IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TOITIAMAKC®
(TOPAMAX®)
Cknao:
ditoua pevosuHa: topiramate;
1 karmcyma micTuTh Tommipamary 25 mMr abo 50 mr;

0ONoMIdCHI pe4oBuHU: caxapo3a, MTOBIIOH, IIEJTI0JI03K alleTaT, KeJlaTHH, BOJa O4YUIeHa, copOiTaH
MOHOJIaypaT, HaTpito maypuincynbdat, TuTany giokcup (E 171), po3uuH rina3ypi menaky B €eTaHO,
3aniza okcup yopuui (E 172), ciupT OyTUIOBUM, CIUPT i30IIPOITiSIOBUH, IIPOIIiJIEHTTiKOJIb, aMOHi0
TiIPOKCHU]I.

JIikapcbka ¢opma. Kancynu.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

Kancyau no 25 me: TBepHi XeJaTUHOBI Kancynu po3MipoM Ne 1, 110 CK1afalThCs 3 HEIPO30POTO
KOopIrycy 61i710ro KOJIbopy 3 HAllUCOM «25 mg» Ta IPo30poi Kpuinedku 3 HanrucoM «TOP». BmicT
KaIICyJI - rpanyu O6inoro abo Maiixke 06iloro Kombopy;

kancyau no 50 me: TBepAi KenaTHHOBI Kancynu po3MipoM Ne 0, 110 CK1afaloThCa 3 HEIIPO30POTOo
Kopmycy 0i1oro Konbopy 3 HamucoM «50 mg» Ta IIpo30poi Kpuieyku 3 HanucoMm «TOP». BmicT
KaIlCyJ - rpanynu 6inoro abo maiixke 6inoro Kombopy.

dapmakoTepaneBTHYHA rpyna. [IpoTueninenTuyHi 3acobu. [HII npoTueninentuyHi 3acodu.
Tomipamat. Kog ATX NO3A X11.

dapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

TomipamaT HaleXUTh A0 Kiacy cyiabdaMaT3aMilleHuX MOHOCaxapuaiB. TOYHUM MeXaHi3M, 3a IKUM
TOIlipamMaT YMHUTh IPOTUCYAOMHY Ta MPO(iTaKTUUHY Oil0 IPOTH MirpeHi, HeBifOMU.
EnekTpodizionoriuni Ta 6ioxiMiuHi gocmigKeHHs Ha KyJIbTypaX HeMPOHiB BUSIBUNIA TPX BJIaCTUBOCTI,
SIKi MOXKyTb OyTH IIOB’S13aHi 3 TPOTHUENINENTUYHO e(EeKTUBHICTIO TOIipaMary.

TonipamaT 6710Ky€e HaTpieBi KaHay i TPUTHIUY€e BUHUKHEHHS IIOBTOPHUX MTOTEHIIiaiB [ii Ha Tii
TPUBAJIOl fenossgpu3alii MemOpanu HelipoHa. TomipaMat nigBuinye 4actoTy akTusalii [ABA,-
petieniTopiB g-amiHoOyTupaToMm ([ABA), a Takox 306inbinye 3maTHicTs [ABA iHOyKyBaTH MOTIK i0HIB



XJIOPY B HEUPOHHU, II0 CBIAYUTH IIPO BJIAaCTUBICTH TOMipaMaTy IIOCUJIIOBATH aKTUBHICTh IbOTO
inribiTopHOTO HelipoTpaHcMiTepa. Lis nist He 61OKy€eThCS TyMa3eHinoM, aHTaroHiCTOM

6en3opiazeniny. [Jo Toro Xk, TomipaMat He 30i/blIy€e TPUBAIOCTI Yacy, KOJIU iOHHI KaHAJHU €
BiIKpUTUMH, 1110 Biipi3Hse TomipaMart Bim OapbiTyparis, ki MogymiooTs [ABA,-penientopu.

TomipaMaT MoxKe MOMy/IIOBaTA HeUyTNIHBUIM [0 OeH3omia3eminy migTun [ABA,-penienTopiB BHACIIZOK
CYTTEBUX BiIMIHHOCTEW y MPOTUENiNIENTUYHUX BIIaCTUBOCTSX ToNipaMaTy i 6eH30/ia3emiHiB.
TomipamaT nepemkoaXae 30aTHOCTI KalHaTy akTuByBaTu miaTun KaiHat/AMIIK (a-amiHo-3-
TiAPOKCH-5-MeTuIi30KCa30/1-4-IpoIioHOBa KUCJI0Ta) TJIyTaMaTHUX PELeNTOpPiB, ajle He Ma€ IBHOTO
BIIJIUBY Ha akKTHUBHICTh N-MeTun-D-acnapraty (NMDA) cepen migtuny NMDA-penenTopis. Lli edpektu
TONipaMaTy € 3ajleXKHUMH Biff KOHLIEHTPaIlil ¥ IIJIa3Mi KpoBi B Mexax Bifg 1 MkMomib go 200 MKMOJTB,
MiHiMaJIbHa aKTUBHICTh Y MexXax Bifl 1 MKMOJjib 70 10 MKMOJIb.

Kpim Toro, TomipamaT IpUTHIYyEe aKTUBHICTh OesIKUX i30pepMeHTiB KapOoaHTigpa3u. 3a
BHpaXeHICTIO Iel ¢hapMaKoJIOTiYHuY e(eKT ToImipaMaTy 3HaYHO NOCTYNA€EThCS BiATIOBITHOMY
TIOKa3HUKY alleTa3oaMiny - BimomoMmy iHribiTopy KapboaHrigpasu, TOMY i aKTHBHICTh ToIlipaMaTy
He BBaXa€ThCSI OCHOBHUM KOMIIOHEHTOM MOT0 IPOTUEMINIENTUYHO] [Iil.

dapmaKkoKiHemuxka.

dapmakoKiHeTHYHUY NPOQinb TomipaMaTy, IOPIBHAHO 3 IHIIUMYU NIPOTUENIIENTUYHUMY JIiIKapChKUMU
3acobaMu, XapaKTepHU3Y€ETHCS TPUBAJIUM T1ePiofoM HalliBBUBENEHHS 3 IJIa3MU KPOBI, JTiHIMHICTIO
(bapMaKOKiHETUKH, TTepeBaKHO HUPKOBHUM KJTipEHCOM, BifICYTHICTIO CYTTEBOTO 3B’3yBaHHA 3 GiTKaMu
Ta BiACYTHICTIO KJIiHIYHO 3HAYYIINX aKTUBHUX MeTabOoIiTiB.

TomipaMaT He € MOTYKHUM iHAYKTOPOM (epMEeHTiB, SKi MeTaboIi3yi0Th JTiKapChKi 3acobu, #oro
MO2KHa 3aCTOCOBYBATH HEe3aJIeXKHO Bifi MPUOMY 1XKi, pyTUHHUM MOHITOPUHT KOHIIEHTpAllill
TOIipaMary y Imi1a3Mi KpoBi He oTpibeH. KimiHiuHi mocmigKeHHS He MOKa3alyd JOCTOBIPHOTO 3B’SI3KY
MiX KOHIIEHTpALiIMU y 1JIa3Mi KPoBi Ta e(eKTUBHICTIO YU TOOIUHUMY peaKIisIMHu.

BcmoxkmysaHHA. TomlipaMaT BCMOKTY€EThCS IIBUAKO Ta eheKTHUBHO. [Ipu mepopaabHOMY 3aCTOCYyBaHHi
100 Mr TomipaMaTy 3mOPOBUM 0OPOBOBLSAM CEPENHS MiKOBa KOHIIEHTpalis y mna3mi Kposi (C,,,,)

1,5 MKr/Mn gocsaranacs npotarom 2-3 rogus (T,,,). [Ticisg mepopanbHOT0 3aCTOCyBaHHA TOIipaMary 3
PaioaKTUBHOIO MITKOIO Ta OIIiHKM Pafi0aKTUBHOCTI cedi 6yJI0 BCTAaHOBIIEHO, III0 CepenHill piBeHb
BCMOKTYBaHHA IepopaibHoi fo3u 100 mMr “C-Tomipamarty cknapae moHaiMenme 81 %. [xa He mae
KJTIHiYHO BaXKJIMBOTO BIIJIUBY Ha Oi0MOCTYIHICTh TOipaMary.

Po3nodia. 3 6inkamu maa3Mu KpoBi 3B’a3yeTbest 13-17 % tomipamaty. [Toka3aHo, 110 AifsgHKa 3i
cnabKolo 3MaTHICTIO 3B’SI3yBaTHCS i3 TOIipaMaToM B/Ha €pUTPOIMTAX HOCSATA€E IIOPOTra HACUYEHHS IIPU
KOHIIEHTPAIlifX y maa3Mi KpoBi moHap 4 MKr/mi. O6’eM pPO3MOAiny 3MiHIOETHCSA 00EPHEHO
IIPOIOPLIiKHO A0 Jo3u. ITicnsa ogHopa3oBoro npuiiomy mo3u Big 100 go 1200 Mr 3HaYeHHS CEPEegHbOT 0
ysiBHOT'0 00’eMy po3mnominy ctaHoBuTh 0,80-0,55 n1/kr. BenumuuHa 06’eMy PO3MOMiNy 3a1eXKUTh Bif
CTaTi: y XKiHOK BOHa CTAHOBUTD NpuOmu3Ho 50 % Bif 3Ha4YeHb, III0 CIIOCTEPIraloThCs Y YOJIOBIKIB, 110
TIOB’SI3YIOTh 3 GiJIbII BUCOKMM BMiCTOM KMPOBOI TKAHUHHU B OPTraHi3Mi XKiHOK; Taka pi3HHUILIS He €
KJTIHIYHO BaXKJIHBOIO.

Memabosizm. Y 300poBux 1oOPOBOJIBIIB TOIipaMaT ITepeBaxHO He IifmaeTscsa MeTabomi3My

(~ 20 %). Ane y nauieHTiB, SKi OTPUMYIOTh CyNIyTHIO TePaIil IPOTUENINEeNTUYHUMY IpernapaTaMu 3
BiJOMUMH BIACTUBOCTSIMHU iHAYKYBaTH PEPMEHTH, SIKi BiITOBiga0Th 3a MeTa00ITi3M JTiIKapChbKUX
3aco6iB, meTabosi3M TomipaMaTy migBuiyBaBcs mo 50 %. I3 mra3mu KpoBsi, cedi Ta ¢pekantiit moguHuT
Oymnu BupineHi Ta inenTudikoBani 6 MeTaboJIiTiB, YTBOPEHUX IIJITXOM TiTPOKCUITIOBAHHS, TiopoJIi3y Ta
raokypoHiganii. KoxeH 3 nux MeTaboiTiB ckiagaB MeHIe 3 % Bif 3aranbHOI pafilioaKTUBHOCTI cedi



IiCJIs 3aCTOCYBaHHS 14C-Tor[ipaMaTy. IocmigXeHHsT IBOX MeTabo0IiTiB, 1110 306eperiu OinbIIicTb
CTPYKTYpH TOIlipaMaTy, MO0Ka3allH, 1110 BOHU BUSBIISIOTh HEBEJIUKUM a00 30BCiM He BUSBIISIOTH
IPOTUCYLOMHOTO eQeKTYy.

BusedeHHs. OCHOBHUM IIJITXOM BUBEJIEHHS HE3MiHEHOT0 TolipaMarty (moHavMenne 81 % Big go3wu) i
0ro MeTaboMiTiB y MOAMHM € HUPKU. BIU3bK0 66 % mo3u '“C-TomipaMaTy BUAINAETLCA ¥
He3MiHEeHOMY BUTIJIAMI i3 cedero npoTsaroM 4 pgHis. [Ipu 3actocyBarHi 50 Mr ta 100 mMr TomipaMarty 2
pasu Ha mo0y cepenHiit HUPKOBUY K/IipeHC CTaHOBUTH 611M3bK0 18 Mi/xB Ta 17 MJI/XB BigIOBifHO, 1110
CBigYuUThL IIPO KaHasbIleBy peabcopOiIrito Tomipamaty B HupKax. Lli maHi y3romxKyoThcs 3
pe3ynbTaTaMy [OCTiIKEeHb Ha IIypax, SKUM TollipaMaT 3aCTOCOBYBaJId OMHOYACHO 3 IPOOEHeuI0oM
Ta CIIOCTepiranu CyTTEBe MiABUILEHHS HUPKOBOI'O KIipeHCy TomipaMarty. [1icis mepopaibHOTO
3aCTOCYBaHHS IJIa3MOBUH KJIipeHC penapaTy cTaHOBUTH 20-30 MJ1/xB.

JliHiliHicmob. TonipaMaT Mae HU3bKY MiXKCy0 €KTHY BapiaOe/lbHICTb KOHIIEHTpPALil Y IIa3Mi KpoBi,
TOMY #0r0 hapMaKoKiHETHYHiI BIaCTUBOCTI € epenOauyBanuMu. PapMakoKiHeTHKa TOMipaMaTy €
JIHIWHOIO, IIa3MOBUY KITIPEHC 3aNTUIIAETHCS IOCTIMHUM, a IIJIOIIa ITif KPUBOIO «KOHIIeHTPalIlig-dac»
30iMTBIITYETHCS MO30IIPOIIOPIIiMHO MicIs 3aCTOCYyBaHHS 003 y Aiana3oHi Bim 100 mr mo 400 Mr
3[00POBUM 0OPOBOJBLAM. Y TAIliEHTIB 3 HOPMaJIbHOIO (PYHKITIEI0 HUPOK PiBHOBaXKHA KOHIIEHTPALlid
71a3Mi KPOBi locsSraeThes mpoTsarom 4-8 guis. 3HaueHHs C,,, miciss 6araTopa3oBOTo epopaabHOTO0
3actocyBaHHs 100 Mr TomipamaTy 2 pa3u Ha 100y 3M0POBUM H0OPOBOJIBLSAM CTAHOBUTH 6,76 MKT/MII.
[Ticnsa 6araTopa3oBoro mpuiiomy o3 1mo 50 i 100 mMr 2 pa3u Ha 0o0y cepenHil nepion
HalliBBUBEEHHS TOIipaMary 3 IIJla3MU KPOBi CTAaHOBUTH MPUONMKU3HO 21 roouHy.

OO0HouacHe 3acmocyBaHHsA 3 IHWUMU npomueniienmu4HuMu Aikapcvkumu 3acobamu. baraTopa3ose
3aCcTOCyBaHHS TomipaMaty y mo3ax Big 100 mo 400 mr 2 pa3u Ha {00y ofHOYACHO 3 (DeHiTOIHOM Yu
KapOaMa3emiHoM IeMOHCTPYE HO30IPOIOPIIifiHE 3pOCTaHHS KOHIIEHTpallil TomipaMaTy y maa3mi
KPOBI.

