI apuTMii. SKIIO Mpu3HaYeHHS JIaMOTPUIXKUHY TaKUM TAIli€eHTaM € KITiHiYHO
0o0OTr'pyHTOBAHUM, IePe]] IT0YaTKOM 3aCTOCYBaHHS IIpelapaTy ClliJ IPOKOHCYIbTYBaTHCS 3 JIiKapeM-
Kaprioiorom.

JlonomidcHI pe4yos8uHuU

Opua TabneTka, 0 AUCIIEPTYETHCS, MiCTUTH MeHIIE HixK 1 MMomb (23 Mr) HaTpilo, TOMy IpenapaT
MOXKe BBaXKaTUCS TAKUM, 1110 He MICTUTh HATPit0.



Po3sumok y dimeu

[aHUX CTOCOBHO BIIJIUBY JJaMOTPUAXKKHY Ha 3POCTaHHS, CTaTeBe NO3PiBaHHA, GOPMYyBaHHS
KOTHITMBHUX, EMOLIIMHUX Ta IOBEMiHKOBUX (QYHKIIi HEMAE.

Enisencia

PanToBe npunuHeHHs npuiioMy JlaMikTany, K i iHIIUX IPOTHEMIIENITUYHUX 3ac00iB, MoXKe
CIIPOBOKYBATH 30i/IbIIIEHHS YaCTOTH HalafiB. 3a BUHSATKOM TUX BUIIQMIKiB, KOJIX CTaH IallieHTa
BUMara€e pamnToBOr0 NIPUNMHEHHS IPUNOMY IIpenapaTy (9K, HallpuKiaf, IPHU MOsBl BUCUIIaHb), HO3Y
JlaMikTaJy Cjig 3MeHIIIyBaTH IIOCTYIIOBO, HE MEHIIE 2 TUXHIB.

3a JaHUMU JIiTEPaTypPH, TAXKKI eMiIeITUYH] Hallaau, BKIII04Yalyy eMiIeNTUYHUNA CTaTyC, MOXYThb
CIPUYMHATH pabIoMiosi3, momiopraHHy HeIOCTaTHICTh i CHHAPOM OUCEMiHOBAHOTO
BHYTPIIIHbOCYIUHHOTI'0 3rOPTaHHS KPOBI, iIHKOJIX 3 JIeTaJIbHUM HaCJIiAKOM. AHAJIOTiYHi BUNIAKU
MOXKJIMBI 1 Ha QoHi niKyBaHHS JlaMiKTamoM.

Moxe crocTepiraTucs CyTTEBe KIiHiUHe IOTIPIIEeHHS y YaCcTOTI BAHUKHEHHS HalafiB 3aMiCTh
IIOKpallleHHsI CTaHy. Y XBOPUX, SIKi MaloTh OibIlie HiXK 1 TUI HamapiB, IOKpalleHHs KOHTPOJIIO 3a
ONHUM TUIIOM HalafiB CJIiJ PeTeIbHO 3BaXKUTH Y IIOPIBHAHHI i3 IOTIPIIEeHHIM KOHTPOJIIO 38 IHIIUM
TUATIOM HarmafiB. JIikyBaHHSI TaMOTPUIXKMHOM MOXKE 3arOCTPIOBATH MIiOKJIOHIYHI Hamaau.

€ nmawi, 0 BiANOBIAL Ha JTIKyBaHHS IaMOTPUAXKUHOM B KOMOiHaIlil 3 iHAyKTOpaMu (epMeHTIB €
C1ab1I1010 HiXK Ha JIiIKYBaHHS JITaMOTPUIXKUHOM B KOMOiHallil 3 MPOTHUEMINeNTUYHUMHU 3aco00aMu, 1110 He
iHOyKy10Th epMeHTH. [I[pUumnHa IILOTO HEBiLOMA.

[Tpu niKyBaHHI [iTell 3 TUIIOBUMU MaJIUMU eMiIeNTHYHUME HalafaMy epeKT JOCATaeThCs He Y BCiX
Halli€HTIB.

BinoaapHi po3aadu

Ilimu ma nidaimxku (8ikom 0o 18 pokis)

JIikyBaHHSI aHTUAEIIpecaHTaMU II0B’sI3aHe 3 MigBUIIEHUM PU3UKOM CYillMOanbHUX HaMipiB Ta
MIOBEOiHKHY Y IOiTeH Ta MiAIiTKiB 3 BeMUKUMU OeNPEeCHBHUMY PO3JIaflaMy Ta iHIIUMHU NCUXiaTPUUHUMU
po3nagaMu.

3acmocyeanHs y nepiod eazimnocmi abo 200y8anHs 2pyodio.

3aranbHUY PU3UK, NIOB’I3aHUM i3 TPUINOMOM MIPOTUENINTeNTUYHUX IIpelapaTiB

2KiHkam fiTopogHOTo BiKy noTpiOHa KOHCY bTaMis daxiBid. Komu XiHKa M1aHye BaTriTHICTS,
IIPOTUEMNIENTAUYHY TePallilo CJIif NeperaIgHyTHA BIATIOBITHUM YMHOM. fKIIO IaljieHTKa BXXe OTPUMYE
IIPOTUEMINIENITUYHI TpenapaTy, HeoOXiIHO YHUKATH Pi3KOl BiIMiHM, OCKiIbKHU 1le MOXKe IIPHU3BECTH 0
peLyauBYy eMiNenTHYHUX HalafiB i MaTU Cepro3Hi HaCHiAKyM g XKiHKY Ta nnoay. [lepesary ciif
HaJaBaTH MOHOTeparlii, OCKinbKM 3acTocyBaHHS KoMOiHOBaHOI Tepamil ITEIT 36inbiIye pusnku
PO3BUTKY BPOAKEHUX Ba[ IIOPIBHIHO i3 MOHOTEPAIII€I0, 3a/Ie’KHO Bif 3acTocoBanux [1EIL.

Pu3uk, noB’'s3aHU# i3 TPUNOMOM JIaMOTPUIKUHY

BazimHicmb



Benuka KinbKiCTh JaHUX LIOA0 BariTHUX XKiHOK, III0 OTPUMYyBaIXd MOHOTEPAIIi0 1aMOTPUAXKHAHOM
IIPOTSITOM TIEPIIOr0 TPUMECTPY BariTHocTi (6inbine 8700), He BKA3yIOTh HA CYTTEBE MiIBUIIEHHS
PU3KKY BUHUKHEHHS CEepPUO3HUX BPOMXKEHUX Bag PO3BUTKY, B TOMY YMCIIi PO3IIiITUHY I'yOU Ta
nigHeOinHsA. [locmigXeHHs Ha TBapuHaXx IoKa3anu eMOpiodeTanbHy TOKCUYHICTE.

fAkmo Tepamnisa JlamikTanoMm BBazKa€eThCS HeOOXiHOIO I Yac BariTHOCTI, PEKOMEHOYEThCS MOT0
3aCTOCYBaHHS y MiHiMaJIbHO MOKJIMBIM TepalneBTUYHIN J03i.

JIaMOTPUAXKUH Ma€ JIerkud iHribiTopHUM BIIMB Ha OurigpodosaT peayKTasy i ToMy, TEOPeTUYHO,
MOXKe MTPU3BOAUTH [0 MiABUILEHOTO PU3UKY IOPYIIeHHsS eMOpiodeTamIbHOTO PO3BUTKY BHACIILOK
3HUKEHHS PiBHA (oJieBol KUCNOTHU (AUB. po3ain «OcobmuBOCTi 3acToCyBaHHS»). CIlifi PO3TISHYTH
MOXKJIUBICTb IpHUKAOMY (POTiEBOI KUCIIOTH Iif Yac IJIaHyBaHHS BaTriTHOCTI Ta Ha paHHIX CTafigx
BariTHOCTI.

®izionoriyni 3MiHM IIig Yac BariTHOCTi MOXKYTh BIJIMBATH Ha KOHIIEHTPAIIiI0 TaMOTPUAXKUHY Ta/a0bo
MOT0 TepaneBTUYHUM ePeKT. [CHYIOTh ITOBIJOMIEHHS IIPO 3HUKEHHS KOHIIEHTPallil TaMOTPUIKXUHY B
IIJTa3Mi i Yac BariTHOCTI 3 MOTEHI[IMHUM PU3UKOM BTPaTHA KOHTPOJIIO Haj Hamagamu. [licis mosoris
PiBEHb TaMOTPUIKUHY MOXKe IIBUIKO 3POCTAaTH 3 PU3MKOM BUHUKHEHHS 00303aJIeXKHUX HebakaHUX
saBull. ToMy KOHIIEHTpallil TaMOTPU/KUHY B CUPOBATIII KPOBi CITi KOHTPOJIIOBATH M0, IIif 9ac Ta
IIiCJIs BariTHOCTI, @ TaK0XK He3abapoM Iiciis moioriB. 3a HeoOXiMHOCTI CIIif afanTyBaTH OO3Y AT
NiATPUMKU KOHIIEHTpAllil TaMOTPUIKUHY B CHPOBATIi Ha TOMY K PiBHI, 1110 ¥ [0 BariTHOCTI, abo
amanTyBaTH [03Y BiOMOBIIHO [0 KITiHiuHOI Bigmosimgi. Kpim Toro, micst mooriB HeoOximHO
KOHTPOJTIOBAaTH BUHUKHEHHS [0303a1eKHUX HeOaKaHUX SBUILL

ITepiod 200yB8aHHA 2py0010

[ToBimOMIISIETHCS, 10 TAaMOTPUAKUH y Pi3HUX KOHLIEHTPALisAX IPOHUKAE B TPyAHE MOJIOKO, B
pe3yIbTaTi Y0To 3arajibHa KOHIEHTPAIlis JIAMOTPUIXKUHY B HEMOBIISITY MOXKe [IOCSTATH MPUOIM3HO
50 % Bifg KOHIIEHTPaLlil TaMOTPUAKUHY, 3aPEECTPOBAHO] y MaTepi. TakKuM YMHOM, Y OESIKUX [iTeH, IKi
nepebyBaloTh Ha TPYIHOMY BUTOLOBYBaHHI, CUPOBATKOBI KOHIIEHTPAIlil TaMOTPUAXKUHY MOXKYTh
[OCATaTH PiBHIB, 3a KUX BUABISAIOTHCS (papMaKOJIOTiuHI e(heKTH.

