IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

TONMAMAKC®

(TOPAMAX®)
Cknao:
oitoua peuosuna: topiramate;
1 karicyna MicTuTh Tomipamary 25 mr a6o 50 mr;
OONOMIDICHI peuosuHy: caxapo3a, MOBIOH, IENI0N031 aleTar, KeJIaTuH, BoJa OYHIIEeHa, copOiTaH
MOHOJIaypar, HaTpito Jaypwicyibdar, Turany miokeun (E 171), po3unH rina3ypi meigaKy B €TaHOJI,
3amiza okcug yopHuit (E 172), cniupT OyTHIIOBUH, CIUPT 130MPONUTOBHIA, TPOIICHIITIKOIb, aMOHIO
TiIpOKCHI.

Jlikapcbka ¢opma. Kancynu.

OcHo8HI Pi3uK0o-XIMIYHI 81ACMUBOCI:

Kancyau no 25 me: TBEp/l *KeJaTHHOBI Karcyiau po3mipom Ne 1, 0 CKJIaaloThCsl 3 HEMPO30POTO
KOpITyCYy OLJIOTO KOJIbOPY 3 HAmucoM «25 mg» Ta mpo3opoi kpuiieuku 3 HanmucoMm «TOP». Bmict
Karcysn — rpaHyau 6u1oro abo maibke OUI0TO KOJIBOPY;

kancyau no 50 me: TBEpAl *KeNaTHHOBI Karcyau po3mipoMm Ne 0, 0 CKIIaAIOTHCS 3 HEMPO30POTO
KOpITyCy O1710TO KOJIbOPY 3 HamucoM «50 mg» Ta mpo3opoi kpumiedku 3 HanmucoMm «TOP». Bmict
Karcyls — rpaHyiu Outoro abo maibke OU10ro KOJIbopy.

dapmakorepaneBTHYHa rpyna. [IpotueninentuuHi 3acobu. [HIII MpoOTHENUIENTHYHI 3aCOOH.
Tomnipamar. Kog ATX NO3A X11.

Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.

TomipaMar HaJIeKUTh 10 KJIacy CyJb(amaT3aMilieHnX MOHOCAaXapuIaiB. TOUYHUI MeXaHI3M, 3a SKUM
TOomipaMaT YWHHUTHh TMPOTHCYAOMHY Ta MNpOGUIAKTUYHY [0 TPOTH MITpeHi, HEBIIOMHMIA.
Enextpodizionoriuai Ta O10XIMIYHI JOCHIDKEHHS Ha KyJIbTypaX HEUpPOHIB BHSBUIU TpPH
BJIACTHUBOCTI, SIK1 MOKYTh OYTH TIOB’513aH]1 3 IPOTHUENUICITHYHOIO €()EKTUBHICTIO TOIIpaMary.
Tomipamar OJI0Kye HaTpi€EBI KaHAJIW 1 MPUTHIYYE BUHUKHEHHS MOBTOPHMX IMOTEHIIANIB il Ha Tl
TpUBAJIOT JAemoJisApu3aiii MeMOpanu HelpoHa. Tomipamar migBUIYe 4acTOTy akTuBaiii ["ABAa-
peuentopiB y-amiHoOyTHpatoM (I'’ABA), a Ttakox 30utbmye 3maTHiCTh ['ABA 1HAYKYBaTH MOTIK
10HIB XJIOPY B HEHPOHH, IO CBITYUTH PO BIACTHBICTH TOIIpaMaTy MOCHIIIOBATH aKTUBHICTH I[LOTO
iHTi0iTOpHOTO HeWpoTpaHcMmitepa. [l mis He OJOKyeTbesl  (UIyMa3eHUIOM, aHTaroHiCTOM
6ensoniazemniny. [lo Toro », TomipamMar He 30UIbIIYE TPUBAIOCTI Yacy, KOJIU IOHHI KaHAIU €
BIIKPUTHMH, L0 BiApi3HsE TomipaMar Bix 6apoOiTyparis, ski MmoxyaooTh ['ABA A-penentopu.
Tomipamatr MoO)ke MOJYIIOBaTH HEUyTIMBUU 10 Oenzoniazeniny miatun ['ABAa-penentopis
BHACTINIOK CYTTEBUX BIAMIHHOCTEH Yy TMPOTUENUICNTUYHUX BJIACTHBOCTAX TOMipamary 1
OeH3oniazemniniB. TomipaMaT Mepemkopkae 3aTHOCTI KaiHaTy akTUBYBaTu miatun kainat/ AMIIK
(0-aMiHO-3-T1IPOKCU-5-METUITI30KCa301-4-TIPOMIOHOBA KUCJIOTa) TIyTaMaTHUX PEIEnTopiB, alie He
Ma€ SBHOTO BIUIMBY Ha akTUBHICTh N-metmin-D-acmapraty (NMDA) cepen miagtuny NMDA-
peuentopiB. Lli edektn Tomipamary € 3aJeKHUMH Bil KOHIEHTpalii y mia3Mi KpoBi B MeKax BiJ
1 mxmonb 10 200 MKMOITB, MiHIMaJIbHA aKTUBHICTH Y MeXax Bif 1 MkMob 10 10 MKMOJIB.

KpimM TOro, TtomipamMar MpHUTHIUye AaKTHBHICTh JESKUX 130(epMEHTIB KapOoaHrigpasu. 3a
BUP@XEHICTIO el (hapMakoJIOTTYHUNA eQeKT TolipamMary 3HAa4HO MOCTYHA€ThCS BiIMOBIIHOMY
MOKAa3HUKY aleTa3ojaMigy — BIJOMOMY IHTIOITOpY KapOoOaHriipasu, TOMY Il aKTHBHICTh
TOMIpaMaTy He BBa)KAETbCSI OCHOBHUM KOMIIOHEHTOM HOTO MPOTHENUIENTHYHOT .
Dapmaxokinemuxa.

dapmakoKiHeTHUHUN mpoduls Tomipamary, HOpPIBHAHO 3 IHIIUMH HPOTHENUIENTUYHHUMHU
JKapChKUMHU 3aC00aMH, XapaKTepPU3YEThCS TPUBAJIUM MEPiOJOM HaliBBUBEICHHS 3 IJIa3MH KpOBI,
JTHIAHICTIO (apMaKOKIHETUKH, MEPEeBaXXHO HHUPKOBUM KIIIPEHCOM, BIJCYTHICTIO CYTTEBOTO
3B’3yBaHHs 3 OUTKaMHU Ta BIACYTHICTIO KJIIHIYHO 3HAYYIIMX aKTUBHUX METa0OJIITIB.



Tomipamar He € MOTY)KHUM IHIYKTOpPOM (DepMEHTIB, sIKi METaOOJI3yIOTh JIIKapChKi 3acobu, Horo
MOKHA 3aCTOCOBYBATH HE3JICKHO BiJ MNPHUHOMY ©Ki, PYTMHHUH MOHITOPUHI KOHIIEHTpAIii
TOmipaMaTy y IUIa3Mi KpoBi He moTpiOeH. KiiHiuHI JOCTIKEHHS HE MOKa3ajlu IOCTOBIPHOTO
3B’S3Ky MDK KOHIICHTPALSIMU Y IJ1a3Mi KPOBi Ta €(DeKTUBHICTIO UM OOIYHUMH PEAKIIISIMH.
Bcmoxmysanna.  TomipamaT BCMOKTYETbCS MIBHAKO Ta edextuBHO. Ilpu mepopambHOMY
3actocyBanHi 100 mr Tomipamary 370pOBHM JTOOPOBOJIBISIM CEpeAHs IMIKOBAa KOHICHTpALis y
wiazMi KpoBi (Cmax) 1,5 Mxr/mun nocsiranacst nporsirom 2—3 roauH (Tmax). Ilicis mepopanbHOTO
3aCTOCYBAaHHSI TOIpaMaTy 3 paJiOaKTHBHOIO MITKOIO Ta OI[HKH paJiOaKTHBHOCTI cedi Oyio
BCTAHOBJICHO, IO CEpeIHili piBeHbh BCMOKTYBaHHS MepopambHoi no3u 100 mr *C-tomipamary
cknagae monaiivenmie 81 %. [xka He Mae KIiHIYHO BaXIMBOrO BILIMBY HA 0i0J0CTYHHICTH
ToTipamary.

Posnooin. 3 6inkamu mnazmu Kposi 3B s3yerbes 13—17 % tomipamary. [lokazano, mo mainsHKa 3i
CJ1a0KOI0 3/IaTHICTIO 3B’SI3yBaTHUCA 13 TONIpaMaTOM B/HA €PUTPOLUTAX JOCATA€E MOPOTra HACUYCHHS
IIpU KOHIEHTpALsIX y Iuia3Mmi KpoBi moHax 4 Mkr/mu. O0’eM po3NOALTY 3MIHIOETHCS OOEpPHEHO
nponopiiino a0 no3u. Ilicns omHopasoBoro mpuiiomy no3u Big 100 mo 1200 mr 3HaueHHS
CEPEeIHbOTO YABHOTO 00’eMy posnoauty ctaHoBuTh 0,80-0,55 n/kr. Bennuunna o6’emy po3noainy
3aJIeXKUTh B1JI CTaTl: Y )KIHOK BOHA CTaHOBUTH puOnu3HO 50 % Bi 3HAUEHB, 1110 CIIOCTEPIratoThCs y
YOJIOBIKIB, 1110 MOB’S3YIOTh 3 OUIbII BUCOKMM BMICTOM KHPOBOI TKAHWHU B OPTraHi3Mi *KIHOK; Taka
PI3HHULA HE € KIIHIYHO Ba)KJIMBOIO.

Memabonizm. Y 370pOBUX JTOOPOBOJIBIIIB TOMIpaMaT TMEPEBAKHO HE MIIIAETHCS METa00I3MY
(~ 20 %). Ane y maIfieHTiB, sIKi OTPUMYIOTh CYITYTHIO TEPAIIiIO0 MPOTHEUICNITHYHUMH MperapaTaMu
3 BIIOMUMH BJIACTUBOCTSIMU 1HIYKYBaTH ()EPMEHTH, SKI BIANOBIIAaIOTH 3a METa00JII3M JIIKaPChKUX
3aco0iB, MeTaboii3M Tomipamary miaBuinyBaBcs A0 50 %. I3 mmasmu kpoBi, cedi Ta dekanii
JTOAUHYU OyiM BUALUIEHI Ta i1eHTU(diKoBaH1 6 MeTaboITiB, YTBOPEHUX IUIIXOM TiPOKCUIIOBAHHS,
rigponizy Ta TmokypoHimarmii. KoxxeH 3 mmx MmeTabosiTiB ckiamaB MmeHme 3 % Bia 3araibHOL
PaIIOaKTUBHOCTI Cedi MICisl 3aCTOCYyBaHHS 14C-TonipaMaTy. JlocaimKeHHsT TBOX METa0OITIB, IO
30eperyii OUTBIIICTh CTPYKTYPH TOIIpamaTy, TMOKa3ajld, 110 BOHH BHSBJISIOTh HEBEIUKHA a0o
30BCIM HE BUSBJISIIOTH TTPOTUCYIOMHOTO €(DEeKTy.

Busedenns. OCHOBHUM NUISIXOM BUBEIEHHS HE3MIHEHOTO Tomipamary (moHaiiMmenme 81 % Big
11034) i Horo MeTaGoJITIB y MOIUHHU € HUPKU. bimusbko 66 % nosu “C-Tomipamary BuAiIseThCs y
HE3MIHEHOMY BWIJIAI 13 ceuero nmpoTtsarom 4 nHiB. [Ipu 3acrocyBanni 50 mr ta 100 Mr Tomipamary
2 pasu Ha 700y cepenHid HUPKOBUW KIIPEHC CTAaHOBUTH Onm3bko 18 Mi/xB Ta 17 Mi/xB
BIIMOBIIHO, IO CBITYUTH TPO KaHAJIBIEBY peadbcopOIlito Tomipamary B HuUpkax. Lli maHi
Y3rOKYIOThCS 3 pe3yibTaTaMM JOCIIKEHb Ha Iypax, sSIKUM TOIlipamMar 3aCTOCOBYBAIM OJHOYACHO
3 MPOOCHENHIOM Ta CIOCTEpIrajii CyTTEBE IMIJIBUILIECHHS HUPKOBOTO KiIipeHCy Tomipamary. Ilicns
MEePOPATILHOTO 3aCTOCYBAHHS IJIA3MOBHH KITIpEHC Mpenapary cranoBuTh 20—30 mMi/XB.

Jinitinicme. TomnipaMar Mae HU3bKY MDKCYO’ €KTHY BapiaOelbHICTh KOHIIEHTpALil y I1a3Mi KpOBi,
TOMY Horo apMakoOKiHETHYHI BIACTUBOCTI € mependadyyBanumu. PapMakoKiHETHKA TOMipaMaTy €
JIHIAHOI0, TJIA3MOBHUH KJIIPEHC 3aJIMIIAETHCS MOCTIMHUM, a IUIOMIA IiJ] KPUBOK «KOHIIEHTpAIlisi—
qacy» 30UIbIIYETHCS AO30IMPOINOPLIHHO MICisl 3acTOoCyBaHHs /103 y Aianazoni Big 100 mr mo 400 mr
3I0pOBUM JOOpPOBOJIBLISIM. Y TAI€HTIB 3 HOPMaJIbHOIO (YHKIIEI0 HHUPOK pPIBHOBa)KHA
KOHLIGHTpallil y TMiaa3Mmi KpoBi JocAraerbcs npoTsaroM 4-8 nauiB. 3HaueHHS Cmax michs
Oaratopa3oBoro mnepopaibHoro 3acrocyBanHs 100 mr Ttomipamary 2 pa3u Ha 100y 310pOBUM
JOOPOBOJIBISIM CTAaHOBUTH 6,76 Mkr/™mi. [licns 6aratopasoBoro npuitomy 103 o 50 1 100 mr 2 pasu
Ha 700y cepelHiil mepioJi HamiBBUBEAEHHS ToIMipamary 3 IUIa3MH KPOBI CTAHOBUTH MPUOIU3HO
21 ronuny.

OoHouacne 3acmocy8ants 3 IHUUMU NPOMUENINENMUYHUMU JIKapCcbKuMu 3acobamu. baratopasose
3acTocyBaHHs Tomipamary y no3ax BiJ 100 o 400 mr 2 pa3u Ha 100y 0JJHOYAcHO 3 (pEeHITOTHOM Yu
KapOama3emniHoM JIEMOHCTPY€E IO30IPOMNOpIiHE 3pOCTaHHS KOHIIEHTpaLlii TomipaMary y Ija3mi
KpOBI.