INopyweHHA pyHKUII HUPOK. Y XBOPUX 3 IOMIPDHUMY Ta TAKKUMU MOPYIIEHHAMEU (QYHKIIII HIPOK
TITa3MOBH# Ta HUPKOBHI KITipeHC TomipaMaTy 3HuXyeThes (CLqi £ 70 My1/xB). BHacCTigok mporo
IIPY 3aCTOCYBaHHI 3aJaHol 03U IIpenapaTy y Nalli€HTiB 3 MOpyleHHIM QYHKITl HUPOK
OUiKyIOTHCS BUIII PiBHOBAXKHI KOHIIEHTpAIIil TomipaMaTy y IIjla3Mi KPOBi MOPiBHSHO 3
nalieHTaMu 3 HOPMaIbHOI (QYHKIIi€I0 HUPOK. [TallieHTaM 3 BifOMHUMHU IOPYIIEHHSIMU
GYHKITM HUPOK Moxke OyTH moTpiObHO Oinbllle Yacy Ojis HOCATHEeHHS PiBHOBaXKHUX
KOHIIEHTpAIi} MiCJIs IPUIOMY KOXKHOI f03U. [lalieHTaM 3 IOMIpHUMU Ta TAXKKAMU
OPYIIEeHHAMY (QYHKIIIN HIPOK PEKOMEHAYETHCS MOJI0OBMHA Bifl 3BUYalHOl IT0YAaTKOBOI Ta
HiATPUMYI0YO01 J03.

TomipamaT epeKTHBHO BUBOOUTHLCS 3 IIJTa3MHU KPOBI IIISIXOM reMopiani3y. [TomoBxkeHn# 4ac
reMofiiasni3y Moxe COPUYMHUTY 3HUXKEHHS KOHIIEHTPAllil TolmipamMaTy HUXK4e PiBHS, HEOOXiIHOTO TS
MigTPHMaHHS MPOTUCYOOMHOTO edeKTy. [/ YHUKHEHHS IIBUKUX 3HUKEHb KOHIIeHTpallil
TOTIipaMarty y Ijla3Mi KpoBi mif yac remopianisy Moxe OyTu moTpibHa momaTkoBa mo3a. [Ipu mobopi
MO3H CJIifl BpaX0oByBaTH: 1) TpUBaiCTh Aiani3HOro mepiomy; 2) MBUAKICTL KTipeHCY Hianmi3Hol
CHACTEMH, 1110 BUKOPUCTOBYETHCS; 3) 3HAUEHHS HUPKOBOTO KJIipEHCY TollipaMaTy y IallieHTa, SKUI
3HaXOOUTHLCS Ha miamisi.

[TopywenHs pyHKuii nevinku. Y TallieHTIB 3 TOPYIIEHHAMYU QYHKIIIM IIeYiHKY Biff CepeaHbOTO
[0 TSI2KKOT'0 CTYIIEHS KJIIpEHC TOoIlipaMaTy 3HUXKYETHCS B CEPETHBOMY [0 26 %. Tomy
nalieHTaM 3 IOpYyIIeHHAMU GYHKII IeYiHKY ToIlipaMaT CIIifi 3aCTOCOBYBATH 3 00€peXkKHiCTIO.

ITayieHmu aimHb020 BiKY. Y NaLi€HTIB JIITHLOTO BiKY, sIKi He MalOTh 3aXBOPIOBaHb HUPOK, I1JTa3MOBUU



KJIipEHC TOTipaMaTy He 3MiHIOEThCS.

Himu (sikom 0o 12 pokis). ®apMaKOKiHETHKA TOIipaMaTy y OiTeH, K i y JOPOCINX, SKUM
3aCTOCOBYIOTh TonaMakc® K JONAaTKOBY TepaIilo, € iHiAHOW; KIipeHC He 3a/Ie2KUTh Bif
M03H1, piBHOBaXKHi KOHIIEHTpAIlil ¥ IJIa3Mi KPOBi MiABUIIYIOTHCS MTPOIMOPIIIKHO A0 703u. OmHaK
y OiTell KIIipeHC BUIIMH, a Iepiof HaliBBUBeAEeHHS KOpoTinuii. OTKe, KOHI[eHTpaIlil
TOIlipaMaTy y IJla3Mi KpPOBi IIpX 3aCTOCYBaHHI OMHUX i TUX XKe 03 B PO3PaxyHKy Ha Kijlorpam
MacH Tijla MOXYTh OyTH HUXKYKUMHU Y OiTel IOPiBHAHO 3 TAKMMU Y OJOPOCTUX. AK iy
IOPOCIUX, MPOTHUEMiIeNITUYHI JTiKapchKi 3aco0u, 1110 iHOYKYIOTh ITe4YiHKOBI (hepMEHTH,
3MEeHIIyIOTh PiBHOBAaXKHi KOHIIEHTpAIlil TollipaMaTy y IIjla3Mi KpOBi IiTel.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

4K MOHOTepalis [y JIiKyBaHHS OOPOCJIUX Ta HiTel BIKOM Bif 6 POKiB 3 maplialbHUMU HanagaMu 3
abo 6e3 BTOPHHHO reHepaIi30BaHUX HAIa/liB Ta MEePBUHHO reHepasi30BaHuX TOHIKO-KJIOHIYHUX
Halamis.

4K momaTKoBa Tepalis [Jis JIiKyBaHHS OOPOC/IUX Ta [OiTel BIKOM Bif 2 POKIB 3 IaplialbHUMU
HamnagaMy 3 a6o 6e3 BTOPMHHO reHepasli3oBaHuX HallafiB abo IepBUHHO IT'eHepali3oBaHUX TOHIKO-
KJIOHIYHUX HallafliB Ta JIiIKyBaHHS HalafiB, aCoL[ii0BaHUX i3 cHHAPOMOM JIeHHOKCa - ['acTo.

Insg npodinakTKy HamafiB MirpeHi y IOpOCUX, Micis PETEeNbHOI OLIHKKA MOXKJTHBOCTEH
arbTEPHATUBHOIO JIiKyBaHHA. TollipaMaT He peKOMEHI0BaHUY I JIIKyBaHHS I'OCTPUX CTaHIB.

IIpomunoka3aHHsA.
[TigBuieHa YyTNUBICTL [0 Oymb-IKOTO KOMIIOHEHTA IIpenapary.

[TpodinakTka MirpeHi y BariTHUX Ta XKiHOK PENPOOYKTUBHOTO BiKy, SKILO BOHM He 3aCTOCOBYIOTh
BHCOKOe(EKTHBHI METOIH KOHTPAIEIIii.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.
Bnaus Tonamakcy® Ha iHwi npomuenisenmuyHi npenapamu.

[ToepnanHs npuitoMy TomaMakcy® 3 JMiKyBaHHSM iHIIMMH IPOTHENIENTHYHIMH IpernapaTaMu
(benitoinoM, kapbaMa3eImiHOM, BalbIIPOEBOI0 KUCIOTOI0, (heHoOapOiTamoM, MpuMiToHOM) He BIIJIMBAE
Ha IxHi piBHOBaXHi KOHIIEHTpallil ¥ IyTa3Mi KpoBi, 3a BUHATKOM OKPEMUX IAIiEHTIB, ¥ SKUX
OfHOYACHe 3aCTOCyBaHHs TormaMakcy® Ta (peHiTOIHY MoXKe CIPUYMHUTH MiBUAICHHS KOHIEHTpaIlii
dbeHiToiHYy y m1a3mi Kposi. Lle Moxke 6yTu MOB’s13aHO 3 TPUTHIYEHHSIM cnenudiyHoi momiMopdHOI
izodopmu dhepmenty (CYP2C19). TakuM unHOM, ¥ KOKHOTO Talli€HTa, IKUM IpuiiMae QPeHiTOiH i Mae
KJTiHi4YHi 03HaKK a0 CUMIITOMU iHTOKCUKaIlii, He0OXiIHO KOHTPOIIOBATU PiBeHb GEHITOIHY y Ia3Mmi
KPOBI.

HocnigxeHHsT papMaKOKiHETUYHUX B3a€MOiY y NAIli€HTIB, XBOPUX Ha EIiJIeNcito, MoKa3aro, 110



OJIHOYACHEe 3aCTOCYBaHHS TomipaMaTy B mo3ax Big 100 mo 400 mMr Ha mo0y 3 TaMOTPUAKUHOM HE
BIIMBA€E Ha PiBHOBaXHi KOHIIEHTPAIlil TaMOTPUIXKUHY Y T1a3Mi Kposi. Kpim Toro, He 6yo BUSBIIEHO
3MiH y piBHOBaXXHUX KOHIIEHTPALlisIX TOIipaMaTy y Mja3Mi KpoBi mim yac abo micist BigMinu
JiKyBaHHS JIaMOTPUKUHOM (CepefHs no3a - 327 MT Ha [o0y).

Tomipamat npurHiuye pepmerT CYP2C19 Ta MOKe B3a€MOZIATHU 3 iHIIKMHU PEUYOBUHAMH, SKi
MeTab0mi3y0ThCs UM (HepMeHTOM (HampuKIIaf 3 fia3emamMoM, iMinmpamiHoM, MOKIo6eMinoM,
IIPOTYaHiIOM, OMEIpa30JIoM).

Bnaus iHwux npomuenizenmuyHux npenapamie Ha Tonamakc®.

®eHiTOIH i Kap6aMa3eliH 3HUXKYOTh KOHIeHTpalil Tonamakcy® y naa3Mi Kposi. [JomasaHHS a6o
BimMiHa (eHiToiHy abo KapbaMaseminy mif yac nikysanHs TomaMakcoM® Moxe IOTpeGyBaTh 3MiHK
103 OCTAHHBOTO. [103y CJIifl TUTPYBATH [0 JOCATHEHHS HEOOXiIHOTO TEPANleBTUYHOIO e(EKTy.
IonaBaHHs ab0 BigMiHa Ba/lbIIPOEBOI KUCIIOTH He CIPUYMHSE TEPAeBTUYHO 3HAUYIINX 3MiH
KOHIIeHTpaIril TonaMaKcy® y Iy1a3Mi KpOBi i, BifmoBigHO, He oTpebye 3MiHYU 103 TonaMaKcy®.

Pe3ynbpTaTu 3a3HaUueHUX B3aEMOIiY HaBefeHi y Ta0bmui 1.

Tabmuig 1

ITEII, 1m0 poma€eThes Konuenrtpamnis ITETT KonnenTtpanis Tomamakcy®
deHiTOIH « )

Kapbamas3erin « -

BanbenpoeBa KUCIIOTa « «

JITaMOTpUIKUH « «

denobapbiTan « H]T

[TpuMimoH « HJII

« - BiOCyTHICTB BILIUBY (3MiHa < 15 %);

*k _ MigBUINIEHHS KOHIIEHTPAIlii B OKPEMUX ITaIliEHTiB;
- 3HUKEHHS KOHILIEHTpallil ¥ IJ1a3Mi KPOBi;

H]I - He mocnipxKyBanacs;

[TEII - npoTueninenTUYHUM Mpemnapar.

B3aemo0ii 3 iHwumu Aikapcbkumu 3acobamu.
Hu20KCuH.

[Tig 9ac mocmigKeHb i3 3aCTOCYBaHHIM OMHOPA30BO1 03U IIJIOIIA ITiff KPUBOIO «KOHIIEHTpallig-4ac»
MUTOKCHHY y Ia3Mi Kposi (AUC) npu ogHOYacHOMy npuiiomi Tomamakcy® 3MeHmysanacs Ha 12 %.
KniHiyHe 3HaYeHHS IILOT0 CIOCTEpeXeHHs He 3'sgcoBaHe. [Ipy npu3HadeHHi a6o Bigmini Tonmamakcy”
nalieHTaM, IKi IpUiMaloTh OUTOKCHH, 0COOIMBY yBary HeoOXigHO MPUTINATH PETyIIpPHOMY
MOHITOPUHTY KOHIIEHTpAIlil AUTOKCUHY Y CUPOBATII KPOBI.

3acobu, w,o npueHiuytoms pyHKuii LIHC.



Y Mexax KIIHIYHUX OOCIIAXKEeHb OQHOYACHE 3aCTOCYBaHHSA Tor[aMaKcy® 3 aJIKkoroJsieM a0o iHIUMHA
pedoBuHaMH, 110 nMpurHivyioTh ¢GyHKIl LIHC, He BuB4anu. He peKoMeHOy€eThCS IPpUUMaATH
Tonmamakc® pa3oM 3 ajKkoroyeM abo iHIIKMMY IpernapaTaMy, 10 IPUrHidyoTs GyHKil [THC.

3gipobitl 3guyatiHuti (Hypericum perforatum).

[Tpu ogHOYACHOMY 3aCTOCYBaHHI TollipamMaTy Ta 3Bip000i0 3BUYaWHOT0 iCHYE PU3UK 3HUKEHHS
KOHIIEHTpAIlil ToImipamary y Ijia3Mi KpoBi Ta 3MeHIIEeHHS #oro epekTuBHOCTI. KiiHiuHi mocmigXeHHsS
ITi€l B3a€MOZil He TTPOBOOUIIUCS.

IlepopasbHi KOHMpauenmuau.