Heo06xigHOo CIiBBiZHOCUTH MOTEHIIHY KOPUCTH Bifl TOMyBaHHS I'PYOHUM MOJIOKOM Ta MOXKJIMBUHN
PU3MUK PO3BUTKY HeOakaHUX peakliii y HeMOBNATH. fKINO XiHKa, IKa OTPUMYE JTiKyBaHHS
JTaMOTPUAKUAHOM, BUPIIIyEe TOOyBaTH I'PYALI0, HeOOXiIHO PETeNbHO CIIOCTepiraT 3a MaJilokoM Ta
BificTexXyBaT HebaxaHi ABUILA, TaKi K CeJaTUBHUN ePeKT, BUCUII, HEJOCTaTHil MpUpicT Macu Tina.

depmuabHicms

,]:[OCJ'IiJI}KeHHH Ha TBAPHWHAX HE BUABUJINA BIIJIUBY JIAMOTPUOXKHUHY Ha q)epTI/IJ'IBHiCTB.

30amuicmb énaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

3a JaHMMU OBOX HOCIHIIXKEHb 3a Y4acTiO HOOPOBOJIBIIB OyI0 BUSBIIEHO, 110 €(DEeKT TaMOTPUIXKUHY,
TIOB’SI3aHUY 3 KOOPAMHAIIEI0 30Py, PYXY O4Yel, YIpaBIliHHS TijIoM, i Cy0’€KTUBHUN CelaTUBHUM ePeKT
He BifIpi3HAIOTHCS Bifl TAKOTO IIPU 3aCTOCyBaHHi mtane6o. [Ipy 3acToCyBaHHI TaMOTPUAKUHY Y
KJTIHIYHUX [OCTiIKEHHIX IMOBiOOMIISI0CH PO o0iyHi peakilii HEBPOJIOTiYHOI0 XapaKTepy TakKi K
3aI1aMOPOY€eHHS Ta OUIJIONIS, TOMY [TallieHTU IIOBMHHI CIIOYATKY OLIHUTHU BJIACHY peakliiio Ha
JiKyBaHHS JTaMOTPUXKUHOM, ITIepef TUM 5K CiCTH 3a KepM0 aBTOMO00ins abo mpalfoBaTy 3 iHIIUMU
MexaHi3aMamu. OCKinbKY iCHy€ iHOUBiAyalbHa peakllia Ha NPOTUEMNiJIeNTUYHI JTiKapchKi 3aco0H,



TAIE€HTY CJIi IPOKOHCYIbTYBATHUCS 3 JIiKapeM CTOCOBHO 0COOJIMBOCTEH KepyBaHHS aBTOMOOiIEM y
WX BUITQKaX.

Cnoci6 3acmocyeaHHss ma do3u.

JlamikTan, TabneTKH, 110 AUCIIEPTYIOTHCS, MOXKHA PO3KOBYBATH, POIYUHATH Y HEBEJUKIM KiTbKOCTI
BOMY (SIK MiHIMyM HOCTaTHBOI, 11100 BKPUTH BCIO TabneTKy) abo KOBTATH LiTUMHU, 3aIIMBAIOYN
HEBEJIMKOIO KiNbKicTio Bomu. He HamaraiTecs po3miNnuTy KyBalbHy TabIeTKY [AJS IPUNHOMY.

FAKI10 po3paxyHKOBa [03a JIaMOTPUAXKUHY (HalpuKiiag, Ojd JiKyBaHHS OiTeH, SKi CTpaXmaloTh Ha
erinernciio, abo maimieHTiB i3 mopyueHHSAM QYHKIII TeYiHKy) He € KPaTHOIO iuM TabieTKaM, [103a,
1110 BBOOUTHLCS, IIOBUHHA BiAIOBiOaTH HAMOIMKYiA MEHIIIH KiTLKOCTI IiTUX TabJIeTOK.

IToemopHuti no4amox AiKyB8aHHA.

JlikapsiM crif OmiHUTY HeoOXigHiCTh 30i/bLIeHHS 003U [0 MiATPUMYI04O0i IIPH ITOHOBJIEHHI TPUHOMY
JlaMikTany [O7g HalieHTiB, sKi 3 Oyab-IKO0l IPUYUHY IPUINHUIIY IpuiioM JlaMiKTasy, OCKiIbKY PU3UK
PO3BUTKY CEPHUO3HOI0 BUCUIIAHHS II0B’I3aHUY 13 BUCOKUMH MOYATKOBMMHU [03aMU Ta [IE€PEBUILEHHAM
PEKOMEH0BaHOI cxeMHu 30iIbIlIeHHS J03H TaMOTPUIXKUHY (AUB. po3min «OcobnmuBoCTi
3aCTOCyBaHHS»). YuM OinbIIKii MPOMIXKOK Hacy IiCIIis MPUUOMY ITONepeHbOl 103K, TUM Oifblile yBaru
CIIif IpUAinATH 306ibIIEeHHIO 03U OO0 MigTPUMYI0U4oi. AKIIo iHTepBan Bil MOMEHTY MIPUIIUHEHHS
IPUUOMY JTaMOTPUIXKUHY IIePEBUILYE I’ ITh 1EPiOfiB HAMiBBUBEOEeHHS (IUB. PO3IiI
«PapMaKOKiHETHKa»), CMIif MiABUIIUTH [03y JlaMiKTany [0 HiATPUMYyHYo0l 3a iCHYI0U0I0 CXEMOIO.

He pekoMeHOy€eThCS MOHOBIEHHS MPUKXOMY JlaMiKTammy A Halli€HTiB, SKi MIPUIUHUYA IPUNOM Yepe3
BUCHII, TIOB’SI3aHUM 3 MOMEPEOHBOI0 TEPAIIIE€I0 TaMOTPUAKUHOM, 3a BUHSITKOM BUIAJKIB, KOJIA
IIOTEHLiiHa KOPUCTH Bif JIIKyBaHHS SIBHO IlepeBaXxa€e pU3UK.

Eninencis.

PekxoMeHnpgarii momo 30inbIIeHHS J03U Ta MiATPUMYI0Yi O3U [AJIST JOPOCIIMX Ta [AiTed BiKOM Bif
13 pokiB (Tabnuis 3), a TaKOXK OJIs [AiTel BiKoM Bif 2 mo 12 pokiB (Tabnuis 4) HaBemeHO
HUXK4Ye. Yepe3 pU3UK PO3BUTKY BUCHUILY He CJIIT IePEBULIYyBaTU II0YATKOBY [0O3Y Ta TEMII
TIOMIA/IBIIOTO 11 30iNbIleHHs (OuB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

Y pagsi npunuHeHHs 3acTtocyBaHHs cynyTHix [1EIT a6o nogaBanHug iHmux ITEIT/mikapcbkux 3aco0iB o
CXeM MiKyBaHHS, [0 MICTSATh TaMOTPUAXKUH, CITifl BpaXOByBaTH BILJIUB, SKUY BOHM MOXKYTh MaTH Ha
(bapMaKOKiHETHKY JITAMOTPHUIXKUHY (IUB. pO3Misn «B3aeMomist 3 iHITMME TiKapChKUMH 3acob0aMu Ta
iHITTi BUIW B32€MOIIN»).

Tabnuusg 3
PekxoMeHIoOBaHi cxeMu JiKyBaHHS emijerncil Ays JOPOCIuX Ta [AiTed BikoM Bim 13 pokiB

CxeMa niKyBaHHS 1-#1 2-1 TUXKHI 3-1 4-i TUXKHI 3BHYalHa MiTpUMYy4a 403a



MoHoTepamis: 25 mr/po0y 50 mr/mo0y 100 - 200 mMr/moby
(omwH mpuitoM)  (omuH mpuitoM) (oguH a00 OBa IPUUOMH).

[ mOCATHEHHS MiATPUMY040]l 1031 11
ciip 30inpIIyBaTH MaKCUMyM Ha 50 -
100 Mr xoxHi oguH abo OBa TUXKHI JO
OOCSATHEHHS OITHMAJIbHOIL BigIIOBifi.
HesikuM malfieHTam OyJia oTpibHa
no3a 500 Mr/mo0y Anst HOCATHEHHS
0azkaHoI BiIIIOBifi.

[omaTKoBa Tepalis i3 3aCTOCyBaHHSIM BaJIbIpoary (iHribiTopa rioKypoHisallil

JTAMOTPUAXKUHY, IUB. PO3AiN «B3aeMofiis 3 iHIMMMHU JTiKapCchKUMM 3acobaMu Ta iHIII BUAK

B3aEMOMIN»)

LIs cxeMa miKyBaHHS 12,5 mr/mo6y 25 Mr/oo0y 100 - 200 mMr/moby

nepenbayae (mpuiiMaTH o (omumH mpuitoM) (omuH a0 mBa IPUKOMHU).
3aCTOCyBaHHS 25 Mr yepe3 I MOCATHEHHS MigTPUMY0U0]l 1031 11
BaJIbIIPOATY, IEeHb) cnip 30inpIIyBaTH MaKCUMyM Ha 25 -
He3Baxkalo4dy Ha 50 MT KOXKHi omuH ab0 OBa TUXHI 0O
3aCTOCYBaHHS IHIIUX LOOCSITHEHHS OIITUMAaJILHOI BilIIoBifi.
CYIIYTHIX JIIKApPChKUX

3acobiB

IomaTKoBa Tepamisi 6e3 3aCTOCyBaHHS BajJILIPOATy Ta i3 3aCTOCYyBaHHSM iHOYKTOpiB
IIIOKYPOHi3aIlii TaMOTPHIKHUHY (IUB. po3Misn «B3aeMopist 3 iHIMME TiKapChKUMH 3acobaMu Ta
iHITTi BUMM B3a€MOTI»)

Lis cxema nmikyBaHHS He 50 Mr/mo0y 100 mr/mo6y 200 - 400 mr/mo6y

nepegdaydae (oguH mpuitoM) (OBa IPUKOMHU) (OBa IPUNOMHU).

3aCTOCYBaHHS [T JOCATHEHHS MiATPUMYI0Y0]1 03U 11
BaJILIIPOATY, aje cip 36inbpIIyBaTH MaKCUMyM Ha
nepegdaydae 100 Mr KoxHi oguH ab0 mBa THXKHI 10
3aCTOCYBaHHS: IOOCSITHEHHS OIITUMAaJIbHOI BifIIOBifi.
beniToiny, HesikuM marrieHTam Oyia moTpidHa
KapbaMa3eriny, no3a 700 Mr/moby Ojisi BOCATHEHHS
dbenobapbitany, OaxkaHOl BigmoBifmi.