Iopywennsa ¢ynxyii nupok. Y XBOpPHX 3 MOMIPHUMH Ta TSDKKUMHU MOPYIIEHHSMHU (YHKIIi HUPOK
IUIa3MOBUI Ta HUPKOBHH KilipeHC TomipaMaty 3HIKYeThesl (CLcr < 70 mu/xB). BHacainok mporo
IIPU 3aCTOCYBaHHI 33J]aHO1 103U IIpenapaTy y MalieHTiB 3 TOPYIEHHIM (QYHKIIT HIPOK OYIKYIOTHCS
BUIIl PIBHOBA)XHI KOHLIEHTpAIii TOmipaMaTy Yy IUIa3Mi KpOBI MOPIBHAHO 3 TMalllEHTaMH 3



HOPMAaJIbHOO QyHKIIi€t0 HUPOK. [arieHTaM 3 BiTOMUMH MOPYIICHHAMHU (QYHKIIH HUPOK MOXKe OyTH
noTpiOHO OunblIe Yacy Ui TOCITHEHHS PIBHOBKHUX KOHILEHTPALIH MMICHIs MPUHOMY KOXKHOT J03H.
[NamieaTaM 3 MOMIPHUMH Ta TSHKKMMU HOPYIIEHHSAMH (YHKIII HUPOK PEKOMEHIYETHCS MOJIOBHUHA
BiJl 3BHUAHHOT TOYATKOBOI Ta MiATPUMYIOUO1 103.

Tomipamar e(peKTHBHO BHUBOAWTHCS 3 IUIa3MHM KpPOBI HUIIXOM Temomianizy. [lomoBxkenuit uac
reMojianizy Moe CIPUYMHUTH 3HIDKEHHS KOHLEHTpAIl TOoIipaMaTy HUXK4Ye piBHS, HEOOXITHOTO
VISl THATPUMAHHA TPOTUCYJOMHOTO edekty. s YHMKHEHHS MIBUAKHX 3HIKCHb KOHIIEHTpAIl
TomipaMaTy y TuIa3Mi KpoBi ITiJ1 9ac reMo tianizy Moxe OyTu moTpidHa jgonarkoBa jgo3a. [lpu mobopi
JI034 CIIiJi BpaxoByBaru: 1) TpUBaNiCTh MAialli3HOTO TMepioay; 2) MIBUAKICTh KIIPEHCY Iiajii3HOi
CHCTEMH, 110 BUKOPUCTOBYETHCS; 3) 3HAUEHHS HUPKOBOTO KIIPEHCY TOITIpamary y MaIli€HTa, KU
3HAXOAMTHCS Ha Jiaji3i.

THopywenns ¢hynxyii neuinku. Y TAIlIEHTIB 3 TOPYIMIEHHAMU (DYHKII TIEIIHKH Bil CEPEAHBOTO 10
TSYKKOTO CTYIEHsI KJIIPEHC Tolipamary 3HUXKYETbCS B cepeaHboMy 10 26 %. Tomy maiieHTam 3
MOpPYIIEHHAMHU (PYHKIIIT MEUIHKH TOMIpaMaT CJIiJl 3aCTOCOBYBATH 3 00EPEKHICTIO.

Iayieumu nimnvo2o 6ixy. Y TalLlEHTIB JITHBOIO BIKYy, fKi HE MarOThb 3aXBOPIOBaHb HHPOK,
IJ1a3MOBUI KJIIPEHC TOMIpaMaTy He 3MIHIOETHCSL.

Himu (sikom 0o 12 poxig). dapmakokiHETHKa ToOIIpaMaTry y AIT€H, SIK 1 y JIOPOCIHX, SKUM
3acTocoByloTh Tomamakc® SK JOJATKOBY Tepalilo, € JiHIHHOI, KIipeHC He 3aleXHTh Bifl JO3H,
PIBHOBaXH1 KOHIIEHTpALlli y IUIa3Mi KpOBI MiABULIYIOTbCS MPONOpPLIHO a0 no3u. OaHak y nitei
KIIIPEHC BHILUH, a Mepio] HamiBBUBEACHHsS KopoTmui. OTKe, KOHLIEHTpallili TomipamaTy y mia3mi
KpOBI IPU 3aCTOCYBAaHHI OJTHUX 1 THX € J103 B PO3paxyHKy Ha KUIOTpaM MacH Tila MOXYTh OyTH
HIOKYUMH Y JIITEH MOPIBHAHO 3 TAKUMHU y TOPOCIUX. SIK 1y TOpOCINX, MPOTUENUIENITUYHI JIIKAPChK1
3aco0H, 110 IHAYKYIOTh MEYIHKOBI (hepMEHTH, 3MEHIIYIOTh PIBHOBAXKHI KOHIIEHTpAIil Tomipamary y
1a3Mi KpoBi JiTeH.

KuiniuHi XapakTepucTuKH.

Ilokazanns.

Sx MoHOTepamis Jyis JIIKyBaHHS JOPOCIIHMX Ta JITEH BIKOM BiJ 6 POKIB 3 MapIliaIbHUMHU HAIalaMHu 3
a00 0e3 BTOPMHHO TE€HEpaTi30BaHUX HAMAMIB Ta TMEPBUHHO T'E€HEPATI30BAaHUX TOHIKO-KIOHIYHUX
Harasmis.

Sx momatkoBa Teparis IS JTIIKYBaHHsI JOPOCIHMX Ta JITEH BIKOM Bia 2 POKIB 3 MapiialbHUMH
HarajgaMu 3 abo 0e3 BTOPMHHO T'eHEepalli30BaHUX HamajiB ad0 MEePBUHHO T'eHEepaTi30BaHUX TOHIKO-
KJIOHIYHUX HAaIa/IiB Ta JIKyYBaHHS HamaiB, acollifoBaHuX 13 cuHApoMoM JIeHHOkca — ["acTo.

Jlnst mpodUTaKTUKK HAIaIiB MICPeHI Yy JTOPOCHHX, MICHs PETENhbHOT OIIHKA MOMJIMBOCTEH
NTbTEPHATUBHOTO JTIKyBaHHs. TomipaMar He pEeKOMEHIOBAHUM IS JIIKYBaHHS TOCTPUX CTaHIB.

Ilpomunokazanns.

[TigBuiieHa 4yTIuBICTh 10 Oy/Ib-IKOTO KOMIIOHEHTA IMIperapary.

[IpodinakTuka MIrpeHi y BariTHUX Ta >KIHOK pPEenpoyKTUBHOIO BIKY, SIKIIIO BOHH HE 3aCTOCOBYIOTh
BHCOKOC(EKTHBHI METOIM KOHTPAIIEIIIIii.

B3aemooia 3 inwmumu nikapcoKumu 3acodvamu ma inuii 6uou 63acmooiil.

Bnaue Tonamaxcy® na inwi npomueninenmuuni npenapamu.

Hoennanns npuifomy Tomamakcy® 3 JliKyBaHHAM IHIIMMM HPOTHENMUIEHTMYHMMH IIpeHapaTamu
(penitoiHOM, KapOaMazemiHOM, BaJBIPOEBOIO KHUCIOTOI, (eHobapOiTaroM, HPUMIIOHOM) HE
BILJIMBA€ Ha iXHI PIBHOBa)KHI KOHLEHTpaIii y IuIa3mi KpoBi, 32 BUHATKOM OKPEMHUX HAIli€HTIB, Y
AKX OJIHOYACHE 3acTocyBaHHs Tomamakcy® Ta (eHITOiHy MOKe CHPUYHMHMTH ITiBHILECHHS
KOHIIeHTpalii GeHiToiHy y mi1a3mi kpoBi. Lle Moxxe OyTH MOB’A3aHO 3 MPUTHIYEHHAM cHenudiqHoi
nomiMopduoi 3odgopmu depmenty (CYP2C19). Takum dYnHOM, y KOXKHOTO TAIli€EHTa, SKUI
npuiiMae (GeHITOiH 1 Ma€ KITiHIYHI 03HAKU a00 CUMIITOMHU IHTOKCHKaIlii, HEOOX1THO KOHTPOJIIOBATH
piBeHb (peHITOTHY y MIa3Mi KpoBi.

HocnimkenHs: papMakOKIHETUYHUX B3a€EMOJIIN y MAIIEHTIB, XBOPUX HA EMUIENCiI0, MOKa3alo, 110
OJIHOYACHE 3aCTOCYBaHHs Tomipamary B g03ax Bix 100 mo 400 mr Ha 100y 3 JaMOTPUPKUHOM HE
BIUIMBA€ Ha PIBHOBAXHI KOHLIEHTpALl JIAMOTPWKUHY y Iia3Mi kpoBi. KpiM Toro, He OyIo



BUSIBJICHO 3MiH y PIBHOB)XHUX KOHIEHTpAIAX TOMipaMaTy y IUia3Mi KpoBi Mix 4yac abo micis
BIJIMiHH JIIKyBaHHS JIAMOTPHKMHOM (cepeans 103a — 327 Mr Ha 100Yy).

Tomipamar npuraiaye depmerr CYP2C19 Ta moxke B3a€MOMIATH 3 IHITUMHU PEUOBUHAMH, SIKi
MeTaboI3yIOThCsl UM (EpMEHTOM (HANpHKIaa 3 Jia3enamoMm, IMImpaMiHOM, MOKIOOeMifoM,
MIPOTYaHLJIOM, OMEIPA30JIOM).

Bnaue inwux npomueninenmuyunux npenapamie na Tonamarc®.
®deniToin i kapbamasenin 3HWKYIOTh KoHIeHTpamii Tonamakcy® y miasmi kposi. JomaBanus a6o
BinMiHa deniToiHy a6o kapbamaseniny mix yac mikypanus Tonmamakcom® Moxke oTpeOyBaTH 3MiHHU
703 OCTaHHBOTO. J[03y Ciijg TUTPYBaTH 110 JNOCATHEHHS HEOOXiHOTO TEPareBTHYHOTO EQEKTY.
JlonaBanHs abo BigMiHa BaJBIPOEBOI KUCIOTH HE CIPHYUHSIE TEPANEBTUYHO 3HAYYIIMX 3MiH
xonnentpanii Tomamaxcy® y mmasmi kpoBi i, Bifmosizuo, He oTpedye 3minu 103 Tonamaxcy®.
PesynpraTn 3a3HaueHUX B3a€EMOAIN HaBeneH1 y Tadumii 1.

Tabmumst 1
IIEII, mo gonaerbes Konuentpanis IEIT Kounentpanis Tonamaxcy®
deniToiH o
Kapb6amazenin > J
Banbenpoesa kuciora © >
JlamoTpHIKHH <~ >
®denobapbiTan o H
[Ipuminon o H/

<> — BIICYTHICTb BIUIMBY (3MiHa < 15 %);

** — MABUIIIEHHS KOHIICHTpPAIlli B OKPEMHUX TAIIEHTIB;
! — 3HWKEHHS KOHIIEHTPAIii y I1a3Mi KpOBi;

H/I — e mocmimkyBanacs;

ITEIT — mpoTueniienTHYHUHN penapar.

Bszaemooii 3 inwumu nikapcokumu 3acobamu.

JueoxcuH.

[Tix vac mocaKEHb 13 3aCTOCYBaHHSM OJTHOPA30BO1 IO3HU ILIOMIA ITiJ] KPUBOIO «KOHIICHTPAIlII—4ac
murokcuny y miasmi xposi (AUC) npu omsouacHOMy mpuitomi Tomamaxcy® 3meHImyBamacs Ha
12 %. KniHiuHe 3HaYeHHs LbOTO CIOCTEpEXEeHHs He 3’scoBaHe. [Ipu mpusHayeHHi abo BiIMiHI
Tonamakcy® mnamieHTam, sKi NPUEMAIOTh JUIOKCHH, OCOOJIMBY YBary HEOOXiZHO HPHAUIATH
PEryIIpHOMY MOHITOPUHTY KOHIIEHTpAIIil JUTOKCUHY Y CUPOBATII1 KPOBI.

3acobu, wo npuenivyroms ¢yuxyii [JHC.

VY Mexax KIHIYHUX JOCIIHKEHb OJTHOYACHE 3aCTOCYBAaHHS TonaMaKcy® 3 aJIKOroJieM ado IHIIUMU
pedoBuHamu, 1o npurHiuytots ¢GyHkuii [HC, ne BuBwamu. He pekoMeHayeThcs mpuiiMatu
Tonamakc® pa3zoM 3 ankoronem ado iHIIMMYU HOpenapaTamy, o NpuraiuyoTs ¢ynxmii IIHC.
36ipobiii 36uuaiinuti (Hypericum perforatum,).

[Ipyn omHOYAaCHOMY 3aCTOCYBaHHI TOMipaMmary Ta 3BIPOOOI0 3BUYAWHOTO ICHYE PU3UK 3HUKEHHS
KOHLIEHTpallli TomipamMaTy Yy IUIa3Mi KpOBI Ta 3MEHIIEHHS #oro edekrtuBHOCTL. KiiHiuHi
JOCITIJKEHHS 11i€T B3aEMOT11 HE TTPOBOIMIIHCS.

Ilepopanvhi konmpayenmusu.

VY (papMakoKIHETUYHUX JOCTIDKEHHSAX B3a€MOJIi JIKApCHKUX 3aco0IB 3a Yy4acTiO 3J0pPOBHX
I06pOBOIBIIIB, 3acTocyBaHHs Tonamakcy® sk MoHOTepamii y f03ax 50200 Mr Ha 100y 0JHOYACHO
3 KOMOIHOBaHUM IE€POPATBHUM KOHTPALENTUBOM (HOPETUHAPOH | Mr + eTHHUIecTpaxion 35 MKT)
He Oys0 acouiifoBaHe 31 CTATUCTUYHO 3HAYYIIMMHU 3MiHaAMM cepeaHix koHueHrtpauiil (AUC) Oynb-
SKOTO 3 KOMIIOHEHTIB MEpOpPalbHOIO KOHTpALENTHBa. B iHIIOMY JOCHTIDKEHHI 3acTOCYBaHHS
TonaMaKcy® B go3zax 200, 400 a6o 800 mr Ha nmoOy sSIK OAATKOBOi Tepamii M0 JiKyBaHHS
BaJBIIPOEBOIO KHUCJIOTOIO Yy TMAIIEHTIB 3 EMUICTICIEI0 CIOCTEPIrajgocs CYTTEBE 0303alIeKHE
3HWKEHHS eQeKTUBHOCTI eruHitectpamiony (18 %, 21 % ta 30 % BimnosimHo). B 000x
nocnimkennsax Tomamakc® (mpu 3acTocyBanHi y g03ax 50-200 Mr Ha 100y 310pOBUM
no6poBosbisiM Ta 200-800 Mr Ha 100y XBOPHM Ha eMIENCil0) HE MaB CYTTEBOTO BIUIMBY Ha
KOHIIEHTpAIIIl0 HOPETHHJPOHY. Xo4a mpu 3acTocyBanHi 103 200-800 Mr Ha mo0y maiieHTam 3
eMUIeNCi€l0  CIOCTEpIranocss J0303aleKHE 3HIKEHHS KOHIIEHTpaLii eTHHUIeCTpaaiony, IpH



3acrocyBanHi 103 50-200 mr Ha 100y 3M0pOBUM JOOPOBOJIBISIM CYTTEBOI 10303aIEKHOT 3MIiHU
KOHIICHTpAIlli eTHHLIECTPaIioNy BUsABICHO HE Oyno. KiiHiuHe 3HaueHHS BUSBICHUX 3MiH HEBiTOME.
Crnin BpaxoByBaTHM PHU3MK 3HIKEHHS €()EKTUBHOCTI KOHTPALENTHUBIB 1 MOCHJICHHS MPOPUBHHUX
KpPOBOTEY y MALIEHTOK, AKi MPUIMalOTh KOMOIHOBaHI MepopajibHi KOHTPALEITHBU OJHOYACHO 3
Tonamaxcom®. Citia onepeuTH NAiEHTOK PO HEOOXiAHICTh MOBIIOMIATH NPO OYab-AKi 3MiHH Y
TPUBAJIOCTI Ta XapakTepi KpOBOTEU MPH MPUAOMI €CTPOTEHOBMICHUX KOHTpauenTusiB. HaBite mpu
BIZICYTHOCTI MPOPUBHHX KPOBOTEY €(hEeKTUBHICTH KOHTPAIICTITUBIB MOXKe OyTH 3HIKEHA.
Ilpenapamu nimiro.