Y dapMakOKiHETUUHUX [OCTIIKEHHSIX B3aEMO[Iii JTikapChbKUX 3ac00iB 3a y4acTIO 3TOPOBUX
moGpOoBOTIBIIB, 3acToCyBaHHS TomaMakcy® sIK MOHOTepamii y go3ax 50-200 Mr Ha 100y OfHOYACHO 3
KOMOiHOBaHUM II€POPaIbHUM KOHTPALENITUBOM (HOPeTUHAPOH 1 MTr eTuHinectpapmion 35 MKr) He Oyi0
acoIlrifioBaHe 3i CTAaTUCTUYHO 3HAUYIITMMU 3MiHAMU cepefHix KoHmeHTpaui (AUC) 6ymb-sKoro 3
KOMIIOHEHTIB [IEpOPaJbHOr0 KOHTpaleNnThBa. B iHIIIOMY [OCTiAXKeHH] 3aCTOCyBaHHSA TonaMaKcy® B
mo3ax 200, 400 a6o 800 Mr Ha mo0y SIK MOAATKOBOI Teparlil 10 TiKyBaHHS BalbIIPOEBOIO KUCIIOTOIO Y
MAIEHTIB 3 eMiJIelCiel0 CIOCTePiraaocs CyTTeEBe N0303aie’KHe 3HUKEHHS e(heKTUBHOCTI
eTuninecrpagiony (18 %, 21 % ta 30 % BigmoBigHOo). B 000X mOCHigKEeHHIX Tonamaxkc® (mpu
3acTocyBaHHi y go3ax 50-200 mr Ha mo6y 3gopoBuM moO6poBosbiaM Ta 200-800 Mr Ha 000y XBOPUM
Ha elliJIelCio) He MaB CyTTEBOIO BIIMBY Ha KOHILIEHTpPAIlil0 HOPETUHAPOHY. X04a IIPU 3aCTOCYyBaHH1
no3 200-800 Mr Ha moby malieHTaM 3 eliJieNcielo crocTepiraaocs q0303aexkHe 3HUKEHHS
KOHIIEeHTPallil eTHHiNecTpagiony, npu 3acTtocyBaHHi 103 50-200 Mr Ha K06y 3M0POBUM OGPOBOIIBIIIM
CYTTEBOI 00303aJ1eKHO0] 3MiHM KOHIIEHTPAllil eTHHiTeCcTpadiosy BUusiBiieHo He Oyno. Kniniune
3HAUYEHHS BUSBIIEHUX 3MiH HeBigome. CIlig BpaXOByBaTU PU3UK 3HUKEHHS e(PEKTUBHOCTI
KOHTPAUEINTHUBIB i TOCKUJIEHHS ITPOPUBHUX KPOBOTEY Y MAlliEHTOK, SAKi MPUIMaloTh KoMOiHOBaHi
TnepopasbHi KOHTPAIeNTUBY OfHOYacHO 3 TomamakcoM®. Cif monepefuTH Nali€HTOK IPO
HeoOXiIHICTh MOBIHOMIISTH PO OyIb-IKi 3MiHM ¥ TPUBAJIOCTi Ta XapaKTepi KpOBOTeY IIPU IPHUHOMI
€CTPOreHOBMIiCHMX KOHTpauenTuBiB. HaBiTh pu BiACYTHOCTI IPOPUBHUX KPOBOTEY €(PEKTHUBHICTD
KOHTpAIleNTHBIB MOxXe OyTH 3HUKEHA.

IIpenapamu aimizo.

Y 3mopoBuX MOOPOBOJIBIIB CIIOCTEpiranocs 3HukeHHs (0o 18 %) AUC miTtiro mim yac 0gHOYaCHOTO
3aCTOCyBaHHS TomipaMaty y 7o3i 200 mr Ha go0y. YV malfieHTiB i3 6inoaapHUME po3NiafiaMu
(bapMaKOKiHeTHKa JIiTii0 3a/1uIlanacs He3MiHEHO0 [Tifl YaC OGHOYACHOT0 JIIKyBaHHSA TOIIipaMaToM y
no3ax 200 Mr Ha moOy, Tomi SIK IIPH 3aCTOCYBaHHI TomipaMaTy y mo3ax 600 Mr Ha mo0y
cnoctepiranocs 36ineimennuss AUC niTiio mo 26 %. PeKoMeHOy€eThCS KOHTPOTIOBAaTH KOHIIEHTPAIli0
JIiTiIO B IJIa3Mi IIpU OMHOYACHOMY 3aCTOCYBaHHI 3 TOIIipaMaTOM.

PucnepuooH.

JocminxeHHS B3a€MOIi, 1110 IPOBOAUIIY i3 3aCTOCYBaHHSIM Pa30BUX [[03 3a Y4aCTIO 300POBUX
moOpOBOJIBLIIB i 6araTOPa30BUX O03 3a YYACTIO MAlli€HTiB 3 OiMONIIPHUMHU PO3/TafaMH, ITOKA3aJId CX0XKi
pe3ynbTaTy. [Ipy 0MHOYACHOMY 3aCTOCYBaHHI PUCIEPUIOHY B Ho3ax 1-6 Mr Ha go0y 3 TomipaMaToM y
mo3ax 100, 250 Ta 400 Mr Ha mo0y criocTepiramocs 3HUKEHHS KOHLIEHTPalii pUCIIepUgoHYy Ha 16
% Ta 33 % AUC nns go3yBasb 250 i 400 mr Ha go0Oy BignosigHo. OgHak BigmirnHOCTI B AUC
aKTHBHOI PEYOBUHY IIPU 3aCTOCYyBaHHI PUCIIEPUIOHY K MOHOTeparil Ta B KoMOiHalii 3
TOIlipaMaToM He OyJIM CTaTUCTHYHO 3HauymuMmu. CriocTepiranucs MiHiMasbHi BiIXUIEHHS Y
(dbapMaKOKiHeTHIIi Oit04oi peYOBMHU Ta aKTUBHUX METa0O0MITiB (pucmepumoH Ta 9-



TiAPOKCHPUCIIEPUIOH) Ta He CIIOCTepiranocs 3MiH y hapMakKoKiHeTHli 9-
TiOPOKCUPHUCIIEPUAOHY. TaK0XK He CIIOCTepiraaocs KIIiHIYHO 3HAUYIIUX 3MiH Y CUCTEMHINT
€KCITO3UIlil aKTUBHUX MeTa0oJIiTiB IK PUCIEPUOOHY, TaK i Tomipamary. Ilicns momaHHS
TomipaMmaTy y go3ax 250-400 mMr Ha goOy [0 JIiKyBaHHS PHUCIEPHUOOHOM Yy Ho3ax 1-6 Mr Ha
no0y crocTepiranocs migBUIIeHHS YacToTH nobiuHux peakitid (90 % ta 54 % BimmoBigHO).
HatyacTimumu noGiYHUMY peakLisiMHU IicIig foMaBaHHS TOIlipaMaTy [0 JIiKyBaHHS
pucneprugoHoM Oy COHNMUBICTE (27 % Ta 12 %), mapecresil (22 % ta 0 %) Ta HygoTta (18
% Ta 9 % BiATIOBIZHO).

I'idpoxsopomiasud.

Y mocnimKeHHi B3aEMO[Iii y 30pOBHX JOOPOBOJIBINB OLiHIOBaIM (papMaKOKiHETHKY PiBHOBaXKHUX
KOHIIEHTpALil rigpoxyjopoTia3upy (25 mr KoxHi 24 rogunn) i TonipaMaty (96 Mr KoxHi 12 rogus)
TP MOHOTEePaIllil Ta OMHOYaCHOMY 3aCTOCYBaHHi. Pe3ynbTaTu OOCHiIXKEHHS I0Ka3aHu, 110 Ipu
OIHOYaCHOMY IIPUUOMI TOIipaMaTy Ta rigpoxsiopoTia3uny noka3uuku C, .. Ta AUC Tomipamary
306inmbInyioThcd Ha 27 % Ta 29 % BignmoBimHO. KniHiyHe 3HaYeHHS 1IUX 3MiH HeBigoMe. [Ipu3HaueHHSA
TigpoxyiopoTia3umy mallieHTaM, sSKi IpHMaloTh TOIlipaMaT, MOXKe MOTpeOyBaTH KOPUTYBAHHS HO3U
tonipamaty. ®apMaKOKiHETAYHI TapaMeTpH TiApPOXJIOpOTia3uay He 3MIHIOBAIACS CYTTEBO IIPU
CynyTHi# Tepamil TomipamaTtoM. Kniniuni maGopaTopHi mocigKeHHS MOKa3aiyu 3HUKEHHS PiBHS
KaJIilo Y CHpOBAaTIli KPOBi IIpX 3aCTOCYBaHHi TomipamaTy abo rimpoxiopoTia3uny, ske 6yno 6inbii
CYTTEBUM IIPU 3aCTOCYBaHHI ToIipaMaTy Ta TiipoX/JI0poTia3uny y KomOiHallii.

Mem@opmiH.

Y mocnimkeHHi B3aEMO{Iii y 30pOBUX JOOPOBOJIBINB OLiHIOBaIM (PapMaKOKIiHETUKY PiBHOBAXKHUX
KOHIIeHTpaIlil MeTPOpMiHy Ta TOIipaMaTy y IJla3Mi KpoBi Ipu MOHOTepanil MmeTGopMiHOM Ta
OIHOYaCHOMY 3aCTOCYyBaHHI MeT(OpMiHy Ta Tomipamaty. Pe3ynbTaTé OOCHIIAKEHHS IT0Ka3ay, 0
cepenni 3Hauenus C,,, Ta AUC,,,, MeTdhopMiny 30inbimyBanucs Ha 18 % ta 25 % BigmoBimHO, TOmi K
cepenHe 3HadyeHHs CL/F 3menuryBanocs Ha 20 % mnpu 3acToCcyBaHHI MeT(QOPMiHY OIHOYACHO 3
TonipamatoM. TomipaMaT He BIJIMBaB Ha t,,, MeTgopMiHy. KiiHidyHe 3HaUYeHHS BIJIMBY TOIlipaMaTy Ha
bapMakokiHeTUKY MeT(opMiHy HeBigoMe. [Ipu nepopanbHOMY 3aCTOCYBaHHI KIIipeHC TOMipamary 3
IIJTa3MHU KPOBi 3HUXKYETHCSA IIPA OOGHOYACHOMY 3aCTOCYBaHHI 3 MeTGOpMiHOM. PiBeHb 3MiHU KIIipeHCY
HeBigoMmui. KitiHiuHe 3HaYeHHS BIJIMBY MeT(QOpMiHYy Ha (hapMaKOKiHETHKY TOIlipaMaTy HeBigoMe.

Y pasi npu3HaueHHs abo BimgMiHK TonamaKcy® MalieHTaM, SKi JiKyI0ThCI MeTGHOPMIHOM, CIIif
PETyJsIPHO KOHTPOJIIOBATH IXHiM HiabeTHYHMUIL CTATyC.

ITioenima3soHn.

Y mocnimkeHHi B3aeMofiii Y 310poBUX DOOPOBOJIBIIB OlliHIOBaIK (papMaKOKiHETHKY PiBHOBaKHUX
KOHIIEHTpAIli{ TOoIlipaMaTy Ta IMiOT/IiTa30HY Y IJIa3Mi KPOBi IIpX MOHOTepaIlil mioraiTa30HoM Ta
OJHOYACHOMY 3aCTOCYBaHHI mioriita3oHy Ta Tomipamary. Crocrepiranocs 3uuxeHHs AUC,
niornita3ony Ha 15 % 6e3 3MiH C,,,, .. Pe3ynbTaT He € cTaTUCTUYHO 3HauymuM. Kpim Toro,
crnocrepiranocs 3uuxesnHs C,,, . Ta AUC, , aKTUBHOTO rifpokcuMeTabonity Ha 13 % Tta 16 %
BifnoBigHO Ta 3HUXKeHHA C,,, . Ta AUC,  akTUBHOr0 KeToMeTabonity Ha 60 %. KniHiuHe 3HaueHHA
I[VX Pe3yJIbTaTiB HEe BCTaHOBJIeHe. [Ipyu ogqHOYaCHOMY IpU3HAa4YeHHI [TallieHTaM TonaMaKcy® Ta
nioryiTa3oHy HeOOXigHO PeTyIsipHO KOHTPOJIIOBATH 1XHil OiaOeTUUHUM CTaTyC.

Taibenkaamio.

Y mocnimKeHHi B3aEMO[Iii y MaIfieHTiB 3 1yKpoBuM fiabeToM II Tumy omuiHioBanu ¢papMaKOKiHETUKY



PiBHOBaXKHUX KOHIIEHTpali# rmibeHKIaMigy y 0o3i 5 Mr Ha qo0y Ipy MOHOTepaIllii Ta OMHOYaCHOMY
3aCTOCyBaHHi 3 TomipamMaToM y mo3i 150 Mr Ha moby. CriocTepiranocs 3uuxkenus AUC,,
rnibenkaminy Ha 25 % mpu ogHOYACHOMY 3aCTOCyBaHHI 3 TonmipamMaToM. CUCTEMHUM BILIUB
aKTHBHUX MeTabomiTiB 4-TpaHc-rigpokcurnibenknaminy (M1) ta 3-uuc-rigpokcuriibenknaminy (M2)
3HuKyBaBcs Ha 13 % Ta 15 % BigmoBigHo. OmHOYacHe JTiKyBaHHS TTi0€HKIaMiZToM He BIIJIMBAJIO Ha
PiBHOBaXKHi KOHIIEHTpAIlil Tollipamary.

IIpu ogHOYacHOMY IpHu3HaueHHi Tonamakcy® Ta riifeHKIaMiny HeoOXimHO PeryaspHO KOHTPOJIIOBATH
miabeTUYHUM CTATYC MAIiEHTIB.

THwi 8udu 83aemoditl.
Jlikapcwvki 3acobu, wo cnpusitoms po3sumky Hegpoaimiasy.

OpHOoYacHe 3acTocyBaHHA Tomamakcy” Ta iHIKX Ipenaparis, 0 CIPUAIOTE PO3BUTKY HedpoiTiasy,
MO2Ke HifBUIINyBaTH PU3MK YTBOPEHHS KOHKPEMEHTIB y HupKax. I1if yac nikysanaa TomaMakcoMm®
CJIi[l yHUKATH 3aCTOCYBaHHS TaKUX IIpelaparTiB, OCKiJIbKA BOHM MOXKYTh CIIPUUYUHATH (iziosoriuHi
3MiHH, SIKi TPU3BOASATH 10 HepPOIIiTiasy.

Baﬂbnpoeea Kucsaoma.

OpHOYacCHe 3aCTOCYBaHHS TOIlipaMaTy pa30M i3 BaJbIIPOEBOIO KMCIOTOK acCoIii0OBaHe 3
rimepamoHiemieio 3 abo 06e3 eHIlledasnomnarili y maiieHTiB, gKi moOpe TepeHOCUIN TepaIllio
3a3HAYEHUMHU IIperapaTaMyu OKpeMo. Y OilbIIoCTi BUNIAAKIB CUMIITOMYU Ta O3HAKK 3HUKAJIM ITiCIIS
IPUIIMHEHHS IPUIOMY OOHOTO 3 IIpelapaTiB. 3a3HadyeHa Mo0iyHa peakilisl He OB’s13aHa i3
(hapMaKOKiHETUYHOIO B3aEMOIEI0.

[ToBimOMIISIIOCS PO BUIMAAKY TiOTEPMil (3BHUKEHHS TeMIlepaTypH Tina o < 35 °C) npu
OJIHOYaCHOMY 3aCTOCYBaHHI BaJIbIIPOEBOI KMCJIOTU Ta TOIipaMary, SK OQHOYACHO 3 TimepaMOHIiEMI€I0,
Tak i 6e3 Hel. L]g mobiyHa peakilisl y malieHTiB, sSKi 3aCTOCOBYIOTh TOIIipaMaT Ta BaJIbIIPOEBY KHCIIOTY
OHOYaCHO, MOXe BUHUKHYTHU SIK Ha [I0YaTKY JIIKyBaHHS TONlipaMaTOM, Tak i Mic/is MiABUIIEHHS
0o00BOI HO3H.