[IPUMIOHY,

pudamminuny,

JIOIiHABIPY/PUTOHABIPY

IomaTKoBa Tepamisi 6e3 3aCTOCyBaHHsI Ba/JILIIPOATy Ta iHAYKTOPiB I/IIOKypoHi3amil
JIAMOTPHIKHHY (OUB. Po3Min «B3aemopmist 3 iHIMMMU TiKapCchbKUMHU 3aco0aMy Ta iHIII BUOU
B3aEMOJIiN»)

Lls cxeMa IiKyBaHHS 25 Mr/moby 50 Mr/mo0y 100 - 200 mr/moby

nepenbadae (opuH mpuitoM) (oguH mpuioM) (0OUH abo [Ba IPUHAOMH).
3aCTOCYBaHHS IHIIUX [T JOCATHEHHS MiATPUMYI0Y0]1 103U 1i
nmiKapchbKuX 3aco0iB, sKi ciip 30inpIIyBaTH MakKCUMyM Ha 50 -
He BUSB/IAIOTh 3HAYHOTO 100 mMr koxHi omuH abo0 [Ba THUKHI 10
inri6iTopHOrO 260 OOCSATHEHHS ONTHMaJIbHOI BiITIOBifi.
IHIYKTOPHOTO BII/IUBY Ha

TJIIOKYPOHi3allio

JTaMOTPUAKUHY

[MamienTaM, SKi TpUEMalOTh JTiKapchKi 3aco6u 3 HEBiHOMUM BIIJIMBOM Ha (papMaKOKiHETHKY
JTAMOTPUOKUHY (OuUB. po3Min «B3aemomis 3 iHIIMMHY NTiKapCHKUMHU 3aco0aMu Ta iHIIM BUOK
B3a€EMO[Iili»), CMifi 3aCTOCOBYBATH CXeMY JIiKyBaHHS, pEeKOMEHO0BaHy [JI OMHOYaCHOTO
3aCTOCYBaHHS JIaMOTPUIKUHY Ta BajbIIpoary.

Tabmnuus 4



Iitu BikoMm Bif 2 mo 12 pokiB: peKOMeHI0BaHa cxeMa JIiKyBaHHS ellifiencii (3aranbHa mo0oBa go3a
B MI'/KT MacH Tina/moby) **

CxeMa niKyBaHHS 1-%1 2-%1 TUXKHI 3-11 4-1 THKHI 3BUYaliHa NiATPUMYyOYa [103a
Monorepanisa tunosux 0,3 mr/kr/moby 0,6 mr/kr/mo6y 1 - 15 mr/kr/go0Oy (ogus abo gBa
abcaHCiB (omuH abo OBa (omun abo mBa  mpuiioMu Ha #o0y).
IPUHAOMH Ha MIPUAOMH Ha Inst gOCSATHEHHS MigTPUMYy0YO0i
no6y) no0y) mo3u ii cyip 30inbpIyBaTh MaKCUMYyM

Ha 0,6 Mr/kr/moby KoxXHi ofuH abo
IBa THXKHIi 0O JOCATHEHHS
OIITEMAJILHOI BigIIOBIiM],
MaKCHMaJbHa IiATpUMyYa [103a -
200 Mr/mo0y.
[omaTKoBa Tepamis i3 3aCTOCyBaHHSIM BaJIbNpoary (iHribiTopa rioKypoHisailil
JTAMOTPUAKUHY, IUB. PO3AiN «B3aeMofiis 3 iHIMMMU TiKapChKUMM 3acobaMu Ta iHIII BUAK
B3aEMOMIN»)
LIs cxeMa miKyBaHHS 0,15 mr/kr/mo6y* 0,3 mr/kr/moby 1 - 5 mMr/Kr/mo0y

nepenbayae (omuH mpuiioM Ha (oguH npuiioM Ha (oguH abo [Ba IpuioMu Ha 0o0y).

3aCTOCyBaHHS no6y) no0y) I71s mOCATHEHHS MigTPUMY040l

BaJIbIIPOATy, mo3u ii ¢y 30inbIyBaTh MaKCUMYyM

He3BaxXanud Ha Ha 0,3 Mr/kr/moby KoxHi ofmuH abo

3aCTOCYBaHHS IHIINUX IBa THUXKHI M0 JOCATHEHHS

CYIIyTHIX JIIKapChKUX OIITMMAJILHOI BilmoBimi,

3aco0iB MaKCUMaJIbHa MiATpUMYyo4a 03a -
200 Mr/mo0y.

IIomaTKoBa Tepamisi 6e3 3aCTOCyBaHHS BajJILIPOATy Ta i3 3aCTOCYyBaHHSM iHOYKTOpiB
IIIOKYPOHi3aIlii TaMOTPHIKHUHAY (IUB. po3Aisn «B3aeMopist 3 iHIMME TiKapChKUMU 3acobaMu Ta
iHITTi BUMM B3a€MOTI»)

Lis cxema nikyBaHHS He 0,6 Mr/kr/mo06y 1,2 mr/kr/mo6y 5 - 15 mr/kr/mo0y

nepegdaydae (mBa mpuiiomu)  (mBa mpuioMu) (omwH abo ABa MPUHOMH).
3aCTOCyBaHHS

BaJIbIIPOATy, ajue [T JOCATHEHHS MiATPUMYI0Y01
nepegdaydae mo3u ii cyim 30ibIIyBaTH MaKCUMYM
3aCTOCyBaHHSA Ha 1,2 Mr/kr/mo0y KoxHi onuH abo
beHiHTOIHY, IBa TUXKHIi 0 MOCSATHEHHS
kKapOaMazeriny, OIITUMAJIBHOI BilIIOBifi,
dbenobapbitany, MaKCHMaJbHa IiATpUMyloYa [03a -
IIPUMIZIOHY, 400 mr/mo0y.

pudamminuny,

JIOIiHABIPY/PUTOHABIPY

IomaTKoBa Tepamisi 6e3 3aCTOCyBaHHSI Ba/JILIIPOATy Ta iHAYKTOPiB I/IIOKypoHi3amil
JIAMOTPHIKHUHY (OUB. Po3Min «B3aemopmist 3 iHIMMMU TiKapChKUMHU 3aco0aMU Ta iHIII BUOU
B3aEMOJIiN»)

lis cxeMa JIiKyBaHHS 0,3 mr/kr/moby 0,6 mr/kr/mo6y 1 - 10 mMr/kr/mo6y

nepenbadae (omuH abo mBa (omuu abo mBa  (omwH abo OBa MPUIOMH)
3aCTOCYBaHHS IHIINUX IIPUKOMHU) IIPUKOMMU) 71 DOCATHEHHS MiATPUMYH0401
nmikapchKux 3acobiB, sAKi [o3Wu 1i crip 36inbITyBaT MakCUMyM
He YUHSATh 3HAYHOT 0 Ha 0,6 Mr/kr/mofy KoxKHi omuH abo
inribitoproro abo IBa TUXKHI 0 MOCATHEHHS
IHIYKTOPHOTO BIIJINBY Ha OIITHMAJIBHOI BilTIOBifi,
TJIIOKYPOHi3allifo MaKCHUMaJbHa MiATpUMyO4da q03a -
JTAMOTPUOKUHY 200 Mr/mo0y.

[MamienTaM, sKi TpUIMalOTh JTiKapChKi 3aco6u 3 HEBIHOMUM BIIJIMBOM Ha (papMaKOKiHETHKY
JTAMOTPUOKUHY (OuB. po3min «B3aemomis 3 iHIIMMHU NTiKapCHbKUMHU 3aco0aMu Ta iHIIM BUON
B3a€EMO[Iili»), CMif 3aCTOCOBYBaTH CXeMY JIiKyBaHHS, sika PEKOMEHAYETHCS OJIsT OHHOYaCHOT 0O
3aCTOCYBaHHS JIaMOTPUIKUHY Ta BaJbIIpoary.



* ZIK110 po3paxyHKOBa [03a Yy NMallieHTiB, AKi IPUUMAaIOTh BaJblIpoaT, CTAaHOBUTH MeHIle 1 Mr,
npuiimMati JlaMikTan He peKOMEHIYETHCH.

*kFKIII0 po3paxoBaHa [03a JIaMOTPUIKUHY He MoxKe OyTH HOCATHYTa 3a HOIOMOTOI0 IIiuX Tab/leTox,
[O3y CIIif OKPYTJIUTH OO0 HaubnuxK4ol 1ismol TabneTKu.

s 3a0e3medyeHHs MigTPUMaHHS TepaneBTUYHOI 1031 HeOOXiHO KOHTPOJIIOBATH Macy Tijla QUTHUHU
Ta 3MiHIOBATU [03Y B pa3i 3MiHU Macu Tina. L[iTkoM iMOBIpPHO, 110 NALiEHTH Yy Billi Bifl IBOX A0 LIECTU
POKiB TOTPeOYIOTh MiATPUMYI0UOl 103K, IKa HaOIMKa€ETLCA 10 BEPXHBOI MeXKi peKOMEHI0BaHOT0
fiama3oHy.

ZAKIO emiNienTUYHNY KOHTPOJIb AOCATAEThCS 3a OIIOMOI010 JOJaTKOBOI Teparllii, 3aCTOCyBaHHS
cynytHix [1ET] MOXXHa BiIMIHUTHU Ta IPOAOBXKUTU MOHOTepamito JlaMikTamom.

[TiT¥ BiKOM [0 2 DOKIB.

Ha#i momno eeKTUBHOCTI Ta 6e3MeKH 3aCTOCYBaHHS JTaMOTPUIKUHY /151 HOOATKOBOI Teparrii
napliaJbHUX HaMaiB y miTed BikoM Big 1 micsns mo 2 pokiB (muB. po3min «OcobmuBOCTi
3aCTOCyBaHHSI») 0OMexkeHi. [laHi 11010 3aCTOCYBaHHS TaMOTPHUAXKUHY OiTSAM BikoM fo 1 Micsis
BincyTHi. ToMy, JlamikTan He peKOMEHAYETHCS OJIs 3aCTOCYBAaHHS HiTSAM BIKOM [0 2 POKIB. AKIIO Ha
mifcTaBi KIiHiYHOI MOTPeON NIPUNHATO PillleHHS IIoA0 Teparii JlaMikTanoM, IUB. PO3MiNu
«0OcobnuBoCTi 3acToCyBaHHS» Ta «PapMaKOJIOTiuHi BIaCTUBOCTI».