VY 310poBUX JOOPOBOJILIIIB criocTepiranocs 3umwkeHHs (10 18 %) AUC mitito min 9ac 0THOYaCHOTO
3acTocyBaHHs Tomipamary y no3i 200 mr Ha m00y. Y mamieHTiB 13 OIMOJISpPHUME pO3jaJaMu
(apMakOKiHETHKA JITIIO 3aIHIIANAC HE3MIHEHOIO ITiJ] 9ac 0JIHOYACHOTO JIKYBaHHS TOIIpaMaToM y
nozax 200 mr Ha m00y, TOHI SIK TPHU 3aCTOCYBaHHI Tomipamary y pgo3ax 600 Mr Ha m00y
cniocrepiranocs 30utemenas AUC mitiro 10 26 %. PekoMeHayeThCsl KOHTPOIIOBATH KOHIIEHTPAIIFO
JITIIO B IU1a3M1 IPU OJTHOYACHOMY 3aCTOCYBaHHI 3 TOMIpaMaToM.

Pucnepuoon.

JlocmipkeHHsT B3a€EMO/Ii, [0 MPOBOJMIIM 13 3aCTOCYBaHHSM DPa30BUX 703 32 YYacTIO 3JI0OPOBHX
JTOOPOBOJIBIIIB 1 6araropa3zoBUX J03 3a yYacCTIO MAIIEHTIB 3 OIMOJSPHUMHU PO3JIaJIaMU, MOKa3aJIH
cx0xkl1 pe3ynapTaT. [Ipn ogHOUAaCHOMY 3aCTOCYBaHHI PUCIEPHUJIOHY B J03ax 1—-6 Mr Ha o0y 3
tonipamatoMm y go3ax 100, 250 ta 400 Mr Ha noOy crocTepirajgocsi 3HWKEHHS KOHIIEHTpAIlii
pucniepunony Ha 16 % Tta 33 % AUC mis mosyBanb 250 1 400 mr Ha 100y BimmoBimHO. OmHaK
BigMiHHOCTI B AUC aKTUBHOi pEeYOBMHU INPHU 3aCTOCYBAHHI PUCIEPHIOHY SIK MOHOTepamii Ta B
KoMOiHamii 3 TomipamMaToM He Oyau CTATUCTHYHO 3HauymuMu. CrHocrepiranucs MIHIMalbHI
BIIXUJIEHHS Y (papMaKOKIHETHUI1 JiI040i pEeYOBHHU Ta aKTHBHHUX METa0OJITIB (pUCHEpUIOH Ta 9-
T1IAPOKCUPHUCIIEPUIOH) Ta HE CIOCTEpIrasocs 3MiH y (GapMakOKIHETHII 9-T1IPOKCHPUCTIEPHUIOHY.
Takox He cmocrepirajocss KIHIYHO 3HAYYyIIMX 3MIH y CHCTEMHINM eKCMO3UIlli aKTUBHHUX
MEeTa0OJIITIB SIK PUCTIEPUIIOHY, TakK 1 Tomipamary. [licis momanus Tomipamary y mo3ax 250—400 mr
Ha 700y 10 JIIKYBaHHS PHUCIEPUIOHOM y 103aXx 1—6 Mr Ha m00y CHOCTepiranocs MiIBUIICHHS
gacToTH MoOiuHux peakiid (90 % Tta 54 % BianoBimHo). HaitwacTimyMu MOOGIYHUMH peaKIlisIMU
MICNS OJIaBaHHS TOMIpaMary N0 JIIKyBaHHS puUclepuIoHOM Oynu coHnuBicTh (27 % Tta 12 %),
napecresii (22 % ta 0 %) ta nynota (18 % 1a 9 % BiANOBINHO).

Tl'iopoxnopomiazuo.

VY nocimipkeHHI B3aEMOJIT Y 3I0POBUX JTOOPOBOJIBIIIB OITIHIOBAIN (PApMaKOKIHETHKY PIBHOBAXKHHUX
KOHIICHTpAIK T1poxyopoTiazuay (25 mMr koxHi 24 roauan) 1 Tomipamary (96 mr koxxHi 12 roauH)
IIpY MOHOTEpaIii Ta OJHOYAaCHOMY 3aCTOCYBaHHI. Pe3yibTaTu MOCHIIKEHHs MOKa3alu, IO Ipu
OJIHOYACHOMY IMPUKOMI TOIIpaMaTy Ta TiApoxjaopoTiazuay mokasHuku Cmax Ta AUC Tomipamaty
30utpIyroThCst Ha 27 % Ta 29 % BimmoBimHo. KiiHiyHE 3HA4YeHHS NHMX 3MIH HEBIIOME.
[Ipu3HadyeHHs TiIPOXJIOPOTia3uay NAallieHTaM, SKI NPUMMAalOTh TomipamaT, MOXKe MOTpedyBaTH
KOpUTYBaHHS 103U Tomipamary. @apMakOKIHETHUYHI MapaMeTpu TiIpoXJIOpoTia3uay He
3MIHIOBQJIUCSA CYTTEBO IPH CYMYTHIN Teparii TomipamaroM. KiiHiuHi 1a00paTopHi MOCTiIKEHHS
MOKa3alu 3HIDKEHHS pIBHSA Kallilo y CHUpOBATIi KPOBI MHpH 3acTOCyBaHHI TomipamaTy abo
rizpoxyioportiazuy, ske Oyno OulbIl CYTTEBUM TpU  3acCTOCYBaHHI TomipamaTry Ta
TiIPOXJIOPOTia3uIy y KOMOIHAILI.

Memdopmin.

VY nocnijkeHH1 B3aeEMOJIi y 3I0pOBUX JAOOPOBOJIBLIB OLIHIOBATH (PapMaKOKIHETHKY PIBHOBAXKHUX
KOHIIeHTpalii MeTdopMiHy Ta TomipaMary y Iia3Mi KpoBI IpHU MOHOTeparlii MeTQOpMiHOM Ta
OJIHOYaCHOMY 3aCTOCYBaHHI MeT(OpPMIHY Ta Tomipamary. Pe3yabTaTu AOCHIIKEHHS MOKa3aiH, 110
cepenHi 3Ha4eHHS Cmax Ta AUCo-12n MeThopMiHy 30inbmryBasiucs Ha 18 % Ta 25 % BianosigHo,
toai sk cepenHe 3HaueHHs CL/F 3menmyBamocs Ha 20 % mnpu 3acTtocyBaHHI METQOPMIHY
OJIHOYACHO 3 TomipaMaToM. TomipaMaT He BIUIMBAB Ha tmax MeTdopminy. KiiHiuHe 3HaueHHS
BIUIMBY TOIipamMaTy Ha (apMakoKiHeTHKY MeT¢dopMiHy HeBigome. Ilpu mnepopanbHOMY
3aCTOCYBaHHI KJIIPEHC TOMIpaMaTy 3 IJIa3MU KPOBI 3HWXKYETHCS IIPH OJTHOYACHOMY 3aCTOCYBaHHI 3
MeTgopmiHoM. PiBeHb 3MiHM KiipeHCY HeBimomuil. KiliHiuHE 3HaueHHS BIUIMBY MeT(HOpPMIHY Ha
(bapMakOKIHETHKY TOIlipaMaTy HEBiIOMe.



V pasi npusHauyenns a6o pimminm Tomamaxcy® marieHTam, sKi TiKyIOTbCS MeT(OpMiHOM, CIii
PEryIsipHO KOHTPOJIIOBATH IXHIH MiabeTHYHUH cTaTyc.
Iliocnima3om.
VY nocnijkeHH1 B3a€EMOJIi y 3I0POBUX JOOPOBOJIBIIB OLIHIOBATH (PapMaKOKIHETHKY PIBHOBAXKHHX
KOHIICHTpAIliii ToIipamMaTy Ta IOTJITa30Hy Y Ia3Mi KpOBi MpH MOHOTepamii MioTJIiTa30HOM Ta
OJIHOYACHOMY 3acTOCYBaHHI mioriira3oHy Ta TomipamaTy. Croctepiranocs 3HWwKeHHS AUC. s
mioryitazony Ha 15 % 6e3 3MiH Cmaxss. Pe3ynpTaT HE € CTaTUCTHYHO 3HAYymuMm. Kpim Toro,
crnioctepiranocst 3HIWKEHHSI Cmaxss Ta AUCrss akTUBHOTO Timpokcumetabonity Ha 13 % Tta 16 %
BiINOBiTHO Ta 3HMWKEHHS Cmaxss Ta AUC:is akTmBHOrOo Keromerabomity Ha 60 %. KiiHiune
3HAYeHHs IUX pE3y/IbTaTiB HE BCTaHOBIEHE. [IpM OJHOYACHOMY TpPHU3HAYEHHI Malli€eHTaM
Tonamaxcy® Ta miorsiTazoHy He0OXifHO PEryIspPHO KOHTPOJIOBATH iXHiil JiaGeTHdHuii cTaTyc.
Inibenxnamio.
VY nocnimkeHH1 B3aeEMOJIl y IalieHTiB 3 LykpoBuM aiaderoM Il Tumy ouiHroBaiu papMakoKiHETHKY
PIBHOBaXHMX KOHIEHTpALi ri1i0eHKIaMigy y 1031 5 Mr Ha 100y pyu MOHOTEparii Ta 0JJHOYaCHOMY
3acTOCyBaHHI 3 TomipamatoM y gm031 150 mr nHa noOy. Crnoctepiranocs 3umkeHHS AUC24
rmbeHkiaminy Ha 25 % mpu OJHOYaCHOMY 3acTOCyBaHH1 3 TomipamaToM. CHCTEMHUMN BILUIWB
aKTUBHUX METa0oJITIB 4-TpaHc-Tiapokcuriioenknamiagy (M1) ta 3-nmc-rizpokcuriioeHKIamMminy
(M2) 3umxyBaBca Ha 13 % Tta 15 % BianoBigHo. OnHOYAcHE JIIKYBaHHS IIIOEHKIAMIIOM HeE
BIUIMBAJIO HA PIBHOB)XHI1 KOHIIEHTpAIII]l TOITipamary.
Ilpu oaHoyacHOMYy mnpu3HadeHHi Tomamakcy® Ta TITiGeHKIAMiTy HEOOXiTHO perymspHO
KOHTPOJTFOBATHU J1a0€TUYHUN CTATYC MAII€HTIB.
Tnwi 8uou 63aemoO0ili.
Jixapcoki 3acobu, wo cnpusirtomes po36uUmKy He@hporimiasy.
OnmouacHe 3acTocyBaHHs Tomamakcy® Ta IHIIMX MpemapaTiB, INO CHPHUAIOTh PO3BUTKY
He(dpomiTiazy, MOXKe TIBUITYBaTH PU3UK YTBOPEHHS KOHKPEMEHTIB y HUpKax. [lim gac mikyBaHHS
Tomamaxcom® cTif] yHHKaTH 3aCTOCYBAaHHS TAKUX TIPENAapaTiB, OCKITGKA BOHH MOKYTh CIIPHUHHATH
¢di3ios0T1UH1 3MIHH, K1 MPU3BOIATE A0 HepoiTiasy.
Banwvnpoceesa kucroma.
OnHodacHe 3acTOCYBaHHS TOMIpaMarTy pa3oM 13 BaJbIIPOEBOIO KHUCJIOTOK acolliiioBaHe 3
rinepamMoHieMmiero 3 abo 0e3 ennedamonaTii y maIieHTIB, AKI A00pe TEPEHOCHIH Teparlito
3a3HAUYEHUMU IpernapaTaMu OKpeMo. Y OUIbIIOCTI BUIMAAKIB CUMIITOMHU Ta O3HAKW 3HMKAIIU MICIs
MPUIIMHEHHS TPUHOMY OJIHOTO 3 TperapariB. 3a3HavyeHa IOOIYHA peakilis He IIOB’s3aHa i3
(hapMaKOKIHETUYHOKO B3aEMO/TIETO.
[ToBimomusmocsi TPO BHUITAJKKH TimoTepMii (3HMIKEHHS Temrepatypu Tina jgo < 35 °C) npum
OJIHOYAaCHOMY 3aCTOCYBaHH1 BaJbIPO€BOI KHUCIOTH Ta TOMipaMmary, $K OJHOYAcHO 3
rinepamoHieMiero, Tak 1 6e3 Hel. L{g moOiyHa peakiis y marfi€HTiB, sKi 3aCTOCOBYIOTh TOIIpaMar Ta
BaJILIIPOEBY KUCIIOTY OJHOYACHO, MOXKE€ BUHHKHYTHU SIK Ha MOYATKY JIIKYBaHHS TOMIpamMaToM, TakK 1
MICJIS HIABUIIEHHS JOO0OBOI 103U.
Bapghapun.
[ToBimoMmsocs TpoO 3MEHIICHHS MPOTPOMOIHOBOrO 4Yacy/ MDKHApOJHOTO HOPMalli30BaHOTO
cuiBBigHomeHHs: (PT/INR) y maiienTiB, ski oTpuMyBaiu TomipaMar y koMmOiHaIii 3 BaphapruHOM.
Tomy cning perensHo KoHTpostoBatu INR y marieHTiB, siKi OJJHOYACHO OTPUMYBANU ToMipamar Ta
BapGapuH.
Jooamxkosi docniodxicenns papmaxokinemuuHoi 63aemooii NikapcoKux 3acoois.
Jns  OIIHKM MOJJIMBHMX BapiaHTIB (apMakOKIHETUYHOI B3aeMOJIi TomipaMaTy 3 IHUIIMMH
TiKapchbKUMU 3aco0amu OyI0 MPOBEACHO AOJAATKOBI KIIIHIUHI AOCTIIKEHHS. 3MIHN MOKa3HUKIB Cmax
ta AUC y pe3ynbTaTi B3aeMo/lii HaBeZeHO y TaOmuii 2. Y mepiid KOJOHII 3a3HaYeHO JIIKapChKUN
3acid, 110 3aCTOCOBYETHCS i Yac CYHNPOBIAHOI Tepamii. Y Jpyriii KOJOHII OMMCAHO 3MIHU Y
KOHIIEHTpallli JIIKapCchbKOro 3aco0y, IO 3aCTOCOBYEThCSA I Yac CYNPOBITHOI Teparii, Npu
J0JJaBaHHI TomipaMaTy. Y TpeTid KOJOHII (KOHIEHTpalis TomipaMaTy) 3a3HAu€HO BIUIUB
OJIHOYACHOTO 3aCTOCYBaHHS JIKapChKOTO 3ac00y Ha KOHIIEHTPALIII0 TOIIpaMaTy.