BapgapuH.

[ToBimoMIsNIOCS TIPO 3MEHIIIeHHS IPOTPOMOIHOBOTO Yacy/ MiZKHapOgHOTO HOpMaJli30BaHOTO
cripBigHomeHHs (PT/INR) y malrieHTiB, SIKi oTpuMyBanu Tomipamat y KombiHallii 3 BapdapuroM. Tomy
cytifg peTenbHO KOHTPOsoBaT INR y marfi€eHTiB, sIKi 0MHOYaCHO OTPUMYBaJIM TOIipaMaT Ta BapdapuH.

ITodamxkoei 0ocaidxiceHHs (papmakokiHemuuHoi 83aemodii aikapcvkux 3acobis.

II7s OLiHKY MOXKJIMBUX BapiaHTiB (papMaKOKiHETHYHOI B3a€EMOZIl TollipamMaTy 3 iHIIUMHU JTiKapChbKUMHU
3acobamu 0yJ10 TPOBEOEHO JOMATKOBI KTiHIYHI qocnimkeHHs. 3MiHu noka3HukiB C,,, Ta AUCyY
pe3ynbTaTi B3aeEMoIil HaBefeHOo y Tabnuili 2. Y nepimiit KonoHIli 3a3HaueHo JIiKapChbKuM 3acio, 1110
3aCTOCOBYEThHCS IIif] Yac CYIPOBiAHOI Teparii. Y [ApyTiii KONOHIIi oNKicaHo 3MiHU Yy KOHIIEHTpallii
JIiKapCchKOro 3aco0y, 110 3aCTOCOBYETHLCA IIifl Yac CyIPOBiAHOIL Teparlil, Ipu fofaBaHHi Tomipamary. Y
TPEeTii KOJIOHL (KOHLIEHTPaLisl TomipaMaTy) 3a3Ha4€eHO BIIJIUB OMHOYACHOI'0 3aCTOCYBaHHS
JiKapChKOTro 3ac00y Ha KOHIIEHTPAIIiI0 Tollipamary.

Tabmuiga 2

Pe3ioMe pe3ynbTaTiB JONATKOBUX KITIHIYHUX NOCTIIXeHb papMaKOKiHETHYHHX B3a€MOIIH TIKApChKUX
3aco0iB.



JI3 , mo gogaerecsa  |Konnmentpamist J13° KonnenTtpanisa Tonamakcy®
AMITpUTNITUTIH « 20 % 36inpmenns C,,, Ta AUC HII
MeTab0JIiTy HOPTPUNTUITIHY
[lurigpoeproraMis
(mepopasbHO Ta « «
MiJIIKIPHO)
[anomepumon « 31 % 306inpmennst AUC metabomnity [H],
[TponpaHOION « 17 % 306inbmenns C,,, 4-OH 9 % Ta 16 % 36inbmenHs C,,, i
mponpaHosnony (Tomipamat 50 mMr 9 % Ta 17 % 306inpmenus AUC
KOXHi 12 rogus) (mpompanonon 40 mr ta 80 mMr
KOXKHi 12 ronuH BiOIIoBimHO)
CymaTpuntas
(mepopaspHO Ta « HI
MiJIIKIPHO)
[TizoTuden « «
T[unTtiazeM 25 % 3menmenHs AUC punriazemy [20 % 36inbmenHs AUC
Ta 18 % 3menmenns DEA, i « mis
DEM"
BeHnahakcuH « «
dyHapu3vH 16 % 306inpmennss AUC (TomipamaT
50 Mr KoxHi 12 rogun)” «

‘BupaxeHa y BifcoTKax 3MiHa 3HauyeHHs C,,,, ¥ m1a3Mi Kposi a6o AUC y mopiBHSHHI 3 MOHOTEPAIIi€l0.
« - BigcyTHicTh BruBy Ha C,,,, Ta AUC (He Ginbine 15 % Bif moYaTKOBUX OAaHUX).

H]I - He mocnipxyBanacs.

*DEA - gezaunetunguntiadeM, DEM - N-guMmetunauntiazeM.

"AUC ¢ryHapu3uHY 3pocna Ha 14 % y marieHTiB, 9Ki nIpuiiMany TiTbKu GryHapus3uH. 36iNblIIeHHS
BIIJIUBY MOKe OyTH ITOB’SI3aHO 3 MOr0 HAKOMUYEHHSM IIifl YaC MOCSATHEHHS CTaHy PiBHOBAXKHUX
KOHIIEHTPALIil.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[Tpu HeoOximHOCTI MBUAKOL BiTMiHM TomipaMaTy peKOMEH0BaHO KITiHiYHe CIIOCTEPEeXKEHHS 3a
CTaQHOM TTallieHTa (OUB. MOMATKOBY iHbopMalriio y po3mini «Crocib 3acTocyBaHHS Ta HO3U»).

4K 1 Ipy 3aCTOCYBaHHI IHIINX IPOTUENIJIENITUYHUX [IpPenapariB, Y AesAKUX Malli€eHTiB MOXJIUBE
30inbIIIeHHS YaCTOTH HamafiB abo 1mosiBa HOBUX TUIIIB HalafiB IIPU 3aCTOCYBaHHi Tomipamary. LIi
SIBHUIIA MOXKYTh OyTU HACJIiAKOM Ilepefo3yBaHHs, 3HUKEHHS KOHI[eHTPaIlill ¥ Iy1a3Mi KpoBi
MIPOTHUEMINENTAYHUX IIpelaparTiB, sKi 3aCTOCOBYIOTh OOHOYACHO, TPOSIBOM IIPOTpPeCyBaHHS
3aXBOPIOBAHHS YU MMapafioKCaabHUM e(heKTOM.

locTaTHS rigpaTallis € AyKe BaXKJIMBOIO IIPU 3aCTOCYBaHHI TomipaMaTy A 3HUKEHHS PU3UKY
PO3BUTKY HedpoiTiady. BXXHUBaHHS JOCTaTHLOI KiTbKOCTi PiIWHY [0 Ta Iif 4ac ¢pisuuyHux
HaBaHTaXeHb a00 BIIJIUBY BUCOKUX TEMIIEPATYP MOXKe 3HU3UTH PU3UK TEMIIEPATYPO3aIesKHUX
mo0iuHuX peakiin (ouB. po3min «ITo6iuHi peakirii»).



2KiHKu penpodyKkmugsHo20 8IiK).

TomipaMaT MoXKe CIIPUYUHUTY Bagy PO3BUTKY IJI0Ja Ta 00MeKeHHS POCTY IjIofa (Maiui 3picT s
reCTalliifHOTO BiKy Ta HU3bKa Maca Tijla IPU HapOIXeHHi) IIpU 3aCTOCYBaHHI BariTHiX xkiHui. [laHi
0710 BariTHocTe [1iBHiYHOAMEPUKaHCHKOTO PEECTPY IIPOTUEMINENTUYHUX JTiKapChKuX 3ac00iB
IIO0Ka3ajy MpuOIu3HO B 3 pa3y BUILY MOMIMPEHICTh OCHOBHUX BPOIKEHUX Bajl pO3BUTKY (4,3 %) mnpu
MOHOTEepAIIil ToImipamMaToM MOPiBHSHO 3 pedepeHTHO0 I'PYIIOI0, AKa He IpuiiMala IPOTHEeNiIenTuYHi
npenapati (1,4 %). Kpim Toro, maHi iHIIKX HOCTigXXKEHb BKa3yIOTh Ha Te, 110, IIOPiBHAHO 3
MOHOTEPAIIi€l0, iCHy€e MiABUILIEHNI PU3UK TEPATOreHHUX e(eKTiB, OB’ I3aHUX i3 3aCTOCYBaHHAM
IPOTHEMINIENTUYHUX ITperapaTiB y KoMOiHOBaHil Teparril.

[Iepen mo4aTKOM JIiKyBaHHS TOIIipaMaTOM XIHIII PENIPOLYKTUBHOTO BIKY CIIifi IPOBECTU TeCTYBaHHSA
Ha BariTHICTh Ta MOPAagUTH BUCOKOe(hEKTUBHUM MEeTON KOHTpalentil (IuB. po3ain «B3aeMopis 3
iHmMMYU niKapchbKUMU 3aco0aMy Ta iHIIN BUAW B3a€MOfi»). [TalieHTKa noBuHHA OyTH IIOBHICTIO
noiadopMoBaHa PO PU3UKH, TIOB’S3aHi i3 3aCTOCYBaHHSIM TOIlipaMarTy IIifl YaC BariTHOCTI (OuB.
po3minu «IIpoTuoKa3aHHA» Ta «3aCTOCYBaHHS Y Ilepiof BariTHOCTI abo rogyBaHHS I'PYAII0»).

Oni202i0po3. [ToBigoMIIANIOCS PO BUMAAKHU OIrOriApo3y (3MeHIIeHHS TOTOBUIIEHHS), aCOILii0BaHi
i3 3acTOCYBaHHSIM TOIipaMaTy. 3MeHILIeHHs [TIOTOBUAIIEHHS Ta TiepTepMis (MifABUIIEHHS
TeMIlepaTypH Tijla) MOXYTh BUHUKATHU FOJIOBHUM YMHOM Y MaJIeHbKUX AiTel, SKi MifgarThCs BIJIUBY
BUCOKMX TEMIIepPaTyp HaBKOJMIIHbHOIO CepPefOBUIIA.

Po3nadu Hacmpoto/ denpecis. TToBimoMIIsiocs mpo MiABUINEHHS YaCTOTH BUITAAKIB PO3JIafiB HACTPOIO
Ta Jemnpecil mif Jyac JiKyBaHHS TOIipaMaTOM.

Cyiuud/ cyiyudanvHi dymku. [ToBigoOMISAIOCS PO BUIMIQKYU MOSBY CYil[UAATbHUAX JYMOK Ta
cyluxpanbHOl TIOBE[iHKHY y MALi€HTIB, IKi TiKyBaaucd IPOTHENIIENTUYHIMY IpernapaTaMu 3a
IeKiTbKoMa IToKa3aHHsAMU. MeTaaHani3 mane60-KOHTPOIbOBAaHUX [IOCTIAXKEHb IPOTUETIIENITUYHUX
IpenapariB IOKa3aB HEBEJIMKE IMiIBUIIEHHS PU3UKY CYIIUOAIbHIUX OYMOK Ta IOBEdiHKUA. MexaHi3M
PO3BUTKY IIbOTO SBHUIla HEBIIOMUI, HAsIBHI aHi He BUKJIIOYAIOTh MOXK/IMBOCTI MigBUILIEHHS PU3UKY Y
3B’43KY 3 3aCTOCYBaHHAM TOIipaMary.

[Tig yac moABIMHO CIIINUX KOHTPOILOBAHUX NOCIIIXKeHb CyillnaanbHi mob6iuHi peakii (cyiuuganbHi
OyMKH, cnpoOu caMmory0cTBa Ta BUIaAKu camory0cTBa) Big3Haudanucsa y 0,5 % mamieHTis, ki
oTpuMyBanu Tomipamar (46 3 8652 marieHTiB), i 3 mpubAN3HO y 3 pa3u BUILOK YaCTOTOI0, HiX Y
nauieHTiB, ki orpumyBanu mnamebo (0,2 %; 8 3 4045 mauieHTiB).

ToMy peKOMEHI0BaHO BifICTeKYBaTH O3HAKHU CYilIMJaTbHUX TYMOK Ta ITOBEMiHKM y IMAIliEHTIB, IKUM
IpU3HA4YeHO Take JliKyBaHHS. [lalieHTaM (Ta ocobaM, gKi iX HOTNISIAAIOTh) CHIifl 3BEPTATUCS 3a
KOHCYJIbTALIi€I0 [0 JTiKaps IpHU MePIIil M0sBi CyluAaIbHUX AYMOK Ta IIOBEHiHKMU.

He@poaimias. [esKi maiieHT#, 0COOIMBO 31 CXUIIBHICTIO 0 HePOIiTiady, MOXKYTh MaTH MiBUIIEHUH
PU3UK YTBOPEHHS KaMEHIB y HUPKaX i IOSBY OB’ I3aHUX 3 I[UM CHMIITOMIiB, TaKUX K HUPKOBa
KOJTika, HUPKOBUM Oinb yu 6inb y Ooti. ®akTOpamMu pU3UKY PO3BUTKY HE(DPOIiTiady € yTBOPeHHS
KaMeHiB y MUHY/IOMY, HedporiTia3 y ciMeliHOMy aHaMHe3i, rinepkanbliypia (auB. «MeTabomigynuii
anupgo3» Huxk4e). 2KofeH i3 uux GpakTopiB pU3UKYy He MOXKe OOCTaTHLOIO Mipoio ependadaTu
BUHUKHEHHS KaMeHiB Il 4ac npuiomy TomipamMaTty. KpimM Toro, pusuk JOmgaTKOBO MiIBUIYETHCS Y
MAaIli€HTIB, SKi MPUMMAalOTh CYIyTHI IIpemnapaTH, 0 CIPUSIOTh PO3BUTKY HedpOiTiasy.

ITopyweHHA pyHKUIU HUPOK.

[MTauientaMm 3 nopymeHHAM ¢yHKII HUPOK (CL.; < 70 Mi1/xB) Tomipamar CJIifi Ipu3HavdaTH 3



00epexkKHICTIO 3 OTJIAAY Ha Te, 110 TIa3MOBUY Ta HUPKOBUY KJIiPEHCH TOIipaMaTy 3HUXKEHI y TaKUX
nanieHTiB. PeKoMeHpallil momo o3yBaHHS MallieHTaM 3 BiJOMUM IOPYIIEHHSAM (YHKIIiI HUPOK
HaBemeHi y po3aini «Cmoci0 3aCToCyBaHHS Ta JO3U».

IopywenHs ¢yHkyil nevinku. ITaliedTaM i3 mopymenHsaMy GyHKLII nedidky TomaMakc® CIIif
IIpHU3HavYaTy 3 00epexKHiICTI0 V 3B’I3KY 3 MOXK/IMBICTIO 3HUKEHHS KJIipEHCY ToIlipaMary.