BinoaapHut po3aad.

PexomeHfoBaHe 30ibIlIeHHS 03U Ta MigTPUMYIOUi 03U [JI HOPOCHIKX BiKOM Bif 18 poKiB HaBefeHi B
Tabnuisax HUK4Ye. CxeMa mepexony BKiIio4ae 30iMblIeHHS 03U IaMOTPUIXKUHY [0 MigTPUMYI0Uol
cTabini3aliiHol 403U IPOTATOM IIECTH TUXKHIB (TaOMuIlA 5), MiCIsA YOTo iHII ICUXOTPOIHI Ta/abo
IPOTHEMINIENTUYHI TpenapaTu MOXyTb OyTH BifMiHeHi y pasi KiiHiyHOI goiinbHOCTI (Tabnmuus 6).
CxeMu KOpPUTYBaHHS J03U MICJIS JOAATKOBOIO MPU3HAYEHHS IHIINUX IICUXOTPOIIHUX JIIKapChKUX
3aco6iB Ta/abo ITEII HaBegeHo y Tabmulli 7. Yepe3 pu3UK PO3BUTKY BUCHUITY II0YATKOBA [I03a Ta TEMII
TIOJIaJIbIIIOTO TIiIBUILIEHHS 03K He MTOBUHHI ITepeBUIyBaTUCA (OuUB. po3min «Oco0auBOCTI
3aCTOCYBaHHS»).

Tabmunsa 5
Iopocmni (BikoM Bifm 18 pokiB): peKoMeHI0BaHa cxeMa 30ibIIeHHS J03U OO0 JOCITHEeHHS
nigTpuMytouoi ctabinizariiinoi 1o60Bo1 103U NpH JTiKyBaHHI GiONIPHUX PO3NIafiB
CxeMa NiKyBaHHS 1-11 2-11 TuxHi 3-# 4-1 TuXKHI 5-# THXOeHs llinboBa crabimizalliiHa

mo3a (6-# TUXOEeHb)*
MoHoTepanisi TaMOTPUIKHUHOM af0 JoJaTKOBa Tepalmisi 6e3 3aCTOCYyBaHHS Ba/IbIIpoary
Ta iHAYKTOPiB I'/TIOKYypPOHi3alii TaMoTpUIKUHY (TuB. Po3ain «B3aemopis 3 iHImMMU
JiKapChKUMHU 3aco0aMu Ta iHIIIi BUAKM B3aEMOIii»)



IIa cxeMa J1iKyBaHHS 25 mr/mo6y 50 Mr/go0y 100 mr/mo6y 200 mr/mo0y - 3BMYaliHa

nepen0adae 3aCTOCyBaHHS (OOUH (omuu abo mBa (omuH abo ABaLiTbOBa 4O3a AT

iHIMKX TiKapChKUX 3ac00iB, MPUIIOM) IPUUOMHU) IIPUKOMHU) OTpUMaHHS ONITUMAaJbHOI

SIKi1 He BUSBIISIOTH 3HAYHOTO BiAmIOBimi

iuribiTopHoTro 60 (omuu abo OBa

IHOYKTOPHOI'O BIIJIUBY Ha IIPUIOMH).

TJIIOKYPOHI3allifo Y kniHiYHTX

JTaMOTPUAKUHY. OOCIiAXKEeHHAX
3aCTOCOBYBaIUCS OO3U B
IJiama30Hi

100-400 mr/moby
[JomaTKoBa Tepalis i3 3aCTOCyBaHHSM BaJIbIIPoaTy (iHribiTop riIoKypoHi3allil
JTAMOTPUOXKUHY - OUB. Po31in «B3aemopis 3 iHIIUMY JTiKapCbKUMHU 3aco0aMu Ta iHIIN BUOK
B3aEMOMIN»)

LIs cxeMa MiKyBaHHS 12,5 mr/moby 25 mr/moby 50 mr/mo6y 100 mr/mo6y - 3Bu4aliHa
nepepn0adae 3aCTOCyBaHHS (110 25 MT (ommu mpuiioM) (oguH a00 gBaIliTbOBA I03a IS
Ba/IbIIPOATy, He3BaXKawyu 4Yepel OeHb) IIPUNOMU) OTPUMaHHS OITHMAaJbHOI
Ha 3aCTOCYBaHHS IHIINUX Bimmosifi

CYIYTHIX JTiKapChKUX (ommH abo mBa MPUHAOMU)
3acobiB MoxHa 3aCTOCOBYBaT!

MaKCHUMaJbHy J03Y
200 Mr/mo0y 3arexkHo
Bif KJTiHiuHOI BimIIoBifi.

IogaTKoBa Tepamisi 6e3 3aCTOCyBaHHS BajJILIPOATy Ta i3 3aCTOCYyBaHHSM iHOYKTOpiB

IIIOKYPOHi3aIii TaMoTPHIKHAY (OUB. PO3Min «B3aeMopmis 3 iHIMMMY TiKapchbKUMU 3aco6aMu

Ta iHII BUOY B3a€EMOMIN»)

L5 cxema JTiKyBaHHS He 50 mr/mo6y 100 mr/mo6y 200 mr/mo6y 300 Mr/mo6y Ha 6-My

nepen0adae 3aCTOCyBaHHS (OOUH (mBa mpuiioMu) (OBa THUXKHI, y pasi
BaJIbIIPOATy, ajie IIPUMOM) IPUMOMHU) HeoOXimHOCTi 3BMYaliHa
nepen0ayvae 3aCTOCYBaHHS IIiTTbOBA 103a
GbeHiToiny, KapbaMa3eriny, 400 mr/moby
dbenobapbitany, mpuMinoHy, 30iNTBIIYETHCS HA 7-MYy
pudamminuny, TUXKHI OJI JOCATHEHHS
JIOIiHABIPY/PUTOHABIPY OTITHMAJIbHOI BifllTOBimi

(mBa MPUMOMHM)
[TamieHTaM, sIKi MPUUMAaIOTh JTiKapChKi 3aC00M 3 HEBiIOMUM BIITUBOM Ha (papMaKOKiHETHKY
JTAMOTPUOXKUHY (OUB. po3Min «B3aemopis 3 iHIIMMHU JTiKapChbKUMHU 3aco0aMu Ta iHII BUOU
B3AEMO[il»), CJIil 3aCTOCOBYBATH CXeMY 30ibIIIeHHS 103U, SKa PEKOMEHAYEThCS OJIs
OIHOYACHOI'0 3aCTOCYBaHHS JITaMOTPUAXKUHY 3 BaJIbIIPOATOM.

* [TinboBa cTabimi3aliiiHa fo3a 3MIiHIOETHCS 3aJIeKHO Bifl KITiHiYHOI BigmoBimi.

Tabnuusa 6

Hopocri (BikoM Bif 18 pokiB): migTpuMytoda crabinizalriiina ;o6oBa no3a micis BigMiHu
3aCTOCyBaHHS CYIYTHIX JTiKapChbKUX 3ac0o0iB A JTiKyBaHHS OiMONISIPHUX PO3/IafiB.

[Ticnsa mocsirHeHHS HeoOximHOI miATprMYyIo4oi cTabinmisaniitHol 03K iHIII IICUXOTPOIIHI ITperapaTu
MOXKYTbh OyTH BifMiHeHi 3TigHO 3 HaBeIeHUMHU HUXKYe CXeMaMH.



CxeMa NiKyBaHHS [ToTouyHa 1-i1 TUXOeHb 2-U TUXOEeHb 3-U TUXOEeHb
cTabinmizamiiza (IOYMHAETHCS Ta gaji*
mo3a 3 IPUIMHEHHS
JTaMOTPUAXKUHY  IIPUHOMY)

(Do mpUNMHEHHS
IIPUIOMY)

IIpunHHEHHsI IPUHOMY Ba/IbIpoaTy (iHri6iTop rIIOKypoHi3allii TaMOTPUIKUHY, TUB. POl

«B3aeMopis 3 iHMMMY JTiKapChbKUMHK 3aco00aMM Ta iHII BUAYM B3a€EMOIii») 3aIe3KHO Bifl

II04YaTKOBOI 103U JTaMOTPUAKUHY

Y pasi npunuHeHHsS 100 mr/moby 200 mMr/go0y  [ligTpuUMYyOTh D03y
3aCTOCYBaHHS BaJIbIIpPoOaTy 200 Mr/mo0y (mBa IPUIOMHU)
crabimizaliiHy m03y

IIOJIBOIOIOTE, He mepeBuiyoun 200 mMr/moby 300 mr/moby 400 mr/moOy  IligTpuMy-10Th
piBHS 30inbINeHHS OiNTBII HiXK Ha o3y

100 Mr/TUXOEHD 400 Mr/moby

IIpunHHEeHHsI IPHHOMY iHIYKTOPIB I'IIOKYPOHi3allii TaMOTPpHIKHUHY (IUB. PO3Mi
«B3aeMopis 3 iHIMMMH JTiKapChbKUMHK 3aC00aMHM Ta iHIII BUAM B3a€EMOIii») 3aJIe3KHO Bifl
II0YaTKOBOl 03U TaMOTPUIXKUHY

LIs cxeMa MiKyBaHHS 400 Mr/moby 400 mr/mo6y 300 mr/mo6y 200 Mr/moby
3aCTOCOBYETHCS IIPHU
[IPUNIMHEHH] IPUAOMY
GbeHiToiHy, KapbaMa3eriny,
dbenobapbitany, mpuMinoHy,
pudamminumy, _ 200 Mr/mo6y 200 Mr/mo6y 150 Mr/mo6y 100 Mr/mo6y
JIOIiHABIPY/PUTOHABIPY

IpunuHEeHHS NIPHHOMY JIiKapChbKHX 3aC00iB, SKi He BUSB/ISIIOTH 3HAYHOT 0
inridiTopHoro ado iHAYKTOPHOr0 BIUTHUBY Ha I'TIOKYPOHi3aIlil0 TaMOTPHUIXKUHY (IUB.
po3min «B3aemois 3 iHIIUMY JTiIKApCHKUMHU 3ac00aMM Ta iHIM BUOX B3aEMOIiN»)

300 Mr/mo0y 300 mr/moby 225 mr/mo0y 150 mr/mo6y

IIa cxeMa J1iKyBaHHS [TigTpuMyOTh LiNTBOBY H03Y, OTPUMAaHy B pe3ysbTaTi
3aCTOCOBYEThCS MpU NMpUNuHEeHHi 36inbinerHs (200 Mr/moby 3a mBa MPUEOMH)
IPUUOMY IHIIUX JTIKAPCHKUX (mianazon go3 100-400 mr/mo6y)

3aco0iB, sIKi He BUSBIISIOTh

3HAYHOTrO iHTiGiTOpHOTO ab0

IHOYKTOPHOT'O BIJIUBY Ha

TJIFOKYPOHI3allil0 1aMOTPULKUHY

Ins maltieHTiB, SKi mpuiMaloTh TiKapChKi 3aco0u 3 HEBiTOMUM BIIJTUBOM Ha (papMaKOKiHETUKY
JTAMOTPUOKUHY (OuUB. po3Min «B3aemomis 3 iHIIMMHY NTiKapCHKUMHU 3aco0aMu Ta iHIIM BUOK
B3a€EMO[Iifi»), pEKOMEH0BaHa CXeMa JIiKyBaHHS JTaMOTPUIKUHOM ITepef0ayae MO4aTKOBE
HNiATPUMaHHS [IOTOYHOL O3 Ta MOAAJIbITY KOPEKIIilo 03U TaMOTPUAKUHY 3aJIeXKHO Bif
KJTiHIYHOI BifIIOBifi.