Tabmurs 2
Pestome pe3ynbTaTiB  JOJATKOBUX KITIHIYHUX JOCHIKEHb (ApMaKOKIHETUYHHUX B3a€MOIIH
JKapChKUX 3aC001B.



JI3 , mo nopaerbes KonunenrTpanis JI3* Konnentpanis Tonamakcy®*
AMITPUNITHIIIH <> 20 % 36utbuienHst Cmax Ta AUC HIL
METa0OJITY HOPTPUITUIIHY
JlurizpoeproraMin
(mepopaibHO Ta © <
MIIIIKIPHO)
lNanonepunon <> 31 % 36inpmenas AUC HJT
METaboIITy
[Tponpanomnon <> 17 % 36inpmensas Cmax 4-OH 9 % Ta 16 % 30inbmeHHs Cmax 1
porpanoIoNy (tomipamar 50 mMr 9 % Ta 17 % 36inpmenas AUC
KOXxHi 12 ronun) (npompanosion 40 mr ta 80 Mr
KO>KH1 12 roiMH BIIMTOB1IHO)
Cymarpuntan
(mepopaibHO Ta PR H/T
MIIKIPHO)
[Tizotuden
> >
Junriazem 25 % 3menmenns AUC aunrtiazemy 20 % 36umpmennst AUC
ta 18 % 3Mmenmenns DEA, 1< qis
DEM”
Bennadakcun o o
dnyHapu3uH 16 % 36utpmennst AUC (Tomipamar
50 mr xoxHi 12 ronI/IH)b <

‘BupakeHa y BincoTkax 3MmiHa 3HadeHHS Cmax y Twtazmi kpoBi abo AUC y mopiBHAHHI 3
MOHOTEPAITI€I0.

<> — BIACYTHICTH BIUTMBY Ha Cmax Ta AUC (He 6unb11e 15 % Bix moYaTKOBUX JTaHUX).

H/I — 1e mocmimkyBanacs.

*DEA — ne3anetunmuiriazeM, DEM — N-nuMeTunaunTiazeM.

YAUC ¢mynapusuny 3pocna Ha 14 % y mamienTis, ki npuiiManu Tinbku ¢ryHapu3uH. 36iTbIIeHHs
BIUTMBY MOX¢ OyTH TIOB’SI3aHO 3 WOTO0 HAKONMYCHHSIM ITiJI Yac JTOCATHEHHS CTaHy PIBHOBKHHUX
KOHIICHTpAIIIH.

Ocobnueocmi 3acmocy8anus.

[Ipn HEOOXigHOCTI MBUAKOI BIAMIHU TOMIpaMaTy PEKOMEHIOBAHO KJIIHIYHE CIIOCTEPEKEHHS 3a
CTaHOM TaIli€eHTa (AuUB. 10JaTKOBY iH(MopMaIliio y po3auti «Crnocid 3acTOCyBaHHS Ta JO3W»).

Sk 1 mpu 3acTOCYBaHHI IHIIUX MPOTUENUICNTHYHUX IpEnapaTiB, y NCSIKUX MAII€HTIB MOXIIKMBE
30UTbIIIEHHS YacTOTH HamaaiB abo MosiBa HOBUX THWIIIB HaIaJiB MpH 3aCTOCyBaHHI Tomipamary. L1
SBUIA MOXYTh OYTH HACIIIKOM Tepe03yBaHHs, 3HWKEHHS KOHIIGHTpAIliii y Iuta3Mi KpoBi
NPOTHENUICNTUYHUX I[pernapariB, SAKI 3aCTOCOBYIOTh OJHOYACHO, IIPOSBOM IPOrPECYBaHHS
3aXBOPIOBAHHS YU MapaJOKCATIBHUM €(EeKTOM.

JlocTaTHs rigpartamis € Ay)Ke€ BaXKJIMBOIO IMPH 3aCTOCYBaHHI TOIipaMaTy JUls 3HIMKEHHS PU3HKY
PO3BUTKY HedpoJliTiazy. BikuBaHHS A0OCTaTHBOI KUIBKOCTI PiIMHM A0 Ta Mg 4Yac (i3UYHMX
HaBaHTaXXEHb a00 BIUIMBY BUCOKHMX TEeMIIEpaTyp MOK€ 3HU3UTH PU3MK TEeMIEpaTypO3aleKHHUX
moOIYHUX peakiiit (quB. po3aut «[loGivuni peakitii»).

JKinku penpodykmueno2o 8iky.

Tonipamar MoXXe CIPUYMHUTH BaJld PO3BUTKY IUIOAA Ta OOMEKEHHS pOCTY I10Aa (Majuil 3picT Juis
recTaiiifHoro Biky Ta HHM3bKa Maca Tila NMPH HApO/KEHHI1) NMPH 3aCTOCYBAaHHI BariTHIN kiH1. JlaHi
moza0 BaritTHocTe IliBHIYHOAMEPUKAHCHKOTO PEECTPY MPOTUENUICHTUYHHUX JIIKAPChbKUX 3aco0iB
MoKa3aJd MpUOJIM3HO B 3 pa3u BHUILY MOIIMPEHICTh OCHOBHUX BPOJDKEHUX BaJ po3BUTKY (4,3 %)
IpU MOHOTEpaIii TOoMipaMaroM IMOPIBHIHO 3 peQepeHTHOI0 TIpylnolo, ska He Npuiimana
npotuenuientiuuHi npenapatu (1,4 %). Kpim Toro, naHi iHIIMX JOCTiKEHb BKa3yloTh Ha Te, 1110,
MOPIBHAHO 3 MOHOTEpami€lo, ICHy€ MiIBUIIEHUH PHU3MK TEPaTOreHHUX eQeKTiB, MOB’SI3aHMUX i3
3aCTOCYBAaHHSM MPOTHUENUIENTUYHHUX MpenapaTiB y KoMOIHOBaHIH Tepartii.



Ilepen mnouaTKOM JIIKyBaHHS TOMIPaMaTOM OKIHI[I PENPOIYKTUBHOTO BIKYy CJiJ TPOBECTH
TECTYBaHHS Ha BAariTHICTh Ta MOPATUTH BUCOKOC(PEKTHBHUN METOJ] KOHTpaUeniii (IAWB. po3ALT
«B3aemonis 3 HIIMMH JIIKAPCHBKUMU 3ac00aMH Ta iHINI BUIM B3aeMojii»). [lailieHTka MOBHHHA
OyTH TMOBHICTIO MOIH(GOPMOBaHA MPO PU3MKH, MOB’A3aHI 13 3aCTOCYBAHHAM TOIlipamMary Mija 4ac
BaritHOCTI (auB. po3aimu «lIpoTumnoka3aHHs» Ta «3acTOCYBaHHsS Yy TiepioJ BaritHOCTI abo
rOJlyBaHHS TPYAJION).

Onieociopos.  TloBimomuziocss TPO  BUMAAKK — OJIrOTinpo3y (3MEHIIEHHS IOTOBUAUICHHS),
acoliifoBaHi 13 3aCTOCYBaHHSM TOMIpaMary. 3MEHIIEHHS TIOTOBUIUICHHA Ta TimepTepMis
(MOBUIIEHHS TEMIIEpaTypH Tila) MOXYTh BHHHKATH T'OJOBHUM YHMHOM Y MaJIeHbKHX IITEH, SIKi
MITAI0THCS BIUTMBY BUCOKHX TEMIIEPATyp HABKOJIUIITHBOTO CEPEIOBHIIA.

Posznaou nacmporw/ Oenpecis. TIOBiTOMIISTIOCS PO IABUINCHHS YaCTOTH BWITAJIKIB PO3JaJiB
HACTPOIO Ta JIEHpecii MiJ] yac JiKyBaHHS TOMIPAMATOM.

Cyiyuo/ cyiyuoanoni Oymxu. IloBimOMIISUIOCS TPO BHITAJIKK TOSBH CYIIUAAIBHUX JIyMOK Ta
cyilunMJalbHOT MOBEIIHKU Y MAIIEHTIB, SK1 JIKYyBaJIWCA NPOTHENUICNTUYHUMU IpenapaTtamMu 3a
JeKUIbKOMa MOKa3aHHSAMU. Meraanani3 1a11e00-KOHTPOJILOBAHUX JOCIIIKEHb
MPOTHETIUICITHYHUX TPENapaTiB MOKa3aB HEBEIUKE ITIIBUIICHHS PU3HKY CYIHIAIBHUAX TyMOK Ta
MOBEAIHKH. MexaHi3M pO3BUTKY IbOTO SIBUIA HEBIJOMMH, HasBHI JaHI HE BUKJIIOYAIOTh
MO>KJIMBOCTI MIJBUIIEHHS PU3MKY Y 3B’SI3KY 3 3aCTOCYBAaHHSM TOIlipamary.

[Tix yac moABIMHO CITIMUX KOHTPOJIBOBAHUX JIOCHTIKEHB CYIUAAIBbHI TOOIYHI peakiii (cyinumanpHi
IYMKH, CIpoOM caMoryocTBa Ta BHIIaJKU camoryocrBa) BimzHauyanucsa y 0,5 % mnariieHTis, ki
oTpuMyBaju Tomipamar (46 3 8652 maItieHTiB), 1 3 MPUOIN3HO y 3 pa3u BUILOK YaCTOTOK, HIK Y
MaIIeHTIB, K1 oTpuMyBain miane6o (0,2 %; 8 3 4045 naiieHTiB).

ToMy pexoMeHJOBAaHO BIICTE)KYBAaTH O3HAKU CYIUAANBHUX IYMOK Ta TOBEIIHKM Yy MAI[IEHTIB,
SIKUM MPU3HAYEHO Take JiiKyBaHHs. [lamienTaM (Ta ocobam, siKi iX HOTJISIAIOTh) CIiJl 3BEpTAaTUCS 32
KOHCYJIBTAIIIEIO A0 JIIKAPs MPHU MEPIIii MOsBi CYiIMIaTbHUX TYMOK Ta MOBEIIHKH.

Hegponimiaz. Jleski marfieHTH, OCOOJMBO 31 CXWJIBHICTIO 10 Hedpoiriazy, MOXYTbh MaTH
MIIBUIICHUA PU3UK YTBOPEHHS KaMEHIB y HUPKaX 1 MOSBH OB S3aHUX 3 [IUM CUMIITOMIB, TAKUX SIK
HUPKOBA KOJIIKa, HUPKOBUH OUTh 4M OUTh y Oorri. dakropaMu pU3UKY PO3BUTKY HedpoJliTiazy €
YTBOPEHHSI KaMEHIB y MHUHYJIOMY, HedpoJiTia3 y CIMEHHOMY aHaMmHe3i, TImepKanbIiypis (IuB.
«Metaboniuauii anuao3» HK4Ye). XKojeH 13 ux (HakTopiB pU3UKY HE MOXKE JOCTATHBOIO MIPOIO
nepeadadyaTd BUHUKHEHHS KaMEHIB MiJ] 4ac mpuiioMy TomipaMaty. KpiMm Toro, pusuk 10JaTKOBO
MIIBUIIYETHCSI Yy TAIIEHTIB, SKI NPUAUMAIOTh CYNYTHI Mpenapatd, IO CHPUSIIOTh PO3BHUTKY
Hedpomiriasy.

THopywenus ¢hyuxyiti HUpoK.

[Tamientam 3 mopymeHHsM ¢yHKIIT HUpoK (CLcr < 70 mur/xB) TomipamaT cCiij NMpuU3HAYaTH 3
00EepeXHICTIO 3 OIVIAY Ha Te, L0 MIa3MOBUI Ta HUPKOBHUH KIIIPEHCH TOIIpaMaTy 3HUKEH1 Y TaKuX
namieHTiB. Pexomenaanii moao 103yBaHHs MAallieHTaM 3 BiJOMHM HOPYHICHHSIM (YHKIIT HUPOK
HaBeJeH1 y po3niti «Crnocid 3acTocyBaHHS Ta JO3M.

THopywenusa @yuxyiti neyinxu. Ilamientam 13 nopymeHHsMu ¢yHkuii nedinku Tomamakc
MPU3HAYATH 3 00EPEKHICTIO Y 3B’ SI3KY 3 MOXKIIMBICTIO 3HIDKEHHS KIIIPEHCY TOTIpaMary.
Tocmpa mioniss ma emopunna 3akpumoxymoea einaykoma. Ilpu 3actocysanHi Tomamaxcy®
MOBILAOMIISUIOCS PO BUIMAAKA CHHAPOMY TOCTpoi Miomii, acouidoBaHoi 13 BTOPHUHHOIO
3aKpUTOKYTOBOIO INIayKoMor0. CHMITOMH BKJIFOYAIOTh pi3Ke 3HMXKEHHs TOCTPOTH 30py Ta/abo Oib
y oui. OTasbMOJIOTTYHUN OTJISAA MOXKE BUSBUTH MIOIIIO, 3MEHIIECHHS INIMOMHU MEpeHbOT KaMepu
OKa, rirnepeMito (IMOYEpBOHIHHS OdYel) Ta MiABUINEHUN BHYTPIMIHbOOUHHM THUCK. Takox Moxe
crioctepiratiucst Miapia3z. OmnucaHuil cUHIpPOM MoXke OyTH MOB’S3aHUI 13 CcylmpauuiIiapHUM
BUIIOTOM, IO CIPUYMHSE 3CYB KpUIITAJIMKA Ta pPaiiayKHOI OOOJOHKHM 1 PO3BUTOK BTOPHUHHOL
3aKpUTOKYTOBOI TJIayKOMM. SIK TpaBWJIO, CUMITOMH BHHUKAIM IPOTSATOM MEPIIOTO MICSIA
nikysanas Tomamakcom® Ha BinMiHy Bifl NepBHHHOI BiIKPHTOKYTOBOi TIIayKOMH, IO PilKO
CIIOCTEpIraeThbes y MauieHTiB BikoM 710 40 pokiB, BTOpUHHA 3aKPUTOKYTOBa TJIayKOMa, MOB’A3aHa 13
3aCTOCYBAaHHSIM TOIlipamary, criocTepiranach K y JiTed, Tak 1 y qopociux. JlikyBaHHs nepenbayae
MIOHAWIIBUANIY BiAMIHY TonaMaKcy® Ta BXUTTS BIAOOBIAHUX 3aXOMIB JUIA 3HIKEHHS
BHYTPIIIHBOOYHOTO TUCKY.