T'ocmpa mionisi ma 8mMopuHHa 3aKpumokymosa 2aaykoma. Ilpu 3actocysasHi Tomamakcy”
TIOBIIOMJISINIOCS IIPO BUIMIAAKKA CUHAPOMY I'OCTPOI Mio1Iii, acolii0BaHol i3 BTOPUHHOI0 3aKPUTOKYTOBOIO
riaaykoMowo. CUMIITOMM BKJTIOYAIOTh Pi3Ke 3HUKEHHS TOCTPOTH 30pY Ta/abo Oinb y ori.
OdTanpMOOriYHUYN OTJIS MOXKe BUSBUTH MiOIIil0, 3MEHIIIeHHS IITUOWHY IIepeIHbol KaMepH 0Ka,
rimepeMio (MOYepBOHIHHS 04ell) Ta MigBUILIEHNY BHYTPIIIHbOOYHUY TUCK. TaK0X MOXe
cmocTepiratucs mMigpias. Onucanuii CMHAPOM MoxKe OyTH IOB’sI3aHUH i3 CcympanuliapHIM BUIIOTOM,
110 CIPUYHHSE 3CYyB KPUIITAIMKa Ta pay>kKH01 000JI0HKH i PO3BUTOK BTOPUHHOI 3aKPUTOKYTOBOI
rIayKoMu. SIK IPaBUIIO, CUMIITOMM BUHUKAJIA IIPOTATOM II€PLIOro Micss ikyBaHHS TomaMakcoM®.
Ha BigMiHy Bifl TepBUHHOI BiTKPUTOKYTOBOI TJIayKOMH, 1[0 PiAKO CIIOCTEPITaeThCs y MAli€HTIB BIKOM
no 40 pokiB, BTOPUHHA 3aKPUTOKYTOBa IjIayKoMa, [10B’si3aHa i3 3aCTOCYBaHHAM TOIlipaMary,
cIocTepirasnacs SIK y fiTe#, Tak i y mopocnux. JIikyBaHHs nepen0adae MOHAWIIBUAITY BiIMiHY
TonamaKcy® Ta BXKUTTSA BIOIOBIIHUX 3aX0[iB [JIl 3HUKEHHS BHYTPILIHLO0YHOT O TUCKY.

[TinBuIeHNYN BHYTPIIIHBOOYHUM TUCK OYIOb-IKO1 €Ti0NOril TPy BilCYyTHOCTI BifMOBIAHOTO NTiKyBaHHS
MOXKe IIPU3BECTH [0 CEPHO3HUX YCKIafHEHb, BKIII0OUAIOUU IIOCTIHY BTPATy 30DY.

Criig BU3HQUUTH, UM MOXKHA IIpU3HavYaTH TOMipaMarT IallieHTaM i3 MOPYLIeHHSIMY 30py B aHaMHe3l.

Hegpexmu nosas 3opy. V nali€HTiB, AKi OTPUMYBaIN JIiKyBaHHS TOIipaMaTOM, CIIOCTEPiraaucs
nedekTy 1o 30py, 0 He 3ajiekalld Bif MifBUIIEHOT0 BHYTPIIIHbOOYHOTO TUCKY. [1if 9ac KmiHIiYHUX
OOCIIXKeHb OiNbIIICTh TAKUX BUIAMKIB MaJid 000POTHUM XapaKTep i 3HUKAIHY ITiC/s TPUIUHEHHS
nikyBaHHS. [Ipu mosBi BidyanbHUX AedeKTiB y Oyab-gIKUi 4ac MPOTATOM Tepailil CHifl pO3TISHYTH
HeoOXigHICTh BiMiHU Mpemapary.

MemaboaiuHuti ayudos. ITpu 3aCcTOCyBaHHI TomipamMaTy MOXkKe BUHUKATH TilepXJIOpeMiuHuH,
He II0B’si3aHuM i3 medillnToM aHioHiB, MeTaboMYHKM anumo3 (TOOTO 3HUKEHHST KOHIIeHTPaIlil
6ikapOoHaTiB y MIa3Mi KpOBi HUXKYe HOPMHM 3a BiICYTHOCTI pecIipaTOPHOI0 ajaKaso3y).
3HUKEHHS KOHIIeHTpallii OikapOOHAaTiB y CHpPOBATIIi KPOBi € HACTiOKOM IPUTHIYeHHS
TOIipamMaToOM KapOoaHTigpa3u y HUpKax. Y OiNbIIOCTi BUMTAAKIB 3HUKEHHST KOHIIeHTPalil
OikapOoHaTiB BimOyBaETHCS Ha MTOYATKY MIPUMOMY IIperapary, Xxoda 1ei ehekT Moxe
BUSIBUTUCS Y Oy[Ib-IKW Yac MIPOTSITOM JIiKyBaHHS TOIipamMaToM. 3JHUXKEHHS KOHIIeHTpallil, SK
IIpaBujI0, HeBenuKe abo moMipHe (Y cepeqHbOMY Ha 4 MMOJIB/TT ITPX 3aCTOCYBaHHI IOPOCIUM
natieHTaM y go3i 100 mr Ha mo0y i 6;1u3bK0 6 MT/KT Macu Tina Ha fo0y mpu 3aCTOCyBaHHI
miTaM). Y mesKux BUIAKax y MallieHTiB Big3Hadanocs 3HWXKEHHS KOHIIEHTpallil Huxk4e piBHS
10 mmornb/n. Jesiki 3axBopioBaHHS ab0 3aX0AM JTiKyBaHHS, 110 ITPU3BOAATE 10 PO3BUTKY
anuao3y (Hampukiiaz 3aXBOPIOBAHHS HUPOK, TAXKKI peclipaTOpHi 3aXBOPIOBaHHS,
eMiNIeNTUYHUY CTATyC, Aiapes, XipypriuHi BTpy4YaHHs, KeTOTeHHA [i€Ta, IPUUOM AeSIKAX
JiKapChbKMUX 3ac00iB), MOXYTh OyTH NOJATKOBUMH (PaKTOPAMH, 1110 TIOCUIIOIOTDH BILIMB
TOTipaMaTy Ha 3HMKEeHHS OikapOOHaTiB.

Xponiynui MeTaboiuHMM aliI03 MigBUIY€E PU3UK YTBOPEHHS HUPKOBUX KaMeHIB Ta MOTEHIIIHO
MOKe MMPU3BECTHU 10 BUHUKHEHHS 0CTeoneHil (nuB. «HedpomiTias»).

Y pmitelt xpoHiuHMHE MeTabOMiYHUN allig03 MOXKe IIPU3BECTH [I0 YIIOBiIIbHEHHS POCTY. Brus



TOIipaMaTy Ha YCKJIafHEeHHS, IOB’3aHi 3 KICTKOBOI TKaHMHOI0, CUCTEMAaTUYHO He JOCIiAKyBaBCs Hi
y OiTey, Hi y JOPOCIUX MallieHTiB.

3as1eKHO Bifj OCHOBHOT'O 3aXBOPIOBaHHs, [IpU JIiKyBaHHI TOIipaMaTOM PeKOMEHIY€EThCS 3OiIMCHIOBATH
BiIMIOBiNIHI mOCTiXKEeHHS, BK/II0OYaoun piBeHb 6ikapOoHATIB y cUpOBaTIi KPoBi. Y pa3i HasiBHOCTI
CUMIITOMIB ab0 03HaK (TakKuX K AuxaHHS Kyccmayssi, 3auilika, aHOpPeKCis, HynoTa, 6/Il0BaHHS,
HagMipHa BTOMJTIOBAHICTh, Taxikapfis abo apuTMis), 110 BKa3yi0Th Ha MeTa0OJIiYHUN alliio3,
PEKOMEHIYEThCS JOCIiIKeHHs PiBHA OikapOoHaTiB y crpoBartili KpoBi. [Ipy BUHUKHEHHI Ta
IIporpecyBaHHi MeTab0IiYHOT0 alA03y PEKOMEHIYETLCA 3MEHIINTH A03y a00 IPUIUHUTH
3aCTOCYBaHHS TOIipaMaTy (IISIXOM 3HUXKEHHS HO3H).

[MarierTaM 3 paKTOpaMy PUIUKY IOSTBH METAa00IiYHOTr0 anuao3y TOIipaMaT CJIi NpUu3HavyaTH 3
00epexHiCTIO.

[TopyweHHs KoeHimusHux ¢yHkuit. KOTHITHBHI OPYIIEHHS NIPU eliiencii 3yMoBieHi OaraTbMa
dbakTOpaMu i MOXKYTb OyTH IOB’SI3aHi 3 OCHOBHOIO ITPUUYMHOI0 3aXBOPIOBaHHS, 0€310CEPeIHbO
erisnerncieio abo MPOTUEMIIENTUYHUM JTiKyBaHHSAM. Y nyOmiKallisix € MoBiqoMIeHHS IIPO
BUTIA[KHU TOTiPIIEHHS KOTHITUBHUX (QYHKIIIM y JOPOCINX, SKi OTPUMYBaJIU JTiKyBaHHS
TOTIipaMaToM, ITI0 BUMaraau 3HUKeHHS n03u abo BimMiHM NiKyBaHHS mpenapaToM. OgHak
HasIBHI AaHi JOCHiXKeHb BIIJIUBY TOIipaMaTy Ha KOTHITHBHI QYHKIIl y [AiTeX € HEOOCTATHIMH,
3B’30K TAKOTO BILIMBY i3 3aCTOCYBAHHSM IIpenapaTy IoTpeOye M0fanblIoro BUBYEHHS.

I'inepamoHemia ma eHuegpasonamis.

[ToBigmomsiniocs PO TimepaMoHeMito 3 eHIledaromnaTieio abo 0e3 Hel IPH JTiKyBaHHI TOIIipaMaTOM
(ouB. po3min «[To6iuni peakuii»). PU3uK pO3BUTKY rinepaMoHeMil Ipy 3aCTOCYBaHHi Tomipamarty
3aJIeXUTh Bif A034. [Ipo pO3BUTOK TrimepaMOHeMil ITOBiqOMIISIOTE YacCTillle, KOJIM TOIipaMaT
3aCTOCOBYIOTh ODHOYACHO 3 BAJILIIPOEBOIO KUCIOTOIO (AUB. PO3AiNn «B3aeMofis 3 iHIIMMU TiKapChKUMHI
3aco0aMH Ta iHII BUOU B3aEMOLIN»).

[TamieHTaM, y SKMX PO3BUBAETHCS HE3PO3yMisla MISABICTh a00 3MiHM IICUXiYHOTO CTaHy, OB’ sI3aHi 3
MOHOTEepAIIi€l TolipaMaToM a0 TOfaTKOBOIO Tepalielo, PEKOMEHOYETLCA PO3TISHYTH IUTAHHS IIPO
rinepaMoHieMiuHy eHIle¢anonariio Ta BU3HaYeHHS PiBHA aMiaKy B KPOBI.

Ocobaugocmi diemu. Tlig yac nikyBaHHS TOIipaMaTOM AEsKi MAlliEHTA MOXKYTh BTPadaTH Macy Tina,
TOMY PEKOMEHIYEThCS KOHTPOJIb MacH Tisla. [Ipy 3MeHIIeHHI Macu Tina mif yac Ipumuomy
Tonamakcy® CIifi PO3TJIAHYTH [AOLILHICT HiATPUMYIOUO] Ai€TH ab0 MOCHIEHOT0
Xap4yBaHHSA.

HenepeHocumicmb caxapo3u. [IpemapaT MiCTATh caxapo3dy. IlamieHTam 3 pigKiCHUMU ClIagfKOBUMU
3aXBOPIOBAHHSIMHK HEIIEPEHOCUMOCTI caxapo3u, MaibabcopOiril I/TI0K03K-TalakTo3u abo 3

. . . o ®
HEeJOCTaTHICTIO caxapo3u-i3oMasbTa3u He Cllif mpuiiMaT TollaMakc .

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
Barirsicte

Pu3suk, nog’s3aHull 3 enizencielo ma 3acmocy8aHHAM NpomueniienmuyHux AiKkapcbKux 3acoois.
2KiHKaM penpomyKTHUBHOI'O BiKy HeoOXiqHO IMTPOKOHCYIBTYBATUCS C ¢axiBieM. I1pu



TIIJIlaHyBaHHI BaTiTHOCTI CIIif TeperagHyTH HeoOXigHICTh JTiKyBaHHS MPOTUENIIENTUUHIMU
nmikapcbkuMu 3acobamu. 2KiHKaM, 1110 OTPUMYIOTh MPOTUEMiIENTUYHI 3ac00U, CHIifl YHUKaTH
panToBOr0 NIPUNVHEHHS JIIKyBaHHS, OCKIJIbKY 1le MOXKe IIPU3BECTU [0 3arOCTPEHHS HalafiB
Ta CIPUYMHUTHA CEPUO3HI HACTIOKY 5K OIS XKIiHKM, TaK 1 OJIs maofa. 3a MOXKIIMBOCTI CITif
BilaBaTH IlepeBary MOHOTepaIllii, OCKinbKM IIpy KOMOiHOBaHiIM Teparlil TpoTHENiTIeNTUYHUMHU
IperiapaTaMyu pU3UK BUHUKHEHHSI BPOAKEHUX Baf, BULLUM.

Pusuk, nog’a3aHutl i3 3acmocyeaHHAM monipamamy. TomipaMaT IPOJeMOHCTPYBaB TepaTOreHHUI
BIIJIUB Ha MUIIEH, IypiB Ta KPOJIiB. YV LIypiB TomipaMaT [oja€ mialeHTapHui 6ap’ep.

Y mioguHY TomipaMaT IPOHUMKAE Yepes IUIAlleHTy, i momibHi KOHIleHTpallii BU3HA4Yal0ThCS B MYyTIOBUHI
Ta MaTePUHCHKiM KPOB.

IaHi peecTpy BariTHOCTEN CBiYaTh, 1110 HOBOHAPOMXKEHI, UMl MaTepi 3aCTOCOBYBa/IU TOIlipaMar SIK
MOHOTEPAIi0, MalTh:

- MiABUINEHUY PU3UK PO3BUTKY BPOLOKEHUX Bafl (YepemHO-IULILOBI HedeKTH, 30KpeMa BpOIXKeHe
po3siiennenHs ryou/ninaebinys, rinocnafis Ta aHoMatii pi3sHUX CUCTEM OpraHi3aMy) BHaACIIIOK
3aCTOCYBaHHS TOIlipaMarTy IIif 4ac I TpuMecTpy BariTHOCTI. [laHi 1[0f0 BariTHOCTEU
[TiBHiYHOAMePUKAHCHKOTO PEECTPY MPOTHUEIIINIENTUYHUX JTiKapchkux 3aco0iB (NAAED) BKa3yloTh Ha
Malixke y 3 pa3u BUIlly YaCTOTy BUIAKiB BUHUKHEHHS Baf, PO3BUTKY (4,3 %) NOPIBHAHO 3
KOHTPOJIbHOM rpynoo (1,4 %), Ka He npuiiMaa NIPOTUENIENTUYHUX [IpenapaTtiB. KpiM Toro, gaHi
iHIIKX DOCTiXKeHb BKa3yIOTh Ha MiBUIIEHHS PU3UKY TEPATOTeHHUX edeKTiB mpu KoMOiHOBaHiM
Tepallil IPOTUEMNINTIENTUYHNMH ITpeflapaTaMy IOPiBHSHO i3 1X 3aCTOCYBaHHSIM SIK MOHOTeparil. K
IIOBIAOMIISIETHCS, PU3UK 3a7I€KUTh Bifl f03U; e(eKTH CIIOCTePiraaruch Ipyu 3aCTOCYBaHHI BCiX 703. Y
XKIHOK, IKi OTpUMYBaJIX TOIlipaMar i y SKUX HapoOuiacs AUTUHA 3 BPOLXKEHUMU BaZlaMU PO3BUTKY,
BUSIBJISIETHCS TiIBUILIEHUN PU3UK BPOAKEHMUX Bajl PO3BUTKY ¥ HAaCTYIIHUX BariTHOCTAX IPH Ail
ToIipamary.