* 3a HeobOxigHOCTI H03y MOoXKHa 30impmuTu [0 400 Mr/no0y.

Tabnuusa 7

Hopocri (BikoM Bif 18 pokiB): Kopekiis f060B0I 03U IPH [IO[AaTKOBOMY NIpU3HAYEHH] iHIINX
IpernapariB IJIst MaLieHTiB i3 GiMOIApHUMY PO3TagaMHu.

KniniyHOro foCBigy 3MiHU N03yBaHHS JIaMOTPUAKUHY IIPY IPHU3HAYEHH] IHINNWX [IpernapaTiB HeMae.

[TpoTe, Ha OCHOBI JaHUX IIOMI0 B3A€EMOIil TiKapChKUX 3ac00iB, MOXKYTh OyTH PeKOMeHMI0OBaHi Taki
CXEeMH.



CxeMa NiKyBaHHS IToTouHa 1-%1 TUXXOEeHb 2-U TUXTEeHb 3-# TUXKIEHb Ta

cTabinmizamiida (IOYUHAECTHCA Iai

nosa (mo 3 OJaTKOBOIO

OOOATKOBOTO IPH3HAYEHHS)

IIPU3HAYEHHS)
[omaTKoBe MpHU3HaYe€HHs BajlbIpoary (iHribiTop riaioKypoHisallil TaMOTPUIKUHY, TUB.
po3min «B3aeMomis 3 iHIMMMY JTiKapChKUMHU 3acobaMu Ta iHIIi BUIKM B3a€EMOIil») 3aJIe3KHO Bifl
II04YaTKOBOI 103U JTaMOTPUAKUHY
LI1o cxeMy niKyBaHHS CIIif 200 mr/moby 100 mr/mo6y  IligTpumysaTu mo3y 100 Mr/mo0y
3aCTOCOBYBaTHU y pasi
NOOAaTKOBOI'O IPU3HaYEeHHS
BAJIBIPOATY HE3ATIEKHO BIN 400 mr/moby 200 mr/mo6y  ITinTpuMmyBaTH 10 HO3Y
3aCTOCYBaHHS Oynmb-sIKUX _ 200 Mr/mo6y
CYIIyTHIX JIikapChKUX 3aco6iB
[ogaTKoBe NPU3HAaYE€HHS iHAYKTOPIB I'/IIOKYPOHi3anil TaMOTPUIKHUHY NalliEeHTaM, sIKi
He MPUUMAaIOTh Ba/JIbIPoAT (IKB. PO3Iil «B3aeMois 3 iHIIMMY TiKapCPKUMHU 3ac00aM¥y Ta iHIIi
BU[Y B3a€MOfiK»), 3aJIe2KHO Biff TI0YATKOBOI O3 JaMOTPUAXKHUHY:
LI1o cxeMy niKyBaHHS CITif 200 mr/mo6y 200 mr/mo6y 300 mr/moby 400 Mr/moby
3aCTOCOBYBaTHU y pasi
NOOaTKOBOI'O MPU3HAYEeHHS
HUXKYe3a3HaueHUX IIpernapaTiB
6e3 3acTOCyBaHHS
Ba/IbIIPOATy:
deniToin, KapbamaseliH,
enoGapGiTarn, MPUMiMOH, 100 mr/mo6y 100 mr/mo6y 150 mr/mo6y 200 Mr/mo6y
pudaMITiIuH,
JIOIiHABIP/PUTOHABIP
[omaTKoBe MpHU3HAYEHHS JTIKAPChKHUX 3aC00iB, sIKi He BUABJISIIOTH 3HAYHOT O
inridiTopHoro ado iHAYKTOpPHOr0 BIUTHUBY Ha I'TIOKYPOHi3aIlil0 TaMOTPHUIXKUHY (IUB.
po3min «B3aemofis 3 iHIIUMY JTiIKApCHKUMHU 3aco0aMu Ta iHIIM BUOX B3aEMOIiN»)
LIro cxeMy JiKyBaHHS CIIiT [TigTpuMyOTh LiNTLOBY [03Yy, OTPUMaHy B pe3yJibTaTi
3aCTOCOBYBaTHU Y pasi 36inmpmrenHs (200 mr/mo6y; miamason go3 100-400 mr/moby)
OOOAaTKOBOT'O MPU3HAYEHHS
iHmMX miKapchkux 3aco0iB, sIKi He
BUSIBIISIIOTH 3HAYHOTO
inribiTopHoro abo iHIYKTOPHOTO
BIIMBY Ha TJIIOKYPOHi3allifo
JTaMOTPUAKUHY
Y maitieHTiB, ki mpuiiMaOTh TiKapchKi 3aco0u 3 HEBIIOMUM BIIJTUBOM Ha (hapMaKOKiHETUKY
JTAMOTPUOKUHY (OuB. po3Min «B3aemomis 3 iHIIMMHU NTiKapCHKUMHU 3aco0aMu Ta iHIIM BUOK
B3a€EMO[Iili»), CMi 3aCTOCOBYBAaTH CXeMY JIiKyBaHHS, sika PEKOMEHAYETHCS OJIsI OHHOYaCHOT O
3aCTOCYBaHHS JIaMOTPUIKUHY Ta BajbIIpoary.

300 mr/mo6y 150 mr/moOy IligTpumyBaTu mo3y 150 mMr/moby

150 mr/mo6y 150 mMr/moby 225 mr/mo0y 300 Mr/moby

BimMiHa TaMOTPUIXKKHY B MAIIEHTIB i3 GiMOIIPHUMU PO3TTalaMu.

3a JaHUMU KJIiHIYHUX OOCHiXKEeHb, He Bil3HAYaI0Cs MiABUIIEHHS YaCTOTH, CTYIIEHS TSXKKOCTi abo
TUNY MOOIYHUX peakIliil micys MIBUAKOL BifMiHM TaMOTPUIXKUHY IOPIBHSAHO 3 mane6o. Tomy
NalieHTH MOXYTh NIPUNKUHATY IpuiioM Jlamiktany 6e3 I0oCTyIIOBOT0 3MEeHIIEHHS T03M.

Iitu (BikoM 1o 18 poxkiB).

JlaMikTas He PEKOMEHAYETLCS AJIST 3aCTOCYBAHHS HiTAM i3 GimonsipHUMM po3nagaMu (BiKoM [0
18 pokiB), oCKinbKY paHmOMi30BaHi HOCTiOKeHHS BiIMiHU He IPOJIEMOHCTPYBAJIX OT0 3HAYHOI
e(peKTUBHOCTI Ta IOKa3au IiABUIIEHHS PiBHS CYIIUAANbHOCTI (OQuB. po3ainu «OcoOnMuBOCTi



3acTocyBaHHA» Ta «PapMaKOOuHaMiKa»).

3azanvHi pexkomeHoauii u,000 0o3ysaHHs Jlamikmasny 0415 0ocobausux 2pyn nayieHmis.

KiHKM, gKi MPUIUMalOTh TOPMOHAaIbHI KOHTPALIENITHRY.

3acTocyBaHHs KoMOiHaIlil eTrHinecTpagiosn/meBoroprectpen (30 Mxr/150 MKr) migBuIye KitipeHc
JTAMOTPUOKUHY TPUOIU3HO BABIYi, 1[0 MPU3BOOUTE [0 3HUKEHHS PiBHS JTaMOTPUIXKUHY. [Ticms
TUTPYBaHHS MOXe OyTH HeOoOXiTHMM 3aCTOCYBaHHS OiNIbIII BUCOKUX IMIATPUMYIOYUX H03
JTAMOTPUAXKUHY (MaliKe BABiUi OinbIINMX) IJIST DOCATHEHHS MaKCMMaJlbHOI TepaleBTUYHOI BigTIOBIfi.
[TpoTsiroM TUKHS, KO IIpenapaT He IPHUUMaBCs, CIIOCTEPIraaocs OBOKpPATHE IMiIBUINIEHHS PiBHS
JaMOTPUAXKHKHY. [10303a5exHi M06iYHI peakilil He BUK/II049al0ThCSI. TOMY CJIifi pO3T/IIHYTH TUTaHHS
IIPO 3aCTOCYBAaHHS KOHTPALIEMIIii, 110 He mepea0aydae TUXKHS, KOJIM MTpernapaT He IPUUMAEThCS, K
Teparii nepIuoi Nixil (Hanpukiag, NOCTIHHUE IPUXOM TOPMOHAILHUX KOHTPAlleNTUBIB afo
HETOPMOHAaJIbHI MeTonu; IuB. po3ainu «OcobIUBOCTI 3aCcTOCYBaHHSI» Ta «B3aeMopis 3 iHImMMU
JiKapChKUMU 3aco0aMu Ta iHIIi BUAKM B3aEMOIiN»).

IToyamok nputiomy 20pMOHAAbHUX KOHMPAUENMuei8 NauieHMaMmu, AkKi npulimMarms niompumyouyi
do3u samompudicuHy ma HE npuliMaroms iHOyKmMopie 11020 2/110KYpPOHi3auii.