® cmin



[linBuiennii BHYTPIIIHBOOYHMNA THCK OyIb-AKOi €TioNorii MpH BiICYTHOCTI BiOMOBITHOTO
JKYBaHHS MOKE MPU3BECTH J0 CEPHO3HUX YCKIIAAHEHb, BKIIOUAIOUX MOCTIIHY BTpaTy 30DYy.

Crin BU3HAYMTH, UM MOKHA TIPU3HAYATH TOIIpaMaT MaI(ieHTaM i3 MOPYIICHHSIMH 30py B aHAMHE31.
Heghexmu nons 30opy. Y TNaIi€HTIB, SKI OTPUMYBAIM JIIKYBaHHS TOIIPaMaTOM, CIOCTEPIrajucs
nedekTu 1oyt 30py, L0 HE 3aJeKaIM BiJ MiIBHUIIEHOTO BHYTPIIIHBOOYHOTO THCKY. Ilim wac
KIHIYHUX JOCTIHKEHb OUTBIIICT TaKUX BUIAJAKIB Majdl OOOPOTHHM XapakTep 1 3HUKAIH IICIA
MPUITMHEHHS JIIKyBaHHA. [Ipu nosiBi BizyaabHHUX MeEKTIB y OyAb-sIKUI 9ac MPOTATOM Tepartii Ciri
PO3TIISIHYTH HEOOXIHICT BIIMIHU Ipenapary.

Memaboniunuii ayuoos. Ilpu 3actocyBaHHI Tomipamary MOK€ BUHUKATH TiMEPXJIOPEMIUYHHUMA, HE
MOB’sI3aHUN 13 NeiUTOM aHIOHIB, METa0ONIYHMN amuao3 (TOOTO 3HIDKEHHS KOHIICHTpAIlii
OikapOoOHATIB y TIa3Mi KpOBI HM)KUE HOPMH 32 BIICYTHOCTI PECIIPATOPHOTO AJIKAJI03y). 3HIKEHHS
KOHIIeHTpamii OikapOoHATiB y CHpOBAaTIi KpOBI € HACIIAKOM TPUTHIYEHHS TOIIpaMaToM
KapOoaHTiipa3u y HUpKax. Y OUIBIIOCTI BUMAAKIB 3HUKEHHS KOHIIEHTpalii OikapOoHATIB
B1I0YBa€ThCS HA MMOYATKY NpUHOMY Mpenapary, Xxoua e epekT Moxe BUSIBUTUCS y OyIb-SIKHUIl yac
MPOTArOM JIIKYBaHHS TOIipaMaToM. 3HIKEHHS KOHIIEHTpallil, K MPaBUJIO, HEBEIUKE a00 MOMIpHE
(y cepenHboMy Ha 4 MMOJIB/JI IPU 3aCTOCYBaHHI JOPOCTUM TailieHTaMm y 1031 100 mr Ha 100y 1
Ou3bKO 6 MI/Kr MacH Tula Ha 100y NpH 3aCTOCYBAaHHI AITAM). Y JNESKMX BHUMAJKax y MallEHTIB
BiJI3HAYaJIOCS 3HIKEHHS KOHIEHTpalii Hrkuye piBHSA 10 MMonb/in. [leski 3axBoproBaHHs a0 3ax0/1u
JIKYBaHHS, MO TPU3BOAATH JO PO3BUTKY anuao3y (HANpHUKIA] 3aXBOPIOBAHHS HUPOK, TKKI
pecripaTopHi 3aXBOPIOBaHHS, EMUICNTHUYHUN CTaTyC, JAlapesi, XIpypriuyHi BTpY4YaHHs, KETOr€HHa
Ji€Ta, TPUHOM JAESIKUX JIKApChKUX 3aco0iB), MOXYTh OyTH JOJATKOBHUMH (DakTOpaMu, M0
MOCIITIOIOTH BIUIMB TOTIpaMary Ha 3HM)KEHHs O1kapOOHaTIB.

XpOoHIYHUI MeTabOIIUYHUI alu103 MiJBUIIYE PU3UK YTBOPEHHS HUPKOBHX KaMEHIB Ta MOTEHIIHHO
MOJK€ TIPU3BECTH JI0 BUHUKHEHHS ocTeoneHil (nuB. «Hedposiriasy).

VY nitelt XpoHIYHUN METAaOOJIUHMMA aua03 MOXKE TPHU3BECTH N0 YIOBUILHEHHS pocTy. Bruus
TomipamMaTy Ha YCKJIaJAHCHHS, IMOB’sA3aH1 3 KICTKOBOIO TKAHMHOIO, CHCTEMAaTUYHO HE JOCIIKYBaBCs
H1 y JIiTEH, Hi y TOPOCIIUX TAIIEHTIB.

3aJIe)KHO BII OCHOBHOTO 3aXBOPIOBAHHs, TPU JIIKYBaHHI TOMIpaMaTOM PEKOMEHIYEThCS
3MIACHIOBATH BIAMOBIIHI JOCTIPKEHHS, BKIIIOYAIOUM PIBEHb OIKapOOHATIB y CHpPOBATIl KpOBi. Y
pa3i HasIBHOCTI CUMIITOMIB a00 03HaK (Takux sk nuxaHHsa Kyccmayis, 3anuiinka, aHOpeKcis, Hy/10Ta,
OJIFOBaHHS, HaJMIpHAa BTOMJIIOBAHICTh, Taxikapiais abo apuTMis), IO BKa3ylOTh Ha METAOOJIYHHI
aIu03, PEKOMEHAYETHCS JOCIIHKEHHS piBHA OikapOOHATIB y cupoBariii kpoBi. [Ipy BUHUKHEHHI Ta
IIPOrpecyBaHHl METa0OJIYHOrO Aalua03y PEKOMEHIYETbCS 3MEHIIUTH JA03y a0o MHpPUIMHUTU
3aCTOCYBaHHS ToIipamaTy (IUIIXOM 3HHKEHHS J03H).

[TamienTam 3 (pakTopaMu pU3HKY MOSBH META0OJIYHOTO aIM03y TOMipaMar CIIiJ MpU3HAYaTH 3
00EpEeXKHICTIO.

THopywenusa xoenimusnux ¢yukyiu. KOTHITUBHI MOpYILIEHHS NMPHU emilerncii 3yMoBleHl O6araTbma
¢dakTopamMu 1 MOXYTb OyTH IOB’s3aHI 3 OCHOBHOIO IPUYMHOIO 3aXBOPIOBAHH:, O€3MOCEpeaHbO
enuienciero ado MPOTUENUICNTUYHUM JTIKYBaHHAM. Y MYOJIKAallisiX € MOBIIOMJICHHS MPO BUMAAKH
MOTIPIIEHHSI KOTHITUBHUX (YHKIIN Yy MOpOCIHX, SKI OTPUMYBAJIM JIKYBaHHS TOMIpamaTroM, IO
BUMAarajiu 3HWKEHHs 703U abo BiIMIHU JIiKyBaHHA mpernaparoM. OIHAK HasBHI JaH1 AOCTIIKEHb
BIUTUBY TONpaMaTy Ha KOTHITUBHI (YHKIIi y MITEll € HeAOCTaTHIMH, 3B’SI30K TaKOrO BILTUBY i3
3aCTOCYBAHHSM IpenapaTy NoTpedye MoAaabIioro BUBYEHHS.

l'inepamonemin ma enyeghanonamis.

[oBinomisiocs mpo rinepaMoHeMito 3 eHuedanomnarielo abo 6e3 Hel npu JiKyBaHHI ToIpaMaToM
(muB. pozain «IloGiuHi peakiii»). PU3nk po3BUTKY rinepaMoHeMii MpU 3aCTOCYBaHHI TOMIpaMaTy
3aJeXuTh B 703u. [Ipo pO3BUTOK rimepamMoHeMii MOBIIOMIISIFOTH dYacTille, KOJM ToMipamar
3aCTOCOBYIOTh OJIHOYAaCHO 3 BaIbIIPOEBOIO KHCIOTOIO (IMB. po3aul «B3aemonis 3 iHIIKMMHU
JKapChKUMHU 3ac00aMHM Ta 1HII1 BUIU B3aEMOJIIN»).

[NamienTam, y SIKHX pO3BUBAETHCS HE3pO3yMisia MIIABICTh 200 3MiHU MCUXIYHOTO CTaHY, MOB’3aHi 3
MOHOTeparnieo TomipaMaroM abo JI0JATKOBOIO Tepami€lo, PeKOMEHIYEThCS PO3TIISIHYTH MUTAHHS
PO TinepaMOHIEMIUHY eHIe]aonaTiio Ta BU3HAYEHHS PIBHS aMiaky B KPOBI.



Ocobaueocmi diemu. Ilin yac JKyBaHHS TOIIpamMaToM JEsKi MAaIliEeHTH MOXKYTh BTpadaTH Macy
TIa, TOMY PEKOMEHIYEThCSI KOHTPOJb Macu Tina. [Ipu 3MEHIIeHHI MacH Tina MiJ Yac Ipuiomy
Tonamaxcy® ¢l po3ryIAHYTH AONIIBHICTh HiATPEMYIOUOT Ai€TH 260 HOCUIEHOTO XapuyBaHHS.
Henepenocumicmu caxaposu. Ilpenapar mictuth caxapo3sy. [lamienTaMm 3 pigKiCHUMH CIaJKOBUMHU
3aXBOPIOBAaHHAMH HEMEPEHOCHUMOCTI caxaposu, MaibabcopOuii TrOKO3u-Tanakro3n abo 3
HEJOCTATHICTIO CaXapo3u-i30ManbTa3u He ciif npuitmatu Tomamaxc®.

3acmocyeanns y nepioo éazimmocmi abo 200y8anHs 2pyooro.

BariTHicTb

Puzuk, nog’azanuii 3 eninencicro ma 3acmocy8aHHAM NPOMUENLIENMUYHUX TIKAPCLKUX 3AC00I8.
XKinkam penpoayKTHBHOTO BiKy HEOOXiIHO MPOKOHCYNbTyBaTthucs ¢ (axiBuem. llpu ruianyBaHHI
BariTHOCTI CII TEpPerisiHyTH HEOOXITHICTh JIKYBaHHS MPOTHENUICNITUYHAMHU JIKAPCHKUMH
3acobamu. JKiHkam, WO OTPUMYIOTh NPOTUEMUIENTAYHI 3acO0H, CIi YHUKATH pPanTOBOTO
MIPUNTMHEHHS JIIKYBaHHS, OCKUIBKH I1€ MOK€ NMPHU3BECTH JI0 3arOCTPEHHS HamaJiB Ta CIPHYUHHUTH
CEepHO3HI HACIIAKUA SK JUISl KIHKM, TakK 1 JUIS TUTOJa. 3a MOXJIMBOCTI CIIJI BiJJaBaTH TEpeBary
MOHOTepanii, OCKUIbKM MpH KOMOIHOBaHIA Teparii MpOTHENUICNTUYHUMHU MpernaparaMu pU3HK
BUHUKHEHHS BPO/HKCHUX BaJl BHIIHH.

Pusuk, nos’sizanuii i3 3acmocyeéannsm monipamamy. TormipaMaT TPOJAEMOHCTPYBAaB TePAaTOTCHHUIN
BIUIMB HAa MUIIIEH, IITypiB Ta KPOJTIiB. Y IIypiB TOMpaMar J0JIa€ MaleHTapHuil 6ap’ep.

VY moauHW TOmIpaMar TPOHMKAE Yepe3 IUIANeHTY, 1 MOAI0OH1 KOHIEHTpallii BHU3HAYAIOTHCS B
MYTIOBHHI Ta MATEPUHCHKINA KPOBI.

JlaH1 peecTpy BariTHOCTEW CBiIYaTh, 110 HOBOHAPOKEHI, Ui MaTepl 3aCTOCOBYBAJIM TOMipamar siK
MOHOTEpAIiio, MalOTh:

- NABMILIEHHUH pPU3UK PO3BUTKY BPOKEHUX BaJ (YepemHO-JIMIBOBI Ae(PeKTH, 30Kpema
BPO/DKEHE PO3IICTUICHHST TYOW/MigHEOIHHS, TilmoChaaisi Ta aHOMalil pI3HUX CHCTEM
OpraHi3My) BHACJIJIOK 3aCTOCYBaHHs Tomipamary mia 4dac | TpumecTpy BaritHocTi. [laHi
mon0 BaritHOocTed [liBHIYHOAMEPUKAHCHKOTO PEECTPY MPOTHEHUICTITUYHUX JIIKAPCHKUX
3aco0iB (NAAED) Bka3yroTh Ha Maike y 3 pa3u BHUIIY YaCTOTY BHUITQJIKIB BUHUKHEHHS BaJ]
po3BuUTKy (4,3 %) mopiBHAHO 3 KOHTpoJbHOIO rpynoto (1,4 %), ska He mnpuiimana
MPOTHETUIENITUYHUX TpernapariB. KpiM Toro, maHi IHIIUX OOCTIDKEHb BKa3ylOTh Ha
MIBUIIECHHS  PU3UKY  TeparoreHHUX  edexkTiB  mpu  KoMOiHOBaHIM  Teparii
MPOTUENUICITUYHUMHY TIpernapaTaMyu MOPIBHIHO 13 iX 3aCTOCYBaHHSM K MOHoTepamii. Sk
MOBITIOMJISIETHCS, PU3UK 3aJISKUTh Bifl J03H1; €(DEKTH CIIOCTEPIraanuch MpH 3aCTOCYBaHHI BCiX
703. Y XKIHOK, SIKI OTPUMYBAJIM TOMIpaMaT 1 y SKUX HapoJiiacsi AUTHHA 3 BPOKEHUMHU
BaJlaMU PO3BUTKY, BUSIBJIE€THCS MIJIBUILIEHUN PU3UK BPOKEHUX BaJl PO3BUTKY Y HACTYITHHUX
BariTHOCTSX MPH JIii TOMipaMary.