- 30inbINIEHHST YaCTOTH BUITAAKIB HAPOMXKEHHS OiTel 3 Masio Macolo Tina (< 2500 rpamiB)
TIOPiBHSHO 3 KOHTPOJILHOIO I'PYIIOIO.

- 30inblIeHHS YaCTOTH BUIMAKIB 3aTPUMKHY BHYTPIMIHBOYTPOOHOTO pocTy mioaa (SGA;
BM3HAYAIOTH [IPU Maci Tijla HOBOHaPOIXKeHOro Hux4e 10-ro IponeHTUI0 3 I0IPaBKO Ha
reCTaliiHUY BiK Ta cTpaTu®ikalieo 3a cTaTTio). Bignaneni Hacnigku SGA HEMOBIST He BCTAHOBJIEHI.

ITpusHaueHHA npu enisencii. 2KiHKaM peNPOAYKTUBHOTO BiKy PEKOMEHI0BAHO PO3TISHYTH
aJbTePHATUBHI MeTOIU JIiKyBaHHS. [Ipu NiKyBaHHI TOllipaMaTOM XKiHKaM PeIPOLYKTUBHOIO BiKY CIIif
BAKOPHCTOBYBaTH BUCOKOE(EKTHBHI MeTOOX KOHTpalenil (DuB. po3ain «B3aeMopis 3 iHIIMMU
JiKapChKUMH 3acobaMu Ta iHIIi BUIM B3a€EMOiK»). Y mepion BariTHOCTI Tomamaxkc® cin Npu3HavYaTh
JIUIIIe Ticys JOKJIafHOro iHpopMyBaHHS XKiHKHU IIPO BifoMi PU3UKKU HEKOHTPOJILOBAHOI elinencii ais
BariTHOCTI Ta MOKJIMBUH BIJIUB JIiKapChKOro 3aco0y Ha mif. [Ipu mmaHyBaHHI BariTHOCTI Cif
IIPOKOHCYJIbTYBATHCS 3 JIiKapeM 3 MeTOI0 TOBTOPHOI OLIHKY JIIKyBaHHS, @ TAKOXK PO3TJITHYTH iHIITI
MeTOnH JliKyBaHHs. HeoOXinHe peTesibHe NOMOIOroBe CIOCTepekeHHs y pasi npuiiomy TonaMakcy”
IIPOTSATOM IEPIIOr0 TPUMECTPY BariTHOCTI.

[IpusHaveHHs 04 npogisakmuku miepeHi. TolmipaMaT IPOTUIIOKA3aHUU A7 IPOQiTaKTUKA
MIrpeHi y XKIiHOK y IIepiof] BariTHOCTI Ta y XKiHOK PEeIpOLYKTUBHOIO BiKY, AKIIO BOHU He
3aCTOCOBYIOTh BUCOKOE(EKTUBHI METOM KOHTpALENIil (IUB. po3ainu «B3aeMopis 3 iHIIUMHU
nmiKapchKUMU 3aco0aMu Ta iHIIi BUOW B3aeMOTili», «[IpoTUIIOKa3aHHI»).



Ilepion rogyBaHHS TPYOIIO

[Tig yac mocmigkeHb Ha TBapuHax 0yJI0 BUSIBIIEHO BUIJIEHHS TOIipaMaTy y TPy[HE MOJIOKO.
Exckpelrig TomipaMaTty y TpyHE MOJIOKO TIOOWHYN HEe BUBYAsacs IIifl 4aC KOHTPOIbOBaHUX
nocrigxkenb. OOMexkeHi CriocTepeRKeHHS MIPUITYCKAIOTh, IO TOMipaMaT MPOHUKAE Y TPYIHE MOJIOKO Y
3HAYHUX KiNmbKOCTAX. EdekTH, sIKi crmocTepiranuch y HOBOHAPOAXKEHUX/HEMOBJISAT, 1110 Iepe0yBaloTh
Ha I'PyIHOMY BUT'O4OBYBaHHI, BKJIIOYAIOTh iapelo, COHIUBICTD, APaTIBIUBICTh Ta HeaZleKBaTHE
30inbIIIEHHS MacH Tina.

OckinbKy GiNBIIICTH TiIKAapChKUX 3aC00iB MPOHUKAE Y TPYAHE MOJIOKO, HEOOXiqHO BUPIMIUTH MUTAHHS
IIPO JOLINbHICTh MPUNUHEHHS FOQyBaHHS I'PYyAA0 ab0 MIPUIMHEHHS IPUIOMY TIpernapary,
BPaxOBYIOUM CTYIIiHb MOT0 BaXKJIUBOCTI AJIst MaTepi (AuB. po3min «OcoBIUBOCTI 3aCTOCYBaHHS»).

DepTUNLHICTh

HocrnigXeHHS Ha TBapAHaX He BUSBUJIU IIKIAJIMBOTO BIIJIUBY TOIlipaMaTy Ha (GepTUIbHICTh. Brinus
TomipamMaTy Ha (GepTUIbHICTH JIIOAUHYN He BCTaHOBJIEHUM.

30amHicmb eniueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Tomamakc® Mae He3HayHW ab0 IOMIpHHUI BIIMB Ha 3[aTHICTh KEePyBaTH aBTOTPAHCIOPTOM Ta
[IpaIfioBaTy 3 iHIKUMHA MeXaHi3MaMu.

Tomamakc® fii€ Ha LeHTPaIbHY HEPBOBY CHCTEMY Ta MOXKE CIPHYMHATH COHIMBICTH, 3aIIaMOPOYEHHS
Ta iHII CUMIITOMU. BiH TaK0XK M0OXKe CIIPUYMHUTY 30POBi IIOPYyIIeHHS Ta/ab0o PO3MUTICTH 30Dy .
3a3HaveHi mo0iuHi e()eKTU MOXKYTh OyTH IOTEHIIHO HeOe3MeYHNMHU IJIs TAIli€HTiB, IKi KEPYIOTh
aBToMO0O6ieM ab0 IIpalol0Th 3 TEXHIKO0, 0COOIMBO Y TOMY BUIIAOKY, KOJIU MAIli€HT Ille He Mae
IHOMBiAYyaIbHOTO OOCBINY 3aCTOCYBaHHS IIpenapary.

Cnocib 3acmocyeaHHsi ma do3u.

JIikyBaHHST pEKOMEHIYEThCS PO3MOYMHATH 3 HU3BbKOI MO3H 3 MOMABIINM IIOCTYIIOBUM T060pOM
eekTuBHOI M03u. [103y Ta piBeHb il MiABUIIEHHS CIIif MigOupaTH 3aekKHO Bif KJTiHIYHOI BiAMOBimi.

KoHTpob KOHIIEHTPAIliMl TollipaMarTy y Ijla3Mi KpoBi He € HeoOXiIHUM 7 ONTUMi3allil TiKyBaHHS
TomamakcoM”. V pigKicHUX BUNafKax IpH3HAYeHHS TOHipaMaTy SIK [OfaTKOBOI Tepamii mpu
JiKyBaHHi (eHITOIHOM MOXKe OoTpeOyBaTu KOPUTYBAHHS J03U (PEHIiTOIHY O/ JOCATHEHHS
ONITUMAJILHOTO KITiHiuHOTO edekTy. [lomaBaHHS abo BigMiHa (eHiTOIHY ab0 KapbamMa3emiHy IK
MOMATKOBOI Tepamii mpu nikysanHi TomaMakcoM® MoxKe IOTpeGyBaTH KOPUI'yBaHHs f03u Tomamakcy”.

Kancynu Tonamakc® MOXKHa KOBTATH LMK a60 00epeXHO BiIKPUTH KaICyly i BUCUIATH il BMICT
Ha HeBeJIUKY KiNbKiCTh (JaliHa JI0&KKa) M’'AKol 1xki. JIlikapcekuii 3aci6/ cyMiln ciiifg HeraltHO
IIPOKOBTHYTHU He IepexoByloun. He crig 36epiraTé cyMii BMiCTy KarCcynu 3 1Keto AJIs O4aIbIIoro
3aCTOCYBaHHS.

[IpenapaT MOXXHa NMpUMaTH He3aJIe’KHO Bifl BXKHUBaHHS 1Xi.

Bigminy npoTueninienTUYHUX [Ipenaparis, BKIIOYHO 3 TOIipaMaToM, CJIif 34iMCHIOBATH IIOCTYIIOBO 3



MeTOI0 MiHiMi3allil MOXIMBOCTI BUHUKHEHHS HalamiB a00 30imblIeHHS IXHBOI YaCTOTH He3aIeKHO Bif
TOT0, UM MaJIX IallicHTH BUMNAOKXA HaOafiB eminencii B anamMue3i. ITig yac KIiHiYHAX TOCIIimKeHb
no6oBi no3u 3MeHIryBanu Ha 50-100 Mr 3i IOTUXKHEBUM iHTEPBAJIIOM Y JOPOCIUX, XBOPHUX Ha
erinerciio, Ta Ha 25-50 Mr y mopociux, sKi npuiitmManyu TomipaMat y mo3yBaHHi o 100 Mr Ha moby 3
METOI0 IPOPITaKTUKU MirpeHi. Y X0fi KITiHIYHUX JOCTIIXKeHb 3 y4acTIO AiTel BiMiHy TomipaMaTy
IIPOBOLOUJIM IIOCTYIIOBO, 3a 2-8 TUXKHIB.

MoHomepanisa eniaencii.

[Ipu BigMiHi CYyNyTHIX IPOTHENINIEITUYHUX IIPelapaTiB 3 MEeTOI0 IIepexXony Ha MOHOTEpPAIi
TollipaMaToM HeOoOXiIHO BpaXOBYBaTU MOXKJIMBUH BILJIMB 1[LOTO KPOKY HAa YaCTOTY HamapiB. AKIIo
MipKyBaHHS1 0e3MeKy He BUMaraioTh TEPMiHOBOI BiIMiHU CYIIyTHHOTO IIPOTUEMINIEITUYHOTO
nmpenapary, PeKOMEHYETHCS MMOCTYIIOBe 3HUXKEHHS MOro A03u Ha 1/3 KOXHI 2 THXKHI.

[Ipu BimMiHi mpemapartis, 0 € iIHAYKTOpPaMU Ie4iHKOBUX (hepMeHTiB, KOHIIeHTpallil TolipaMaTy B
KpOBi OyAyTh 3pOCTaTH. Y TaKUX CUTYalligX IPU HAsIBHOCTI K/IiHIYHUX ITOKa3aHb 403y IpenapaTy
Tomamakc® MOXHA 3HU3UTH.

Hopocai.

o3y cmip TUTPyBaTH 3aJie’kKHO Bifl KJIiHiYHOI BignoBigi. JIikyBaHHS CITig PO3MOYMHATY 3 IPUKOMY

25 MT Ha HiY TpoTsAroM 1 THXKHS 3 MOJATBIIUM 30i/TbIIEHHSIM 3 THKHEBUM a00 TBOTHXKHEBUM
iHTepBasoM Ha 25 abo 50 Mr Ha K06y (H0OGOBY MO3y 3aCTOCOBYIOTH 3a 2 IpUitoMu). SKIIO TMAlliEHT He
IIepeHOCUTh TaKUM PEXKUM TUTPYBaHHS 03U, MOXKHA 30iIbIINTY iHTEPBAJIA MiX MiIBUIIEHHSAME 03U
ab0 3acToCyBaTH MEHII 3HAYHE 30i/bIIeHHS HO3H.

PekxoMeHmoBaHUY pPiBeHBb ITOYATKOBOI IiTbOBOI 103U TonaMaKcy® IIPpX MOHOTEPaIllii y JOPOCIuX - Bif
100 mo 200 mr Ha goOy, po3MOKiNeHUX Ha 2 IpuiioMu. MakcrMaibHa peKOMeHgoBaHa fo3a - 500 Mr
Ha o0y, po3nopineHa Ha 2 npuiiomiu. [lesdKi mauieHTy 3 pebpakTepHUME GpopMaMu eminerncii mobpe
IIepeHocsATh MoHOTepamio TomamakcoM® y fo3i 1000 Mr Ha fo0y. 3a3HadeHi peKoMeH/allil oo
[03YBaHHS CTOCYIOTHCS BCiX JOPOCJIUX IMALli€HTIB, BKIOYAYY JIIOEN JIITHHOTO BiKy Y pasi
BiICYTHOCTI y HUX 3aXBOPIOBaHb HUPOK.

Iimu (8ikom 8i0 6 pokia).

o3y ans mgiTed ciifg TUTPyBaTH 3aJIesKHO Bif KJTiHi4UHOI BifmoBifi. JIikyBaHHS [iTel BiKOM Bif 6 POKiB
ciipm po3nounHaTy 3 mpuriomy 0,5-1 MT/KT Ha HiY mpoTsAroM 1 THXKHS 3 IOJAIbIIUM 30i/bIIIEHHSIM 3
TUXKHEBUM ab0 IBOTHXKHEBUM iHTepBasioM Ha 0,5-1 Mr/kr Ha go0y (mo60By 03y 3aCTOCOBYIOTH 3a 2
npuioMu). fAKI0 OUTHHA He IePEeHOCUTh TaKWW PeXKUM TUTPYBaHHS HO3U, MOXKHA 30i/bIIUTI
iHTepBanM Mix MiIBUINEHHSMY 00341 a00 3aCTOCYBaTU MEHII 3Ha4YHe 30iNbIIeHHS TO3H.

PekxoMeHmoBaHUY pPiBeHb ITOYATKOBOI IiTbOBOI 103U TonaMaKcy® IIpX MOHOTepaIil y fiTei BikoM Bif 6
pokiB ctanoBuTh 100 Mr Ha fo0y 3a/1eKHO Bif KIiHiYHOI BigmoBiAi (11e 6113bK0 2 MT/KT MacH Tijla Ha
moOy miist miTew BikoM Bifm 6 mo 16 pokiB).