[TinTpuMyI04y m03y TaMOTPHUAXKUHY V GisIbIIOCTI BUMAAKiB He0OXimHO 30iNMbUINTH BOBiYi (IUB. pPO3Miau
«Oco0IMBOCTi 3aCTOCYyBaHHS» Ta «B3aeMofiig 3 iHIIKMMU JTiKapChKUMU 3ac00aMy Ta iHIII BUAK
B3aeMoili»). PekoMeHay€eThCS, 11100 Biff TOYaTKy IPUHOMY F'OPMOHAJIbHUX KOHTPALIEITUBIB 03a
aMOTPUAKUHY 30inbiryBanacs Ha 50-100 Mr/mo0y KOXKHOTO THUKHS, BiTIOBIIHO [0 iHAMBigyaIbHOI
KJIiHiYHOI BifmoBizi. 36inblIeHHS 103K He TIOBUHHO ITePEeBUIIyBaTH 3a3HAYEHOT0 PiBHS, SKIIO TiMbKU
3rigHO 3 KJIiHIYHOIO BiATIOBiA[IO Ha JiKyBaHHS TakKe IepPeBUIlleHHS He Oyne HeOOXimTHUM.

BumiproBaHHSIM KOHIIEHTpalil TaMOTPUAKKHY B CUPOBATLI [0 i MiCs MOYaTKy 3aCTOCYBaHHS
TOPMOHAJIbHUX KOHTPALIEIITUBIB MOXKHA IiATBEPAUTH, 1110 6a30Ba KOHIEHTPAIIiS TaMOTPUIKUHY
HiATPUMYETHCS. 3a HeoOXiMHOCTI D03y CIif afanTyBaTH. Y XKiHOK, SKi MIPUUMAaOTh TOPMOHAJbHI
KOHTpAIeNTHBY, 110 TepentadaioTh ONUH TUKOEHb HeaKTUBHOTO JIiKyBaHHS (TUXKAEeHb 6e3
3aCTOCYBaHHS TaONIETOK), KOHTPO/Ib PiBHS JTAMOTPUAKUHY B CUPOBATIII CITifl TPOBOAUTH MPOTITOM 3-
r'0 TUXKHS aKTHBHOT'O JIiIKyBaHHS, TOOTO 3 15-T0 mo 21-if meHb HUKITY puitoMy TabneTok. HeobxigHo
PO3TITHYTH MOZKJIMBICTh 3aCTOCYBaHHS KOHTPAIENITUBHUX IIPeIapariB, I0 He nependadyaioTh THKHS
6e3 mpuiioMy TabneTOK, SIK Teparil nepiuoi fiHii (Hanpukiia, MOCTINHUN TPUIOM FOPMOHAJIBHUX
KOHTpallenTHBiB ab0 HEropMOHaIbHI METOMU; AUB. po3ainu «OcobIUBOCTI 3aCTOCYBaHHSI» Ta
«B3aeMopis 3 iHIMMMY JTiKapChbKUMHU 3ac00aMM Ta iHIII BUAM B3AEMOIiii»).

I[IpunuHeHHA NPUUOMY 20DMOHAALHUX KOHMPAUeNnmueig nauieHmamu, AKi 8ce npuuMarmo
niompumyroui 0o3u aamompuoxcuHy i HE nputimaroms npenapamau, wo iHOyKyoms 2410KYPOHI3auito

AAMOMPUONCUHY.

[TigTpuMyio4y 003y 1aMOTPHUAXKUHY B OilbIIOCTI BUMAKiB HeoOximHO 3HM3UTH Ha 50 % (muB. po3minu
«Oco6IMBOCTi 3aCTOCYBaHHS» Ta «B3aeMofis 3 iHIIMMHU JTiKapChKUMK 3ac00aMu Ta iHIIT BUOK
B3a€EMO[Iifi»). PEKOMEHIyeThCS IOCTYIIOBO 3HUXKYBATU NOOOBY 403y TaMOTPUIXKUHY Ha 50-100 mMr
moTuKHS (He Ginmbire 25 % Bixg 3arambHOI fOOOBOI 103U Ha THXKIEHb) IPOTITOM 3 THXKHIB, SKIIIO He
icHye iHIIMX TTOKa3aHb Ha MifCcTaBi iIHOAWBigyaIbHOI KIiHIYHOI BigIOBIfi.

BumMiproBaHHSIM KOHIIEHTpAIlil JaMOTPUAXKHKHY B CUPOBATLi KPOBI [0 i MiC/Is MO4YaTKy 3aCTOCyBaHHS
TOPMOHA/IbHUX KOHTPAlLleITUBIB MOXKHa MinTBEPAUTH, 1110 6a30Ba KOHILIEHTpAllid JIaMOTPUAXKIHY
NiATPUMYETHCS. Y XKiHOK, IKi 0axkKaiTh NPUNUHUTY IPUHOM TOPMOHAIbHUX KOHTPAIENITUBIB, 1110
nepen0adaloTh OOUH TUXKIEHb HEaKTUBHOTO JTiKyBaHHS (TUXOEeHb 0€3 3aCTOCyBaHHS TablIeTOK),



KOHTPOJIb PiBHS JIaMOTPUIXKUHY B CUPOBATL]I KPOBi IIOBUHEH IIPOBOAUTUCS IIPOTATOM 3-TO TUKHSA
aKTUBHOTO JIiKyBaHHS, TOOTO 3 15-r0 mo 21-# feHb MUKIy puiioMy TaOeToK. 3pa3Ku [is OLiHKU
PiBHS TaMOTPHUAXKUHY IIiCJIS MOCTIMHOTO IPUIIMHEHHS IIPUIHOMY KOHTPAIENTHBY He CJIif 30upaTH
IIPOTATOM MEPIIOr0 TUXKHSA IICIISA IPUIIUHEHHS UOTO IPUUOMY.

IToyamok mepanii 1aMOMPUONCUHOM Y HCIHOK, AKI 8Ce NPUUMAOMb 20PMOHA/NbHI KOHMPAU,enmuasu.

[TigBUITIeHHS MO3Y ITOBMHHO BifTIOBiMaTH peKOMEHMOAIIAM IIOI0 CTAaHOAPTHOI MO3HU, HABEOEHUM Y
TabIUIAX.

IToyamokK i npunuUHeHHA NPUUOMY 20PMOHAAbHUX KOHMPAU,enmueig nauieHmamu, sKi sxice
npuumarms niompumyoyi 003u aamompudxicuHy, a makoxc [IPUMMAROTD iHOykmopu
2/I0KYPOHI3AUIl 1AMOMPUONHCUHY.

KopuryBaHHSI peKOMEHI0BaHOI HMiATPUMYIOY0i 03K JIaMOTPUIXKUHY He € 000B’I3KOBUM.
O0HouacHe 3acmocy8aHHA 3 AMA3aHABIPOM/PUMOHABIPOM.

KopuryBaHHSI peKOMEHI0OBaHOI 103U JJaMOTPUAXKUHY B pa3i #0Tro JofaBaHHS OO iCHYIOYOI Teparril
aTa3aHaBipOM/PUTOHABIPOM He € 000B’I3KOBHM.

[TamienTaMm, gKi BxKe MpUUMaOTh DIATPUMYOUY 003y JIaMOTPUIXKUHY Ta He IPUIMAalOTh IHOYKTOPIB
TJIIOKYPOHi3allii, B pa3i [oIaTKOBOT0 MpHU3HAaYeHHS aTa3aHaBipy/pUTOHaBipy Moxe OyTu moTpibHe
30inbINeHHS NO3W JJAMOTPUOKKHY, a B pa3i NIpUNUHEHHS IPUUOMY aTa3aHaBipy/pUTOHABIPY - 1l
3MEHIIeHHS.

KoHTposnb piBHA NTaMOTPULXKUHY B I1J1a3Mi KPOBI CJIifi IPOBOAUTH A0 Ta IPOTATOM 2 TUXKHIB ITiCIg
o4aTKy ab0 MpPUIMHEHHS 3aCTOCYBaHHS aTa3aHaBipy/pUTOHaBIpPY [/ BU3HAUEHHS HEOOXiTHOCTI
KOPUTYBaHHS 03U JTaMOTPUAXKUHY (OUB. Po3in «B3aemopis 3 iHIIMME JTiKapCbKUMU 3aco0aMu Ta
iHmI BUOM B3aEMOMin»).

OO0HouacHe 3acmocy8aHHA 3 A0NIHABIPOM/PUMOHABIPOM.

KopuryBaHHSI peKOMEHJ0BaHOI 1031 TaMOTPUIXKUHY B pa3i 10oro JofaBaHHS OO0 iCHYI04Ol Tepartil
JIOTIiHaBipOM/PUTOHABIPOM He € 000B’I3KOBUM.

[TamienTaM, gKi BxKe IpUUMaOTh TiATPUMYOYi JO3U JJaMOTPUAXKUHY Ta He IPUIUMAalOTh IHOYKTOPU
TJIIOKYPOHi3allil, Tpu J0JaTKOBOMY IIpHM3Ha4YeHHI JIOMiHaBipy/pUTOHABIPY MOXKe 3HaLOOUTHCS
306inbIIEeHHS NO3U JIaMOTPUAXKKUHY, @ B Pa3i IPUNKUHEHHS 3aCTOCYBaHHS JIOMiHABIpY/pUTOHABIPY - il
3MEeHILIEeHHS. MOHITOPUHT JIaMOTPUAKUHY B I1JIa3Mi CJIif IPOBOJUTH IO i IPOTATOM 2-X TUXKHIB ITiCIg
1o4aTKy ab0 MPUIMHEHHS 3aCTOCYBaHHS JIONiHABIPY/PUTOHABIPY A1 BU3HAUYEHHS HEOOXiqHOCTI
KOPUTYBaHHS 03U JTaMOTPUAXKUHY (OUB. po3xin «B3aemopis 3 iHIIMMU JIikapCbKUMU 3aco0aMu Ta
igm BuOM B3aEMOMin»).

ITauieHmu aimHb020 BiKYy (8iKoM 8i0 65 poKis).