- 30WIbllIeHHs] YacTOTH BUMAJKIB HAPODKEHHS JiTed 3 Major macoro Tina (< 2500 rpamis)
MOPIBHSIHO 3 KOHTPOJIBHOIO TPYIIOIO.

- 30WUIbllIEHHS YacTOTH BHUMAAKIB 3aTPUMKHU BHYTPIIHBOYTpoOHOro pocty miuoaa (SGA;
BHU3HAYAIOTh MPHU Maci Ti1a HOBOHAPOHKEHOTO Hik4e 10-ro MpOLEHTHIIIO 3 MOMPaBKO Ha
recTaliiHui BiK Ta cTpartudikaiicro 3a crartio). Bignaneni Hacminku SGA HEMOBIAT HE
BCTaHOBJICHI.

Ilpusnauennsa npu eninencii. JKiHKaM penpoAyKTUBHOTO BIKY PEKOMEHJOBAHO PpO3IJISHYTH
aJIbTepHATUBHI MeToAM JiKyBaHHs. Ilpu JikyBaHHI TomipaMaToM IHKaM pPENpOAYKTHBHOIO BIKY
Cllii BUKOPHUCTOBYBATH BHCOKOC(EKTHBHI METOJIM KOHTpauenuii (auB. po3ain «Bzaemonis 3
IHIIMMH JTIKQpChKUMH 3ac00aMU Ta 1HII BUIM B3a€EMOJIii»). Y mepioJ BarirHOCTI Tonamakc® cin
MpU3HAYATH JIUILIE TiCIs AOKIaJHOTo iH(GOPMYBaHHS JKIHKH PO BIIOMI PU3MKH HEKOHTPOJILOBAHOT
ernijencii A8 BariTHOCTI Ta MOJIMBHM BIUIMB JIIKapchkoro 3aco0y Ha munia. Ilpu mimanyBaHHI
BariTHOCTI CJI1JI MPOKOHCYJAbTYBATHUCS 3 JIKapeM 3 METOI MOBTOPHOI OI[IHKM JIIKYBaHHS, a TaKOX
PO3IJISIHYTH 1HINI MeTOAM JikyBaHHs. HeoOXinHe peTenbHE JOMOJIOrOBE CIOCTEPEXKEHHS Y pasi
npuitomy Tormamakcy® IpoTAroM nepuioro TpUMeCTpy BariTHOCTI.

Ilpuznauenns ons npoginakmuxu micpeni. Tonipamar NPOTUNOKA3aHUHN I TPODUTAKTUKU MIrpeHi
y ’KIHOK y TepioJ] BariTHOCTI Ta y *IHOK PENpOAYKTUBHOIO BIKY, SIKIIIO BOHHM HE 3aCTOCOBYIOTbH



BUCOKOC()EKTUBHI METOAM KOHTpauenii (auB. po3aiumm «B3aemopis 3 IHIIMMHU JIKapCHKUMHU
3aco0aMu Ta iHII BUIU B3aeMOJii», «IIpoTHUIioKa3zaHH»).

[lepioa roayBaHHs TPYIUTIO

[Tig wac gocniKeHb HA TBAapWHAX OYJIO BHSIBICHO BHWJAUICHHS TOIIpaMary y TPYAHE MOJIOKO.
Ekckperniss TomipamaTy y TpyIdHE MOJIOKO JIOJAMHHA HE BHUBYAJACS IIiJi Yac KOHTPOJIHOBAHUX
nociipkeHb. OOMeXeHi ClIOCTePeKEHHS MPUITYCKAIOTh, 10 TOMIpaMaT MPOHUKAE Y TPYIHE MOJIOKO
y 3HAaYHHUX KUIbKOCTAX. EdexTtn, sKki crocrepiraiuch y HOBOHAPOHKCHUX/HEMOBIAT, IO
nepeOyBarOTh Ha TPYJAHOMY BUTOJIOBYBaHHI, BKJIFOYAIOTH Jiaper0, COHJIMBICTH, JPATIBIMBICTH Ta
HeaJieKBaTHE 30UIbIIEHHS MacH Tija.

OCKUTbKH OUIBIIICTh JIIKAPCHKUX 3acO00IB TMPOHHUKAE Yy TPYAHE MOJIOKO, HEOOXITHO BUPIIIUTH
MUTAHHSA [P0 JOUUIBHICTh MPUIUHEHHS TOyBaHHS TPYyI/II0 a00 MPUITMHEHHS IPUHOMY TIpenapary,
BPaxOBYIOUH CTYIiHb HOTO BaXKJIMBOCTI 15t Matepi (AuB. po3ni «OcoOIMBOCTI 3aCTOCYBAHHSY).
DepTIILHICTD

JlocnijykeHHsl Ha TBapyWHAaX He BUSBMIIM LIKIAJIMBOTO BIUIMBY ToIipamMaTy Ha (GepTUIIbHICTh. Brius
TomnipaMaTy Ha (PepTUIILHICTH JIIOJIMHU HE BCTAHOBJICHUH.

30amuicmv enausamu Ha WEUOKICMb pearkyii npu KepysaHHi asmompaHcnopmom abo IHUUMU
MexanizmMamu.

Tonmamaxc® Mae He3Haunwii a60 MOMIpHMiI BIUIUB HA 3[aTHICTh KEPYBaTH aBTOTPAHCIIOPTOM Ta
MpaloBaTH 3 IHIIUMHU MEXaHI3MaMH.
Tomamakc® i€ Ha IeHTpadbHy HEPBOBY CHCTEMY Ta MOXE CIPHYHHATH COHIIMBICTS,

3amaMOpOYEHHST Ta IHINI CUMITOMHU. BiH TakoX MOXKE CIPUYMHUTH 30POB1 MOPYIICHHS Ta/abo
PO3MUTICTH 30py. 3a3HaueHi MOOIYHI €PEeKTH MOXKyTh OyTH MOTEHLIHHO HeOe3MeUYHUMHU IS
MAIIEHTIB, SIK1 KEPYIOTh aBTOMOOLIEM ab0 MPalo0Th 3 TEXHIKOI0, 0COOJIMBO Y TOMY BUIAJKY, KOJIU
TAIIIEHT 1€ HE Ma€ 1HAWBITYaIbHOTO JOCBIAY 3aCTOCYBAaHHS Mperapary.

Cnocio 3acmocysannusa ma 003u.

JlikyBaHHSI PEKOMEHJY€ThCSI PO3MOYMHATH 3 HU3bKOI J03M 3 MOJAAJIBIIUM IMOCTYHIOBUM J000pOM
edekTrBHOI 103H. J[03y Ta piBEHB il MIABUILCHHS CIi MA0OMPaTH 3aJI€KHO Bl KJIIHIYHOT BIAMOBIII.
KoHTponb KOHIIEHTpaIliil TomipaMary y 1mia3Mi KpoBi HE € HEOOXITHUM TS ONTHMI3aIlil JIIKyBaHHS
Tonamakcom®. Y piakicHHX BHMIAIKaX HPU3HAYEHHS TONIpaMaTy K NOJATKOBOi Tepamii Hpu
JIKyBaHHI (PEHITOTHOM MOXe TMOTpeOyBaTH KOPHUTYBaHHSA J03W (EHITOTHY /I JOCATHEHHS
onTUMalIbHOrO KiIiHIUHOTO edekty. [lomaBanHsa abo BimMmiHa (eHITOTHY abo kapOamasemiHy sK
N07aTKOBOI Tepamii mpu jikyBanHi TomamakcomM® Moe NOTpeOyBaTH KOPUI'YBaHHS JO3H
Tonamaxcy®.

Kancynu Tonamakc™ MOXHa KOBTATH IUTMMHU a00 00EPEKHO BIIKPUTH KAIICYITy 1 BACUIIATH il BMICT
Ha HEBEJIUKY KUIbKICTh (4YaiiHa Jnokka) M’sikoi Dki. Jlikapcekuid 3aci®/ cymimn ciifg HeraiHo
MPOKOBTHYTH HE mepexoByroun. He cmig 30epiratd cywmill BMICTY Kalcyld 3 DKEO U
MOAAJBIIIOTO 3aCTOCYBAHHSI.

[IpemapaT MoKHA MpUKHMATH HE3aJIEKHO BiJl BYKMBAHHS K.

BinMiny mpoTuenuienTHYHUX Mpenaparis, BKIOYHO 3 TOMIpaMaToOM, CJiJ 3A1HCHIOBATH MOCTYIIOBO
3 METOK MiHiMizamil MOMIJIMBOCTI BUHWMKHEHHS Hamamis a00 30UIbLIEHHS IiXHBOI 4YacTOTH
He3aJIEKHO Bl TOr0, YM MajH MAIllEHTH BUITAAKH HaMagiB eniierncii B anaMmHesl. ITin yac KIiHIYHUX
JOCITI/DKEeHb 1000B1 103U 3MeHuTyBad Ha 50—100 Mr 31 IIOTHXKHEBUM IHTEPBAJIOM Yy JAOPOCIUX,
XBOPHX Ha emulencito, Ta Ha 25-50 Mr y gopocnux, siKi npuiiManyu tomipamaT y no3yBaHHi 70 100
MI' Ha JI00y 3 MeTOr0 MpOo(UIaKTUKU MIrpeHi. Y XOAl KIIHIYHMX JOCHIKEHb 3 y4yacTio AiTei
BIJIMiHY TOoIipamary MpOBOJMIIN MOCTYIOBO, 32 2—8 THXHIB.

Monomepanis eninencii.

IIpu BiAMIHI CYNMyTHIX HPOTHENUIENITUYHUX NpENapaTiB 3 METOI IMepexoy Ha MOHOTEpAIIio
TOMIpaMaTOM HEOOXiJHO BPaxOBYBAaTH MOXKJIMBHUI BIIMB LIFOTO KPOKY HA YacCTOTY HamaiiB. SIKIIO
MIpKYBaHHS O€3leKM He BHUMAarairoTh TEPMIHOBOI BIIMIHHM CYINYTHBOTO TPOTHUEMLIENITUYHOTO
npernapary, peKOMEHIy€e€ThCsI TIOCTYIOBE 3HUKEHHS HOTo /1031 Ha 1/3 KOXHI 2 THXKHI.

®




[Tpu BigMiHI npenapaTiB, MO € IHAYKTOpaMHU MEYiHKOBUX (PEPMEHTIB, KOHIIEHTpAIlil Tomipamary B
KpOBi OyayTh 3pocTaTH. Y TaKMX CHTYallisX IMPU HASBHOCTI KIIHIYHUX MOKAa3aHb /103y IMperapary
Tonamakc® MOKHA 3HU3HTH.

Hopocni.

Jlo3y ciin TUTpYBaTH 3aJIeKHO BiJ KIiHIYHOT BinmoBini. JIiKyBaHHS Clii pO3MOYMHATH 3 TPUHOMY
25 Mr Ha HIY mPOTATOM | TWXKHS 3 TOJAIBIINM 30UIHIICHHSIM 3 THXKHEBUM a00 IBOTHKHEBUM
iHTepBasoM Ha 25 abo 50 mr Ha 00y (000BY 103y 3aCTOCOBYIOTH 32 2 MPHUHOMH). SIKIIO MaIlieHT
HE TIEPEHOCUTh TAKHH PEKUM TUTPYBAaHHS JI03H, MOKHA 30UTBIIUTH IHTEPBAIN MDK IiIBUIICHHIMU
703U 200 3aCTOCYBAaTH MEHIII 3HAYHE 30UTBIICHHS JIO3H.

PeKxoMeHI0BaHM# piBeHb NMOYATKOBOI 1iMb0BOi 1031 Tomamakcy® mpu MOHOTeparii y 10pociux —
Big 100 mo 200 mr Ha 100y, po3moAiIeHUX Ha 2 MpuiioMH. MakcuManbHa PEeKOMEHIOBaHA 1032 —
500 mr Ha m00y, po3moziieHa Ha 2 mpuiiomu. Jleski mamieHTH 3 pedpaxTepHUMEH (PopMaMu
eminencii 106pe mepeHocaTs MoHoTepamito Tomamakcom® y m03i 1000 mMr Ha 106y. 3a3zHaueHi
pexoMeHalli 100 JO03YBaHHS CTOCYIOThCS BCIX JOPOCIHX TMAlI€HTIB, BKJIIOYAIOUM JIOAEH
JITHBOTO BIKY Y pa3i BIICYTHOCTI Y HUX 3aXBOPIOBaHb HUPOK.

Jimu (8ixom 6i0 6 pokis).

Jlo3y st aiTedt ciif TUTPYBATH 3aJIEKHO BiJ KIIHIYHOT BianmoBifl JIikyBaHHS aiTel BIKOM Bin 6
pokiB cimig posmounHatH 3 mpuiiomy 0,5-1 Mr/kr Ha Hi4 TpoTsroM | THXHS 3 IMOJATBIINM
30UTBILIEHHSM 3 TH)KHEBUM a00 JBOTM>KHEBMM iHTepBasnioM Ha 0,5—1 mr/kr Ha g00y (10060BY 103y
3aCTOCOBYIOTh 3a 2 NpUMOMH). SIKIIO NWTHMHA HE NMEPEHOCUTh TAaKUW PEKUM TUTPYBAaHHS JI03H,
MOXHa 30UTBIIUTH IHTEPBAIM MDK IMMIBHINCHHSMH 03U ab0 3acTOCyBaTH MEHII 3HAYHE
30UIBIIEHHS JO3H.

PeKoMeHI0BaHMi piBeHb MOYaTKOBOI 1inboBOi 1031 Tomamakcy® mpu MoHOTepamii y fiTeil Bikom
Bix 6 pokiB ctaHOBUTH 100 Mr Ha 100y 3a7eKHO BiJ KJIIHIYHOT BIAMOBIAI (1€ OJMU3BKO 2 MI/KT MacH
Tina Ha A00Y JUIs AiTel BIKOM Bix 6 10 16 pokiB).

Hooamkosa mepania_eninencii (napyianohi Hanadu 3 HAsA6HICMIO a00 8i0CYMHICMIO 8MOPUHHOL
2eHepanizayii, NepeuHHi 2eHepanizo8ani MOHIKO-KIOHIYHI _HANAaou 4u Hanaou, dcoyilio8aui 3
cunopomom Jlennoxca — I'acmo).

Jlopocani.