IModamkosa mepania eniaencii (napuiaavHi Hanadu 3 HaA8HicM0 abo 8i0CymHicmw 8MOPUHHOL

2eHepasisauii, nepeuUHHi 2eHepPani308aHi MOHIKO-KAOHIYHI Hanadu Yu Hanadu, dcouillo8aHi 3
cuHOpoMmoMm JIeHHOKca - ['acmo).

Lopocai.

JIikyBaHHS pO3M0YMHATHU 3 IpuroMy 25-50 Mr Ha Hi4 npoTtdarom 1 TuxHs. Bynu noBigoMIeHHS IIPO
3aCTOCYBaHHS HUKYMUX [I0YATKOBUX 03, OOHAK BOHU He BUBYAJIUCS CUCTEMATUYHO. Y OJA/IbIIOMY



103y 30iIbIIyI0Th 3 TUKHEBUM a00 JBOTUKHEBUM iHTepBanoM Ha 25-50 Mr Ha 1oy (mo6oBy Ho3y
3aCTOCOBYIOTh 3a 2 IPUOMU). Y JesSKUX MallieHTiB epeKT MoxKe OyTH HOCATHYTUI NPU IpUioMi
npemnapary 1 pa3 Ha go0y.

[Tig yac KIiHIYHUX DOCTiAXKEHb 3aCTOCYBaHHSA TOllipaMaTy SIK JOLATKOBOL Tepalil MiHiMaibHa
edexTrBHa f03a cTaHoBuUa 200 Mr. 3Buyalina no6oBa no3a craHoBuTh 200-400 Mr Ha go0y 3a 2
TIPUIOMU.

3a3HavyeHi peKOMeHpallil o0 J03yBaHHSA CTOCYIOTHCS BCiX TOPOCIMNX MAIliEHTIB, BKIIOYA04H JTIOOeH
JIITHBOTO BiKYy Yy pasi BilCyTHOCTi y HUX 3aXBOPIOBaHb HUPOK (AUB. po3min «OcobIuBOCTI
3aCTOCYBaHHS»).

Ilimu (8ikom 8i0 2 pokia).

PekoMeH[j0BaHa 3aranbHa mo6oBa mo3a TomaMakcy® (TomipaMarty) sSIK JOZaTKOBOI Teparlil CTaHOBHUTh
6mu3bk0 5-9 Mr/Kr Macu Tina Ha o0y 3a 2 mpuiioMu. JIiKyBaHHS CJTiff pO3MOYMHATH 3 IIpUiioMy 25
Mr (abo MeHIIle, 3 po3paxyHKy 1-3 MI/KT Macu Tina Ha f00y) Ha Hid mpoTaroM 1 THXKHS 3 MOAaJIbIINM
30iNbIIIEHHSIM 3 THXKHEBUM a00 ABOTUXKHEBUM iHTepBasoM Ha 1-3 MI/KT Macu Tina Ha fo0y (goOoBy
I03y 3aCTOCOBYIOTh 3a 2 MPUMOMHM) 0 [HOCSITHEHHS TepalneBTUYHOTO eheKTy. Y X0fi KITiHiuHNX
IOCTimKeHb BUBYanu go3u 1o 30 Mr/Kr Macu Tina Ha go0y, siKi 3arasoM noOpe epeHoCUuCs.

MiepeHe.
Hopocai.

PexomeHfoBaHa 3arajibHa 1060Ba J03a TomipaMary Ajisd IpodilakTUKY HalafliB MirpeHi CTaHOBUTh
100 mr, po3pineHux Ha 2 npunoMu. JIiKyBaHHS CIIifl pO3NOYMHATHU 3 IPUUOMY 25 MT BBeUepi
IPOTATOM 1 THXKHS 3 TIOJAJBIINM 30iTbIIeHHSIM Ha 25 Mr Ha [00y 3 iHTepBasioM 1 THXOEHD MiCIIsa
KOKHOTO IiABUIIEHHS O03U. fAKIIO0 NallileHT He IePeHOCUTh TaKUW PeXXKUM TUTPYBaHHS 403U, MOXKHA
30iBIINTH iHTEPBAIM MiX MiIBUINIEHHSIME TO3M.

V mesikvx MallieHTiB KIiHiYHA BigmoBib OOCSATAETHCS IIPU 3aCTOCyBaHHi 50 Mr TomipaMaTy Ha mo0y.
[Tig yac KMiHIYHUX DOCTiAXKEHb MallieHTH oTpuMyBanu fo 200 Mr TomipaMaty Ha go0y. Take
mo3yBaHHS MoXke OyTu eeKTHBHUM [JIg AeSKUX Malli€HTiB, OMHAK PEKOMeHI0BaHO MIpH3HaYaTu Moro
3 00epeXKHICTIO 3 METOIO TIONIEPEIKEHHS MiIBUIIIEHHS YaCTOTU BUHUKHEHHS MOOIYHUX pPeakIliil.

Ocobaugi 2pynu nauieHmia.
ITopyweHHA PYHKUIU HUPOK.

3 OrnsAmy Ha Te, 10 MJIa3MOBUM Ta HUPKOBUY KJIIDEHCH TOIlipamMaTy 3HUXKEH] y IallieHTiB 3
nopyureHoo gyHkuiero HUPoK (CLgy = 70 Mi/XB), TaKUM MallieHTaM TOIlipaMaT CJIiff IpH3HayaTH 3
obepexHicTio. [TarieHTaM 3 BifoMuM mopyiieHHSM QYHKII HUPOK Moxe OyTu noTpi6Ho Oinblile yacy
[JIs1 BOCATHEHHS CTIMKOTO CTaHy IMiCNIg IPUMOMY KOXHOL f03U. PEKOMEHIyEeThCA TIOJI0BUHA 3BUYAWHOL
II0YaTKOBOl Ta HiATPUMYI040]1 [03HU (OUB. po3ain «PapMaKOIOTidyHi BTaCTUBOCTI»).

Tomipamat BUang€eThCA 3 JIa3MU KPOBI Mif] Yac reMofiaily, TOMy Hali€eHTaM 3 OCTaHHbOIO CTafi€l0
HUPKOBOI HEJOCTATHOCTI Y OHi IIPOBeieHHs TeMofliali3y peKOMeHI0BaHO NMpKU3HaYaTH 0aTKOBY
no3y TomaMakcy®, sKa CTaHOBUTH IPUGIKN3HO HONIOBKUHY 3BHYAiHOI 060BOI 1031, [JOMaTKOBY 03y
CJIi[l PO3MOTINUTY Ha 2 MPHUUOMH Ta 3aCTOCOBYBATH Ha ITOYATKY Ta IIiCJIS 3aBEPIIEHHS IPOLeAypHu
remopiani3y. [lomaTKoBa 403a MOXKE Bipi3HSATHUCS 3aJIE3KHO Bifl XapaKTEPUCTHUK Miajli3HOl CUCTEMH,
1110 BUKOPUCTOBYETHCS (OUB. po3ain «®apMaKoIOTiyHi BIaCTUBOCTI»).



ITopyweHHA pYyHKUII neviHKu.

[TamieHTaM 3 MOPYLIEHHAMHU (PYHKIIY MEYiHKY Bifl TOMIPHOTO A0 TSXKKOTO CTyIEHS Tomamaxkc® ciig
Ipu3HadaTy 3 00epeXHiCTIO, 3BaXKal04yy Ha 3HUKEHUH KIIipeHC Tollipamary.

ITayieHmu AiMHbO20 BIKY.

I miKyBaHHS MAIiEHTIB JTITHLOTO BiKy KOPUTYBaHHS 103U He MOTPiOHe, SKI0 BOHU He MaloTh
NopylIeHb GYHKIII HUPOK.

Himu.
Monomepanis enisnencii. 3aCTOCOBYBaTH HiTSM BiKOM Bifi 6 pOKiB.

ITodamkoea mepanis (napuiaavHi Hanadu 3 abo 6e3 BMOPUHHOI 2eHepanidauii, nepeuHHi
2eHepani3o8aHi MoOHIKO-KAOHIYHI Hanadu Yyu Hanadu, acouilio8aHi 3 cuHopomom JleHHokca - 'acmo).
3aCTOCOBYBATH HiTSIM BiKOM Bifl 2 POKiB.

Miepenb. TonaMakc® He PeKOMEHMIYETLCS I/ TiKyBaHHA a00 MpodilakTUKU MirpeHi y miTell yepes
He[IOCTATHICTh MaHUX I0A0 0e3meKu Ta e(eKTUBHOCTI.

Ilepedo3yeanHs.
Cumnmomu.

[ToBimOMIISINIOCS PO BUMAAKU Mepeno3yBaHHs TomipamaToM. O3HaKy Ta CUMIITOMHU Iepeno3yBaHH
TomaMakcy® BK/IIOYAIX CyLOMH, COHJIMBICTh, IIOPYIIEHHS MOBJIEHHS, PO3MUTICTD 30Dy, HUILIOINI0,
TIOPYIIeHHsT MUCJIEHHS, TOPYIIeHHsS KOOPAUHAllii, TeTapriio, CTyIop, apTepianbHy rinotexsito, 6inb y
JKMBOTI, aXKHUTallil0, 3allaMOPOYEeHHS Ta fernpecito. Y 6ibiIocTi BunagkiB He 6yI0 TIXKKUAX KITiHIYHUX
HaCJigKiB, ane OyJM 3apeecTpoBaHi IeTalbHi BUNAOKY IIiC/Is Iepefo3yBaHHS i3 3aCTOCYBAHHSIM
KoMOiHaIlil KiTbKOX JTiKapChbKUX 3ac00iB, Y TOMYy YHCIIi TOIlipaMary.

[Tepeno3yBaHHs TOIlipamMaTy MOXKe CIPUYMHUTH TSKKUN MeTabomignui auumgo3 (aus. «Ocob6auBOCTi
3aCTOCYBaHHS»).

JIiKy8aHHA.

[Tpu rocTpoMy Iepeno3yBaHHI ToIipaMaTy, SKIO0 3 MOMEHTY IIPUHOMY IIPOHIII0 HeGaraTo 4acy,
HeoOXiTHO ogpa3y MPOMHUTHU LUIYHOK ab0o CIIpOoBOKYyBaTH OJ1t0BaHHA. Y XOMi OOCHTigKeHH in vitro 6ymno
BCTaQHOBJIEHO, III0 aKTUBOBaHe BYT/INIA agcopOye TomipaMat. [1pu HeoOXigHOCTI TPOBOUTH
CUMIITOMaTUYHY Tepallilo maljieHTaM PpeKOMEeHY€ETbCS BxKUBaT 0arato piguau. EdeKTUBHUM
3aX0/10M BUBEJEHHS TOIlipaMaTy 3 OpraHi3aMy € reMopiaiia.

ITo6iuni peakuii.

[Tpodine Ge3mexu TomipaMaTy OIiHIOBAJX 3a JaHUMU 0a3u HaHUX KJTIHIYHUX JOCIigKeHb
3aCTOCyBaHHS TOIipaMaTy K JOJaTKOBOI Teparil 4y JIiKyBaHHS IIEPBUHHO reHepasli30BaHUX TOHIKO-
KJIOHIYHUX HallafiB, IapliajJbHUX HamnafiB, HallafiB, acoLiioBaHUX i3 cuHOpoMoM JleHHOKCa - ['acTo,



Ta SIK MOHOTepaIil s JTiKyBaHHS BIEpIle YU HEU[0JaBHO OiarHOCTOBAHOI eminerncii uu
npodinakTuky Mirpeni y 4111 mamientis (3182 orpumyBanu tomipamat i 929 - nnane6o), ki 6panu
y4acTb y 20 mOABifHO CIIIMUX OOCTimXKeHHX, Ta 2847 mallieHTiB, gKi 6panu y4acTb y 34 BigKpUTUX
MOCTimXeHHAX. BiNbImicTh mo6iYHUX peakirii 0y/Iu Bifl 1ETKOT0 I0 IIOMiPHOTO CTYIEeHS TSIXKOCTi. Y
HaBefeHil HUXK4Ye Tabnull 3 nepesiyeHo nobiyHi peakilii, 110 criocTepiramucs y xomi
KJTiHIYHUX JOCTiAKeHb Ta ¥ TOCTMapKETUHTOBUY Iepiod. 3a 4acTOTOI0 HeOaxKaHi peakiril
Kiacu(dikoBaHi TaKUM YUHOM: OyxkKe 49acTto (= 1/10), gacto (= 1/100 mo < 1/10), HeyacTo (=
1/1000 mo < 1/100), pigko (= 1/10000 < 1/1000) Ta HeBimoMo (He MoxKe OyTH BCTAaHOBJIEHO 3
OOCTYIIHUX HaHUX).

HaituacTimumy no0iYHUMY peakIliiMu 3 4aCTOTOI0 MOSABU > 5 % Ta OilbIIoi0 4aCTOTO0, HiX y I'pyIi
nnane6o, y Xoi JocmigXkeHb i3 3aCTOCYBaHHAM ToIlipaMaty Oyu: aHOPEKCis, 3HUKEHHS alleTUTy,
OpagudpeHis, genpecis, MOPYIIeHHS eKCIIPECUBHOTO MOBJIeHHS, 6€3COHHS, TOPYIIEHHS KOOPOUHAILIi1
PyXiB, MOPYILIEHHS KOHIIEHTpAllil yBary, 3alaMOPO4Y€eHHS, OU3apTpis, CIOTBOPEHHS CMaKy,
rirmecTesis, JeTapris, NOPYLIeHH [1aM AT, HicTarM, rapecresis, COHJIUBICTh, TPEMOD, OUILJIOIIM,
PO3MHUTICTE 30Dy, Hiapes, HyA0Ta, BTOMa, PO34PaTOBaHICTh Ta 3MEHILIEHHS MacH Tijla.