KopuryBaHHS 003U IpenapaTy BiIlIOBiIHO 10 pEKOMEHI0BaHOI CXeMHU He € 000B’SI3KOBUM.
dapMaKOKiHETHKa JaMOTPUAXKUHY B I[iM BIKOBiY rpyIi 3HAYHO He BiIPi3HSAETHCS Bif
(bapMaKOKiHETUKHU y TOPOCIIKX MAIiEHTIB BiKOM [0 65 POKiB (IuB. po3ain «dapMaKoKiHETHKa»).

Hupkxosa HedocmamHicme.

[Ipu 3acTocyBaHHi JlaMikTaly nauieHTaM i3 HUPKOBOI HEJOCTATHICTIO CJIi JOTPUMYBAaTUCh



o0epexkHOCTI. [I151 MMallieHTiB i3 TepMiHaIbHOIO CTafli€l0 HUPKOBOI HEOOCTATHOCTI ITOYATKOBY 103y
JTAMOTPHUAKHUHY BCTAHOBITIOIOTh BiTIOBITHO 10 MPHU3HAYEHUX CYIYTHIX JTiKAPChKUX 3aC00iB;
3MEHIIEeHHS MATPUMYI040i 103U MoxKe OyTH eeKTUBHUM IS MAIliE€HTIB 3i 3HAUHUMU IOPYIIeHHSIMHI
byHK1i HEPOK (muB. po3minu «OcoO0NMMBOCTi 3aCcTOCyBaHHA» Ta «PapMaKOKiHETHKA»).

IlevyiHKoga HedocmamHicmov.

[ToyaTKOBY, 3pOCTal0Yy i MATPUMYIOYY HO3U CIif 3MeHIUTH Mpubnu3Ho Ha 50 % marieHTam i3
nomipHuM (cTymniHb B 3a knacudikaniero Yauna-I1'10) Ta Ha 75 % marmierTam i3 TaxkuM (cTymias C 3a
Knacudikaniero Yauna-I1'10) cTyneHeM Me4iHKOBOI HEJOCTATHOCTI. 3pOCTapuy i MigTPUMYy4y AO3U
OTPiOHO KOPUTYBATH 3ajIe2KHO Bif KITiHiuHOI Bigmosifai (muB. po3min «PapMaKoKiHETHKA»).

Himu.

Iis TaMOTPUAXKUHY SIK MOHOTepaIllii IS JIiKyBaHHS [iTel BikoM [0 2 PoKiB abo m0aTKOBOI Tepartii
IJIs TiKyBaHHS [iTel BikoM mo 1 micslls He BuB4Yanach. EQeKTHUBHICTh Ta 6e3meKa TaMOTPUIKUHY STK
IOOAaTKOBOI Teparlii mapiiialbHUX HalaOiB y AiTel BiKoM Bifg 1 Micsiust o 2 pOKiB He BCTAaHOBJIEHi.
Tomy mpenapat He PeKOMEHAYETHCS 3aCTOCOBYBATH HiTAM V IIill BIKOBil KaTeropii.

JlaMOTpUIXKKH He TTOKa3aHUM [JIsT 3aCTOCYBaHHA OiTsAM (mo 18 pokiB) 3 6imonsipHUM PO3/1agoM Yepe3
Te, 110 e(peKTUBHICTH NTpenapaTy He 0yJI0 BCTAHOBJIEHO Ta Y 3B’43KY 3 MiIBUILIEHUM PU3UKOM
BUHUKHEHHS Cyil[uAaabHUX HaMipiB (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHSI »).

Ilepedo3yeanHsi.
CUMIITOMU Ta 03HAKHU

€ MOBifOMJIEHHS IPO BUIIAAKY FOCTPOro Nepeno3yBaHHs (Ipu npuioMi go3, mo y 10-20 pasis
IepeBUIyBaIi MaKCUMaJlbHi TepaleBTUYHI [031), BKII0Yaly4H JieTalbHi BUagkd. CuMIToMaMu
nepeno3yBaHHs OyIM aTakcist, HicTarM, MOPYIIEHHS CBiTOMOCTi, Be/IMKi eMiNenTHYHI Hanagy Ta KoMa.
Takox mpu Imepeno3yBaHHi IIOBiIOMIISIOCH PO Po3UIMpeHHs KoMiaekcy QRS (3aTpuMKa
BHYTPIMIHBOLUIJTYHOYKOBOTO IPOBEEHH) Ta ITON0BXEHHS iHTepBany QT. Po3mupeHHs
koMmiyiekcy QRS mo Ginbie Hik 100 Mcek Moxke OyTH OB’ sA3aHe 3 OilbII TSIKKOI0 TOKCHYHICTIO.

JIiKkyBaHHA

Y pasi nepeno3yBaHHs MallieHTa HEOOXiHO TOCIiTaNi3yBaTH [ IPOBeleHHs BiMOBigHO1
nigTpuMyio4oi Teparmii. HeoOxifiHO 3acToCcyBaTH Tepallilo, HalpaBjeHy Ha 3HUXKEeHHS abcopOiril
(akTHBOBaHE BYTIJA), SIKIIO 1€ HeoOXigHOo. [JomaTKOBe JTiKyBaHHS MPHU3HAYAETHCS 3a KITiHIYHUMU
IIOKa3aHHSIMM, BpDaXOBYIOUM ITOTEHIIMHI PU3UKHU BIIJIMBY Ha IIIYHOYKOBY MPOBIAHICTS. [Ipu
KapAiOTOKCUYHOCTI 3 HeIOCTATHHLOIO BigIOBIII0 HA NTiKyBaHHS HaTpieM OikapOoHATOM CIIif
PO3TJISHYTU AOLIIBHICTh 3aCTOCYBaHHS JIiMiiB BHYTPIIIHbOBEHHO. HeMae qoCBify 3aCTOCyBaHHSA
reMofiani3y s JiKyBaHHS Iepefo3yBaHHs. Y IecTHd 0oOPOBOJIBIIB i3 HUPKOBOIO HEIOCTATHICTIO
20 % namoTpupxuHy 0yJI0 BUBE[EHO 3 OpraHi3My mif 4ac 4-rogMHHOTO CeaHCy TeMofiiai3y.



ITobiuni peakuii.

[To6iyni peaxiii myIst MoOKa3aHb [0 JIIKYBaHHS eliyierncii Ta OimoaspHUX PO37IafiB, 0 I'PYHTYIOTHCS Ha
HasBHUX JaHUX KOHTPOJIbOBAaHUX KJIIHIYHUX AOCIIAXKEHb Ta 1HIIOTO KJIIHIYHOT'O AOCBiNYy, 3a3HayeHi B
tabmumi 8. YacToTHI KaTeropii oTpuMaHi B X0fi KOHTPOJIbOBAHUX KITIHIYHUX OOCIIiIXKeHb (MOHOTepaIril
eriserncii (mo3HadeHi 5K 1) Ta 6imonspHOro po3naay (mo3HaueHi 5K §)). AKII0 YacTOTHI KaTeropii 3a
KJTIHIYHUMY DAaHUMU OOCIIiIXKEeHb elriferncii Ta 6imonsipHOro Po3aAy Bimpi3HSIIOTHCS, 3aCTOCOBYETHCS
HalHMXK4Ya 4acTOTa. 3a BIACYTHOCTI faHUX KOHTPOJIbOBAHUX KITIHIYHUX JOCTIIXK€EeHb YaCTOTHI
KaTeropii 0y/nu oTpuMaHi 3 iHIIOro KITiHiYHOTO HOCBidy.

He6axaHi peakiii po3moisieHi 3a 4aCTOTOI0 TaKUM YUHOM:

nyxe 4dacto (= 1/10); gyacto (= 1/100, < 1/10); meuacTto (> 1/1000, < 1/100); pigxo (> 1/10000,
< 1/1000); myxe pigko (< 1/10000); HeBiAOMO (HEMOXKIIMBO OLIHUTHU 3a HaIBHUMU AAHUMHU).

Tabmnuig 8

MMeYiHKM Ta
PKOBYOBUBIMHUX HIISIXIB

nediHKK®, MiNBUIEHHS T0Ka3HUKIB ¢byHK1ii

IeYiHKu

CucteMu Ta OpraHu [To6iuHi peaxiiil HacToTa
Po3snapu 3 60Ky KpoBi |['eMaTosoTiuHi opyiieHHs 1, BK/II04Yal0oyu [lyxe pigko
Ta J1iMpaTUIHOI HEUTPOIIEHII0, JIeUKOIIeHi0, aHeMilo,
CUCTEMHU TPOMOOILIUTOIIEHI0, TAHIIUTOIIEHIO,
QIIaCTAYHYy aHEeMIil0, arpa’yJIOnUTO3
['emodaronurapaui niMdorictiountos (ouB. |dyxe pimko
po3min «Oco6IMBOCTI 3aCTOCYBaHHS»)
JliMmbapeHonatia', ncesgoniMmpoma HesimoMo
Posnagy 3 GOKy CHHIPOM TiIepdyTINBOCTi’ [lyKe pifKo
IMyHHOI CHCTEMH [inorammaraoOysiHemis Hesigomo
[IcuxiaTpruyHi po3maau JArpecis, po3opaToBaHICTh YacTo
CroyTaHICTB CBiOMOCTI, ramouuHanii, Tuku  |[dyxe pigko
(pyxoBi Ta/abo romocosi)
KommMapu HesimoMo
Po3nanu 3 60Ky TonoBHUI 6iy1p° IyXe 9acTo
HEPBOBOI CUCTEMH COHNIUBICTD", 3aIaMOPOYEHHS ", TpeMop', Jacto
Ge3COHHS', TPUBOXKHUIL CTaH'
Atakcis' HeuacTo
HictarMm', acenTUYHUI MEHIHTIT (OUB. Pigko
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»)
HecTiuKicTh, po3nagu pyxy, 3arOCTPeHHS [lyXxe pigko
xBopo6u ITapkiHcoHa’, ekcTpamipaMinHi
edekTH, XopeoaTeTo3', 36iNbIIeHHS YaCTOTH
Hanafis
Posnanu 3 60Ky [dunnonis’, HeYiTKIiCTb 30py’ HeuacTo
OPTaHiB 30py KOH'IOHKTHBIT Pioko
Po3napu 3 60ky IIKT [Hypora', 6mosanss’, miapess’, cyxicts y pori'  [dacto
Po3snapgu 3 60Ky [ledyiHKOBa HENOCTATHICTh, AUCHYHKIIIST [lyxe pigko