JlikyBaHHSI pO3MIOYMHATH 3 TTpuiioMy 25—50 Mr Ha HiY TTpoTsAroM | TxHS. By moBimoMieHHs mpo
3aCTOCYBAaHHS HIKYMX OYATKOBUX /103, OJJTHAK BOHU HE BUBYAIUCS CUCTEMATUYHO. Y MOJIAIbIIOMY
7103y 30UIBIITYIOTh 3 THXKHEBHM a00 JBOTH)KHEBUM 1HTepBajioM Ha 25-50 mr Ha 100y (1000BY 103y
3aCTOCOBYIOTH 3a 2 MPUHOMH). Y NESKHUX IMAII€HTIB €heKT MOKe OYTH TOCATHYTUU MPU MPUHOMI
npenapaty 1 pa3 Ha 100y.

[lin yac KIHIYHUX MOCTIDKEHb 3aCTOCYBAaHHS TOIpaMary SK JOJAaTKOBOI Tepamii MiHIMalbHa
edexktrBHa 032 ctaHoBUia 200 mr. 3Buuaiina no0oBa mo3a ctaHoBUThH 200—400 Mr Ha 100y 3a 2
MPUHOMH.

3a3HaueHi peKOMEHJIAIil M0A0 JO3YBaHHS CTOCYIOThCS BCIX JOPOCIHX MAli€HTIB, BKIIOYAIOYH
JIOJIEH JIITHBOTO BIKY Y pa3i BIACYTHOCTI y HUX 3aXBOPIOBaHb HUPOK (AMB. po3ain «OcoOiuBoOCTI
3aCTOCYBAHHA»).

Jimu (sixom 6i0 2 pokis).

PexoMenpgoBana 3arajibHa n00OOBa J103a TonaMaKcy® (TomipamaTy) fK JI0AAaTKOBOI Tepamii
CTaHOBHUTbH OJIN3bKO 5-9 MI/KT Macu Tina Ha 100y 3a 2 npuiiomu. JIikyBaHHS CIlifl pO3MOYMHATH 3
npuiiomy 25 Mmr (abo MmeHire, 3 po3paxyHKy 1-3 Mr/kr macu Tina Ha 00y) Ha Hiu mpoTsroM 1
THKHS 3 TIOJANBITUM 30UTBIICHHSIM 3 THXKHEBUM ab0 JBOTIKHEBUM IHTEpBalioM Ha 13 MI/KT Macu
TiNa Ha 100y (J1000BY 103y 3aCTOCOBYIOTH 32 2 MPHUIIOMH) /10 TOCATHEHHS TEPAaNleBTUYHOIO e(eKTy.
VY xoai KIHIYHUX AOCTIKEHb BUBUAIH 703U 10 30 MI/KT Macu Tila Ha 100y, sKi 3arajioMm Jo0pe
TIEPEHOCUITHCSL.

Miepenp.

Lopocni.

PexomenioBaHa 3arajibHa J000Ba 71032 TomipaMary Juis NpoQiIaKTUKH Hama (iB MIrpeHi CTAHOBUTb
100 mr, po3nuieHuX Ha 2 mpuiiomu. JIiKyBaHHS CIii pO3MOYMHATH 3 HpuiloMy 25 Mr BBeuepi
MpoTAroM | THXKHS 3 TIOJANBIINM 30UTBIIEHHSIM Ha 25 Mr Ha 100y 3 iHTepBajioM | THKIEHb Mmicis




KO’KHOTO IMIJIBUILEHHS 03H. SIKIIO MAI[iEHT HEe MEePEHOCUTh TAKUN PEXKUM TUTPYBAaHHS 103U, MOYKHA
30UTBIIUTH THTEPBAIN MK MIABUIICHHSIMH JI03H.

VY neskux MamieHTiB KIiHIYHA BIIIOBIIb H0OCITaEThes MpU 3acTocyBanHi 50 Mr Tomipamary Ha 100y.
[Tig gac KIIHIYHUX AOCTIKEHb MamieHTH oTpuMyBaimu A0 200 mr tomipamary Ha noOy. Take
J03yBaHHA MOKe OyTH e(EeKTHUBHUM JUIS JSSIKUX MAIi€HTIB, OJHAK PEKOMEHJIOBAHO MNpU3HAYATH
Horo 3 0O0EpEeKHICTIO 3 METOI0 TMONEPeKEHHs MIABUIIEHHS YaCTOTH BUHUKHEHHS IMOOIYHHX
peaxirii.

Ocobnusi epynu nayienmis.

Topywenns @yHkyii HUpOK.

3 oy Ha Te, IO IUIa3MOBUH Ta HUPKOBHUU KIIIPEHCH TOMIpamary 3HIDKEHI y MAIliEHTIB 3
nopymeHoto pyskiiero HUpoK (CLcr < 70 MiI/XB), TAKUM TAIlIEHTaM TOIIpaMaT CJIiJI IPU3HAYATH 3
obepexHicTio. IlamienTam 3 BimoMuM mopymeHHsM (QyHKIil HUPOK Moxe OyTd moTpiOHO Oimbiie
qacy Al TOCATHEHHS CTIHKOTO CTaHy IICJS MPUHOMY KOKHOI J03U. PeKOMEHIyeThCsl TOJOBHHA
3BHYAWHOT MOYATKOBOI Ta MIATPUMYIOUOT 103U (IUB. po3aul «DapMakoIoriyH1 BIaCTUBOCTI»).
Tomipamar BUAANA€TbCA 3 IJIA3MH KPOBI M 4Yac reMojiaiizy, TOMY MaIlieHTaM 3 OCTaHHBOIO
CTa/li€}0 HUPKOBOI HEJOCTAaTHOCTI y JH1 MPOBENEHHS IeMOoJializy pEeKOMEHJOBaHO NpHU3HAYaTH
noaTKoBy 103y Tomamakcy®, sika CTaHOBUTH TPHONM3HO TIONOBHHY 3BHMYAMHOI J0GOBOT J03H.
JlomatkoBy 103y CJifl PO3MOAUIMTH Ha 2 TPUHAOMH Ta 3aCTOCOBYBaTH Ha TMOYATKYy Ta ITICIA
3aBEpIICHHS MpoleAypr reMomianizy. JlomatkoBa m03a MOXKE BIIPIZHATHUCS 3aJIeKHO BiX
XapaKTepUCTUK J1aji3HOT CHCTEMH, IO BUKOPHUCTOBYeThCA (AMB. po3ail «PapMakoJOTidHi
BIIACTHUBOCTI»).

THopywenus ¢ynuxyii nevinku.

[NTamientam 3 mopymeHHSAMHU (YHKIIM MEeYiHKA B MOMIPHOTO 1O TSKKOTO cTymeHs Tomamakc
CIIiJ MpU3HAYaTH 3 00EPEKHICTIO, 3BAYKAIOUM Ha 3HIKEHUH KITIPEHC TOoMipaMary.

Tayienmu nimuvoeo 6iKy.

Jlst miKyBaHHSI TAIIEHTIB JITHROTO BIKY KOPUTYBAaHHS 103U HE MOTpiOHE, SKIO BOHW HE MAIOTh
nopymieHsb QyHKIIIT HUPOK.

®

Himu.

Monomepanis eninencii. 3aCTOCOBYBaTH JITsIM BIKOM Bifl 6 POKIB.

Jlooamkosa mepanin (napyiarvni Hanaou 3 abo 0e3 G6MOPUHHOI 2eHepanizayii, NnepeuHHi
2EHepaniz08ani MOHIKO-KIOHIYHI HANAOU Yu HAnaou, acoyiuo8aui 3 CuHOpomom Jlennokca —
T'acmo). 3acTOoCOBYBaTH JITSAM BIKOM Bij] 2 POKIB.

Mizpens. Tomamaxc® He peKOMEHIyeThCs I JTiKyBaHHSA a00 MPoQiTakTUKN MirpeHi y aiTeit uepes
HEJIOCTATHICTh TaHUX 11010 O€31eKH Ta €PEeKTUBHOCTI.

Ilepeoosysanns.

Cumnmomu.

[ToBinomiisiocs Ipo BUMAJIKU Mepefo3yBaHHs TonipamaroM. O3HaKu Ta CUMITOMH Iepe103yBaHHs
Tonamakcy® BKJIH0YaIN CYJOMH, COHJIMBICTh, MOPYIIEHHS MOBJIEHHS, PO3MUTICTh 30pY, AUILIOIIIIO,
MOPYILIEHHSI MUCJICHHS, MOPYIIEHHS KOOPIUHAILI1, JIETAPTito, CTYIOP, apTepialbHy TiMOTEH310, OUTh
y JKHMBOTI, @XHTallil0, 3alaMOpPOYEHHS Ta Jernpecito. Y OUIbIIOCTI BUIMAJKIB HE Oyno TSHKKHX
KIIHIYHUX HACHAKIB, ane OynM 3apeecTpoBaHi JeTalbHI BUNAJKU TICIS Tepelo3yBaHHS 13
3aCTOCYBAaHHSAM KOMOIHali{ KUTbKOX JIIKAPCHKUX 3aC00IB, Y TOMY YHCIIi TOMIpaMary.
Ilepeno3yBaHHs TomipamMary MOXKE CIPUYMHUTH TSDKKUH — MeTa0OoMyHMM  anmao3  (auB.
«Oco0IMBOCTI 3aCTOCYBaHHS»).

Jlikyeanhs.

IIpu roctpomy nepeno3yBaHHI Tomipamary, SKIIO 3 MOMEHTY NpUHOMY Mpoinuio Hebarato yacy,
HEOOXiJJTHO 0J]pa3y MPOMHUTH HMUIYHOK ab0 CIIPOBOKYBATH OJNIOBaHHS. Y XOJi MOCTIDKEHHs IN Vitro
Oysl0 BCTaHOBJIEHO, III0 aKTHBOBaHe BYTiuIA ajacopOye tomipamar. [Ipu HEOOX1IHOCTI MPOBOAUTH
CUMIITOMATUYHY Tepamilo MalieHTaM pPEeKOMEHIYeThCsl BXKMBAaTH OaraTo piauHu. EdekTuBHUM
3aX0JI0M BUBE/IEHHS TOMIpaMary 3 OpraHi3amy € reMoJianis.

Ho6iuni peakuii.



[Mpodine Oe3nmexku TomipamaTy OIIHIOBATM 3a JaHUMU 0a3u JaHWX KIIHIYHUX JOCIIIKEHBb
3aCTOCYBaHHSI Tomipamary $K JOJATKOBOI Tepamii Ajs JiKyBaHHS MEPBUHHO TI'eHEpasli30BaHHUX
TOHIKO-KJIOHIYHUX HamajaiB, NaplialbHUX HaIaJiB, HamaiiB, AacoIIMOBaHUX 13 CHHIPOMOM
Jlennokca — l'acto, Ta siKk MOHOTepamii JJIs JIIKYBaHHS BIIEpIIE YW HEIIOJABHO JAiarHOCTOBAHOI
eminencii un npodinaktuku mirpeni y 4111 mamientiB (3182 orpumyBanm Tomipamar i 929 —
iane6o), ski Opanu ydacth y 20 MOABIMHO CIIMUX JOCTIDKCHHSX, Ta 2847 mallieHTiB, SKi Opamu
yuacTb y 34 BIAKPUTHX JOCHDKEHHSX. BibImicTh mOOIMHMX peakiiii Oymu Bif JETrKOro [0
MOMIPHOTO CTYIEHS TSDKKOCTL. Y HaBeIeHIM HIK4Ye TaObmuii 3 mepenideHo MmoOiyHi peakiii, 1Mo
CriocTepiraiucs y XoAl KIIHIYHHX JOCTIHKEHb Ta y MOCTMApKETHHTOBHH Iepioa. 3a 4acTOTOIO
HeOakaHi peakirii kiracu(ikoBaHi TaKUM YHHOM: ayke dacto (> 1/10), gwacto (> 1/100 no < 1/10),
Hedacto (> 1/1000 mo < 1/100), pigko (= 1/10000 < 1/1000) ta HeBimomo (He MOXke OyTH
BCTAHOBJIEHO 3 JOCTYIIHUX JIAHUX).

Haltyactimumy nmoOGiYHUMHU peaklisiMU 3 4acTOTOIO MOSIBH > 5 % Ta OUIBLIOI YacTOTOO, HIK Y
rpyni mianebo, y Xoai AOCIIKEHb 13 3aCTOCYBAaHHSM ToIlipaMaTy OyiM: aHOPEKCIs, 3HMKEHHS
aneTury, OpagudpeHis, Aenpecis, NOPYLUIEHHS €KCIPECUBHOTO MOBJICHHS, O€3COHHSI, MOPYLICHHS
KOOpJUHAIl pyXiB, NOPYLIEHHS KOHILIEHTpalli yBaru, 3allaMOpOYEHHs, THU3apTpis, CIOTBOPEHHS
CMaKy, TilecTe3is, JIeTaprii, MOPYLIEHHS MaM’sTl, HICTarM, IMapecTesis, COHJIMBICTb, TPEMOp,
JUTUIONISI, PO3MHTICTB 30Dy, Jiapes, HyJI0Ta, BTOMa, PO3paTOBAaHICTh Ta 3MEHIIIEHHS MacCH TLIa.