Tabmuig 3

CucteMa oprasis/ [To6iuHi peaxiiil

JacToTa

[HpeKuii ma iHeasii

MlyXke 9acTo [Hazodbapumrit’

3 6oky Kposi ma aimpamuyHoi cucmemu

YacTto AHEMis

Heyacto JlelikomeHis, TpoMOOLMTOMNEHIs, miMbameHonaTis, e03uHODiis

Pinko HeiiTponenisa

3 60Ky iMyHHOI cucmemu

HacTo [inep4yTIuBICTh

Hesigomo Anepriunuii HabpAK

3 6oky memaboaizmy

HacTo AHODEKCisl, 3HUKEHHS alleTUTy

HewacTo Me'lja60Hi"—IHI/II71 anuno3, rirnoKajieMid, MiABUALLIEHHS alleTUTy,
MOJTigUIICiS

PifKo FinepxnopeMif{EIHfI alupo3, TinepaMoHeMisi , TilepaMoHeMidHa
eHIledanonaTis

3 60Ky ncuxiku

[ly>Ke 4acTo [lenpecisa
BpapudpeHis, 6e3COHHS, TOPYIIEHHS €KCIIPECUBHOTO MOBJIEHHS,

YacTo TPUBOXKHICTb, CIUIYTaHICTh CBiJIOMQCTi, Le30pieHTallis, arpecis,
OpPYIIeHHS HaCTPOIO, CXBUIbOBAHICTh, Tepelafiu HaCTPoIo,
menpecuBHUM HACTPiH, 3/MiCTh, HE3BUYHA IIOBEMiHKA




HeuacTo

CyinupanbHi fyMKH, cipo0a caMory6CTBa, TaIloiHallii, ICUX0THYHI
MTOPYIIEeHHs, CIIyXO0Bi raiiolHallii, 30pOoBi raloHallii, amnarig,
[OPYLIEHHS CIIOHTAHHOT'0 MOBJIEHHS, IOPYIIEHHS CHY, aheKTUBHA
mabinbHICTD, 3HMKEHHS 1i0io, HeCHoKi, a4, guchemis,
enOpUYHUM HACTPil, TapaHos, TIepceBepallis, TaHiyHa aTaka,
[7IaKCHBICTh, TIOPYIIEHHS 30AaTHOCTI YUTATH, IIEPBUHHE OE3COHHS,
CIIJIOIIEHHST eMOlliHOr0 adeKTy, He3BUYHe MUCJIEHHs, BTpaTa iibigo,
OalioyKicTh, iIHTPACOMHIYHUY PO37Iafl, BigBOJIiKAHHS, PAHHE
npoOyIKeHHs, MaHiuHi peakilii, migHeceHn HaCTPik

Pinko

MaHis, po3jafy IaHIYHOTO TUIY, BIMUYTTA Bimuaio , rimomanist

3 60Ky Hepeosoi cucmemu

[lyKe 4acTo

[TapecTe3is, COHNUBICTh, 3alIaMOPOYEHH T

YacTto

[TopyleHHSI KOHIIEHTpallil yBaru, MOPyIIeHHs IaM’sITi, aMHe3id,
KOTHITHBHI pO3/1afiy, IOPYLUIEHHS PO3YMOBOI OiSIbHOCTI, PO3/1afu
[ICUXOMOTOPHUX (PYHKIIiM, CYyOOMHU, IOPYIIEHHS KOOPAUHALLl, TPEMOD,
lleTapris, rimecresis, HiCTarM, UCreB3isl, IOPYIIEHHS PIBHOBArH,
IU3apTpisl, iIHTEHIIINHUY TPEMOD, cefallis

HeuacTto

[TpurHiyeHHS CBiOMOCTI, BEJIUKUY eMiIeNTUYHUYN Hanafl, 1edeKT Mojs
30py, KOMILJIEKCHI [TapliiajibHi Hallagy, IOPYIIeHHT MOBJIEHHS],
[ICUXOMOTOPHA TilepaKTUBHICTh, CUHKOIIE, CEHCOPHI IIOPYIIEHHS,
CIIMHOTEYa, TillepCOMHis, adasis, TOBTOPIOBAHICTh MOBJIEHHS,
rinoKiHes3is, QUCKIHEe3is, IIOCTypasibHe 3allaMOpOYeHHs, II0oTaHa SKICTh
CHY, BIUyTTs IEeYiHHs, IOPYIIEHHS YyTIUBOCTI, ITapoCMis,
MO30YKOBUM CUHAPOM, OU3ECTE3is, TiloreB3is, CTyop, He3rpadHiCTs,
aypa, aresis, gucrpadis, nucdasis, nepudepruyHa HeXpOIaTid,
[IPECUHKOIIE, JUCTOHIA, BIQUYTTS «II0B3aHHS MYpPAIIOK»

Pinko

Anpaxcis, IOpyILIeHHS [UPKagHOr0 PUTMY CHY, TillepecTesid, rinocmig,
AHOCMisI, eCeHlialbHUY TPEMOD, aKiHe3is, BifCyTHICTh peakliil Ha
[MOOPa3HUKHN

3 60Ky opaaHis 30py

YacTto

[ToMyTHIHHS 30Dy, BUIJIONISI, PO3/Iafu 30py

3HUXKEHHS TOCTPOTHU 30py, CKOTOMa, rocTpa Miomisi, He3BUYHi

HeuacTto BiM4YyTTS B 04ax , CYXiCTb o4eil, GoTohobisd, 6redapocmasy,
MOCHUJIEHHS CIIbO30BULiINIEHHS, QOTOICis, Mifpia3, mpecbiomis
ODHOCTOPOHHS CJIIIIOTa, KOPOTKOYACHA CJIlIOTa, T/1ayKoMa,

Pigko MOpYyIIeHHsS aKoMOofallil, 3MiHeHe Bi3ya/llbHe CIIpUUHSATTS IIUOWHH,
MepeXT/IruBa CKOTOMa, HaOpsK MOBIK , HiuHa CIinoTa, aM6iomnisa

Hesizomo 3aKpUTOKYTOBa TTIayKOMa , MaKyJIONaTis , PO3JIafi Pyxy odeil

HaOpSAK KOH'IOHKTHBHU , YBEiT.

ITopyweHHs cayxy ma secmubyas1pHO20 anapamy

YacTto

BepTuro, THHIT, 6iflb y ByXax

HeuacTto

['71yx0Ta, OMHOCTOPOHHS I'JIyX0Ta, HEMPOCEHCOPHA TIyX0Ta, BifuyTTsa
n1CKOMGMOPTY y ByXax, IOPYIIEHHS CIYXY

3 60Ky cepueso-cyOuHHOI cucmemu

HeuacTto

[Epapukapnisi, cunycosa 6pafguKapmis, manbIiTanis

3 60Ky cyOuH

HeuacTto

ApTepianbHa TilIOTEH3id, OPTOCTaTUYHA TIMOTEH3is, TiepeMis,
[IPUTLINBU

Pinko

denomen Peiino

[PecnipamopHi NOpyweHHA

YacTo

[I1CIIHOe, eMmiCTaKCUC, 3aKIageHiCTh HOCa, PUHOPeS, Kallemb

HeuacTo

[ucnHoe pu (HisMYHOMY HaBaHTaXKEHHI, MTapaHa3ajibHa CUHYCOBa
rinepcekperisi, fuchoHis




3 60Ky WAYHKOBO-KUWKOB020 MPAKMY

[lyKe 4acTo

Hyporta, giapes

JacTto

BroBaHHS, 3anop, 6isb y BepXHill YaCTHHI XKUBOTA, AUCIIEICis, 6inb y
DKIBOTI, CYXIiCTh Y POTi, BifUyTTS HUCKOMGOPTY ¥ IUIYHKY, IapecTesis
Cn30B01 000JIOHKY MTOPOXKHUHYU POTA, TACTPUT, IUCKOMDOPT Y XKUBOTI

HeuacTto

[TaHKpeaTuT, METEOPU3M, TacTpoe3odareanbHa pedaioKCcHa XBopooa,
0inb y HUXKHINM YaCTUHI XKMBOTA, TillecTe3is CIu30B01 000I0HKU
MTOPOXKHUHYU POTa, KPOBOTOUMBICTH SICEH, 3AYTTS XKUBOTA, BiTUyTTS
nckoMdopTy B emiractpil, 6isb Ipy nasnbiallil XK1UBOTA, Tinepcekpenis
cnuHY, Oi/1b Y TOPOXKHUHI POTa, 3amax 3 PoTa, TJIOCOTUHIS

3 6oky 2enamobisiapHoi cucmemu

Pinko

|1"enaT1/1T, IIe4yiHKoBa HEJOCTATHICTh

3 60Ky wkipu ma nidwKipHOi KAimKo8UHU

HacTo Aromierisi, BUCUIIaHHS, CBEPOixK
AHTiTPO3, TimecTe3iss 06MYYsi, KPOIIUB SHKA, EpPUTEMA,

HevacTo reHepasizoBaHul cBepOiXK, MaKyJIIpHi BUCUIIaHHS, 3HeOapBIEHHS
MIKipY, aJleprivHui JepMaTuT, HabpsK 00muays
CungpoM CTiBeHca - [I2KOHCOHa , My/IbTH(QOPMHA epuTeMa ,

Pinko He3BMYHMI 3aIlax IIKipH, Nepiop6iTanbHuil HaOpsK , T0Kali30BaHa
KPOIUB' THKA

Hesigomo TOKCHYHHI elifepManbHui HEKPOIi3'

3 60Ky cke1emHo-M’ 130801 ma cnoay4HOI MKAHUHU

ApTpasrisi, M’430Bi cria3Mu, Miaris, M’'130B1 IOCMUKYBaHHs, M’ 30Ba

acTto . ) L L VR
cnabKicThb, M’'s1I30BO-CKeNETHUY Oifib Y I'PYIHIN KITITI

HewacTo HabOpsk CyT'JIOGiB*, M’130BO-CKeJIeTHa CKyTiCTh, 6inb ¥ 6011i, M'30Ba
BTOMJIIOBAHICTh

Pigko BigayTTa mECKOMPOPTY y KiHIIBKax

3 60Ky cevosudinvHOi cucmemu

HacTo Hedponirias, monaxiypid, [u3ypis, HehpOKaIbIIHO3

HewacTo CeuoBi KaMeHi, HeTpUMaHH4A Ccedl, 'reMaTypi;{, iI-‘IJKO'HTI/IHeHU;iH, [I03UBU
10 CEYOBUITYCKAHHS, HUPKOBA KOJIiKa, HUPKOBUI 0inb

Pigko KaMeHi B CeYOBUBIIHUX IIISIXaX, HUPKOBOKAHAJIbIIEBUHI anmmno3s’

3 60Ky penpodykmueHoi cucmemu

HeuacTo |EpeKTI/IJ'IBHa mucYHKIIig, cTaTeBa JUCQYHKINSA

3a2a/1bHI NOPYWEHHA

[lyke 4acTo [TinBUIleHa BTOMJIIOBAHICTD

YacTo HipeKCiH, acTeHisd, po3OpaToOBaHiCTh, PO3/Iafu X0, HE3BUYHI
BiIUyTTS, HE3AYXKaHHS

HewacTo l"inepTepMiﬁ, B.iJlT-I.YTTH cgpam, rpHFoqoni6Hgﬂ CTaH , MJISIBICTB, _
[TOXOJIOAIHHSA KiHI[IBOK, BiIUyTTA CII'IHIHHS, BIHUYTTS TPUBOXKHOCTI

Pimko HalOpsk 06uyys

/TabopamopHi NOKAa3HuKu

[lye 4acTo 3MeHIIeHHS MacCH Tifa
Jacto 30inbIeHHs Macu Tina*
HasiBHICTh KpUCTaJIiB y Cedi, aHOMaJIbHUY pPe3yabTaT TECTY «TaHOEM-
Heuacto XOfla», 3HMKEHa KilbKiCTh JTEMKOIUTIB, 30i/IbIIIeHHS PiBHSA TEeYiHKOBUX
(bepMeHTiB
Pigko 3HMKeHHS piBHSA OikapOOHATIB Y KPOBI

CouianvbHa nogediHKa

Pinko

[HesmatricTts mo HaBuanus

*[To6iuHi peakIiii, Bif3HaueHi y IOCTMapKeTHHT0BOMY IIepiofii (CTIOHTaHHi IOBimOMIIeHH). [XHI0




4yacToTy 0yJI0 BUpaXyBaHO Ha OCHOBI JaHUX KIIIHIYHUX [OCITiIXKEHb.

BpomxkeHi Bagy pPO3BUTKY Ta 00MeXKeHHS POCTY Ilofia (OuB. po3ginu «OcoO0IMBOCTi 3aCTOCYBaHHS»
Ta «3aCTOCYBaHHS y ePio BariTHOCTi a00 TOMyBaHHS TPYIAI0»).

Ocob.uesocmi npoginto 6esneku y dimetl.

[To6iuHi peaxiii, 0 crocTepiranucs y mitTe#t y = 2 pa3u 4acTille, HiXK y JOPOCINX, Y X0OAi
IIOABIMHO CHIINMKX KOHTPOIbOBAHUX [OCIiXKEHb: 3HNXKEHHS alleTUTY, MiJBUIIEHHS alleTUTy,
rinepxJyiopeMiyHUY allU03, TillOKalIieMis, po3yiagy IOBENiHKY, arpecis, anaTis, IepBUHHE
0e3COHHS, CylllUaalIbHi IyMKHY, IOPYIIEHHS KOHLIEHTPAIlil yBary, jieTapris, NOpyILIeHHS
IIUPKaHOTO0 PUTMY CHY, [I0TaHa AKICTh CHY, IIOCUJIEHHS CIILO30BULIJIEHHS, CUHYCOBa
OpapfuKappis, He3BUYHI BiTUyTTS, TOPYIIEHHS XO/H.

He6azxaHi peakiiii, SKi criocTepiranucs nuille y OiTel y X0l MOABIMHO CTIMKUX KOHTPOJILOBAHUX
HOCIiIXKeHb: e03UHOMDINisI, ICMXOMOTOPHA TillepakKTUBHICTh, BEPTUTO, OJII0BAaHHS, TimepTepMis,
IipeKcis Ta He3TaTHICTh A0 HaBYaHHS.

Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epiranss.

30epiratu B OpUriHaabHiY yIAKOBII 3i IMIiITBHO 3aKPUTOI0 KPUIIKOIO AJIST 3aXUCTY Biff BOJIOTY IIPU
TeMiepaTypi He Buie 25 °C. 36epiratv y HeIOCTYIIHOMY [JIs1 OiT€H MicIi.

VYnakosBka.

[To 28 karmcyn y ¢nakoHi 3 MoiieTHIeHy BUCOKOI IIIIbHOCTI 3 KPUILIKOI0, 3aXUINEeHO0 Biff BUIIaIKOBOTO
BiIKpYBaHHA AiTbMHY; 110 1 (1akKoHY y KapTOHHIY ayIli.

Kareropis Bignmycky. 3a peremnrtom.

BupoOHHK.
BionosgidaavHull 3a 8unyck cepii:
Anccen-Cinar C.mm.A./

Janssen Cilag S.p.A.



Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.
Bia C.4dnccen, 04100 bopro Can Miwerns, JlaTina, ITamis/

Via C. Janssen, 04100 Borgo S. Michele, Latina, Italy.