Po3nanu 3 60Ky wkipu |[IIkipauii Bucum’" [lyKe 4acTo

Ta _HiHU-IKiPHOI Aromiertisi, peakiiil (OTOYYTIUBOCTI HeuacTto

KJTITKOBUHH MynbTH(GOPMHA epuTeMa, CUHIPOM Pigko
CriBenca-II:xoHCOHA®
TOKCUYHUY enilepMasIbHUN HEKPOJIi3 [lyxe pigKo
Peak11is Ha JTiKU 3 €03UHOQITIEI0 Ta [lyXxe pigko
CUCTEMHUMH TIPOSIBAMU”

Po3nanu 3 60Ky ApTpanris’ Jacto

CKeJIeTHUX M’'3iB Ta
3’€qHYBaJIbHOl TKaHUHU
Po3nagu 3 60Ky HUPOK |[yOynoinTepcTuliianbuuit He@puT, curgpoM  |HeBigomo

BoBuakonofiOHi peakiril [lyxe pigko

Ta CUCTEMHU TyOyI0iHTePCTUIIANEHOI0 HEPPHUTY 3 YBEITOM
CeYOBUIIIEHHSI

3araneHi po3nanu Ta  [CToMioBaHICTE, 6inb’, 6inb y cnuHi' JacTo
peaxiril B Micti

BBEMICHHS

Omnuc okpeMux HebaXKaHUX Peakirii

1l“eMaTonorqui BigxuieHHd Ta JiMpameHonaTis MOXyTh OyTH 5K II0B’g3aHi, Tak i He
IIOB’sI3aHi 3 peakllielo Ha JIiKK 3 e03UHOPIITi€I0 Ta cCucTeMHUME ITposiBaMu (DRESS)/
CHHOPOMOM TinepuyTnuBocTi (auB. «Oco0IMBOCTI 3acTOCyBaHHS» Ta «Po3nmagu 3 60Ky iMyHHOI
CUCTEMU>).

*Tak0K MOBITOMIIAIOCS IIPO BUCHI K YaCTHHY I[bOr0 CHHAPOMY, Takox Bigomoro sik DRESS. Ilei
CTaH CYIIPOBO[XKYBaBCS Pi3HOMaHITHUMU CUCTEMHUMU CUMIITOMaMH, BKJII0YalO4U rapsadky,
nimpaneHomnaTio, HabOpsK 06IMYYSs, BIIXUIEHHS V TapaMeTpax KPoBi Ta MOPYIIeHHs QYHKIIII
MeYiHKY Ta HUPOK. CHHAPOM MoxKe MaTH Pi3Hi CTymeHi TIXKKOCTI Ta y PilKUX BUITagKaX MOXKe
IIPHU3BOOUTH 10 AUCEMIHOBAHOTO BHYTPIITHBOCYOAUHHOTO 3rOPTaHHS KPOBi Ta IOTiOpraHHol
HeOCTaTHOCTI. BaXX/IMBO BiI3HAYUTH, 10 PaHHI 03HAKU TiepUyTIUBOCTI (HalpUKiaf, rapsdyka Ta
niMbapeHonaTisg) MOXYyTh 3 IBISTHACS HaBiTh 3a BiICYTHOCTI MIKipHOTO BUCUITY. 3@ HAsIBHOCTI TaKUX
CHMIITOMIB ITAIliEHTa CITi HerahHO 00CTEXUTH Ta, 3a BifCyTHOCTI iHIIUX MPUYUH, BIIMIHUTH IPUIAOM
JlaMikTany.

3 Lli peakuil cnocTepiranucs B KIiHIYHINM TPaKTULI IPY iHIINX KTiHIYHAX CTaHaX.

Byno Bif3Ha4yeHo, 110 IaMOTPUAXKUH MOXKe IIOTipIIyBaTi CUMITOMU IapPKiHCOHI3MY B IIAI[i€HTIB i3
xBopo0Ooto [TapKiHCOHa, Ta OKpeMi IOBifOMIIeHHS IIPO eKCTparnipaMifHi eheKTu Ta X0peoaTeTo3 y
naiieHTiB 6e3 IbOro CTaHy.

4 [TopymeHHs QyHKII MeYiHKY 3a3BUYall acolil0OETLCA 3 PEaKIlisIMU TilepuyTIAUBOCTi, aje
omucaHi okpeMi Bunagku 6e3 BUpaXKeHUX CUMIITOMIB TillepyyTINBOCTI.

5 Y KniHIYHUX JOCTIIXKEeHHSIX cepel AOPOCIUX WIKIPHUM BUCHUII CcIiocTepiraBcsa y 8-12 %
TAITiEHTIB, 110 MPUMAMaIN JaMOTPUIXKUH, Ta ¥ 5-6 % MmallieHTiB, 1110 mpuitmManu mnaiebo.
Bucun 6yB IpUYMHOIO BigMiHu mpenapaty B 2 % martrieHTiB. [IIKipHUI BUCKTT MaB MaKyJo-
IanyJb03HUY XapaKTep, HaudyacTillle BUHUKAB IPOTATOM BOCBMU TUXKHIB Bif] TOYaTKy
JiKyBaHHS Ta 3HUKAB Iic/g Bigminu JlamikTany (muB. po3nin «Oco6IUBOCTI 3aCTOCYBaHHS»).



[ToBigoMIsinOCs PO BUHUKHEHHS TSIXKKUX IMOTEHIINHO HeOe3MeUHUX OIS XKUTTS IIKiPpHAX
peaxiiv, BKiao4auyu cuHgpoM CriBeHca-[[?)KOHCOHA, TOKCUYHUM elliflepMaibHUui HEKPOJIi3
(curgpoM Jlaenna) Ta peakiiiio Ha KU 3 e03MHO(Ii€I0 Ta cucTeMHUMH nposiBamMu (DRESS).
Xoua GinbIIiCTh MALiE€HTIB MiCNIS BiAMiHM TaMOTPUAXKUHY OAYKYIOTh, Y HEIKUX Talli€HTiB
3aJTMIIAI0THCS He3BOPOTHI PyO1li; y PigKiCHUX BUMIAAKaX I[i CHHIPOMH IIPHU3BOMMIIM 0 CMEPTi (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3arajibHuY pU3UK BUHUKHEHHS WIKIPHOTO BUCUITY, BOYEBUb, TICHO IIOB'I3aHUN i3:

- BUCOKHMMHM ITIOYATKOBAMHU [03aMH JIAMOTPUOKKHY Ta ITePEBUIIEHHSIM PEKOMEH0BaHOI CXeMHU
30inbIIIeHHS NO3H NIPY Tepallii JaMOTPUAKUHOM (IuB. po3fin «Croci0 3acTocyBaHHS Ta JO3U»);

- TIapalieIbHUM 3aCTOCYBaHHSIM Ba/lbIIpPoaTy (OuB. po3min «Crocid 3aCTOCyBaHHS Ta JO3U»).

[CHYIOTD ITOBiOMJIEHHS TIPO 3HMKEHHS MiHEpasbHOI IIiTbHOCTI KiCTKOBOI TKaHMHHU, OCTEOTIEHIIO,
OCTEOTIOPO03 Ta IIepejIOMH y TalliEHTiB, IKi mepe0yBaloTh Ha TpUBAJIill Teparil TaMOTPUIXKIHOM.
MexaHi3M, 3a JOIOMOT010 STKOTO JTaMOTPUAXKUH BIUIMBAE Ha KiCTKOBUM MeTa001i3M, He BU3SHAUYEHO.

3BiTYBaHHS IIPO Mif03pIOBaHi M06iYHiI peakiril

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpaltiii TikapchbKoro 3aco0y Ma€ BaXkKJjIuBe

3HayeHHs. lle mae 3MOry IpOBOAUTHA MOHITOPUHT CITiBBiHOILIEHHS KOPUCTh/PU3UK IIPX 3aCTOCYBaHHI
ITbOT'0 JTIIKapChKOTro 3acoby. MenuuHuM Ta GpapMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IalieHTaM abo
iXHiM 3aKOHHUM IIPeCTaBHUKAM CJIifl IOBiHOMJISITH IIPO YCi BUMIQKHU MTig03pI0BaHUX MOGIYHUX
peaxiiiit Ta BifcyTHOCTI e(eKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpMaIliiHy
cucTeMy 3 (hapMaKOHAarIsAdy 3a nocuiaHHsaM: https://aisf.dec.gov.ua.

TakoxX Ipo yci BUMaiKX Mig03pioBaHUX MOOIYHUX peakIlii Ta BilCyTHOCTi e(eKTUBHOCTI JIiIKapChKOTO
3acoby moxHa nopigomnata TOB «'nmakcoCmiTKnsitn ®apmachioTikanc YKpaiHa» 3a 1inofo60BuM
tenedonoM (044) 585-51-85 abo Ha email oax70065@gsk.com.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.
30epiratu y CyxoMy Ta 3axMILeHOMY Bifl CBiT/ia Miciii mpu TeMnepaTypi Hux4de 30 °C.

36epiraté B HEOOCTYIIHOMY IJIST OiTeW MicCIIi.

YnakoBka.

ITo 14 Tabnetok mo 5 mr ab6o mo 50 mMr a6o mo 100 mr B OGmicTepi; mo 2 GricTepu B KapTOHHIN KOpoO11i
3 MAapKyBaHHSIM YKPaiHChKOIO MOBOIO.

[To 14 Tabnetoxk 1mo 50 mMr abo o 100 mr y 6ricTepi i3 3axXuUCTOM Bifi BiTKpUBaHHS TiTbMU; 110 2
OrmicTepu B KapTOHHIM KOPOOIIi 3 MapKyBaHHSIM YKPAIHCHKOI MOBOIO.



ITo 30 TabneTok mo 5 Mr y (r1akoHi 3 MoJieTHIeHy BUCOKOI IITiIbHOCTI i3 3aXKMCTOM Bifl BiIKpUBaHHS
nitTeMy; Mo 1 ¢hakoHy B KAPTOHHINM KOpPOOIli 3 MapKyBaHHSIM YKPaiHCHKOI MOBOIO.

Kareropis BigmycKy. 3a penentoM.

Bupoonuxk. [lendapm ITo3uans C.A., [Tonbita/Delpharm Poznan S.A., Poland.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOT0 Tis/TbHOCTI.

189, Byn.I'pronBanbaceka, 60-322 [To3nans, [Tonbma/189 Grunwaldzka Str., 60-322 Poznan, Poland.