Taomus 3

Cucrema oprasis/ .
P [To61uH1 peakiii

94acToTa

Inghexyii ma insazii

Jly»ke JacTo | Hasogapunrit”

3 6oky kposi ma nimgpamuynoi cucmemu

Yacro Anemis

Heuacto Jlelikomenis, TpoMOoIMTONIEH s, JTiM(ageHonaTist, €03UHOQ LTI
Pinko Heiitponenis

3 b6oky imyHHOI cucmemu

YacTto ['inepuyTIMBICTH

Hesinomo Anepriunuii HaOpAK

3 boky memabonizmy

Yacto

AHOpEKCis, 3HIKEHHS alleTUTY

Heuacto

MertaboriyHui anua03, TIMOKTIEMIs, TiIBUIICHHS alleTUTY,
[IOJIIIAIICIA

Pinko

N N < N R N N

INimepxmopeMiuHuit aly03, rinepaMoHeMis , riepaMOHeMIYHa
. *

eHnedamonaris

3 boky ncuxixu

Jyxe gacro

Jenpecis

Yacrto

bpamudpenis, O0e3coHHS, MOPYIIEHHS
TPUBOXKHICTb, CIUTYTaHICTh CBIIOMOCTi, JI€30pI€HTAllisd, arpecis,
MOPYIIEHHS ~ HAaCTPOK,  CXBUJIBOBAHICTh, TMEpemaad  HacTPoOIo,
JIETPECUBHUN HACTPIH, 377ICTh, HE3BHUYHA NOBEJIIHKA

CKCIIPCCHUBHOI'O  MOBJICHHA,

Heuacto

CyiunnaneHi TyMKH, crpoba caMoryocTBa, TajrolMHAL], NCUXOTHYHI
MOPYIIEHHS, CIyXOBl TaJIOIMHAIl], 30pOBi1 TallOLMHAIL, amarid,
HOPYIIEHHS CHOHTAHHOTO MOBJICHHS, MOPYLIEHHS CHY, adeKTHUBHA
naOUTbHICTh, 3HIDKGHHS  Ji0iM0, HECHOKid, mimav, aucdemis,
eiiopuunmii HacTpiif, mapaHos, TepceBepallis, IaHIYHA araka,
IUTAKCHUBICTh, TOPYIIEHHS 3JaTHOCTI YWTAaTH, IEPBUHHE OE3COHHS,
CIUIOLIIEHHSI €MOLIIHOro adexTy, He3BUYHE MHCJIECHHS, BTpara Jibino,
OaiiyxicTh,  IHTPAaCOMHIYHMHA  po37al,  BIJBOJIIKAHHS,  pPaHHE
npoOy/KeHHsI, MaHIYH1 peaKiii, i HeCeHUH HacTpii

Pingxo

. . . . * . .
MaHlfI, PO3J1ai MMaHIYHOT'O TUITY, BIAYYTTS B1A4Y4dK0 , T'IIOMAHIA




3 boxy nHepsosoi cucmemu

Jlyxe gacTo

[TapecTesisi, COHJIMBICTD, 3aITAMOPOYCHHS

Yacrto

[lopymeHHss KOHIEHTpalil yBaru, TMOPYLUICHHS @aMm’sTi, aMHe3isd,
KOTHITUBHI PO3JIaJu, TOPYUIEHHS PO3yMOBOi AiSUIBHOCTI, pO3Janu
MICUXOMOTOPHHUX (YHKIIH, CyJOMH, TOPYIIEHHS KOOpAMHALL, Tpemop,
Jerapris, TimecTe3is, HICTarM, JMAWCTEB3is, TOPYIICHHS pIBHOBAry,
TM3apTpisi, IHTCHIIIMHUNA TPEMOP, Ceallist

Heuacto

[IpurHideHHs CBiTOMOCTI, BEJIUKHUN CIUICITHYHUN HAas, JeQEeKT MO
30py, KOMIUIGKCHI MapIiajnbHi HamajW, MOPYIICHHS MOBIICHHS,
IICUXOMOTOPHA TilEPaKTUBHICTh, CHHKOIE, CEHCOpPHI IOPYIICHHS,
CIIMHOTEYa, TiNepcoMHis, adasis, TOBTOPIOBAHICTH MOBJICHHS,
TimoKiHe31s, AUCKIHE3is, TOCTypalbHE 3alaMOpPOUYEHHS, TOraHa SKICTh
CHY, BIIYYTTA TMEUIHHSA, [OPYLIEHHS YYyTJIMBOCTI, [apocCMis,
MO30YKOBHM CHHAPOM, AU3ECTE31sl, TIMOTeB3is, CTYMOp, HE3rpabHICTh,
aypa, aresisi, jaucrpadis, aucdasis, mnepudepuuHa Heiponarid,
MIPECUHKOIIE, AUCTOHISI, BIIUYTTS «I1OB3aHHS MypalIOK»

Pinxo

Anpakcis, HOpyLIeHHS! IUPKAJHOTO PUTMY CHY, TilepecTesis, rinocMis,
aHOCMis, €CEHIIAJIbHUNA TpeMop, akiHe3ls, BIICYTHICTb peakilii Ha
MOJAPa3HUKHI

3 boky opaaHis 30py

Yacrto

[ToMyTHIHHS 30Dy, TUTIIOMISI, PO3JIAIH 30PY

Heuacto

3HMKEHHS TOCTPOTH 30py, CKOTOMa, TOCTpa MiOMis , He3BUYHI BiTUyTTS
B ouax, cyxicTh odei, (oToobis, OredapocrnasM, MOCHIEHHS
CITHO30BUIUICHHS, POTOIICIA, Mipia3, mpecOiomis

Pinxo

OmHOCTOPOHHS CIINMOTA, KOPOTKOYACHA CITIMOTA, TIIayKoMa, MIOPYIICHHS
aKkoMoJaIlii, 3MiHEHE BI3yaJbHE CHPUUHATTS TIHMOMHH, MEPEXTINUBA
CKOTOMA, HAOPSK MOBIK , HiYHA CITIMOTa, aMOTiomis

Hesigomo

3aKpUTOKYTOBAa TIJayKoMa , MAaKyJlomaTisi, po3Jagd pyxy odeii
HaOPSAK KOH IOHKTHBH , YBEIT.

Topywenus cnyxy ma eéecmubynapHo2o anapamy

Yacto

Beprturo, Tunit, OU1h y ByXxax

Heuacto

I'myxoTa, OTHOCTOPOHHS TIyXOTa, HEUPOCEHCOpPHA IIIyXOTa, BIAYYTTA
TcKkoMbOpTy y ByXaX, HOPYUICHHS CIyXy

3 boky cepyeso-cyOunHoi cucmemu

Heuacto | bpanukapmis, cuHycoBa Opagukapais, maabIiTaris
3 boky cyoun
ApTepialibHa TioTeH31s, OPTOCTaTHYHA TIIMOTEH31s, TiepeMis,
Heuacto
PUILTUBU
Pinko denomeH Pelino

Pecnipamopui nopyuienns

Yacrto

. . *
I[I/ICHHOG, CIIICTAKCHUC, 3aKJIaJICHICTh HOCA, pUHOPCA, KAIlICJIb

Heuacto

JucnHoe mpu (I3MYHOMY HaBaHTa)KEHHI, IapaHa3albHa CHHYCOBA
rinepcexpertisi, TMcQoHist

3 60Ky WIYHKOBO-KUWKOBO20 MPAKMY

Jyxe gacto

Hynota, niapes

Yacrto

bmtoBanHs, 3anop, 6U1b Y BEpXHii YacTUHI )KMBOTA, TUCIENCIA, OUTb Y
AKHUBOTI, CYXICThb y POTi, BITUYTTs AUCKOMGOPTY Yy IIIYHKY, HapecTe3is
CJIN30BO1 000JIOHKH MOPOKHUHM POTA, TACTPUT, TUCKOMQOPT Y KUBOTI

Heuacto

[TankpeaTur, MereopusM, racrpoezodareasbHa peIIoKCHa XBOpooOa,
OlTh y HIXKHIA YacTHUHI >KMBOTA, TIMECTe3is CIU30BOi OOOIOHKH
MOPOKHUHU POTA, KPOBOTOYMBICTH SICEH, 3AYTTS JKUBOTA, BIIUYTTH
auckoMpopTy B emiracTpii, O1b Mpu manbnarii )KUBOTa, TilepceKperis
CJIMHU, OUIb Y TOPOXKHHUHI POTa, 3aIax 3 pOTa, INIOCOAUHIS




3 boxy eenamobiniapnoi cucmemu

Pinko ‘ Iematut, ne4iHKOBa HEAOCTATHICTD

3 6oxy wKipu ma niOwKipHoi K1imKOGUHU

Yacro AJorieltisi, BUCUIIAHHS, CBEpOIK
AHrigpos, rinecresis 00y, KpOIIMB’sIHKa, epurema,

Heuacro reHepai3oBaHuil  CBEpODK, MaKyJspHI BUCHIIAHHSA, 3HEOAapBIICHHS
IIKipH, aJIeprivyHuid JepMaTUT, HAOPSK 00IuIUs
Cungpom CriBenca — J[KoHcoHA, MynbTH()OPMHA epuTeMa ,

Pinxo HE3BMYHHI 3amax IIKipH, mepiopOiTanphuii HAOpsAK , IOKaTi3oBaHa
KpOIMB’HKa

Hesimomo ToKCHYHHMI eniiepMaTbHII HEKPOIi3

3 60Ky cxenemHo-m 430601 ma CNOAYYHOI MKAHUHU

Yacto Apraniﬂ, M’S30B1 CITa3MH, Miagris[, M’ﬂsopi NOCMHKYBaHHS, M’S30Ba
CJ1a0KICTh, M’ SI30BO-CKeJIETHUI OUTb Y IpyJHIN KIITII

HewacTo Habpsik CYF:]'IO6iB*, M’SI30BO-CKEJIETHA CKYTICTh, OUTh y OoIll, M’s30Ba
BTOMJTFOBAHICTh

Pigko BiguyTTs uckoM(OpTy y KiHIIBKaX

3 boky ceuoudinbHoi cucmemu

YacTto Hedpomirias, monakiypis, Au3ypisi, HeGpOKaIbIHHO3

Hewacro CeyoB1 KaMeHi, HETPUMaHHS ceqi? remarypis, iHK‘OHTI/IHeHI_[iH, MTO3UBHU
JI0 CEYOBMITYCKaHHS, HUPKOBA KOJIIKa, HUPKOBUH OLITH

Pinxo Kameni B ce4OBUBITHUX NIIAXaX, HUPKOBOKAHAIBIIEBUN anmmo3

3 60Ky penpodykmusHoi cucmemu

Heuacto ] EpextunpHa qucdyHKIA, cTaTeBa TUchyHKITISA

3azanvui nopyuienns

Jlyxe gacTo ITinBuIteHa BTOMIIFOBAHICTh

Yacto [Tipekcis, acTeHis, po3ApaTOBaHICTh, PO3IAAN X0, HE3BUUHI BITUYTTS,
HE3Ty>KaHHS

Hewacto FiHGpTGpMiﬂ, 'BiI["IYTTSI _cnparw, ’l"pI/I‘HOHOI[?6HI/II\;I cTaH , MJ'ISIB‘iCTB,
MOXOJIOAIHHS KIHIIBOK, BITUYTTS CII’SIHIHHSA, BITYYTTS TPUBOKHOCTI

Pinxo Habpsk o6mmyaus

Jlabopamopni nokaszHuku

Hyxe gacto 3MEHIIICHHS MacH Tija

Yacrto 30u1blIeHHs. Macu Tia*
HasiBHicTh KpucTaliB y cedi, aHOMaJIbHUNA Pe3ylIbTaT TECTy «TaHJIEM-

Heuacrto X0J1a», 3HWKEHA KUIbKICTh JICHKOIMTIB, 30UIbIIIEHHS PIBHS MEYIHKOBUX
(dhepmeHTIB

Pinko 3HIKEHHS piBHS 0ikapOOHATIB y KPOBI

Couyianvha nosedinka

Pinko ‘ HesnmarHicTs 10 HaBYaHHSA

*[To6iuni peakiii, Bil3HAaueHi y MOCTMAPKETUHIOBOMY Hepiofi (CMOHTAaHHI MOBioMIIEHHS). IXHIO
4acToTy 0yJ0 BUpaxyBaHO Ha OCHOBI JaHUX KIIHIYHUX JOCTIKEHb.

Bpomxkeni Baau po3BUTKY Ta OOMeEXeHHs pocTy mioaa (auB. posaimm  «OcoOImMBOCTI
3aCTOCYBaHHS» Ta «3aCTOCYBaHHs y Mepio1 BariTHOCTI a0 TrOyBaHHS TPYIIIO»).

Ocobaueocmi npoginio 6e3nexu y dimeil.

[ToOiuHi peakuii, 0 crocTepirajgucs y JiTed y > 2 pa3u 4acTille, HDK Yy JOpOCIHUX, Y XO[Ii
MOJIBIHHO CJINMUX KOHTPOJIbOBAHUX JIOCHI/KEHb: 3HIKEHHS aleTUTy, IIJBUILIECHHS aleTury,
rinepxJIopeMidyHUi  anuao3, TiMOKalieMis, pO3lagu TOBEIIHKM, arpecis, armarisi, [epBUHHE
0e3COHHs, CYiUAaNbHI JyMKH, MOPYIIEHHS KOHIIEHTpalil yBaru, JeTaprii, MOPYLICHHS
LUPKATHOTO PUTMY CHY, IOTaHa SKICTh CHY, MOCUJICHHS CIbO30BUAUICHHS, CHHYCOBa OpaauKap/iis,
HE3BUYHI BIUYTTS, HOPYIIEHHS XO/IH.



Hebaxani peaxiii, siki cnocTepirajucs JUIIe y JiTeld y XOoJi MOABIHHO CIIMUX KOHTPOJIHOBAHUX
JOCITI/DKEHb: €03WHO(LIIS, NCUXOMOTOPHA TiNEepaKTUBHICTb, BEPTUTO, OJIOBAaHHS, TinepTepMis,
MIPeKCis Ta He3ATHICTh 10 HABYAHHSL.

Tepmin npuoamunocmi. 2 poxu.

YmoBu 30epiranns.
30epiratu B OpUTiHAJIBHIN YHAKOBIN 31 MIUTBHO 3aKPUTOIO KPUIIKOIO JUISl 3aXUCTY BiJ BOJOTH IpHU
temrieparypi He Bumie 25 °C. 36epiraTe y HEIOCTYITHOMY JIISl AIT€H MICITi.

YnakoBka.
ITo 28 kamcyn y (uiakoHi 3 TMOJIETUICHY BHUCOKOI HIUTBHOCTI 3 KPHUIIKOK, 3aXHUIICHOK BiJ
BUIIaJIKOBOTO BIIKPUBAHHA IITbMU; 1O 1 QriakoHy y KapTOHHIM maviii.

Kareropis Bianycky. 3a penenrom.

BupooOHuk.

Bionogioanvnuii 3a sunyck cepii:
SAnccen-Cinar C.m.A./

Janssen Cilag S.p.A.

Micue3naxo/:keHHsI BUPOOHMKA Ta HOro ajapeca Micusi NIPOBa/zKeHHS AislIbHOCTI.
Bia C.fIuccen, 04100 bopro Can Mimens, Jlatina, [Tamis/
Via C. Janssen, 04100 Borgo S. Michele, Latina, Italy.



	Взаємодії з іншими лікарськими засобами.
	Фертильність
	Дослідження на тваринах не виявили шкідливого впливу топірамату на фертильність. Вплив топірамату на фертильність людини не встановлений.
	Здатність впливати на швидкість реакції при керуванні автотранспортом або іншими механізмами.
	Дорослі.
	Рекомендована загальна добова доза топірамату для профілактики нападів мігрені становить 100 мг, розділених на 2 прийоми. Лікування слід розпочинати з прийому 25 мг ввечері протягом 1 тижня з подальшим збільшенням на 25 мг на добу з інтервалом 1 тижде...
	У деяких пацієнтів клінічна відповідь досягається при застосуванні 50 мг топірамату на добу. Під час клінічних досліджень пацієнти отримували до 200 мг топірамату на добу. Таке дозування може бути ефективним для деяких пацієнтів, однак рекомендовано п...


